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Title of Study: __________________________________________________________________________________

Study Number: <insert MIRB assigned number>

Principal Investigator: ____________________________________ Version Date:<revise date a) each time changes are made to previously approved information sheet and submitted with EXEMPT Study PRAF and b) when revisions are made in response to a Research Administration request>




[bookmark: _GoBack]INSTRUCTIONS for this Research Study Information Sheet Template 

1. Once finished with preparing the information sheet for a specific study, delete all instruction text. The form should begin with the heading “WHO SHOULD I CONTACT IF I HAVE QUESTIONS OR CONCERNS OR WISH TO OFFER INPUT?”
2.   This template may also be used as a base template for an exempt research study information telephone script. Remove the subheadings and header for this purpose.
3. Required items - All items in the template must be included in the Information Sheet Form unless the instructions indicate otherwise (e.g. “required only if applicable”).  Please do not change the order of the items in the template.
4. Entering text - In the body of the information sheet you may either: (1) type directly, (2) copy and paste text from another document, or (3) insert an existing text file. As new text is entered, new form pages will be created automatically to accommodate the added text. Any blue text within greater/less than symbols (< >) should be replaced with study-specific text and the symbols removed from the final information sheet. All text in the final document should be black.
5. Note that, if this is a multi-site study, the consent form should only cover the VAPORHCS research activities (research conducted while on VA time, utilizing VA resources (e.g. equipment), or on VA property).
6. Remove Instructions/Notes in red italics prior to submission to the IRB. Item numbering should also be removed (place the cursor within the numbered item and click on “numbering” on tool bar).
7. Page numbering - Page numbering is automatic.
8. Header and Footer - To complete the header and footer, select “View” in the toolbar at the top of your screen, then “Header and Footer.” Because the footer is different on page 1, a section break was required, which means that the header and footer need to be edited on both pages 1 and 2 for the information to be correct on all following pages. The information sheet version date assigned by the PI (not the template version) must be indicated in the right-hand side of the footer. Each change to the information sheet, whether substantive or administrative, requires an update of the information sheet’s version date to the current date. Do NOT update the “Research Service Template Version Date.”
9. Section headers - Do not end a page with a section header. If there is not room to begin text after the header, insert a page break before beginning the new section. 
10. The HIPAA authorization, if required for your exempt study, is a separate form from this information sheet. Template can be found at: 
http://www.portland.va.gov/research/documents/hrpp/10-0493-fill.pdf         


WHO SHOULD I CONTACT IF I HAVE QUESTIONS OR CONCERNS OR WISH TO OFFER INPUT? 
If you have any questions about the research, call <Principal Investigator> at <phone number>.

To speak with someone not connected with this research study about your rights, discuss problems, concerns and questions, obtain information and/or offer input, please call the VA Portland Health Care System Research Office at (503) 273-5125, or the VA Regional Counsel at (503) 412-4580.

WHAT AM I BEING ASKED TO DO?

We are asking you to take part in a research study being done by <Investigator(s)> at VA Portland Health Care System (VAPORHCS). In this study, we hope to <give a brief explanation of the study>. 

If you agree to be in this study, we will ask you to <summary of study activities>. The study will take about <number of hours/minutes> to complete.  

TAKING PART IN THIS STUDY IS YOUR CHOICE
Taking part in this study is your choice. You can decide to stop taking part in the study at any time. Whatever choice you make, you will not lose access to your medical care or give up any legal rights or benefits.

Include this section if the research activities involve the collection and use of identifiable data.
HOW WILL MY CONFIDENTIALITY BE PROTECTED? 

Possibility of Disclosure and Notice of Privacy Practices. 
The VHA complies with the requirements of the Health Insurance Portability and Accountability Act of 1996 and its privacy regulations and all other applicable laws that protect your privacy. We will protect your information according to these laws. Despite these protections, there is a possibility that your information could be used or disclosed in a way that it may no longer be protected. Our Notice of Privacy Practices provides more information on how we protect your information. If you do not have a copy of the notice, the research team will provide one to you. (Notice of Privacy Practices available online at http://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=3048).  

For Studies Enrolling Non-Veterans or Veterans who are not enrolled in VHA health care:
All the regulations pertaining to the participation of Veterans as research participants, including requirements for indemnification in case of research-related injury, pertain to non-Veterans or Veterans who are not enrolled in VHA health care participants enrolled in VA-approved research. Once approval from the IRB has been received, non-Veteran participants and Veterans who are not enrolled in VHA health care must be treated in the same manner as Veterans who are enrolled in VHA health care. However, in addition to signing the ICF and HIPAA authorization (as applicable), each non-Veteran and Veteran who is not enrolled in VHA health care participant must also be provided with a copy of the VA Notice of Privacy Practices, as well as sign VA Form 10-0483: Acknowledgement of the Notice of Privacy Practices (http://www.portland.va.gov/research/documents/hrpp/10-0483-fill.pdf ). The signed VA Form 10-0483 must be submitted to the Research Administration Office with the signed ICF and HIPAA authorization (if applicable).

The following section is required if you are enrolling Non-Veterans or Veterans not enrolled in VHA health care.
If you are a non-Veteran, we will provide you with the VA Notice of Privacy Practices and ask you to sign the acknowledgment (VA Form 10-0483) you received the document. 

Include this section if the research activities involve the collection and use of identifiable data.
WHAT DO I NEED TO DO IF I DECIDE NOT TO ALLOW THE USE OF MY DATA IN THIS STUDY? 

To withdraw, you must write to <PI> at <full address, including mail code>, or ask a member of the research team to give you a form to withdraw your consent <and authorization>. If you withdraw your consent <and authorization>, you may not be able to continue to participate in the study. Revocation of authorization form is available at: http://www.portland.va.gov/research/documents/hrpp/revoke-authorization.pdf 

To withdraw, you must write to <PI> at <full address, including mail code>, or ask a member of the research team to give you a form to withdraw your permission. If you withdraw your permission, you may not be able to continue to participate in the study.
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