(Sponsor name)
Replace parens with correct data for
(Sponsor version or amend  #)
(Sponsor protocol ID)
sponsored studies only – else erase all of header
(Sponsor version date mm/dd/yy)


If consenting for subject’s use: Consent to Take Part in a Human Research Study

 If giving permission for child or other: Permission to Take Part in a Human Research Study
Title of Research Study:
Insert title of research study here [with sponsor’s protocol number at 
 



the end in parens, if applicable; NCI co-op and study label at the front]
Principal Investigator:
[insert name with degree(s) of principal investigator]

Address:


[insert full office address on 2-3 lines]

Phone:


[insert PI’s primary contact number]


Sponsor(s):
[insert commercial sponsor(s) name or NCI co-op group(s) and the NCI itself, as 
 

applicable]
Why am I being invited to take part in a research study?

We invite you to take part in a research study because _____________. [Fill in the circumstance or condition that makes subjects eligible for the research.]
What should I know about a research study?

· Someone will explain this research study to you.

· Whether or not you take part is up to you.

· You can choose not to take part.

· You can agree to take part and later change your mind.

· Your decision will not be held against you.

· You can ask all the questions you want before you decide.

Who can I talk to?

If you have questions, concerns, or complaints, or think the research has hurt you, talk to the research team at [Insert contact information for the research team]
This research has been reviewed, approved and will be monitored by the Institutional Review Board (“IRB”) of Advocate Health Care.  An IRB is a committee, independent of the [sponsor and] investigators, that reviews and oversees research studies to protect the rights and safety of participants.  You may talk to them at 630-929-6148 or email IRBMail@advocatehealth.com if:

· 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.

Why is this research being done?

[Tell the subject the purpose of the research. Explain the background of the research problem. Explain any potential benefits to others]

How long will the research last?

We expect that you will be in this research study for ________ [hours/days/months/weeks/years, until a certain event; when applicable, differentiate active participation from long term access to records and/or standard of care follow-up]. 
How many people will be studied?

We expect up to _____ people at this site will be in this research study out of _____ people in the entire study nationally [or internationally].
What happens if I say yes, I want to be in this research?

[Tell the subject what to expect using lay language and simple terms. Whenever appropriate include the following items:]

[

· 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

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

· All devices that will be used

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

· The length and duration of visits and procedures

· If surveys or questionnaires are used, indicate the approximate time per session to complete them and the number of times they will be required

· If blood will be drawn, indicate the amount [in English units] and frequency

· With whom will the subject interact

· Where the research will be done

· When the research will be done

· List experimental procedures and therapies and identify them as such

· How often procedures will be performed

· What is being performed as part of the research study

· What is being performed as part of standard care

· What procedures are part of regular medical care that will be done even if the subject does not take part in the research

· When applicable indicate that the subject will be contacted for future research.

· If some aspects of the study are optional, describe them and include intial/date blocks for each optional choice. 

]
[Include for a clinical trial that involves randomization. Otherwise delete.] The treatment you get will be chosen by chance, like flipping a coin. Neither you nor the study doctor will choose what treatment you get. You will have an __________________ [equal/one in three/etc.] chance of being given each treatment. [For double-blinded research add] Neither you nor the study doctor will know which treatment you are getting. [For single blinded research add] You will not be told which treatment you are getting, however your study doctor will know.
What are my responsibilities if I take part in this research?

[Delete this section if the research is not a prospective trial.]

If you take part in this research, you will be responsible to: [Describe any responsibilities of the subject.]

What happens if I do not want to be in this research?

You can leave the research at any time and it will not be held against you.  Your decision whether or not to participate will not affect your current or future relationship with Advocate Health Care.  
[Include if there are alternatives other than participating. Otherwise delete.] Instead of being in this research study, your choices may include: [List alternatives procedures. For student subject pools describe alternatives for course credit. For clinical trials describe the options that you would normally offer patient. If applicable, include supportive care as an option.]

[Include for a clinical trial. Otherwise delete.] The important risks and possible benefits of these alternatives include: [Describe the important risks and potential benefits of the alternative procedures and courses of treatment.]
What happens if I say yes, but I change my mind later?

You can leave the research at any time it will not be held against you.

[Include if there are potential adverse consequences to withdrawing from the research. Otherwise delete] If you decide to leave the research, [Describe the adverse consequences.] If you decide to leave the research, contact the investigator so that the investigator can [Describe the procedures for orderly termination by the subject, if any.]
[Include for FDA-regulated research. Otherwise delete.] If you stop being in the research, already collected data may not be removed from the study database. You will be asked whether the investigator can collect data from your routine medical care. [Note: The consent document cannot give the subject the option of having data removed.] If you agree, these data will be handled the same as research data. [Note: If a subject withdraws from the interventional portion of a study and does not consent to continued follow-up of associated clinical outcome information, the investigator must not again access for study purposes the subject’s medical record or other confidential records requiring the subject’s consent. However, an investigator may review study data related to the subject collected prior to the subject’s withdrawal from the study, and may consult public records, such as those establishing survival status.]

[For research that is not FDA-regulated, describe what will happen to data collected to the point of withdrawal. Describe whether subjects will be asked to explain the extent of their withdrawal and whether they will be asked for permission to collect data through interaction or collection of private identifiable information. For example, a subject may wish to withdraw from the experimental procedure because of unacceptable side effects, but may agree to undergo follow-up procedures and data collection.]

Is there any way being in this study could be bad for me?

[Delete this section if there are no risks or discomforts.]

[The risks of procedures may be presented in a table form.]

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

· [Physical risks

· Psychological risks

· Privacy risks

· Legal risks

· Social risks

· Economic risks]

[Include for research that involves procedures whose risk profile is not well known, including all research involving an investigational product. Otherwise delete.] In addition to these risks, this research may hurt you in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death.

[Include for research that involves pregnant women or women of child-bearing potential and procedures that involve risks to an embryo or fetus or whose risk profile in pregnancy is not well known. Otherwise delete.] The procedures in this research are known to hurt a pregnancy or fetus in the following ways: _______________. [Omit the previous sentence if there are no known risks.] The research may also hurt a pregnancy or fetus in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death. [Omit the previous two sentences for research whose risk profile in pregnancy is well known.]
As applicable:

If you are a female: You should not be or become pregnant while on this research study.  If you think that you have become pregnant during the study, you must tell your study doctor immediately.  If you become pregnant, your participation in the study will be stopped (if applicable).
If you are a male: To protect against the side effects of the study drug to an unborn baby, you must not get a partner pregnant while taking the study drug and for ___ (provide number of days, weeks, months….) after the last dose.  

Will there be any costs to me if I participate?

[Include for research that may result in additional costs to the subjects. Otherwise state explicitly that there are no costs to the subjects or their insurance carrier if they participate.] Taking part in this research study may lead to added costs to you. [Describe what these costs are.]

[Include for a prospective trial. Otherwise delete.] You and your insurance carrier will be charged for the health care services that you would ordinarily be responsible to pay. In some cases, insurance will not pay for services ordinarily covered because these services were performed in a research study. You should check with your insurance carrier to see what services will be covered and what you will be responsible to pay.  Study staff can assist you with this.
[If there is any compensation for time spent participating or reimbursement for travel/parking expenses, explain the amounts and conditions.  Specify the manner of payment.  If payment will be made using a Greenphire or similar type of card you should include an appendix to the consent that clearly sets forth how to use the card, whether fees can be drawn against the card, correspondence subjects may receive from the company managing the card, how it is administered, what to do if the card is lost and other important information. Greenphire specifically will have an IRB approved appendix which should be included as an appendix to the consent.]

[When applicable indicate that the investigator believes that biologic specimens obtained as part of the main or sub-studies could be part of, or lead to, the development of a commercial product and that there are no plans to share any future profits with subjects.]
Will being in this study help me in any way?

[Delete this section if there are no benefits and the research is not a clinical trial.]

[Include if there are benefits to participation. Otherwise delete.] We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include __________________. [Then describe the potential benefits of participation. First describe any direct benefits to the subject, then any benefits to others. If benefits from participation may not continue after the research has ended, describe them here. Monetary reimbursement for participation is not a benefit.]

[Include for a clinical trial with no benefits to participation. Otherwise delete.] There are no benefits to you from your taking part in this research. We cannot promise any benefits to others from your taking part in this research. However, possible benefits to others include __________________. [Describe any benefits to others. Monetary reimbursement for participation is not a benefit and should be described in a later section.]

What happens to the information collected for the research?

Efforts will be made to limit the use and disclosure of your personal information, including research study and medical records, to people who have a need to review this information. We cannot promise complete confidentiality. Organizations that may inspect and copy your information include the IRB and other representatives of this organization. [Add to this list other organizations that may have access to the subject’s records such as the Food and Drug Administration, when the research if FDA-regulated, the Department of Health and Human Services, when the research is conducted or funded by DHHS, the sponsor, contract research organization, sponsor’s agent and other collaborating institutions.]

[Describe any limitations on confidentiality based on possible legal issues. For example, if the research team is likely to uncover abuse, neglect, or reportable diseases, explain that this information may be disclosed to appropriate authorities.]

[If data or specimens will be retained after the study for future research, explain where the data or specimens will be stored, who will have access to the data or specimens, and how long the data or specimens will be retained.]

[Include for research where the sponsor may pay for medical expenses of the subject.] If the sponsor pays any of your medical expenses, we may be required to give the sponsor your name, date of birth, and Medicare ID or social security number.

[Include for a clinical trial. Otherwise delete.] The sponsor, monitors, auditors, the IRB, the Food and Drug Administration may be granted direct access to your medical records to conduct and oversee the research. By signing this document you are authorizing this access. We may publish the results of this research. However, we will keep your name and other identifying information confidential.

[Include for FDA-regulated controlled drug and device trials (except Phase I drug trials) and FDA-regulated pediatric post-market surveillance trials of devices. Otherwise delete.] 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.

[Include if a HIPAA authorization is required. Otherwise delete. Required for prospective trials] Federal law provides additional protections of your medical records and related health information. That law is the Health Insurance Portability and Accountability Act (HIPAA).  This study’s HIPAA statement is provided at the end of this consent form.  You are providing your authorization if you sign this form.
Can I be removed from the research without my OK?

[Delete this section if not applicable.]

[Include for research where this is a possibility. Otherwise delete.] The person in charge of the research study or the sponsor can remove you from the research study without your approval. Possible reasons for removal include [describe reasons why the subject may be withdrawn, if appropriate.]
[Include for research where this is a possibility. Otherwise delete.] We will tell you about any new information that may affect your health, welfare, or choice to stay in the research.  You may be asked to review and sign a revised consent form.
What happens if I am injured because of the research?

[Include for research involving more than minimal risk. Otherwise delete.] If you need medical care because of taking part in this research study, contact the investigator and medical care will be made available. Generally, this care will be billed to you, your insurance, or other third party. [Describe any sponsor compensation available for research related injury.]

No funds have been set aside by Advocate Health Care as compensation for research related injury or associated costs.  You do not waive any of your legal rights by signing this consent form.
What else do I need to know?
[Include for sponsored research. Otherwise delete.] This research is being funded by [Insert name of sponsor and describe the nature of the financial relationship between the sponsor and the study team].
[If there is a Conflict of Interest management plan in place for any personnel involved in the study, describe it here.]

Include if AHC employees are in the subject pool

What if I am an Advocate Health Care employee?

Your participation in this research is not a part of your Advocate Health Care duties and declining to participate will not affect your employment with AHC, or the benefits, privileges, or opportunities associated with your employment at AHC.  You will not be offered or receive any special consideration if you participate in this research.
If there is to be any genetic testing done as part of the main study or optional sub-studies, add the following paragraph either under Confidentiality, if testing is related to the main study, or under the relevant discussion of a sub-study.

A Federal law called the Genetic Information Nondiscrimination Act (GINA). In general, this law makes it illegal for health insurance companies, group health plans, and most employers 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. GINA also does not protect you against discrimination if you have already been diagnosed with the genetic disease being tested.

[When applicable indicate when and how the subject will be informed of the results of the research.]
[There are three signature pages attached to this template consent. Use the signature page(s) appropriate for your study.]

[The LAR signature page may not be used unless the approved protocol included a request to permit Authorized Representatives.]
[Omit the signature page if there is no anticipated written documentation of consent.]
HIPAA Authorization

How will my information be kept confidential?

Your identity will be protected as required by law and according to any policies described in the Confidentiality section above.  You should be aware that your study records (which include your medical records, your signed consent form, and other identifiable information) will be shared as needed for the purposes of the study.  If this is a sponsored study, researchers may share your information with representatives of the sponsor for the purposes of managing and overseeing the study.  Usually the health information sent to sponsors does not directly identify participants (for example, by name or address).  Instead initials and a code number are used.  Some personal information, such as date of birth, will usually be included but will not be used to identify you. 

Additionally, governmental oversight authorities [e.g. the U.S. Food and Drug Administration (FDA) or the Department of Health and Human Services Office for Human Research Protections (OHRP)] may have access to your information.  Representatives of the Institutional Review Board overseeing this study may have access to your data.

Please note that the study doctor or study staff may also share personal information about you if required by law (for example, if the study doctor or study staff suspects that you are going to harm someone or yourself).  If you have questions about this, please ask the study doctor.

How will my information be used and shared for this study?

This section explains who will use and share your health information if you agree to be in this study.  You must authorize this use and sharing of your information by signing this form or you cannot be in the study. 

The study principal investigator and study staff will collect, use, and share identifiable health information about you, including any information needed to conduct the study.  Information used and shared may include:

•
information from your medical records related to the research;

•
information collected about you during the research and any follow-up concerning study visits, tests, procedures, outcomes, etc.

Your information may be used and shared for some or all of the following purposes: 

•
to conduct this research;

•
to review the study, and to check the safety and results of the study;

•
to seek government approval of an investigational study drug, vaccine, device or product if such was involved in the trial;

•
to facilitate a public health authority that is authorized by law to collect or receive such information for the purpose of preventing or controlling disease, injury, or disability, and conducting public health surveillance, investigations, or interventions.

After your information is shared with the organizations listed above, the law may not require them to protect the privacy of your information.  To maintain the integrity of this research, you might not have access to any health information developed as part of this study until it is completed.  At that point, you generally would have access to your health information. 

You can cancel your authorization to use and share your information at any time by writing a letter to the study doctor.  If you cancel your authorization, you will not be able to continue in the study.  If some aspects of the study were optional, you may cancel your authorization for the optional part(s) of the study and still remain in the main study.

If you cancel your authorization, the study doctor and study staff will still be able to use and share your information that has already been collected to maintain the integrity of the study.  No new information will be collected without your permission.  This authorization to use and share your information has no expiration date.  If study information is used for scientific publications or educational purposes, all identifying information will be removed.
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.
[A witness signature is required only if the subject is illiterate or does not speak English.]

	Witness statement:  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
[Do not include unless the protocol explicitly allowed for use of a LAR]

	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.]

	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.
 [A witness signature is required only if the subject is illiterate or does not speak English.]
	Witness statement:  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 Parental Permission


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

	
	

	Printed name of child
	

	
	
	

	Signature of parent or individual legally authorized to consent to the child’s general medical care
	
	Date

	
	· Parent

· Individual legally authorized to consent to the child’s general medical care (See note below)

	Printed name of parent or individual legally authorized to consent to the child’s general medical care
	

	Note: Investigators are to ensure that individuals who are not parents can demonstrate their legal authority to consent to the child’s general medical care. Contact legal counsel if any questions arise.

	
	
	

	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]

	
	
	

	
	
	

	Signature of person obtaining consent and assent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	



[A witness signature is required only if the subject is illiterate or does not speak English.]
	Witness statement:  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 Assent of a Minor


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

	
	
	

	Printed name of subject
	
	Age

	
	
	

	Signature of subject
	
	Date

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	


[A witness signature is required only if the subject is illiterate or does not speak English.]

	Witness statement:  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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