(Please Note: The instructions for this template are in italics.  Do not include the template instructions and guidance in your consent form.  Please leave a 1 inch margin at the top of the first page so that there is room for the IRB stamp.  This template makes frequent mention of “Baystate Medical Center”.  If your study will be conducted at a different site, “Baystate Medical Center” should be replaced throughout this consent with the appropriate name(s).  For pediatric studies that require the signature of both parents (based on risk determination), please include 2 lines wherever there is a space for initials or signatures.  Please be sure that the footer information (version #, date, etc.) is accurate. Required text may only be altered if justification for the alteration is provided and approved by the IRB.  Best practices for consent forms: the level of language should be at or below the 8th grade reading level, ordinary language in the active tense should be used, the consent form should consist of short sentences ordered in logical sequence, medical terms and other complex language should be explained parenthetically.  For more information on readability, please see the Readability Toolkit available on the Research Integrity & Education page on eWorkplace.  Template version 12/16/2009.
RESEARCH CONSENT FORM
Title of Project (define abbreviations):








Study

Sponsor:












Principal

Investigator:












Study Participant:











If you are a parent or guardian of a child under 18 years old or the legal representative of an adult, the word “you” in this form refers to the child or adult who will be in the study.  (Delete this sentence only if able to justify why it would not be applicable to study; amend and delete adult or child as appropriate.)
WHY ARE YOU BEING ASKED TO TAKE PART IN THIS RESEARCH?
Required text:
We are talking to you about this research study because (explain how the subject was identified- ex. you have diabetes).  Whether or not you take part in this study is up to you.  If you choose not to participate in the study it will not affect the quality of medical care you will receive.  
This form gives you important information.  Please read it carefully and ask questions before you make a decision.  You may want to talk about this research study with your family, your friends, and your other health care providers.  Please take your time.  You should not sign this form until all of your questions are answered.  
WHY IS THIS RESEARCH STUDY BEING DONE?

The purpose of this research study is, to…. (Limit explanation to 1-2 sentences, see examples below)
Example: find out what effects (study drug/intervention) has on you and your (disease, condition).

Example: compare the effects of (study drug/intervention) with (other treatment option) on you and your (disease, condition) to find out which is better.  In this research study, you will get either the (study drug/intervention) or (other treatment option).  You will not get both.

HOW IS THIS RESEARCH STUDY BEING FUNDED?
Required elements:

· Funding disclosure: Disclose what grantors, institution(s) (e.g., NIH) or companies are supporting the research.  If none, say so.

· For externally funded studies, disclose any financial relationships between the sponsor and any of the investigators or key personnel.

· Disclose all relationships that could be perceived as a conflict of interest.

Suggested text:
Some research studies are paid for by the center the study is being conducted in and some by an outside grant or sponsor.  This research study is being funded by... (insert appropriate text: ...the Baystate Medical Center Department of ______ ...an outside sponsor, (sponsor name) ...a grant from (grantor’s name)).
Dr. ____, is also being paid by (insert the sponsor name) for (provide detail specific to relationship).
HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
Suggested text for multi-site studies:
This study will enroll up to (X) people from about (X) sites in the (United States, World, Other).  Baystate Medical Center is one of the sites.  We expect to enroll (X) people here.
Suggested text for BMC only studies:
This research is being conducted only at Baystate Medical Center.  We expect to enroll (X) people here.
HOW LONG WILL YOU BE IN THIS STUDY?

Required text (as applicable):
Your participation in this research study is expected to last for (insert time frame here).  You will (take the study medication/use the study device) for about (insert time frame here) and be followed for (insert time frame here). You will need to visit the (hospital, doctor’s office) (X) times.
Your participation in this study may be stopped if the study doctor or sponsor thinks (1) it is in your best interest to stop, (2) if you do not follow the study requirements, or (3) or if the study is stopped for any reason.

Required text (when applicable):

The study doctor will tell you about new information that might affect your health or could change your decision to be in this study.  If this occurs, you may be asked to sign a new consent form. 
PARTICIPATION IN THIS STUDY IS VOLUNTARY
Required text (first paragraph and first sentence of second paragraph must be bold type):
Taking part in this study is voluntary.  You may choose not to take part or to leave the study at any time.  Your decision will not affect your relationship with your doctor or with Baystate Medical Center and will not result in any penalty or loss of benefits to which you are otherwise entitled.
You can stop taking part in this study at any time.  Tell the study doctor if you are thinking about stopping or have decided to stop.  The study doctor may ask you to have some follow up care or tests. (If early withdrawal needs to be managed (e.g., tapering of medication), discuss early termination visits/procedures).

Required element:

(Describe what will happen to data and samples if the participant decides to withdraw.)
WHAT WILL YOU DO IN THIS STUDY?

(Disclose, define, and explain the use of placebos, randomization, and blinding. List and describe all tests and procedures in order of occurrence indicating their frequency, timing, and whether they are routine or study-related.  If a test or procedure is not usually done on someone not in the study, it is to be considered study-related.  If a test or procedure is experimental, this must be disclosed.  If phlebotomy is required describe the method, frequency, total volume (in teaspoons or tablespoons) and purposes.  A table following the text can be helpful.) 
Suggested text examples:
To make sure that you are eligible for this research study you will need to have the following exams, tests, and/or procedures.  This process is called “screening”.  If you had some of these done recently, they may not need to be repeated.

·  (List screening exams, tests, and procedures.  Use bulleted and/or table format if there are more than a few)
Suggested text (randomized studies):
If you are found eligible for this study, you will be placed into one of the study groups by chance (like flipping a coin).  Neither you nor the study doctor is allowed to choose which group you will be in.  You will have an (equal/one in three/etc) chance of being placed in any one of the study groups. (Describe “blinding” as appropriate: Neither you nor the study doctor or staff will know which study drug/procedure you are receiving.  We can find out if we ever need to know to protect your safety.)
If you are in study group 1 the following will happen:

· (List exams, tests, and procedures preferably by study visit. Use bulleted and/or table format if there are more than a few)
If you are in study group 2 the following will happen:

· (List exams, tests, and procedures preferably by study visit. Use bulleted and/or table format if there are more than a few)
The following will happen to everyone in the study (in all groups):

· (List exams, tests, and procedures preferably by study visit. Use bulleted and/or table format if there are more than a few)
Suggested text (non-randomized studies):
If you are found eligible for this study you will have the following exams, tests, and procedures: 

· (List exams, tests, and procedures in order of occurrence and preferably by study visit. Use bulleted and/or table format if there are more than a few)
(Table example):
	When
	What happens

	Screening Day 1
	· Meet with study staff and fill out health survey

	Screening Day 2
	· Blood tests 

· ECG (Electrocardiogram)

	Study Day 1
	· Begin taking ____ once a day.  Do this everyday until the study doctor tells you to stop.

	Study Day 14
	· Physical Exam
· Answer health questions


Genetic Testing:  

(In order to comply with federal and state law, if the study includes genetic testing there must be an explanation of why it is important to the study,  whether or not the results will become a part of the medical record or be made available to the participant, and the availability of genetic counseling.  The protections afforded by the federal and state statutes and the limitations of those protections must be described.)

Required text:

Genetic testing is part of this study because (describe the reasons why it is important to the study).  Genetic information gained during this study will not affect your medical care treatment. 

We (will/will not) place information about your participation in the study or the results of study tests in your medical record.

If test results will be made available to the participant, include the following:

There is the potential psychological risk to you or to family members who may learn about genetic findings.  Counseling about the genetic results is available to you, at your request.
Required text:

Although we will take steps to protect your confidentiality, there is a risk that if your employer or insurer becomes aware of your having genetic testing, this information could influence perceptions regarding your health status. If you do not share information about taking part in this study with others, you will reduce these risks. 
However, there are some laws that will protect you from genetic discrimination.  Massachusetts law prohibits genetic discrimination by any company doing business in Massachusetts, including health plans, health insurers, and companies selling life, disability, or long-term care insurance.  In addition, a federal law called the Genetic Information Nondiscrimination Act (GINA) prevents health insurance companies and group health plans as well as employers with 15 or more employees from requesting your genetic information that we get from this research or using it when making decisions about your eligibility or premiums.  

If genetic testing is a requirement of the study, use the following required text:

 FORMCHECKBOX 
 I understand that genetic testing is part of this study.

Signature: 







  Date: 


Whenever possible, participants should have the option to opt-in or opt-out of genetic testing. If the participant is able to opt-in or out, use the following required text:

 FORMCHECKBOX 
Yes, I give my permission for genetic testing to be performed and results used for the purposes of this study. (Insert if applicable: I authorize release of this information as described in this form.)
Signature: 







  Date: 



 FORMCHECKBOX 
  No, I do not give my permission for genetic testing to be performed or results used and released for the purposes of this study as described in this form.

Signature: 







  Date: 



HIV Testing:

(If the study includes HIV antibody or antigen testing, it must be described and it requires separate signature.  Include information on documentation and disclosure of results and the availability of counseling.  Disclose who will have access to the test results and to whom the results will be released.  Disclose the fact that a separate HIV testing form will have to be completed by the doctor and the participant for the lab to perform the testing.  If opting out of the testing will exclude the participant from the study, this must be disclosed.)  

If HIV testing is a requirement of the study, use the following required text:

 FORMCHECKBOX 
 I understand that HIV testing is part of this study.

Signature: 







  Date: 


Whenever possible, participants should have the option to opt-in or opt-out of HIV testing. If the participant is able to opt-in or out, use the following required text:

 FORMCHECKBOX 
Yes, I give my permission for HIV testing to be performed and results used for the purposes of this study. (Insert if applicable: I authorize release of this information as described in this form.)

Signature: 







  Date: 



 FORMCHECKBOX 
  No, I do not give my permission for HIV testing to be performed or results used and released for the purposes of this study as described in this form.

Signature: 







  Date: 


WHAT RISKS OR PROBLEMS COULD YOU HAVE BY BEING IN THIS STUDY?
(Describe possible risks and discomforts, quantifying as much as possible.  Clearly indicate if a risk is serious or life-threatening.  If the likelihood of a risk is unknown, please describe why (Example: At this time, (study med or device name) has only been given to a small number of people.  Based on the information that we have so far, we know that there may be a risk of (descriptor) but we don’t know yet how often this may occur.).  Describe measures that will be taken to minimize risks.  Format with numbers or bullets to facilitate reading.)
Suggested text:
You may experience risks or discomfort as a result of being in this study.  Some of these may be serious.  As with any research study, there may be risks that are not known at this time.  The following are the risks that we are aware of:
1. Likely (chance of more than 50 percent that this will happen):
2. Frequent (chance of 25-50 percent that this will happen):
3. Common (chance of 10-25 percent that this will happen):
4. Less Likely (chance of 1-10 percent that this will happen):
5. Rare (chance of less than 1 percent that this will happen):
Required text, when applicable:

Reproductive Risks:  Women who are pregnant or nursing a child cannot take part in this study.  If you are female, you (may/will) need to have a pregnancy test.  Before entering the study, you and your study doctor must agree on the method of birth control that you will use during the study.  Your options include (describe here).  You must use birth control until (you are no longer taking study medication, your study doctor advises, etc.).   If you do become pregnant, tell your study doctor immediately.  (If the sponsor intends to follow pregnancies for safety reasons please describe this here.)
Men who are in this research study should not get a woman pregnant while taking the study drug and for (specify amount of time) after the last dose of study drug.  The effect of the drug on sperm is not known.  Your study doctor will discuss birth control options with you. Your options include (describe here).  You must use birth control until (you are no longer taking study medication, your study doctor advises, etc.). If your partner becomes pregnant, tell your study doctor immediately.  (If the sponsor intends to follow the pregnancy for safety reasons please contact the IRB for guidance.)
Suggested text (insert if applicable):
Risks of Drawing Blood:  Having your blood drawn can be uncomfortable and can sometimes cause a bruise.  In some people, it can cause fainting.  In very rare cases, an infection may occur.  Only trained people will draw your blood.  Let your doctor know if you have had problems before with blood draws.  
Suggested text (insert if applicable):
Risks of Survey Questions:  The (interview/survey/questionnaire) includes some questions that may be sensitive or personal.  You are free to skip any question for any reason.

Suggested text (insert if applicable):
Risks of X-rays:  The amount of radiation you will be exposed to from the study x-ray(s) is very small.  Radiation is potentially harmful.  The risk of the radiation dose in this study is so small that it is difficult to measure.  If you have had many x-rays or might be pregnant, discuss this with the study doctor.
We will do the following to decrease the risks of this study:

· (Describe protective measures here; consider using bullets to improve readability.  Alternatively, include a bullet titled “Safeguard” under each risk describing the procedures that will be implemented specifically to mitigate that risk.)
WILL YOU BENEFIT FROM BEING IN THIS STUDY?

Required elements:

 Describe possible benefits of participation.  Do not overstate possible benefits.  Avoid language that could be considered coercive.  Financial compensation is not a benefit.
 State that subject may not derive any benefit from participation in study.  If there is no prospect of benefit to subject, state that subject will not benefit from participation. 

 May discuss potential benefit to society.
Suggested text:

You may or may not benefit from being in this study.  What we learn from this research study may help other people with (name of condition) in the future.
Alternate suggested text, if applicable:
You will not benefit from being in this research study.  What we learn from this research study may help other people with (name of condition) in the future.
WHAT OPTIONS OTHER THAN THIS STUDY ARE AVAILABLE TO YOU?
(Disclosure of other treatment options is a required element, it is not acceptable to simply state that “your doctor will discuss your other treatment options with you”.)
Suggested text (insert if applicable):
If you do not want to be in this study, other treatments may be available to you such as (list alternative standard treatments and/or option for supportive care):
· Standard treatment options including 


.

· Taking part in another research study. 

· Receiving the same treatment, but not as part of a research study. (include if appropriate)
· No treatment.
Before you decide about being in this study, you should discuss these other options with your doctor.  
WILL THERE BE ANY COSTS TO YOU?
Required elements:
If applicable, state that participant will incur no added expense for participation.
If costs to the participant may result from participation, describe them clearly.  Provide specific information about which tests/procedures are covered by the research study.  
Clinical services provided during a research study are either research-related or related to usual medical care. Research-related services are not the responsibility of you or your insurance. The procedures or items that are considered research-related in this study include the following: [list procedures or items (study drug, research only doctor’s visits, research-related procedures, etc.) that will be covered by the research study].
Usual medical care costs include those services that are considered medically necessary to manage your condition. The costs of usual medical care will be the responsibility of you or your insurance and may include deductibles and co-payments.  Some insurance companies will not pay for usual medical care if you are participating in a research study.
WILL YOU RECEIVE ANY COMPENSATION?
Required elements:
· Clearly describe any monetary compensation (total amount of cash or cash equivalent such as gift certificate, amount per visit, etc.).
· Explain how compensation is pro-rated when a subject withdraws prior to completing the study. (This is mandatory to avoid possible coercion associated with lump sum compensation.)
· If there is non-monetary compensation (e.g., small gift), describe that separately from the monetary compensation.
· If participants do not receive any reimbursement for participation, state: You will not receive any compensation for participating in this research study.
Required Text (if paid in cash or cash equivalent):
Baystate will keep a record of any money you are paid, your name, address, and social security number.  If Baystate Medical Center pays you more than $600 in a calendar year (or if you are a foreign citizen who is not here as a permanent resident), we must report the payment to the IRS (Internal Revenue Service) and send you a 1099 form.

WHAT HAPPENS IF YOU ARE INJURED AS A RESULT OF TAKING PART IN THIS STUDY?
Required Section Text unless there is no risk of physical injury.  If this is a BMC funded or unfunded trial, eliminate the text referencing the sponsor.

It is possible that you could have injuries as a direct result from your participation in this study.  If this happens, you will be offered medical treatment at the usual charge.  Baystate Medical Center does not have a program to provide compensation or free medical treatment for research-related injury.  

If there is a sponsor, include a description of what the sponsor may pay in the event of an injury.   This section must be consistent with the sponsor’s obligation under the clinical trial agreement. The level of language must be appropriate and cannot include phrases which appear to limit individual’s legal rights. The following is an example:

The study sponsor will pay for treatment for injuries that directly result from your participation in this study. (insert if applicable: as long as you have followed the study instructions).  The sponsor does not have a program to provide any other payment or compensation to you.

Required text:
However, you do not lose any of your legal rights by signing this form.

HOW WILL YOUR PRIVACY BE PROTECTED?
Required text:
We will protect your privacy as a participant in this research study and the confidentiality of your research information.  (Describe where/how data will be stored.  For example: Your study file will be stored in a secure area in ___).  (Include if applicable: Medical information from this research study (such, lab tests) may become part of your medical record.)  Required text unless the nature of the research is such that there is no possibility of exposure to information subject to mandated reporting: We may be required by law to report some information (for example; certain infectious diseases, suspected abuse) to a state agency for public health or safety reasons.
Required text, when applicable:

Research information that is sent outside of Baystate Medical Center (for example, to the study sponsor and the companies it uses to help conduct the research) will not have your name on it. 
Required text: 
If we publish information from this research study or use it for teaching, your name will not be used.

Required text, when applicable:

We will not take photographs or make audiotapes or videotapes of you without your permission.  

INFORMATION ABOUT THE PRIVACY OF PROTECTED HEALTH INFORMATION
Required text (section may not be altered except as indicated):
Baystate Medical Center, its employees, and its affiliates are required by law to protect the privacy of information that identifies you.  If you enroll in this research study, your protected health information (referred to as PHI in the rest of this section) may be used and shared with others as explained below. 

What PHI will be used and shared with others for this research study?

· Information gathered from your medical records.
· New information created as a result of this study (for example, from study exams, tests, procedures, surveys, etc.).
· For this research study we would like to access (insert if applicable: and release) the following sensitive information which is noted by the check (or X) in the boxes below.  If you agree that we can have this information, you must put your initials on the line(s) following the checked (or X’d) category boxes: (researcher must check all applicable boxes on submitted consent form; this bullet and check boxes may be deleted only if none of the information described will be accessed or disclosed during the course of the study. The participant must initial each applicable (checked) category to indicate their permission)
 FORMCHECKBOX 
 Mental Health Records (this category includes communications with psychotherapists, social workers, and other counselors)           (initial here)
 FORMCHECKBOX 
 Records of Treatment for Sexually Transmitted Diseases           (initial here)
 FORMCHECKBOX 
 Records of Treatment for Drug/Alcohol Abuse           (initial here)
 FORMCHECKBOX 
 Genetic Test Results           (initial here)
 FORMCHECKBOX 
 Information about HIV testing and/or diagnosis/treatment of AIDS           (initial here) 
Why will your PHI be used and shared?

· We need to use and share your PHI in order to conduct this research study, monitor your safety and the safety of the study as a whole, and to ensure that the research meets legal, institution, and accreditation standards.  
· We may also need to use and share your information for treatment purposes, payment, or for health care operations.  
Who may use and share your PHI?

· The study doctors and the staff helping them conduct the research.
· Other people within Baystate Medical Center and its affiliates such as those who oversee research, process bills and payments, conduct quality assurance, and provide legal advice.

· Other doctors, medical centers, and research staff taking part in this study as necessary.

· Insurers and their agents as necessary.
· The study sponsor(s): (enter sponsor name(s) here) and those it hires to do and oversee the research. (include if applicable)
· Organizations that accredit hospitals and research programs.

In order to check that we are conducting research properly, government agencies may access information that could identify you.  For example, the following people/groups may inspect research records: 

· The Office of Human Research Protections in the U.S. Department of Health and Human Services.
· (for studies of FDA regulated products such as drugs, biologics, and devices, add the U.S. Food and Drug Administration)
· State agencies such as the Department of Public Health.
· Other domestic and foreign government agencies if required.
Once your PHI has been released it may no longer be protected by federal law.

Can you see your research records?

· You can ask to see your research records but sometimes that can only happen after the research study is completed.  If you would like to see your research records please discuss this with your study doctor or call: (insert name) at (insert phone number).

How long will your PHI be used and shared for this research study?

· Since research is an ongoing process, there is no scheduled date at which your PHI will be destroyed. (this sentence can be modified to disclose an approximate date or circumstance (such as 3 years after FDA approval of the drug/device) if known)
What if you decide that you no longer want your PHI used or shared for this research study?

· You can withdraw your permission at any time for us to use and share your PHI by contacting your study doctor.  We will not be able to take back any information that has already been used or shared. You will not be able to continue in the research study once you withdraw your permission.
WHO DO YOU CONTACT IF YOU HAVE STUDY QUESTIONS OR CONCERNS?
Required text:
If you have any questions about this study, please contact: [insert name of appropriate person(s)] at [insert telephone number].  If you experience a complication or injury that you believe may be related to this study, please contact: [insert name of appropriate individual(s), preferably principal investigator] at [insert telephone number].  After hours, please call (provide a phone number and instructions for participants to call after hours). (If the contact information does not directly contact the study doctor, explain how an assistant will get in touch with the study doctor. For example: “If you have any questions about this study, please call: 413-794-xxxx and an assistant will page Dr. ______.”).
If you would like to discuss your rights as a research participant, or wish to speak with someone not directly involved in the study, please contact the Baystate Medical Center Institutional Review Board at (413) 794-4356.  
STATEMENT OF VOLUNTARY CONSENT
I have read this form or have had it read to me.  I have been told what to expect if I take part in this study, including possible risks and possible benefits.  I have had a chance to ask questions and have had them answered to my satisfaction.  I have been told that the people listed in this form will answer any questions that I have in the future.  By signing below, I am volunteering to be in this research study.


Participant's Name (Print): 


Signature:  








Date:  





(If Applicable) Legal Representative's Name (Print):  






Relationship to Participant (ex. Parent, Spouse, Legal Guardian) (Print):  




Signature:  








Date:  





(Depending on the risk category, some pediatric studies require signatures of both parents and the following three lines must be included.  If this is not applicable to this study, this section can be deleted.) 

Legal Representative's Name (Print):  








Relationship to Participant (ex. Parent, Spouse, Legal Guardian) (Print):  




Signature:  








Date:  





[Witness signatures are required whenever the participant or representative cannot read or sign the form themselves (for example, due to a medical condition or language barrier).  The witness signature is used to verify that the participant was provided with and understood the information in the consent form. The witness must be impartial and cannot be a member of the research team.  If a witness is necessary, a detailed note describing the process used to obtain informed consent must be kept with the consent in the research file.] 
(If Required) Witness's Name (Print): 








Signature:  








Date:  




Witness to:   FORMCHECKBOX 
  Discussion     FORMCHECKBOX 
  Signature



STUDY REPRESENTATIVE STATEMENT
I have explained the purpose of the research, the study procedures, the possible risks and discomforts, the possible benefits, and have answered all questions to the best of my ability.

Study Representative's Name (Print): 










Signature:  














Date:  






Time Consent Obtained:  



You will receive a copy of this form after it has been signed and dated.
(Optional Additional Page for Continuing Consent)
CONSENT FOR CONTINUED RESEARCH PARTICIPATION
(This form must be included with studies in which subjects may turn 18 during the course of the study.  It must also be included with studies in which it is likely that consent will be obtained from a legally authorized representative.  For example, when the subject is temporarily incapable of providing consent.)

You have been taking part in the research study: [insert title of research study here].  Consent for your participation was initially obtained from your parent(s) or legal representative because you were either a minor or were unable to provide consent at that time.  We are now asking for you to consent to continue being in the study.  Your continued participation is entirely voluntary.  If you decide not to continue in this study, it will not affect your relationship with your doctor or with Baystate Medical Center and will not result in any penalty or loss of benefits to which you are otherwise entitled.


STATEMENT OF VOLUNTARY CONSENT
I have read this form and the attached consent or have had them read to me.  I have been told what to expect if I take part in this study, including risks and possible benefits.  I have had a chance to ask questions and have had them answered to my satisfaction.  I have been told that the people listed in this form will answer any questions that I have in the future.  By signing below, I am volunteering to continue to be in this research study.
Participant's Name (Print): 



Signature:  








Date:  





(If Required) Witness's Name (Print): 








Signature:  








Date:  




Witness to:   FORMCHECKBOX 
  Discussion     FORMCHECKBOX 
  Signature



STUDY REPRESENTATIVE STATEMENT
I have explained the purpose of the research, the study procedures, the possible risks and discomforts, the possible benefits, and have answered all questions to the best of my ability.

Study Representative's Name (Print): 










Signature:  














Date:  






Time Consent Obtained:  




You will receive a copy of this form after it has been signed and dated.
 (Optional Additional Page for Pediatric Assent if applicable)

CHILD’S ASSENT FORM FOR BEING IN A RESEARCH STUDY
Name of Research Study:  (this must be filled in)







Dr. __________ has talked to me about what research is and what will happen if I am in this study.  Dr. _________ answered my questions.  I know that being in this research study might not help me to feel better.  I know that I do not have to be in this study, being in this study is up to me and my doctor won’t be mad at me if I don’t join.  I can change my mind later and stop being in the study.  My parent or guardian can also take me out of the study at any time.  Signing my name on this form means that I agree to be in this study.


Participant's Name (Print): 

Signature:  








Date:  





Legal Representative's Name (Print):  








Relationship to Participant (ex. Parent, Legal Guardian) (Print):  





Signature:  








Date:  





STUDY REPRESENTATIVE STATEMENT

I have explained in terms understandable to this child all of the following: the purpose of the research, the study procedures, the possible risks and discomforts, and the possible benefits.  I have answered all of the child’s and his/her parent(s’) or guardian(s’) questions to the best of my ability.

Study Representative's Name (Print): 








Signature:  












Date:  






Time Assent Obtained:  




You will receive a copy of this form after it has been signed and dated.
Consent Version: __ 



Date Revised:  <date>

Page # of #


