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BRI MODEL INFORMATION SHEET TEMPLATE
For use when requesting a WAIVER OF SIGNED CONSENT 

· This template Information Sheet may be used when a Waiver of Signed Consent is requested from the IRB.  
· You must fill out a request for a Waiver of Signed Consent in the Consent Information table in eProtocol.  You will also need to request a HIPAA waiver in the HIPAA section (HIPAA elements are incorporated in the Information Sheet, but a signature will not be obtained, so you are technically applying for an “alteration” of HIPAA, but this option is not currently included in eProtocol).
· Use all applicable model text as needed.  Do not bold the model text in your information sheet, except for the section headings and language you think needs special emphasis.
·  “_______________” Indicates the investigator should fill in the appropriate information.
· Instructions and suggested text are in [italics] and highlighted throughout the template. Highlighted instruction language should be deleted in the final version.
· Text should be in ARIAL 12pt font, making an effort to leave ample white space throughout.
· Try to target a 6th to 8th grade reading level for readability in describing your research below.
· Delete gray instruction boxes prior to submitting to the IRB.

Suggested Language to avoid and use carefully:

· Be consistent when using of the word “investigational” or “experimental” throughout the consent form.
· The entire consent should be in 2nd person tense (You…) as you would address the subject.
· “Study doctor” should be used instead of “principal investigator” in your consent.
· Use of the word “patient” should be replaced with “subject” throughout the consent.
· Please use the generic drug name for drugs being used in your study.


List the title here exactly as it appears in eProtocol.

(TITLE)

INFORMATION SHEET
					
IRB NUMBER:				IRB		   

PRINCIPAL INVESTIGATOR:  	    					
Virginia Mason Medical Center
1100 9th Avenue Seattle, WA 98101
Office: (     )		     

This is a research study that involves <<insert brief description>>. The goal of the study is to <<insert brief description>>. Research includes people who choose to take part only.  Please take your time to make your decision about whether you wish to take part.  You may discuss your decision with your friends and family.  If you have questions, please feel free to ask for more explanation.

If you agree to participate, you will be asked to <<describe the procedures and their duration chronologically using simplistic language, short sentences, or short paragraphs and include any risks (e.g. “You will be asked to complete a short questionnaire about 	. It should take about 	       minutes to complete. You may find some questions uncomfortable to answer.  You may choose not to answer any question if you wish.”>> 

Involvement in this study is entirely voluntary. The decision not to participate or to withdraw from this study in the future, even after you have given consent, will not affect the quality of care you receive. If you agree to take part in this study, (>there may or may not be a direct benefit to you / >there will be no direct benefit to you).  We hope the information learned from this study will benefit other people with 			 (>TYPE OF DISEASE/CONDITION) in the future.

There will be no cost to you to participate in this study. You will not receive any payment for taking part in this study. [If payment or other compensation (i.e., free parking) is to be received, state the type and amount of compensation, and the rationale.]

If you agree to be in this study, you are also providing authorization for the researchers involved in this study to access your medical records to review information related to <<describe the information you are accessing (e.g. “your surgery and its outcome,”)>> and use and share the information we receive from you and your medical records to conduct this research.  The information used and shared for this study will include your personal health information (PHI), which is information that identifies you and is related to your health records.  If you do not want to authorize the use and sharing of your PHI for the purposes of this study, you may not participate.  

BRI Regulatory Compliance and Education Department may use and share your PHI in order to conduct routine internal quality reviews audits and monitor study activities and patient records. 
BRI coordinators, managers and assistants may use and share your PHI for the purposes of research study administrative and related support, including but not limited to pre-screening and follow up for research participants, and reporting to sponsors and government agencies.  

Your PHI may also be used or shared by the others who are required by law to review the quality and safety of the research, including the Benaroya Research Institute Institutional Review Board (IRB), the Department of Health and Human Services, the Office for Human Research Protections, and other government agencies.

Your authorization to use and share your PHI will expire once your PHI is no longer needed for the research purposes described in this form, or, if you revoke your authorization by sending a written request to the principal investigator at the address listed on the first page of this form before then.  If you cancel your authorization, the researchers will still be able to use and share your information that they have already collected.   

There is a risk of loss of confidentiality of your information.  All efforts will be made to keep your personal information confidential; however, we cannot guarantee absolute confidentiality.  After your information is used and shared with the parties described in this form, the law may not require them to protect the privacy of your information.  Your personal information may be disclosed if required by law.  <<Select the applicable language in the paragraph below. Delete any irrelevant information.>>  Your information will be stored in secure computer and/or in a locked filing cabinet and/or in a locked office. Your personal identifiers (such as name, or address) will not be recorded. Instead, you will be assigned a code.  We will keep the link between your name and the code in a separate, secured location until 		, then we will destroy the link.  We will/ will not collect any personal identifying information about you and all answers will be confidential.

It is also possible that we will remove all identifiers (such as your name, date of birth, gender, etc.) from your information gathered as part of this study, and use this de-identified data to conduct additional research in the future. When researchers remove your personal identifiers from your data, the de-identified information can be used or shared with other researchers for future research without any additional consent from you. Findings or results from any research will not be reported back to you.  
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Your research records will be securely archived for 10 years after the conclusion of the study.  Your personal identity will not be revealed in any publication of study results.

Involvement in this study is voluntary. You can decide not to be in the study and you can change your mind about being in the study at any time.  No matter what choice you make, there will be no penalty or loss of any benefits you are entitled to. Your decision will not affect the quality of care you receive. 

For questions about this study, contact the researcher, 			 (>NAME{S}) at 		 (>PHONE NUMBER). For questions about your rights as a research participant, contact the BRI Institutional Review Board (IRB) Manager at (206) 342-6916.  The IRB is a group of people who review this research to protect your rights and welfare.
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