



CONSENT DOCUMENT SAMPLE TEXT:
	[bookmark: key_study_info]Key Study Information


46.116(a)(5)(i) Informed consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research. This part of the informed consent must be organized and presented in a way that facilitates comprehension.

	Description
	Example Text
	Shorthand

	Study involves an investigational drug or device
	The purpose of this study is to test an investigational [drug/device] called [name of drug or device] for the treatment of [name of disease or condition].  

	

	
	The purpose of this research is to gather information on the safety and effectiveness of ____________ [state name of drug, device, etc.]. 

	

	Study involves placebo/randomization
	This study involves a placebo; there is a 50 percent [change percentage to match protocol] chance that you will receive the placebo instead of [name of drug/intervention]. 

	

	Study Procedures
	The study includes [number of visits] visits.  Procedures include [include general list of procedures].  Study visits happen over the course of [number] days.  The shortest visit is [number] minutes; the longest visit is [number] hours.

	

	Study duration
	[bookmark: _GoBack]The study will take [days/weeks/year] to complete and will require [enter number of visits] visits to XYZ.  

	

	Risks
	The common side effects of [name of drug/device/ research procedure] that are currently known include [common or expected side effects].  

	

	
	After receiving the study [drug or device] you may feel very sick. [you may have a lot of pain]

	

	
	Some of these risks are life threatening.

	

	
	The risks of this study are minor and include [list risks]. 

	

	
	There are no immediate risks to you except the potential that some of your private health information or biological data might be leaked or made public despite our best efforts to keep it private and confidential.

	

	
	The risks associated with study participation are completely described later in this form, be sure to review them carefully. (add when some of the risks have been listed)

	

	Alternatives
	There are alternatives to taking part in this research.  The research team will discuss the other treatment options with you. 

	

	
	This study is not the only option you have for treatment of [condition being studied]. If you decide not to take part in this study, you will still be able to receive medical care.  The research team will discuss other treatment options with you.
	

	Costs
	Most of the costs of the study are paid for by the research team. Your insurance or you will be billed for [add billed tests].  In addition, you will have to pay for other drugs or treatments used to treat your symptoms and condition. 

	

	
	The study will reimburse limited expenses for your travel, like mileage and parking.

	

	
	There are no costs to you for being in the study.

	

	
	If you are injured because of study participation, we will help you get treatment.  Costs for this care will be billed to you or your insurance.

	

	Benefits
	While our study is research and not guaranteed to offer help, you may benefit from the treatment if it works. 

	

	
	We hope that taking part in this study will help your [condition], but this cannot be promised.
	

	
	This study does not offer you any benefit from participation.  The study is being done so that scientists and the medical community can learn about [condition being studied] you had and potentially offer new therapies to future patients.

	

	
	The goal of the study is to gather information; you will not directly benefit from participation.  

	

	
	The goal of the study is to gather information and your participation will help doctors understand [condition being studied].  There will not be any direct benefit to you.

	

	
	It is not known whether this treatment will be better or worse for you than what your doctor would normally choose.  By participating in this research study, you may help doctors answer this question.
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