



















	None of the procedures in this study are experimental. The study valve is an investigational valve which means you can only receive the valve if you are part of this study or by special permission.
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	Risks and Discomforts
	Benefits of Study Participation
	Who is Paying for the Clinical Study?
	The study site will receive payment from Medtronic, Inc. for work involved in collecting study data and managing the clinical study at this site.
	Costs
	Compensation
	Reimbursement for airfare, lodging, meals and ground transportation expenses may also be made by the study sponsor. Your study doctor or study nurse can request this from the sponsor and must have written authorization for these expenses before approv...
	Payment for Research-Related Injury
	Device Recovery
	Sponsor’s Use of Data
	Voluntary Participation
	You do not have to be in the study. Your decision to be or not to be in this study will not affect your current or future care with [insert PI name] or at [insert hospital name].
	The study doctors may take you out of the clinical study without your permission if:
	 There is more risk than benefit

	Contacts and Questions
	The doctor running this study is [insert PI]. If you have questions later or think you have had a research-related injury, you can contact [select him or her] at [insert contact info].
	This study has been approved by [insert IRB/EC] Review Board.  This group is in place to protect your rights as a subject. If you have any questions about your rights as a research subject or complaints about this study, please direct them to [insert ...
	I have been able to ask questions.  My questions have been answered. By signing this form I am not giving up my legal rights.  I have been given enough time to consider participating. I agree to participate.

