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Do I understand 
the purpose of the 
study?  more

Who is conducting 
the study (are they 
committed)? more

Start Here 
Is the proposed 

study right for me 
(will I be better off)?

Will the study help 
me personally? 

Will the study help 
others with my 
condition? 

Does the study match 
my expectations 
(could you do as well 
outside the study)?

Will a fake drug I 
might get or a test 
drug I might not 
get be possible?

Extra tests, time, 
visits, money, or 
access to my info? 

What will I experience 
that I wouldn’t if I was 
not in the study?  

Do I know risks 
from the research 
versus other risks? 

Are benefits fairly 
stated (money to 
me not a benefit)? 

What are my risks and 
benefits from the 
research procedures? 

Have confidentiality, 
conflicts of interest, 
and compensation for 
injury been explained? 

Are the federally 
required elements 
included? more

Does study description 
and consent form match 
my expectations? more

What will happen if my 
condition gets worse 
during the study? 

Will I receive test agent 
after study if proven 
best and not on market? 

What needed services will 
be available to me during 
and/or after the study? 

Have all my questions been 
answered satisfactorily? 

For example, if specimens 
are taken what will happen 
to them after study? 

For example, if I consent 
and change my mind can I 
back out and how? 

Have I consulted with other experts, 
my doctor, family, significant others, 
clergy, and/or legal counsel?   more

What safeguards are in 
place to manage risks not 
prevented by precautions? 

What precautions are 
in place to keep risks 
to me at a minimum? 
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