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EVMS IRB #:  ______ - ______ - ______ - ___________


IRB APPROVAL DATE:  _______ / _______ / _______


EXPIRATION DATE:  _______ / _______ / _______


[Specify Questionnaire, Data Collection, or Drawing (Art)] Consent Form

Eastern Virginia Medical School (EVMS) Institutional Review Board

Study Title

[Instruction: Please replace this text with the proposed study title]
Key Summary of Information

We are inviting you to take part in a research study about [please provide a brief narrative description of the nature of the study]. This page is intended to provide you with key information to help you decide whether or not to participate. The detailed consent form follows this page. Please ask the research team questions.  If you have questions later, the contact information for the principal investigator in charge of this study is below.

What is the purpose, what are the procedures, and what is the duration of this study?

[Please provide a brief, simplified description of the study, procedures that subjects and/or their data will be exposed to, as well as any time commitment that subjects are being asked to make. This may include a description of study groups, randomization, interventions and activities, the use of investigational drugs and/or devices, placebos, etc.].
What are some reasons you might choose to participate in this study?

[Please provide a brief narrative description of the reasons you believe a subject may wish to participate in this study.  For some studies, the reason(s) may be no more than altruism and the sense of contributing to the field of science.  For other studies, it be access to therapies that are not available to patients at this time.].

What are some reasons you might choose not to participate in this study?

[Please provide a brief narrative description of the reasons you believe a subject may not wish to participate in this study.  For some studies, the reason(s) may be inconvenience.  For other studies, the reason(s) may be exposure to research related risks and/or particularly serious side effects. For certain studies, such as interventional drug and device studies, it be an inability to select the therapy of their choice if randomization is involved, or the possibility of not receiving an experimental treatment if placebos are involved.].

[If side effects or risks are mentioned as reasons a subject may not wish to participate in the study, please include the following statement] For a complete description of the risks of this study, please refer to detailed consent form.

Do you have to take part in this study?

If you decide to take part in the study, it should be because you really want to volunteer for it. You will not lose any services, benefits or rights you would normally have if you choose not to volunteer. You are free to withdraw from the study at any time.

What if you have questions or concerns?

For questions about the study, contact the investigator, ______________, at ___________________ [please insert contact information for the PI].

For questions about your rights as a research participant, contact a member of the Institutional Review Board through the Institutional Review Board office at (757) 446-8423.

Please continue to the next page for detailed information about the study.

	Study Title:
	

	Investigators:
	

	Sponsor:
	

	Note to parents/guardians:
For participants less than 18 years old, all references to “you” in this consent form are referring to “you”, “your child” or a “minor for whom you are a legally appointed representative”.



You are being asked to participate in a research study involving the collection of information in the form of [specify:  drawing, questionnaire, data or a combination].  The purpose of the research project is to [fill in a brief description of the project].  [Delete the following sentence if this is a data collection study.] Completion of the specify procedure like drawing, questionnaire, etc.] will require approximately _______ minutes/hours [specify which]  of your time. 
You will [or will not] be reimbursed in the amount of [insert amount] for your participation.  There are no additional costs to you associated with taking part in this study. 

[If identified data are being collected, then the following paragraph must be included.]

A risk associated with allowing your data to be saved is the release of personal information from your study record.  We will strive to protect your records so that your personal information (like name, address, social security number and phone number) will remain private.  There also may be other risks that are unknown and we cannot predict.

[If de-identified data are being collected, then the following sentence may be substituted for the above paragraph.]

There are no specific risks related to your participation, but there may be other risks not yet identified.

Although the results of this research may not benefit you directly, they may be made available upon request.


In conducting this research study, it may be necessary for the research team to send information about you and your health to persons in other organizations.  For example, Dr. ___________ or members of his/her [specify which] research team will report the results of your study-related ________________ to ____________, the sponsor of the study.  This information may include what we call “protected health information (PHI),” which includes personal information about you.  It will be shared with others only as described below:  [specify with whom the information will be shared, e.g. sponsor, CRO, etc.]:
	Description of Your PHI to Be Disclosed
	Organization and Person (or their title) Disclosing Your PHI 
	Organization and Person (or their title) Receiving Your PHI 
	Purpose of Disclosure

	List specific PHI (e.g., name, DOB, etc.)
	
	
	

	
	
	
	

	
	
	
	


All protected health information will be maintained in strict confidence as required by law.  However, your protected health information may be disclosed if required by law.  Once your protected health information is disclosed for research, such as to the sponsor, federal privacy laws may no longer protect the information.

· If you refuse to give your approval for your personal information to be shared as described in this consent form, you will not be able to be in this study.  However, your choice will not affect any medical benefits to which you are entitled.

· By signing this consent form to participate in the study, you are allowing the research team to share PHI, as described in this consent form.  

· You have the right to cancel your approval for the sharing of PHI.  If you cancel your approval, you will have to leave the study.  All information collected about you before the date you cancelled will not be used/continue to be used [specify].  To cancel your approval, you must notify [specify person] in writing at [insert address].
· Your approval for the sharing of personal information about you for this study [specify either] does not expire [or] expires at the end of the study.

· You also have the right to review your research records, or someone you designate may review your research records on your behalf, once the study has ended unless prohibited by law.

· Any research information in your medical record will become a permanent part of that document.


Your study records may be reviewed and/or copied in order to meet state and/or federal regulations.   Reviewers may include, for example, an Eastern Virginia Medical School Institutional Review Board, ___________________, and _____________. 

Information learned from this research may be used in reports, presentations and publications.  None of these will personally identify you.

Taking part in this study is your choice. If you decide not to take part, your choice will not affect any medical benefits to which you are entitled.  You may choose to leave the study at any time. The investigator may decide to take you off this study if you revoke your authorization or __________________ [list specific conditions].

We will tell you about new information that may affect your health, welfare, or willingness to stay in this study.

In the event of injury resulting from this research study, Eastern Virginia Medical School (EVMS) provides no financial compensation plan or free medical care. [If study will be conducted at any additional sites, please include them in this disclaimer]  


Option 1

You are in a study where identifiable data are collected as part of your participation in the research study.  These data will not be used or distributed for future research studies by the investigator or other researchers.  At the conclusion of the study all collected data will be destroyed.
Option 2

You are in a study where identifiable data are collected as part of your participation in the research study.   At the conclusion of study the investigator would like to save these data for future research.  It may be for a research study in the same area as this study or it may be for a different kind of study.  If you would like for your data to be used or be available for another research study, you will need to sign a special addendum consent form [Investigators, please include a copy of the approved consent form for the registry or biorepository where these materials will be stored in your IRB submission].  This form will say that you give the investigator permission to save the data and/or specimen(s) for future use.   If you do not sign the additional consent form, your data will not placed in the repository with the intention to use for future research. The information that links you to these materials may be removed in the future. [Please keep the following sentence] These data may be used in future research by the investigator or other researchers without future consent by you or your legally authorized representative.
Option 3

You are in a study where identifiable data are collected as part of your participation in the research study.  Right now, there are no plans to use the data for another research study.  However, the identifiers might be removed and, after such removal, data could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you or your legally authorized representative.

If you have any questions pertaining to this research you may contact [list at least two investigators here] at [phone number].  If you believe you have suffered an injury as a result of your participation in this study, you should contact the principal investigator, [name] at [phone number].  If you have any questions pertaining to your rights as a research subject, you may contact a member of the Institutional Review Board through the Institutional Review Board office at (757) 446-8423.  You may also contact Betsy Conner, director, EVMS Human Subjects Protection Program and IRB office at Eastern Virginia Medical School, at (757) 446-5854.


	Signature

	You will get a copy of this signed form.  You may also request information from the investigator.  By signing your name on the line below, you agree to take part in this study and accept the risks.  A child who is a ward of the state cannot be enrolled until the IRB has assigned an individual advocate, relative to this potential enrollment, to act on behalf of the child in addition to the guardian or in loco parentis.

	_______________________

Signature of Participant/LAR
	____________________

Typed or Printed Name
	__________________

Relationship to Subject
	___/___ /___

MM/ DD/ YY

	Optional (Delete this entire block if Sponsor/PI is not requesting; or, if not required by IRB)

____________________________________________

Signature of Witness

 FORMCHECKBOX 
 Witnessed Signature Only

 FORMCHECKBOX 
 Witnessed Consent Process
	__________________

Typed or Printed Name
	___/___ /___

MM/ DD/ YY


	Witness (required for oral presentations)

	This signature must be present if the consent was presented orally to a subject in any manner.  The witness may not be an individual named as an investigator or a person authorized to negotiate informed consent.

	___________________________

Signature of Witness

 FORMCHECKBOX 
 Witnessed Consent Process
	________________________________________

Typed or Printed Name
	___/___ /___

MM/ DD/ YY


	Statement of the Investigator or Approved Designee

	I certify that I have explained to the above individual the nature and purpose of the study, potential benefits, and possible risks associated with participation in this study.  I have answered any questions that have been raised and have witnessed the above signature.  I have explained the above to the volunteer on the date stated on this consent form.

	_________________________________________________________

Signature of Investigator or Approved Designee
	___/___ /___

MM/ DD/ YY


v1.0
Note:


New Federal Human Subject Research Regulations require that potential subjects be first presented with, “a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research. This part of the informed consent must be organized and presented in a way that facilitates comprehension.”


The Key Information section should focus on key reasons why a potential participant would and would not volunteer for a research study. The reasons will not always be a benefit or risk. For low-risk research, the impetus to participate may be altruistic, while the main deterrent might be inconvenience. An advantageous or proven alternative treatment may be more likely to affect ones decision to participate in a study that involves an experimental intervention or randomization to a placebo group. When choosing what information is key to present first, the investigator may consider personal experience, consult empirical research, or seek input from participants, support groups, or community members. Choose information that would help a potential subject weigh the main pros and cons of volunteering. For instance, a patient with a serious illness may wish to weigh the potential increased life expectancy with the possibility of reduced quality of life. If key information includes a potential risk, be sure to include the implication of the risk. Simply listing a risk may not be adequate without providing a consequence given the context of the study. For example, a breach of confidentiality may have minor repercussions for a survey study, while the same occurrence with whole genome sequencing could affect potential for insurability or employability.


The overall length of the key summary of information should not exceed approximately one (1) page in length


_______ Indicates that the investigator should fill in the appropriate information.


The minimum font that can be used is 12 points.


The header and footer must remain as formatted and the bottom left must have a Version # and Version Date.


This instructional box, and all other such boxes and instructions in italics, should be deleted before submitting for review.  To delete this and other text boxes, just click on the border and hit delete.





Protected Health Information (PHI) includes:  name, address, telephone, fax, email, social security number, medical record number, health plan, account number, certificate number, license number, vehicle number, medical device serial number, web URLs, Internet identifiers, biometric identifiers including fingerprints and voice prints, full-faced photographs, any other unique identifying number, characteristic or code.





In the following paragraph, specify who the reviewers may be.  Possible examples include:  the U.S. Food and Drug Administration (FDA), the Office for Human Research Protections (OHRP), the sponsor, etc.





Option 1 below must be used if identifiable data are only collected for the purpose of this study, and will not be used in future research activities.


Option 2 must be used if identifiable data are collected with the explicit intention of placing them in a research registry or biorepository for future use by the investigator or others.  Future IRB review is required for further use.


Option 3 must be used if it is possible that the investigator retains identifiable data with no plans for future use by the investigator or others.  The investigator cannot have the intention of establishing, or utilizing the services of existing, research registries or biorepositories with these collected materials. Future IRB review is required for further use.





For studies involving children, provide two lines for parents/guardians signatures.  If the risk to the child in the study is greater than minimal risk and provides no prospect of direct benefit to the child participant, it is expected that both custodial parents will sign the consent.  Otherwise in cases where either risk is minimal or the child benefits directly, one parent may authorize the child’s participation.  One parent’s signature is also acceptable in cases where one parent is deceased, unknown, incompetent, or not reasonably available; or, when only one parent has legal responsibility for the care and custody of the child.


A “LAR” is a Legally Authorized Representative.








� A separate form, “Assent of the Child”, must accompany this subject consent form is the minor is aged 8-17 and has not been emancipated by court order or by statute.
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