Title or acronym


University of Pennsylvania

RESEARCH suBject 

Informed Consent Form

	Protocol Title:  
	Insert Title of Research Study or Acronym

	Principal Investigator:
	Insert Name of the Principal Investigator

Address

Insert Phone Numbers

	Emergency Contact:
	Insert Emergency Contact 

Insert Phone Number/Pager, etc.




Why am I being asked to volunteer?

· The subject is being invited to participate in a research study and why he/she is being asked to volunteer.

· Participation is voluntary.

· The subject will get a copy of the consent form and should ask questions.

· The subject will be asked to sign this form if consent is given to participate.

· Include some information about the study such as “a study of “X” (drug or device, etc.) in patients with “Y” disease.

You are being invited to participate in a research study. Your participation is voluntary which means you can choose whether or not you want to participate. If you choose not to participate, there will be no loss of benefits to which you are otherwise entitled. Before you can make your decision, you will need to know what the study is about, the possible risks and benefits of being in this study, and what you will have to do in this study. The research team is going to talk to you about the research study, and they will give you this consent form to read. You may also decide to discuss it with your family, friends, or family doctor. You may find some of the medical language difficult to understand. Please ask the study doctor and/or the research team about this form. If you decide to participate, you will be asked to sign this form.

What is the purpose of this research study?

· A concise explanation of the purpose of the research, incorporating any intent to assess safety +/- efficacy.
· A Clarification that the drug/device is investigational.  Can note that the drug/device is approved for another indication if applicable, but must clarify that the use of the drug/device in this study is experimental.
How long will I be in the study? How many other people will be in the study?

· Expected duration of a subject’s involvement with the study.

· Expected total duration of study.

· (optional) Total number of subjects in study.

· (optional) Include number of subjects at Penn.

What am I being asked to do?

· A high level overview of the major elements of the study and what is expected of the subject (i.e. note here only the major procedures and milestones).

· Following the overview, provide a full list of procedures/tests by lay-term names. Consider including number of times each test will occur, amount, exposure if appropriate, etc. in easy layman terms. 

· Describe each test/procedure in layman’s terms.

· Clearly identify which procedures are experimental.

· (optional) May be complimented by a simple table or chart or other additional materials may be inserted here or given as a handout. Any such materials require IRB approval.

What are the possible risks or discomforts? 

· Known risks from the study agent. May also be detailed in chart format and additional material inserted here or given as a handout. Any such materials require IRB approval.

· Risks, discomforts/inconveniences of study-related procedures noted in the section “What am I being asked to do?”  If standard of care is testing is being changed, describe any resultant risk, if applicable. May also be detailed in chart format and additional material inserted here or given as a hand out. Any such materials require IRB approval.

· Clarify that if the subject is injured, they should inform treating physician that they are in a research study. 

· Include information on reproductive issues, if appropriate. NOTE: If male contraception methods or warnings are warranted, the appropriate information must be provided in this section as well.

· Do not make statements of proven safety unless that safety data is part of FDA-approved labeling.  If the labeling safety data does not include data in the proposed study population for this study, make clear that there is no safety data in the population under study.

· Include a statement that the research may involve risks that are currently unforeseeable.

Reproductive risks:  Because of the effects of this drug/device, there could be serious harm to unborn children or children who are breast-feeding. These effects could also harm the mother.  It is also possible that harmful side effects that are not yet known could happen to both the mother and unborn or breast-feeding child.  If you are currently pregnant, it is important that you inform the investigator because you will not be able participate in the study.  If you are able to become pregnant, you will be given a serum pregnancy test before entry into the study.  You are asked to use a medically accepted method of birth control (such as...) while you participate in the study.  You should not become pregnant while you are taking this drug/device.  If you do become pregnant, you must tell the investigator and consult an obstetrician or maternal-fetal specialist.

Reproductive Risks for studies involving MRIs
· Gadolinium-based IV contrast agents are not approved in pregnant women and they are to be excluded from trials using such. A negative urine pregnancy test will be mandated before house stock agents can be administered to any woman of child bearing potential.

· The 4T Scanner is not approved in pregnant women and they are to be excluded from trials utilizing the 4T Magnet. A negative urine pregnancy test will be mandated before a woman of child bearing potential can be scanned on a 4T Magnet.

· There are no known risks of MRI on pregnant women or a fetus. Therefore routine, non-contrast, imaging protocols at 1.5T and 3T scanners need not exclude pregnant women if there is any possibility that they may benefit from this research. However, these women should be informed that there is a possibility of a yet undiscovered pregnancy related risk and a urine pregnancy test could be made available to them to help them make an informed decision whether or not to participate.

Although there are no known risks of MRI on pregnant women or a fetus, there is a possibility of yet undiscovered pregnancy related risks. Since there is no direct benefit from participating in this protocol for a pregnant woman, we will exclude pregnant women. A negative urine pregnancy test will be required before a woman of child-bearing potential can participate in this study.

What if new information becomes available about the study?

During the course of this study, we may find more information that could be important to you.  This includes information that, once learned, might cause you to change your mind about being in the study.  We will notify you as soon as possible if such information becomes available.

What are the possible benefits of the study? 

·  If direct subject benefits can reasonably be anticipated as a result of participating in the protocol (section II.16 of application), then describe these possible benefits.  Conclude with the following standard clause:

You may not get any benefit from being in this research study.

· If direct subject benefits are NOT anticipated, then use the following standard clause:

You are not expected to get any benefit from being in this research study.

· (optional) Anticipated benefits to society.

What other choices do I have if I do not participate? 

· Information on other treatments available.

· Alternatives to entering the study including, when appropriate, supportive care with no additional disease-directed therapy.
· A statement that they may discuss alternatives with their personal physician.

Will I be paid for being in this study?

· Description of any monetary compensation (*payments/stipend), if subjects are being compensated for their time and travel.  

· A break down the total compensation (i.e. clarify if paid after each visit/procedure or upon completion of the study, etc.).

· If there is no compensation for participation in this study, state that here.

[If subjects will receive monetary compensation for their participation by check or an amount of $100 or more, include the following language] Please note: In order to be compensated for your participation in this study, you must provide your Social Security Number. Additionally, please note that the University of Pennsylvania is required to report to the IRS any cumulative payments for participation in research studies that exceed a total of $600 in a calendar year.
Will I have to pay for anything?

· Procedures or tests that will be covered by the study.

· Procedures or tests that are not covered by the study, stating how they will be paid for (i.e., third party payer, etc.).
“No cost” language: You and/or your health insurance may be billed for the costs of medical care during this study if these expenses would have happened even if you were not in the study, or if your insurance agrees in advance to pay.

What happens if I am injured from being in the study? 
 (for research that poses greater than minimal risks to participants.)
· Provide contact information for research-related injury (i.e. can refer to the contact information noted in Consent header, if appropriate).

· Describe what treatment will be provided for research related injuries.

· Explain how treatment for research related injuries would be paid.
· Subject’s responsibilities relating to research related injuries.
We will offer you the care needed to treat injuries directly resulting from taking part in this research.  We may bill your insurance company or other third parties, if appropriate, for the costs of the care you get for the injury, but you may also be responsible for some of them.

There are no plans for the University of Pennsylvania to pay you or give you other compensation for the injury.  You do not give up your legal rights by signing this form.  

If you think you have been injured as a result of taking part in this research study, tell the person in charge of the research study as soon as possible.  The researcher’s name and phone number are listed in the consent form.

--- OR ---

[If there is sponsor-specific injury language, add it here. However, for industry-sponsored research, the sponsor must pay for research related injury unless otherwise negotiated with the institution.]
For NCI supported cancer trials, consider including the following information: 
For more information on clinical trials and insurance coverage, you can visit the National Cancer Institute’s website at: http://cancer.gov/clinicaltrials/understanding/insurance-coverage.  Another way to get this information is to call 1-800-4-CANCER (1-800-422-6237) and ask them to send you a free copy.

When is the Study over?  Can I leave the Study before it ends?
· Define when the overall study is to end.

· Explain what events could lead to early study closure. 

· Note that the subject can elect to leave the study at any time.

· If early withdrawal could expose the subject to medical risks, describe and how those risks will be minimized or prevented (e.g. in a hypertensive study, it may be necessary to wean a subject off the study medication or to transition them to alternate therapy).

This study is expected to end after all participants have completed all visits, and all information has been collected.  This study may also be stopped at any time by your physician, the study Sponsor, or the Food and Drug Administration (FDA) without your consent because:

· The Primary Investigator feels it is necessary for your health or safety.  Such an action would not require your consent, but you will be informed if such a decision is made and the reason for this decision.

· You have not followed study instructions. 

· The Sponsor, the study Principal Investigator, or the Food and Drug Administration (FDA) has decided to stop the study.

If you decide to participate, you are free to leave the study at anytime.  Withdrawal will not interfere with your future care.  

Who can see or use my information?  How will my personal information be protected?  

[If your study involves the use of clinical procedures or practices, for example clinical lab results or an MRI, include the following language] Results of laboratory tests and clinical procedures will be placed in your medical record and may be accessible to employees of the health system that are not part of the research team.  This information may also be viewed by your insurance company during routine audits.
We will do our best to make sure that the personal information in your medical record will be kept private.  However, we cannot guarantee total privacy.  Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used. If this study is being overseen by the Food and Drug Administration (FDA), they may review your research records.  
Who can I call with questions, complaints or if I’m concerned about my rights as a research subject?
If you have questions, concerns or complaints regarding your participation in this research study or if you have any questions about your rights as a research subject, you should speak with the Principal Investigator listed on page one of this form.  If a member of the research team cannot be reached or you want to talk to someone other than those working on the study, you may contact the Office of Regulatory Affairs with any question, concerns or complaints at the University of Pennsylvania by calling (215) 898-2614.

	When you sign this form, you are agreeing to take part in this research study. This means that you have read the consent form, your questions have been answered, and you have decided to volunteer.  Your signature also means that you are permitting the University of Pennsylvania to use your personal health information collected about you for research purposes within our institution. You are also allowing the University of Pennsylvania to disclose that personal health information to outside organizations or people involved with the operations of this study.


A copy of this consent form will be given to you. 

________________________       ____________________________________

Name of Subject (Please Print) 
Signature of Subject 

           Date

________________________
_____________________________________

Name of Person Obtaining
Signature                                 

Date

Consent (Please Print)

(Optional) Use the authorization line only in studies which are approved by the IRB to use representatives to authorize a subject’s participation in research.  Delete if not applicable.  

For subjects unable to give authorization, the authorization is given by the following authorized subject representative: 

________________________       _____________________________________

Authorized subject 
                     Authorized subject 



Date

representative [print] 
representative Signature  


Provide a brief description of above person authority to serve as the subject’s authorized representative.

______________________________________________________________
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