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To complete this consent form, please modify it as appropriate for your study.  Generally, you will modify the yellow highlighted text as appropriate for your study or remove it if it is a note to you, the author.  As you work, please remove all highlighting and prompts to the author. 
The table of information below should be as brief as possible.  The more detailed information should be included in the additional sections that follow the table.  If there is too much information to include in the table, new additional sections can be added.  

Please use simple words and short sentences when adding study specific information to this consent form.
If this is being used as a parental permission form, change all appropriate wording such as changing “you” and “your” to “your child” and “your child’s”.

This form has information about this research.  Where it says “See Below”, there is more complete information later in this form.  You and the research personnel will discuss this information so you can decide whether or not to take part in this research.  Make sure you discuss your concerns and have all your questions answered before deciding to take part in this research.  
	Informed Consent
	It is important that you understand this research so that you can decide whether or not you want to take part.  This process is called informed consent.  To make your decision, you must consider all the information below.  

You should especially consider:

· The purpose of this research.

· How this research differs from standard medical care.
· The risks.
· If the possible benefit of taking part in this research is worth the risk.
· The alternatives to taking part in this research.

	Voluntary Participation
	You do not have to take part in this research.  It is your choice whether or not you want to take part.  If you choose not to take part or choose to stop taking part at any time, there will be no penalty to you or loss of benefits to which you are otherwise entitled.

	Purpose
	The purpose of this research is explain the purpose of the study using conversational language.

	Number of Participants
	About X people will take part in this research.

	Duration
	You will be in this research study for about add duration.

	Procedures (See Below)
	While you are in the study you will have different evaluations, tests and/or procedures which involve certain risks.  

	
	

	Experimental Parts of the Study
	Describe the experimental parts of this study including how the study differs from standard of care and any drugs/devices that are not yet approved or not approved for this particular indication.

	Risks 

(See Below)
	Taking part in this study involves certain risks.  There may be more or less risks depending on to which group you are assigned.  In addition to the risks described below, there may also be risks that are not known at this time.      

If you have any medical issues during this study, contact an investigator (see the Contacts section).



	Reproductive Risks
(See Below)
	Taking part in this study may involve certain risks to a pregnant woman, embryo, fetus, or nursing child.  In addition to the risks described below, there may also be risks that are not known at this time.  

	Benefits
	Describe the possible benefits.  Do not overstate them. -OR- You may not personally benefit from taking part in this research, but other people may be helped by what is learned.

	Alternatives (See Below)
	You have other options than taking part in this study.  If the alternatives are brief, they may be included here, otherwise include them in the separate section for alternatives below.     OR     The alternative to being in this study is to not take part.

	Medical Issues (See Below)
	There is the possibility that you could have a physical injury or illness that is directly caused by a study procedure or drug that is different from your standard medical care.  If this happens, you will receive the necessary and available medical care.  

	Costs
(See Below)
	Describe any definite costs to the subject.  

	Payment
	Describe the payment schedule and/or reimbursement OR you will not receive payment for taking part in this study.

	Ending Study Early
	There are a number of reasons you may decide or be asked to stop the study early (example:  medical issues).  You may also have to stop the study early even if you do not want to.  You and the research personnel will discuss the reasons if this becomes necessary.   If you do leave the study early, you may be asked to have some of the evaluations/procedures described in this form.  Describe any other actions that will occur if the subject has to leave the study early.  

	Privacy and Confidentiality (See Below)
	Information will be collected about you for this study.  The information will be seen by the people involved with this research.  Steps will be taken to protect your identity.  But the information collected about you can never be 100% secure.  

	Disclosure of Financial Interest
	Complete if applicable:    William & Mary is being paid by Insert Entity to conduct this study.

	New Information
	New information may come out during this study.  You will be given any new information that could change your decision to take part.  You will be given any research results that could affect your health. Modify this if necessary and include under what conditions the subject would/would not be given the research results.  

	Contacts
(See Below)
	A list of people to contact is included later in this form.


Additional Sections with More Detailed Information
Procedures and their Risks

Insert table showing evaluations/tests/procedures and the administration/use of drugs/devices at each time point (e.g., the schedule of events/study events table from the protocol).
Please note that additional tests and procedures may be needed to check on your health condition.  Include for interventional biomedical and other applicable studies
Include the following for each of the Procedures/Tests/Evaluations in this study.  Remember to use simple words and short sentences.
Name of Procedure/Test/Evaluation:

Description:

Risks:
Additional Risks
Include any other risks not included in other sections of this consent form. 

Risks to Pregnant Women and Unborn or Nursing Children (Reproductive Risks)
Reproductive Risks:  Include any known reproductive risks and risks to women, pregnant women, men (including the female partners of male subjects), and unborn and nursing children.
Delete the sections below that do not apply.
Option 1:  For studies involving a treatment with known or unknown reproductive risks and other greater than minimal risk studies with possible reproductive risks.
If you are pregnant, plan to become pregnant or are breast feeding you cannot be in this study.  You will be required to use birth control during the study and for 30 days after your last dose of the study drug OR modify according to the protocol.  Appropriate methods of birth control will be discussed with you.  If you are a woman who is able to have children, you will have a pregnancy test to make sure you are not pregnant and may be required to have additional pregnancy tests at other times during the study.  Pregnancy tests require a blood or urine sample.  You will be told the result of the pregnancy test(s).  If you or your partner becomes pregnant during the study, you must tell the study personnel immediately.  We will ask to follow you through your or your partner’s pregnancy and the pregnancy outcome.
Option 2:  For minimal risk studies.
If you are pregnant, plan to become pregnant or are breast feeding you cannot be in this study.  If you are a woman who is able to have children, you will have a pregnancy test to make sure you are not pregnant and may be required to have additional pregnancy tests at other times during the study.  Pregnancy tests require a blood or urine sample.  You will be told the result of the pregnancy test(s).

Option 3:  For research involving minors.
Children and Pregnancy
If your child is pregnant, plans to become pregnant or is breastfeeding, she cannot be in this study.  If your child is able to have children (has started her menstrual periods), she will have a pregnancy test to make sure she is not pregnant and may be required to have additional pregnancy tests at other times during the study.  Pregnancy tests require a blood or urine sample.  Your child will be told the result of the pregnancy test(s).

Your child should not become pregnant while in this study.  If sexually active, your child will be required to use birth control during the study and for 30 days after the last dose of the study drug OR modify according to the protocol.  Appropriate methods of birth control will be discussed with your child.  By law in Pennsylvania, all minors age 12 or over have a right to talk about birth control and pregnancy privately with their doctor.  The desired outcome of these discussions is the sharing of this information with the family.  However, the decision to discuss the information with the family is up to your child and alternate support will be provided to your child when necessary.  
Alternatives to Taking Part in this Study

If the full description of alternatives was brief and was included in the alternatives section above, delete this section.  Or, describe the alternatives to taking part in this study.  
One of the following statements must be included if the research involves the collection of identifiable private information or identifiable biospecimens.
Identifiers may be removed from the identifiable private information or identifiable specimens and then the information or specimens could be used for future research studies or distributed to other researchers for future research studies without your additional permission.
OR

Your information or specimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

Contacts
If you are having a medical emergency, call 911 or go to an emergency room right away.  You should let emergency personnel or providers know that you are taking part in this study.
	For Questions About:
	Person or Office
	Contact Information

	The Study or Research related Medical Issues
	Main Investigator:  Name
Investigator:  Name
	XXX-XXX-XXXX
XXX-XXX-XXXX

	If you need to contact someone other than the study personnel about a concern or your rights as a research subject
	Jennifer Stevens, PHSC Chair
Institutional Review Board (Ethics Committee)
	757-221-3862
jastev@wm.edu
XXX-XXX-XXXX
XXX-XXX-XXXX

	If you need to contact someone other than the study personnel about a concern or your rights as a research subject
	Cindy Corbett

Manager, Research Compliance
	757-221-3966


Signatures
Make sure the finished signature page fits on one page.
Patient/Subject:  By signing this form, you are agreeing that:

· You were given the opportunity to read this form.

· All of the information in this form was discussed with you by an investigator or other research personnel to your satisfaction.
· All your questions have been answered to your satisfaction.
· You were not pressured and you voluntarily agree to take part in this research.
______________________    

______________________    

__________

Your Name



Your Signature


        Date

______________________    

______________________    

__________

Name of Person Obtaining/

Signature of Person Obtaining/
       Date

Assisting with Consent

Assisting with Consent





 
       

______________________    

______________________    

__________

Name of Investigator


Signature of Investigator 
 
       Date

______________________    

______________________    

__________

Name of Witness


Signature of Witness 
 

        Date

(Witness required if the only language the subject speaks and understands is English, but the subject cannot read English, or if the subject is blind or cannot physically sign the consent form.)

 FORMCHECKBOX 
 Copy of Signed and Dated Consent Form Given to the Subject/Parent/LAR
Optional Teach-Back Questions – These questions can be asked to help ensure that the patient understands the study.

 FORMCHECKBOX 
 Check this box if these questions were reviewed with the patient.

We have gone over a lot of information.  I would like to ask you a few questions to make sure I have done a good job explaining the study to you.

1. In your own words, please answer these questions about this study:

a. Why are we doing this study (what are we trying to learn)?

b. What things (including tests and procedures) will you have to do in this study?

c. What are some of the risks of being in this study?

d. What is the benefit of being in this study?

e. How will being in this study be different than usual medical care?

f. How long will you be in this study?

2. Taking part in this study is voluntary.  What does that mean to you?

a. If you don’t want to be in this study, what are your other choices?

b. What will happen if you chose not to be in this study?

3. What will we do to make sure your information remains confidential?

4. What other questions do you have about this study?
Subject Initials: ___

Date: ___

