
INFORMED CONSENT FORM
to Participate in Research, and

AUTHORIZATION 
to Collect, Use, and Disclose Protected 

Health Information (PHI)

INTRODUCTION

GENERAL INFORMATION ABOUT THIS STUDY

1. Name of Participant ("Study Subject")

2. What is the Title of this research study?

3. Who do you call if you have questions about this research study?
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4.  Who is paying for this research study? 

5. Why is this research study being done? 

WHAT CAN YOU EXPECT IF YOU PARTICIPATE IN THIS STUDY?

6.   What will be done as part of your normal clinical care (even if you did not 
participate in this research study)? 

  

7.  What will be done only because you are in this research study? 
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Screening Visits 1 & 2

Baseline Visit

•
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•
•

•

•
•
•

•

•

•
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3, 6, 9, and 12 Month Visit

•
•
•

o

o

o

o

•
•

Safety Check Visits
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Reading Exception

8. How long will you be in this research study?

9. How many people are expected to take part in this research study?

WHAT ARE THE RISKS AND BENEFITS OF THIS STUDY AND 
WHAT ARE YOUR OPTIONS?

10. What are the possible discomforts and risks from taking part in this research 
study?

•
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•

•

•
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11a. What are the potential benefits to you for taking part in this research study?

11b. How could others possibly benefit from this study?

11c. How could the researchers benefit from this study?

12. What other choices do you have if you do not want to be in this study? 
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13a. Can you withdraw from this study?

13b. If you withdraw, can information about you still be used and/or collected?

13c. Can the Principal Investigator withdraw you from this study? 

•

•

•

•

•

WHAT ARE THE FINANCIAL ISSUES IF YOU PARTICIPATE?

14. If you choose to take part in this research study, will it cost you anything?

Study Drugs
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Study Services

Items/Services Not Paid for by the Sponsor

15. Will you be paid for taking part in this study?

16. What if you are injured because of the study?  
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17. How will your health information be collected, used and shared?

•

•

•

•

•

•

•
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•

•

•

•

•

•

•

•

, .
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18. For what study-related purposes will your protected health information be 
collected, used, and shared with others?

•

19. Who will be allowed to collect, use, and share your protected health 
information?

•

•

•

20. Once collected or used, who may your protected health information be shared 
with?

•

•

•

•

•
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•

•

21. If you agree to take part in this research study, how long will your protected 
health information be used and shared with others?

__________________________________________________________________
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SIGNATURES
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CONSENT TO COLLECT AND STORE TISSUE FOR FUTURE RESEARCH WHEN IDENTITY OF 
SUBJECT IS CODED AND THE CODES ARE KEPT IN LOCKED FILES BY THE PERSON 
CONDUCTING THE RESEARCH
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