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UNIVERSITY OF MASSACHUSETTS MEDICAL SCHOOL

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH

Remove all instructional text and red color-coding from this document once complete. We recommend leaving the footer blank as e-IRB requires a one-inch margin for the approval stamp.
CONSENT TO PARTICIPATE IN A RESEARCH STUDY

Title of research study:  [insert title of research study here]
Investigator:  [insert name of principal investigator]
Sponsor:  [insert name of sponsor]
Why are you being invited to take part in a research study?
[Delete if not enrolling adults unable to consent for themselves or children. For studies enrolling children, determine whether the consent should address the parent as “you” and refer to “your child” throughout, or should address the child as “you.”] If you are being asked to give permission for someone else to be in this research study, as you read this consent form, “you” always refers to that person.
You are being asked to participate because you... [Explain why subject is being selected to be in the study; EXAMPLE: You are being asked to participate because you are between the ages of 15 and 65 and have diabetes.]
What should you know about a research study?
Your participation is entirely voluntary.

You do not have to be in this research study. If you join the study, you can stop or leave at any time with no changes in the quality of the health care you receive.

You will be told about any new information or changes in the study that could affect you.

You can ask all the questions you want before deciding if you want to be in this study.

Why are we doing this research?

[Tell the subject the purpose of the research using everyday language that is easy to read and understand. Explain the background of the research problem. Include a description of the experimental drug, device, or procedure if applicable. If the drug/device is not FDA approved for use as mentioned in this study, make this completely clear and be sure to use the word “experimental” or “investigational.” If this study is posted on clinicaltrials.gov, include a link to the study site.]

How long will the research last?

We expect that you will be in this study for ________ [hours/days/months/weeks/years, until a certain event].
How many people will be studied?

We expect about _____ people will be in this study at UMass Memorial Health Care out of _____ people in the entire study nationally [or internationally].
Will I definitely receive the experimental drug? [Delete if not applicable; otherwise, modify as needed] 
No, you will get either (drug name) or a placebo. A placebo is an inactive substance that looks exactly like the experimental drug, but is not expected to have any medical effects. The decision to give you (drug name) or placebo will be made by chance, like flipping a coin. Neither you nor the study doctor will choose what you get. You will have [an equal/a one in three/etc.] chance of being given (drug name) or placebo. [For double-blinded research add] Neither you nor the study doctor will know what you are getting. [For single blinded research add] You will not be told what you are getting; however, your study doctor will know. In an emergency, a doctor can find out what you are taking by calling (508) 334-1000 and having the operator page the on-call Investigational Pharmacist. 

What happens if I say yes, I want to be in this research?

[Tell the subject what to expect using everyday language that is easy to read and understand. Whenever appropriate include the items listed below. The information does not need to be bulleted but should be organized and formatted for readability:

· The drugs or biologics that will be given to the subject

· All devices that will be used

· What is being performed solely as part of the research study (i.e., list experimental procedures and therapies and identify them as such)
· What is being performed as part of standard care (i.e., identify procedures that are part of regular medical care that will be done even if the subject does not take part in the research)

· All hospitalizations, outpatient visits, and telephone or written follow-up

· The length, duration, and timing of visits and procedures

· If blood will be drawn, indicate the frequency and amount (in units familiar to subjects, e.g., in teaspoons or tablespoons)
· Who the subject interacts with
· Where the research will be done

· When the research will be done

· How often procedures will be performed

· When applicable, indicate that the subject will be contacted for future research.
· A time-line description of the procedures that will be performed. If practical, prepare a time-line chart or schematic to accompany descriptions of procedures and tests for research that require more than 1 or 2 steps/visits. This can be given to the subject as a supplement to the ICF.]

What are the risks of being in this study?

[Describe each of the following risks, if appropriate. When known, describe the probability and magnitude of the risk.

· Physical risks

· Psychological risks

· Privacy risks

· Legal risks

· Social risks

· Economic risks

· Risk, if any, of receiving no treatment if there is a placebo arm

· For research involving genetic testing, subjects must be informed of any risks associated with the genetic information that may result such as reduced access to or retention of benefits or entitlements (e.g., insurance, educational opportunities, employment, etc.); stigmatization; psychological distress in response to information; or detection of biological relationships within a family.]
EXAMPLE LANGUAGE:

For breach of confidentiality: [The only risk/One of the risks] of being in this study is that your personal information could be lost or exposed. This is very unlikely to happen, and we will do everything we can to make sure that your information is protected.  
For some studies with investigational drugs: This is the first time the experimental drugs are being used together. For this reason, we do not know all the possible side effects, and we do not know how frequently they might occur or how serious they might be.
For studies with venipuncture: The risks of having blood drawn include slight pain when the needle is inserted. You may develop a harmless black and blue mark, and your arm may be sore. Occasionally, some people feel dizzy or lightheaded when blood is drawn. They may become sweaty, feel cold or tingly, and may faint or throw up. Risks that are possible but unlikely include infection, nerve damage, and puncturing an artery instead of a vein.  
For studies with ECG: The risks include skin irritation and a rash from wearing or removing the patches that stick to your skin or from the gel that is used with them.
For studies with CT scans: CT scans give detailed images of the inside of your body. The amount of radiation a person receives during a CT scan is moderate (more than you would receive from a dental or chest X-ray and about the same as the dose we get from normal background radiation over four or five years). We know that radiation is harmful, but the risk to your health is hard to measure. If you have had many X-rays or scans or if you might be pregnant, you should ask the study doctor about this risk. 
For studies with genetic testing: Because your genetic information is unique to you, there is a small chance that someone could trace it back to you. The risk of this happening is very small, but may grow in the future.

There is a federal law called the Genetic Information Nondiscrimination Act (GINA) that, in general, makes it illegal for health insurance companies, group health plans, and most employers, except those with fewer than 15 employees, to discriminate against you based on your genetic information.  However, it does not protect you against discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. If you do not share information about taking part in this study, you will reduce this risk.
[The risks of procedures may be presented in a table form. This is optional.]
	
	Mild
	Moderate
	Severe

	Frequent (>10%)
	
	
	

	Occasional (1-10%)
	
	
	

	Rare (<1% but serious)
	
	
	


[If there are risks that are particularly serious or should be identified more clearly to the subject and need more explanation, a bolded text description should be used in addition to the table.] 

[Include for research that involves known risks to an embryo or fetus] The procedures in this research may harm a pregnancy or unborn child in the following ways: _______________. You should not become pregnant or father a baby while on this research study.

[Include for research that involves pregnant women or women of child-bearing potential and procedures whose risk profile in pregnancy is not well known.] If you are or become pregnant, this research may hurt your baby or your pregnancy in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death.

[Include when appropriate] If you are a woman who is able to have children, you must have a negative pregnancy test before you start the study and you must agree to use an effective birth control. This could be oral contraceptive pills, contraceptive patch (if less than 198 lbs), Depo Provera injection, or IUD. [If risk to fetus is considered minimal, then add “or barrier methods such as diaphragm, cervical cap, or condom,” but also add “barrier methods are not as effective as hormonal methods.”] If you become pregnant during the study, you should tell the study doctors. You will [explain what will be done if a woman becomes pregnant while in the study and whether or not it is expected that the baby’s health, in addition to the mother’s health, will need to be followed for a period of time as well.]
[For male subjects, if there is a risk to his partner, this must also be discussed along with the precautions that he and his partner must take.]
What are my responsibilities if I take part in this research?

[Include this section if you need to educate the research subject about potential health and safety implications of a research intervention.] 

If you take part in the research, it is important for your safety that you:

· Follow the directions of the study doctor and research staff. 
· Tell your other health care providers that you are in a research study.
· Tell your study doctor and staff about all medications you are taking (prescription and over the counter) and all of your health issues. 
· Call the study doctor or staff at ______ if you have any questions.
Will being in this study help me in any way?
[Explain whether there are any direct benefits to the subject.] 
EXAMPLE:

No, the results of the study may help others in the future, but there is no direct benefit to you. 
EXAMPLE:

This study may not help you in any way either because the study drug/device does not work or because you are in the placebo group. However, the results of the study may help others in the future. 
[Include for research involving prisoners.] Being in this research study will not help you with housing or correctional program assignments. Being in this research study will not help you get parole and it will not help you get out of jail.

Will being in this study cost me any money?
[Include clear language regarding what costs might be incurred by the research participant. If all costs are paid by a sponsor, say that specifically. If there are some charges that might go to insurance or be the research participant’s responsibility, note that and the possibility of co-pay and/or deductibles.]

EXAMPLE:

No

EXAMPLE:

You or your insurance will be billed for all routine medical and diagnostic costs that are part of the standard of care for treating your condition. This may include the cost of tests, procedures, or medicines to manage any side effects. You will be responsible for any deductibles, co-payments, or co-insurance payments that your coverage normally requires.   
[If this study involves the use of an experimental drug or agent, add the following language] (Drug name or agent) will be provided to you at no cost; however, you or your insurance may be billed for the administration of this drug or agent.

What happens to information about me?
We will try to limit access to your personal information, including research study and medical records, to people who have a need to review this information. We cannot promise complete privacy. The UMMS Institutional Review Board (the committee that reviews, approves, and monitors research on human subjects) and other representatives of UMMS may need to review your records. As a result, they may see your name, but they are required not to reveal your identity to others. [Add other organizations/individuals such as sponsors, FDA, monitors, etc., that may have access to the subject’s records. HIPAA language should not be listed in this section. Prepare a separate HIPAA authorization as needed.] Your identity will remain confidential in any study results that are made public. 
[Revise as needed for mandatory reporting requirements.] If you test positive for HIV, Hepatitis B, or Hepatitis C, these tests results will be reported to the local Board of Health and Massachusetts Department of Public Health as required by law.
If we learn that you plan to hurt yourself or others, we will break confidentiality to help you.
If we learn of any child abuse, or abuse of the elderly or disabled, we are required to break confidentiality and report this to state authorities.
[Include this section if you are enrolling adolescent females] If you could get pregnant, you will have pregnancy testing as part of this study. Only you will be told the results. If you are a minor and are found to be pregnant, we will talk to you about getting appropriate healthcare and the support of an adult. A positive pregnancy test means that you cannot be in this study. Because you will be asked to leave the study, your parents may find out that you are pregnant. If you are uncomfortable with pregnancy testing, then you should not be in this study.
[If you will be obtaining or have obtained a Certificate of Confidentiality, include the following] To help us protect your privacy, we have obtained a Certificate of Confidentiality from the National Institutes of Health. With this Certificate, we cannot be forced to give out information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings. We will use the Certificate to resist any demands for information that would identify you, except as explained below.
We cannot use the Certificate to resist a demand for information from the United States Government that is used to audit or evaluate federally-funded projects. There is also information that must be disclosed to the federal Food and Drug Administration (FDA).
You should understand that a Certificate of Confidentiality does not stop you or a member of your family from giving out information about yourself or your involvement in this research. If you give an insurer, employer, or someone else your written consent for them to get research information, then we cannot use the Certificate to say no.
You should also understand that there are two (2) more exceptions to the protection of the Certificate. The Certificate does not prevent us from reporting to health officials certain communicable diseases required by Massachusetts state law. In addition, it does not prevent us from reporting to authorities, without your consent, any knowledge of child or elder abuse, intent to hurt yourself or others.    
[Unless you have obtained a Certificate of Confidentiality, include for research involving prisoners.] If you are a prisoner, your medical records may also be given to officials and agencies within the criminal justice system when necessary and permitted by law. 

[If this is an applicable clinical trial (see clinicaltrials.gov/ct2/manage-recs/fdaaa if you are unsure), then the following wording must be included verbatim.] 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.
What happens if I am injured because I took part in this research?

[Include for research involving more than minimal risk. If the research involves no more than minimal risk, then this section can be omitted.] 

If the study is being supported by an external industry sponsor who is paying for research-specific tests and procedures, please use the following language for Research Injury and Compensation. Should the sponsor object to this language, or feel that it does not represent their contractual obligation, please have them contact the Director, Clinical Research, in the Office of the Vice Provost for Research. 

If you are injured while on study, seek treatment and contact the study doctor as soon as you are able.  
If you are injured or have any harmful effects as a direct result of the administration of _______ (the study drug or device) or any procedure required by the research, necessary medical treatment will be made available to you at UMass Memorial Medical Center (UMMMC). The sponsor, __________, will pay the reasonable and necessary medical costs for study-related injury.  

To pay these medical expenses for a research injury, the sponsor will need certain information about you, such as your name, date of birth, and social security number. This is because the sponsor has to check to see if you receive Medicare. If you do, the sponsor must report the payment it makes to Medicare. The sponsor cannot use your information for any other purpose. 

The sponsor has no plans to pay for medical expenses for injuries that are not directly related to your research participation or that are caused by the natural course of your disease. The sponsor has no funds set aside for any other form of compensation in the event of a research injury. 
You do not give up any of your legal rights by signing this form.
If the study is being supported by a federal grant, or institutional funding mechanism, please use the following language:

If you are injured while on study, seek treatment and contact the study doctor as soon as you are able.  
The University of Massachusetts Medical School does not provide funds for the treatment of research-related injury. If you are injured as a result of your participation in this study, treatment will be provided. You or your insurance carrier will be expected to pay the costs of this treatment. No additional financial compensation for injury or lost wages is available.

You do not give up any of your legal rights by signing this form.
Will I be given any money or other compensation for being in this study?

[Describe when subjects will be compensated and what they will receive. Compensation must NOT unduly influence subjects to participate and is NOT a benefit to participation in the research. Note that free medical care, drugs, etc., associated with the study are not considered to be either a benefit or compensation. You can delete this section or say “No” if subjects are not compensated.]
In order for us to pay you, you may need to give us private information like your home address or social security number. If you receive more than $600 in a calendar year from being in research studies at UMass Worcester, UMass Worcester may report this to the IRS and send you a 1099 form for tax purposes.

What are my other options?

[Include when subjects could seek alternative treatments or supportive care.] 

You do not have to be in this study. If you decide not to be in the research now or later, it will not affect your usual care and it won’t be held against you.
You do not have to be in this study to receive [list any study drugs/devices/interventions that subjects could receive without being in the study]. 

Instead of being in this research, your choices may include [list alternative procedures or treatments. For clinical trials, describe the options that you would normally offer a patient. For clinical trials with investigational products, be sure to mention if those options are FDA-approved. If applicable, include supportive care as an option.]

What happens if I say yes, but I change my mind later?

You are free to leave the study at any time. There are no penalties and you do not lose any benefits to which you are otherwise entitled. Data that we have already used will stay in the study database and cannot be removed in order to maintain the integrity of the research. However, you can ask us to destroy any information that identifies you so that no one can tell the data belonged to you.  Our contact information is below.
For your safety it is important ________ [If appropriate, discuss what might happen if there are risks to dropping out of the study or if there is a need to be slowly weaned off of a medication. In some cases it might be impossible to drop out of a study due to irreversible effects of research-related procedures such as a bone marrow transplant. Explain as necessary.]

If you decide to stop, we may ask you if we can contact you for safety reasons or to follow your health. We may also ask you if we can collect data from your medical records and your routine medical care.
Can I be removed from the research without my OK?

[Include for research where this is a meaningful possibility.] The person in charge of the research study or the sponsor can take you out of the study even if you do not want to leave. This may happen if [Describe reasons why the subject may be withdrawn.]
Who can I talk to?

If you have questions, concerns, or complaints, or think the research has hurt you, you can talk to the research team at [Insert contact information for the research team].

This research has been reviewed and approved by an Institutional Review Board. You may talk to them at (508) 856-4261 or irb@umassmed.edu for any of the following:
· Your questions, concerns, or complaints are not being answered by the research team.

· You cannot reach the research team.

· You want to talk to someone besides the research team.

· You have questions about your rights as a research subject.
· You want to get information or provide input about this research.
Signature Block for Capable Adult

	Your signature documents your permission to take part in this research.

	
	
	

	Signature of subject
	
	Date

	
	

	Printed name of subject
	

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	


[Add the following block if a witness will observe the consent process. Be sure that the study plan describes when a witness will be used (e.g., with a short form of consent documentation or an illiterate subject population). Otherwise, right click your mouse to delete the table rows.]

	My signature below documents that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the subject, and that consent was freely given by the subject.

	
	
	

	Signature of witness to consent process
	
	Date

	
	

	Printed name of person witnessing consent process
	


Signature Block for Adult Unable to Consent

	Your signature documents your permission for the named subject to take part in this research.

	
	
	

	Printed name of subject
	
	

	
	
	

	Signature of legally authorized representative
	
	Date

	
	

	Printed name of legally authorized representative
	

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	


[Add the following block if you will document assent of the subject. Otherwise, right click your mouse to delete the table rows.]
	Assent
	· Obtained

· Not obtained because the capability of the subject is so limited that the subject cannot reasonably be consulted.


[Add the following block if a witness will observe the consent process. Be sure that the study plan describes when a witness will be used (e.g., with a short form of consent documentation or an illiterate subject population). 

Otherwise, right click your mouse to delete the table rows.]

	My signature below documents that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the subject, and that consent was freely given by the subject.

	
	
	

	Signature of witness to consent process
	
	Date

	
	

	Printed name of person witnessing consent process
	


Signature Block for Children

	Your signature documents your permission for the named child to take part in this research.

	
	

	Printed name of child
	

	
	
	

	Signature of parent or guardian
	
	Date

	
	· Parent

· Guardian (See note below)

	Printed name of parent or guardian
	

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.

	
	
	

	Signature of parent
	
	Date

	
	

	Printed name of parent
	

	If signature of second parent not obtained, indicate why: (select one)

	· The IRB determined that the permission of one parent is sufficient. [Delete if the IRB did not make this determination]
· Second parent is deceased

· Second parent is unknown 
	· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child


[Add the following block if you will document assent of children]

	Assent
	· Obtained

· Not obtained because the capability of the child is so limited that the child cannot reasonably be consulted.


[Add the following block to all consents using the Signature Block for Children]

	
	
	

	Signature of person obtaining consent and assent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	


 [Add the following block if a witness will observe the consent process. Be sure that the study plan describes when a witness will be used (e.g., with a short form of consent documentation or an illiterate subject population). Otherwise, right click your mouse to delete the table rows.]

	My signature below documents that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the subject, and that consent was freely given by the subject.

	
	
	

	Signature of witness to consent process
	
	Date

	
	

	Printed name of person witnessing consent process
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