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Consent to Take Part in a Research Study
1. Title of research study: [insert title of research study here with protocol number, if applicable]
2. Researcher: [insert name of Principal Investigator]

3. Concise Summary of Key Information: This is a summary of the trial. The Regulations governing research with human subjects  indicate that the prospective subject or legally authorized representative must be provided with information that a reasonable person would need to have in order to make an informed decision about whether to participate, and an opportunity to discuss that information. “In general, our expectation is that this initial presentation of the key pieces of information will be no longer than 1- 2 pages. 
· Why is research performed?
· The consent is being sought for research and that the participation is voluntary?
· What will happen to me during the study?
· How long will I participate?
· Will I benefit from the study?
· Will participating expose me to risk?
· Do I have other options besides taking part in this study
· Will it cost anything to participate?
· Will I be paid to participate?

This section of the consent, in appropriate circumstances, could include a summary of relevant 
pieces of information that are explained in greater detail later in the consent form.

4. Why you are 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 them eligible for the research.]  
5. What you should 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 now and change your mind later.
If you decide to not be a part of this research no one will hold it against you.
Feel free to ask all the questions you want before you decide.
6. Who can you talk to about this research study?
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, (PI alone or PI and lead Sub-I)]
This research has been reviewed and approved by an Institutional Review Board (IRB). An IRB reviews research projects so that steps are taken to protect the rights and welfare of humans subjects taking part in the research.  You may talk to them at (215) 762-3944 or email HRPP@drexel.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.
7. Why is this research being done?
[Tell the subject the purpose of the research. Explain the background of the research question or problem to be evaluated.]
8. How long will the research last?
We expect that you will be in this research study for ________ [Ex: hours/days/months/weeks/years, until a certain event].
9. How many people will be studied?
We expect about _____ people here will be in this research study out of _____ people in the entire study.  
10. 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:]
1. A time-line description of the procedures, observations, or evaluations 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
1. The length and duration of visits and procedures
1. With whom will the subject interact
1. Where the research, evaluation, or observation will be done
1. When the research, evaluation, or observation will be done
1. Describe use of surveys, focus groups, field notes, and artifact collection
1. List experimental procedures and therapies and identify them as such
1. How often procedures, interventions, interactions, or evaluations will be performed
1. What is being performed as part of the research study
1. What is being performed as part of usual therapy or evaluation
1. When applicable indicate that the subject will be contacted for future research

[Include this next section for a research study that will involve random assignment to intervention/evaluation groups. Otherwise delete the sections that do not apply.] 
The treatment/intervention/evaluation (choose one) you get will be chosen by chance, like flipping a coin. Neither you nor the investigator will choose what intervention/evaluation (choose one) you get. 
You will have an __________________ [equal/one in three/etc.] chance of being given each treatment/intervention/evaluation (choose one). 

[For double-blinded research add] 
Neither you nor the investigator will know which intervention/evaluation (choose one) you are getting. 

[For single blinded research add] 
You will not be told which intervention/evaluation (choose one) you are getting, however the investigator will know.
11. What are my responsibilities if I take part in this research?
If you take part in this research, it is very important that you: [Describe any responsibilities of the subject.]
· Follow the investigator’s or researcher’s instructions.
· Tell the investigator or researcher right away if you have a complication or injury.
· [Add additional responsibilities as applicable.]
12. What happens if I do not want to be in this research?
You may decide not to take part in the research and it will not be held against you.
[Include if there are no alternatives other than not participating in the research.] 

[Include this next section if options are available for subjects who do not wish to take part in the research.  Otherwise delete].
Instead of being in this research study, your choices may include: [For student subject pools describe alternatives for course credit or extra credit. For research studies involving a treatment or therapy describe the options that you would normally offer a patient or client. If applicable, include supportive care or therapy as an option.]

The important risks and possible benefits of these alternatives are listed below: [Describe the important risks and potential benefits of the alternative procedures and courses of treatment or therapy.]
13. What happens if I say yes, but I change my mind later?
If you agree to take part in the research now, you can stop at any time it will not be held against you.
[Include the statement above if there are no adverse consequences to withdrawing from the research. Otherwise delete and use one of the statements in this section below.] 
If you decide to leave the research, [Describe the adverse consequences.] If you decide to leave the research, contact the researcher so that the researcher can [Describe the procedures for orderly termination by the subject, if any.]

[Include for a research study involving a treatment or therapy 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 researcher can collect data from your routine treatment or therapy. [Note: The consent document cannot give the subject the option of having data removed.] If you agree, this 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 treatment or therapy outcome information, the researcher must not access for purposes related to the study the subject’s treatment record or other confidential records requiring the subject’s consent. However, a researcher 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.]
14. Is there any way being in this study could be bad for me?
 [The risks of procedures may be presented in a table form.]
[Describe any potential risks, as appropriate. When known, describe the probability and magnitude of the risk.  Examples of common risks include:]
· [Physical risks such as pain or other discomforts
· Psychological/emotional  risks
· Privacy risks
· Legal risks
· Social risks
· Economic risks]
 [Include for a treatment or therapy study.  Otherwise delete.] 
You and your insurance company will be charged for the treatment or therapy 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 to see what services will be covered by your insurance and what you will be responsible to pay.
15. Do I have to pay for anything while I am on this study?
[Explain who will bear the responsibility for cost.  If there is no cost, use the following sentence:]
There is no cost to you for participating in this study. 

16. Will being in this study help me in any way?
 [Include the section below 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 this section for a study 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. 
[Include for research involving prisoners, otherwise delete.] 
Taking part in this research study will not improve your housing or correctional program assignments. Your taking part in this research study will not improve your chance of parole or release.
17. What happens to the information we collect?
Efforts will be made to limit access to your personal information including research study records, treatment or therapy records to people who have a need to review this information. We cannot promise complete secrecy. 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 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 will be retained after the study for future research, explain where the data will be stored, who will have access to the data, and how long the data will be retained.]

 [Include for all research studies.] 
We may publish the results of this research. However, we will keep your name and other identifying information confidential.
 [Include for research involving prisoners. Otherwise delete.]
 If you are a prisoner, your research records may also be given to officials and agencies within the criminal justice system when necessary and permitted by law.
18. Can I be removed from the research without my OK?
[Delete this section if not applicable.]

[Include the section below 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 the section below for research where this is a possibility. Otherwise delete.] 
We will tell you about any new information that may affect your welfare or choice to stay in the research.
19. What else do I need to know?
[Include for funded research. Otherwise delete.] 
The sponsor/funder [Insert name of sponsor/fundor] is paying Drexel University to conduct the study.

[If you are faculty or a student of Drexel University, include:] 
This research study is being done by Drexel University.  

[Include for all research involving more than minimal risk. Otherwise delete.] 
If you become ill during this study, please contact Dr. [name] at telephone no. (XXX) XXX-XXXX.  If you require immediate medical attention, you should go to the nearest emergency room or call 9-1-1.  It is important that you inform all emergency medical staff that you are participating in this study.
 
[Use this language for internal/government funded research involving more than minimal risk.  Otherwise delete.] 
If a “research related injury” results from your participation in this research study, medical treatment will be provided. The costs for all your medical treatment will be billed to you and/or your insurance.  A “research related-injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research.

OR
[Use this language for industry sponsored research involving more than minimal risk. Otherwise delete.] If a “research related- injury” results from your participation in this research study, medical treatment will be provided at no cost to you and paid by the sponsor of the study.  A “research related-injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research study.  You, or your medical insurance, will be responsible for other medical expenses resulting from your medical condition.

Include the following two statements.
It is important for you to follow your physician’s instructions including notifying your study physician as soon as you are able of any complication or injuries that you experienced. 

You will not be paid for any other injury- or illness-related costs, such as lost wages.  You are not waiving any legal rights by participating in this research study. 

[Include if subjects will be paid. Otherwise delete.] 
If you agree to take part in this research study, we will pay you ________ [indicate amount] for your time and effort. [Indicate if the amount is pro-rated for research visit completion.]

If using ClinCard; the language below must be included in the consent if not delete.
You will be paid $$ for each study visit completed.  You will be paid a total of $$ if you complete all the scheduled study visits.  If you do not complete the study you will be paid only for the study visit you completed.  You will be paid using a Drexel University Clincard debit card and the funds will be loaded on the card within ___ working days of each visit.  It is important that you do not lose the Drexel University debit card.  If you lose the payment debit card the amount of $5.00 will be subtracted from your next study payment amount


If payments to subjects are $600 or more in a calendar year the following language is required.
Research Payments greater than $600.00 per year (or cash equivalent) is reported by the Institution providing payment, to the Internal Revenue Service for federal tax purposes. You will be required to complete a form W9 form, which will include your social security number for IRS reporting. Research team will not use this information. The level of reimbursement for this study is such that the IRS must be informed of the payments received

[Include for Department of Defense (DOD) research that targets military personnel where subjects will be paid. Otherwise delete.]
Military personnel should check with their supervisor before accepting payment for participation in this research.

[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 or pages appropriate for your study. The IRB recommends that you make separate consent documents for each signature page to be used.]
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[Omit the signature page if there is no written documentation of consent.]

	DO NOT SIGN THIS FORM AFTER THIS DATE
	
	


		Document Revision Date: XXX 0, 0000
ICF version: SBE revised 2017-12-20                                                                               	Subject Initials: ____________

Signature Block for Capable Adult
	Your signature documents your permission to take part in this research.

	DO NOT SIGN THIS FORM AFTER THIS DATE
	
	

	
	
	

	Signature of subject
	
	Date

	
	

	Printed name of subject
	

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	
	
	

	Printed name of person obtaining consent
	
	Form Date

	
	
	


[Add the following block if a witness will observe the consent process. E.g., short form of consent documentation or illiterate subjects.]
	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 SIGN THIS FORM AFTER THIS DATE
	
	

	
	
	

	Printed name of subject
	
	

	I am willing to serve as a legally authorized representative for the above named subject. The investigators have explained to me the role and responsibilities of a legally authorized representative. My signature documents my permission for the above named subject to take part in this research.

	
	
	

	Signature of legally authorized representative
	
	Date

	
	

	Printed name of legally authorized representative
	

	

	Address

	

	City, State, ZIP

	
	
	

	Phone
	
	Email

	Highest
	The following individuals in descending order of priority are capable of serving as a legally authorized representative (LAR). Check the category that best describes the LAR’s relationship to the subject.

	[bookmark: Check1]|_|
	Health care agent appointed by the subject in a Power of Attorney;

	|_|
	Court-appointed guardian authorized to consent to the subject’s participation in the protocol in a current court order issued within the subject’s jurisdiction;

	|_|
	Spouse or domestic partner (unless an action for divorce is pending) and adult children of the subject who are not the children of the spouse or domestic partner;

	|_|
	Adult child;

	|_|
	Natural or adoptive parent;

	|_|
	Adult brother or sister.

	|_|
	Adult grandchild

	|_|
Lowest
	Adult who has knowledge of the subject’s preferences and values, including, but not limited to, religious and moral beliefs, to assess how the principal would make health care decisions.  Unless related by blood, marriage, or adoption, the adult may not be the principal’s attending physician or other health care provider nor an owner, operator or employee of a health care provider in which the principal receives care.

	
	
	

	Signature of person obtaining consent
	
	Date

	
	
	

	Printed name of person obtaining consent
	
	Form Date


[Add the following block if a witness will observe the consent process. E.g., short form of consent documentation or illiterate subjects.]
	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
	


[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.




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

	DO NOT SIGN THIS FORM AFTER THIS DATE
	
	

	
	

	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
	
	Form Date


 [Add the following block if a witness will observe the consent process. E.g., short form of consent documentation or illiterate subjects.]
	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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