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Consent to Participate in a Research Study
TITLE OF STUDY
[Title as given on the project summary]

Suggested Introductory Statement:

The purpose of this paper is to give you basic information about a research study. As you read these pages, feel free to ask questions. Being a part of this study is your choice, so please think about the information in this paper carefully. If you choose to be a part of the study, you can sign a consent, or agreement, at the end of these pages.

[Please use the following question/answer format.]

1.
INVESTIGATOR(s) CONDUCTING THIS STUDY
Who will be in charge of this study?
[List PIs and co-investigators with their mailing addresses]

Example: 
The following people at HCMC are doing this study:
· John Smith, MD, HCMC, Department of Pediatrics, 701 Park Ave. S., Minneapolis, MN 55415
· Mary Brown, MD, HCMC, Department of Pathology, 701 Park Ave. S., Minneapolis, MN 55415

2.
SOURCE OF SUPPORT
Who is funding this research study?
[Include sponsor, such as NIH or pharmaceutical company, and how it relates to this institution or this study. If the study is not funded, state there is no outside financial support. Include potential conflicts of interest, if applicable. Examples of conflicts of interest may include PIs who own stock in the sponsor's company, PIs who are being paid by the sponsoring company, etc.]

Example: 
The sponsor, [sponsor name], is paying for the costs of this study.  [Sponsor name] is developing the drug that is being studied.

3.
SITE OF THE RESEARCH STUDY
Where will this study be done?
[Include whether this is a multi-center study and, if so, how many sites. Include where the subject will access the study, as it relates to study participation.]

Example:
This research study will be done in 4 dialysis centers in the United States. You will be part of this study at DaVita, the dialysis unit that you normally visit.

4.
PURPOSE OF THIS RESEARCH STUDY
Why is this research study being done?
[Explain the purpose of this research in a general way. Consider readability for the lay person, i.e., using simple language, using a descriptor in parentheses next to a medical term, keeping sentences short, etc. The 3 required components are: 1. the purpose of the research (including safety and usefulness, if applicable), 2. the expected duration of the individual's participation, and 3. the number of subjects involved.]

Example:
This research study is being done to find out what the useful and safe dose of the study drug, [name of the study drug], is when it is given to a person with kidney disease. [Name of study drug] is a new antibiotic (a drug to treat infections). [Name of study drug] has not been approved for use by humans by the Food and Drug Administration (FDA), which means it has not yet been proven to be safe and useful. You are being asked to be part of this study because you have kidney disease. About 36 people are expected to be part of this study in the next 9 to 12 months.  If you choose to be a part of the study, it will take about 6 weeks.
OR

You have a family member who is a patient in the intensive care unit. The purpose of this research study is to evaluate how satisfied you are with the care that is being given to your family member. We plan to use the results to improve the quality of care that is provided. About 50 people are expected to be part of this study in the next year. If you choose to be a part of the study, it will take about 30 minutes.
5.
ELIGIBILITY
Who is being asked to be part of this research study?
[Broadly explain which people are being asked to be part of this study, i.e., using inclusion/ exclusion criteria if the individual can help you determine their own eligibility.]

Example:
You are being asked to be part of this study because you have [state the condition].

OR

To be part of this study, you must meet the following conditions:
· be between 18 and 45 years old;
· must not have taken any drug for an infection in the past 6 months; and
· no history of heart or kidney problems.
6.
PROCEDURES
What procedures will be done for this research study?
[Indicate all the procedures subjects will undergo and their duration. This would include amounts of samples to be collected (using measurements in common household terms, such as teaspoonfuls/tablespoonfuls, ounces), how they will be collected, schedule of visits, follow-up schedule, physical and medical history. You may wish to break them down into screening procedures (if applicable) and experimental procedures. If screening procedures are to be used to determine eligibility, indicate to the subject why they are necessary.]

[The consent should describe the procedures that will be followed in the study and identify any procedures that are experimental. Distinguish between those events, such as lab tests, x-rays, scans, EKGs, etc., done in the course of routine care and those done because the subject is a part of this study. If routine blood draws are to be complete, a statement should be included that explains, in general terms, what tests will be done. Testing for toxicology, pregnancy, infections, and genetics require specific mention. If this study requires more than a few simple interactions on the part of the subject, consider supplementing the consent form with a calendar or flow sheet giving a schedule of the interactions required of the subject.]

[Any drug used in a study should be described in such a way that the person knows if it has been approved for human use or if it is approved, but is being used for a non-approved indication.]

Example:
This study will take about 6 months. If you decide to be part of this research study, you will go through some procedures that are not part of your regular care. You will come to the Drug Evaluation Unit 24 hours before the study starts. During this time, the researcher will ask you for information about your health, about any medicines you are taking and will measure your blood pressure, heart rate, temperature and weight. If the results of these tests are okay, you will become part of this study. You will get one of two treatments. By a random chance (like the flip of a coin), you will be put into one treatment group or the other. One group will get a pill with the study medicine in it. The other group will get a placebo. A placebo is made to look like medicine, but does not contain medicine or other active ingredients. You will have routine blood draws during the study. These routine blood draws include blood and urine tests, which include counts of your blood cells, your blood sugar, tests of liver and kidneys, and various other routine tests.

7.
RISKS, DISCOMFORTS, AND INCONVENIENCES
What are the possible risks, side effects, discomforts, or inconveniences of this research study?
[Explain in simple, lay terms the possible side effects, risks, discomforts, inconveniences, and the frequency of occurrence (common, infrequent, rare, etc.). Please provide animal data, if appropriate (e.g. if the study drug/device has not been extensively tested in humans and/or significant side effects have occurred). If this is a first entry into human study, please provide that information. Please provide information on the number of humans who have received the study drug/device. Do not include risks that are a part of the standard of care. Whenever possible, present this information in a bullet format.]

Example:
The lab person will get a small (about 1 teaspoon) sample of your blood using a needle. You may have some mild pain when the needle sticks your skin. There is a small risk that you could have:

( bruising
( pain
( infection

Being in this study means that you cannot eat or drink anything for 12 hours before you come to the study clinic. Also, plan to get a ride home from someone because you will not be able to drive home by yourself when the tests are done.

Cardiac catheterization (heart procedure) is part of your medical care, so that the risks of that procedure are not part of the study.

8.
REPRODUCTIVE AND PREGNANCY ISSUES
What is important to know about being a part of this study and pregnancy?
[Explain the implications for both females and males in regards to pregnancy.]

Example:
Women: If you are pregnant, plan to get pregnant, or are breastfeeding, you may not be part of this research study. For women who get pregnant, there may be risks from the study treatment to an embryo, fetus, or breastfeeding baby that are not known to us at this time. If you are a woman who could become pregnant, you must have a negative pregnancy test before being part of this study. You or your partner must be actively using a medically approved form of birth control. Approved forms of birth control include:

( surgical sterilization (tubes tied and/or vasectomy);
( abstinence (not having intercourse);
( approved hormonal contraceptives [birth control pills or shots (depo)];
( barrier methods (a condom or diaphragm, used with a spermicide); or
( an intrauterine device (IUD).
If you become pregnant during this study, you must tell your study doctor right away. If you do become pregnant during this study, you may be asked for permission for the sponsor to look at your medical chart from the time your pregnancy was diagnosed until 8 weeks after you deliver your baby. The sponsor will not pay for any costs related to your pregnancy.

Men: The study treatment could harm your sperm and could possibly harm a child that you may father while on this study. To be a part of this study, if you are sexually active, you or your partner must be actively using a medically approved form of birth control. Approved forms of birth control include:

( surgical sterilization (tubes tied and/or vasectomy);
( abstinence (not having intercourse);
( approved hormonal contraceptives [birth control pills or shots (depo)];
( barrier methods (a condom or diaphragm, used with a spermicide); or
( an intrauterine device (IUD).
If your partner gets pregnant while you are in this study, you must tell your study doctor right away. If she does become pregnant during this study, she may be asked for permission for the sponsor to look at her medical charts about the baby from the time the pregnancy was diagnosed until 8 weeks after the baby was delivered. The sponsor will not pay for any costs related to the pregnancy.

9.
HEALTH BENEFITS
What are the possible health benefits to you or to others from your being part of this research study?
[State what benefits may be associated with the study. If there is no direct benefit to the subject, state that there is none.]

Example:
You may or may not receive study drug that will lower your high blood pressure. Your being part of this study may help patients with high blood pressure in the future.

OR

The study is not designed to treat a medical problem or provide any other benefit to you. However, it is possible that the doctor visits or tests that are part of the study could be helpful.

10.
ALTERNATIVE TREATMENTS
What treatments or procedures are there for you if you decide not to be part of this research study?
[If the study is not designed to treat any illness or condition, then tell the subject that they may choose to participate or not. If the study is designed to replace or improve upon know treatments, discuss those alternatives. If the study is designed to create a treatment where none now exists, explain that no standard of care exists.]

Example:
The study is not designed to benefit you. The only alternative is to not take part in it.

OR

If you decide not to be in this study, other common medicine / treatment can be used to treat your high blood pressure.

OR

If you decide not to be in this study, there is no standard treatment / medicine for your infection.

11.
CONFIDENTIALITY
Who will know that you are part of this research study?
[Explain who will have access to patient-specific information.]

Required paragraphs:
Any information that could be used to identify you will be treated in strict confidence to the extent allowed by law.  Nevertheless, some uses and disclosures of your information are necessary to conduct the study.  If you agree to be part of this study, you will also be allowing the uses and disclosures of your private health information as needed for the purposes of this study as described in this consent. 

“Private health information” means information that identifies you and is collected:

· during this study;

· from your past and current medical records maintained by your regular health care providers (including, if applicable, Hennepin Faculty Associates and HCMC), to the extent the information is relevant to this study or to your eligibility for this study; or

· from any payment records relating to items or services furnished to you during this study.

By signing this consent, you are agreeing that your private health information may be disclosed to and used by:

· the doctors and other health care providers involved in this study;

· their staff; 

· the research center (Minneapolis Medical Research Foundation);

· members of the HCMC Human Subjects Research Committee/Institutional Review Board;

· the sponsor of this study and its agents; and

· monitors from the United States Government and/or Food and Drug Administration (FDA).

The findings of this study may be used for scientific meetings, written reports, and publications, but no information that could be used to identify you will be disclosed for these purposes.

Once your private health information has been disclosed to a third party, federal privacy laws may no longer protect it from re-disclosure.  However, anyone obtaining access to your private health information under this consent must agree to protect your information as required by this consent.  

This consent to use your private health information as described above does not expire. However, if you later change your mind, you can revoke this consent by writing to [study doctor] saying that you no longer wish to allow your private health information to be used for this study.  If you revoke your consent, you may no longer be able to participate in the study.  Moreover, we cannot undo uses or disclosures of your private health information that have already taken place in reliance on your prior consent.

You will not be allowed to see your study data while the study is in progress.  However, after the study is finished you may see this information upon written request.  [Delete the prior two sentences if not applicable.]

If applicable, required paragraphs:

PLEASE NOTE:
In the event of a positive result for Hepatitis or HIV, reporting of the results to the Department of Health would be necessary.

Also, in the event of a positive pregnancy test with a positive screen for some drugs of abuse (not used for approved medicinal purposes), reporting of this information to the Hennepin County Child Protection Agency is mandatory.

12.
COSTS ASSOCIATED WITH THE RESEARCH STUDY
Will your insurance provider or you be billed for any costs of any treatments, medicines, or procedures done as part of this research study?
[Explain who will pay for the costs of the research study.]

Example:
Neither you nor your insurance provider will be billed for the costs of any of the medicines (or procedures, or treatments) used just for this research study [i.e., Screening procedures, study drugs/devices/procedures, monitoring/follow-up procedures] explained earlier. You will be billed in the regular way for any medicine/procedures/treatments done as part of your routine medical care.

OR

You will not be billed for any of the medicines/procedures/treatments connected with this study.

13.
COMPENSATION AND MEDICAL TREATMENT FOR ANY STUDY-RELATED INJURY
If you are injured from being part of this research study, what should you do and who will pay for it?
[This section can be omitted only if the HSRC finds that the research involves no more than minimal risk to the subject. Explain what to do and who will be responsible for payment of costs associated with research-related injury. Include specific hospital if appropriate.]

Example:
If you agree to be part of this study and believe you are sick or have been injured from being in this study, you should call the study doctor, [name and telephone number], day or night. Medical care for any study-related sickness or injury will be available to you at Hennepin County Medical Center (HCMC). Financial compensation for lost wages, disability, and discomfort is not routinely available. [See below - choose one option].

The cost of this medical care will be billed to you or your insurance company.

OR

[The Sponsor] will pay all medical costs needed to treat any research-related injury that your insurance does not pay. [The Sponsor] will pay for this only if you have followed the directions of the study doctor.  [The Sponsor] does not offer any payment other than for medical costs for the research-related injury.

OR

[The Sponsor] will pay all medical costs needed to treat any research-related injury. [The Sponsor] will pay for this only if you have followed the directions of the study doctor.  [The Sponsor] does not offer any payment other than for medical costs for the research-related injury.

14.
COMPENSATION FOR PARTICIPATION
Will you be paid for being part of this research study?
[Indicate the amount of payment and method of disbursement, i.e., incremental, all upon completion.]

Example:
The total amount you will be paid for completing the whole study is $600. You will get $200 for each of the 3 overnight stays in the research clinic. If you stop being part of the study before the 3rd visit, you will receive $200 for each visit you did complete. If you receive a total of $600 or more in a calendar year, it is required by the IRS to report the money paid to you, and you will be responsible for reporting this on your income tax return.

OR

You will be reimbursed up to [$$] for travel, parking, and childcare.

OR

You will not be paid anything for being in this study.

15.
NEW FINDINGS
Will you be told of any new information or new risks that may be found while this study is going on?
[Explain what will happen if new information or risks are found during the study.]

Example:
In every research study, there may be risks we do not expect. You will be told about any important new information that may cause you to change your mind about being part of this study.

16.
FREEDOM TO PARTICIPATE AND WITHDRAW
Is being part of this research study voluntary?

Can you decide to stop being in this research study at any time?
[Explain that participation in research is voluntary and early withdrawal is acceptable.]

Example:
Being part of this research study is your choice. You do not have to be part of this study. You can agree to be in the study now and change your mind later. Your decision to stop being in the study will not affect your regular care. Your doctor's attitude toward you will not change.

17.
PROCEDURES FOR ORDERLY WITHDRAWAL OR REMOVAL FROM THE STUDY
What would happen if you decide to stop being part of this study or if you are removed from this study?

[Explain the procedures and consequences of withdrawal or removal from the study.]

Example: 
You may be taken out of the study by the researchers if:
( staying in the study would be harmful;
( you need treatment not allowed in this study;
( you fail to follow instructions;
( you become pregnant; or
( the study is canceled.

If you decide to stop being part of the study or if you are removed from the study for any reason, you will be asked to have a final visit with the study doctor. At this visit, the study doctor will check you, take a blood sample, and ask you to fill out the final study survey.

18.
CONTACT INFORMATION FOR QUESTIONS
Who should you contact if you have questions?
[Include information on who to contact for questions about research-related injuries and research subject rights.]

Example:
If you have any problems, concerns, or questions about the study or your rights as a subject in this research study, want to obtain information, or want to offer input, and want to talk to someone other than the study doctor, you can call the Office of Human Subjects Research at Hennepin County Medical Center at (612) 347-8528.

If you have any questions before signing this consent, please be sure to ask them now. During the study, if you have any questions, concerns, or complaints for the study doctor, please call the [study doctor] at (612)XXX-XXXX.

VOLUNTARY CONSENT FORM

(
I have either read the attached consent or it has been read to me.

(
By signing this form, I do not give up any of my legal rights or release anyone involved in this research study from their responsibility for negligence.

(
By signing this form, I agree to be part of this research study and consent to the use of my private health information as described in Section 11 (“Confidentiality”) of the attached consent.

(
A signed copy of this consent will be given to me.




Subject's / Legally Authorized Representative's Printed Name and Signature



Date

I certify that a copy of this form has been provided to the above-named subject.




Explained by Printed Name, Title, and Signature



Date

Consent for Using Body Fluid/Tissue Samples for Genetic Research

In connection with [Title of Research Study] you are also being asked by [researcher’s name or company name] to consider giving a small sample of [type of sample] so the researchers can run tests on your genetic (inherited) features, or DNA. They are also asking if they can use your sample for research studies in the future. 

[Researcher’s name] will be in charge of how your sample is stored and how any information about your DNA will be used.

Research using your sample may end up in a product or treatment worth a lot of money to the researchers or sponsors. You will not share in any of the financial profits that may result from this research.

If you allow your sample to be used in future research and later change your mind, you can tell [researcher’s name and phone number] this. He/She will do their best to stop any more studies from using your sample. Some of the time they may not be able to locate and stop future research once the sample or information about the DNA has been shared with other investigators. The next page is a letter to [researcher’s name] for you to keep and use if you decide to withdraw your permission.

[The following are alternatives of how samples will be handled. Please choose the alternatives that describe what will be done in this study.]

Your sample will be handled in the following ways:

· Your sample will be coded (your name will not be used) and may be linked to other information that is part of your medical record.

OR
Your sample will not be linked to you in any way.
· Your sample will be sent out and stored at [location].

OR
Your sample will be kept at Hennepin County Medical Center.

· Your sample will be used only for [explain the genetic component of this research study].

OR
Your sample will be used for general scientific research.

· You will not be told about any of the test results involving your sample.

OR
You and your doctor will be told of study results involving your sample, and they will be a part of your medical chart.

· Your sample will be kept as long as the [researchers or sponsors] want to keep it.

OR
Your sample will be stored for [number of years or destroyed at the end of this study].

Please circle Yes or No for each question:

Yes       No
You give permission to the researchers to use your sample as stated above.

Yes       No
You give permission to be contacted in the future for research purposes.

VOLUNTARY CONSENT FORM

· I have either read the attached consent or it has been read to me.

· By signing this form, I do not give up any of my legal rights or release anyone involved in this research study from their responsibility for negligence.

· By signing this form, I agree to be part of this research study and consent to the use of my private health information for use in this study.

· A signed copy of this consent will be given to me.



Subject's / Legally Authorized Representative's Printed Name and Signature



Date

I certify that a copy of this form has been provided to the above-named subject.




Explained by Printed Name, Title, and Signature



Date

Letter to Withdraw Permission to Use Sample(s) for Genetic Research 

[Researcher’s Name]

[Researcher’s Address]

Dear [Researcher’s Name]

I am withdrawing my permission to use my blood/tissue sample(s) for any further research. I gave my sample(s) as a part of the research study:

[Title of Research Study]

Sincerely,

Research Study Subject’s Printed Name and Address:

_____________________________________________________

_____________________________________________________

_____________________________________________________
_____________________________________________________ 
Research Study Subject’s Signature

       Date
HSR xx-xxxx: [insert initial date]  [insert  revision date, as applicable]  [insert  revision date, as applicable] 

Add revision date with each future consent revision submitted for approval.
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