INSTRUCTIONS – PLEASE READ FIRST: 
Many sections of this document include instructions to provide the user with a general overview of information required in the section.  These instructions are shaded so that you can tell the difference between the instructions and required information. Additionally, there are headings or brief instructions through the document that are in italics and not meant to be included in the final document. 

Many sections include required language.  If this section applies to your study, you will need to use the language provided.  There may be words or phrases within the required language that you will need to edit to fit the specifics of your study.  These words will be indicated in italics.  Sections labeled as “suggested wording” can be edited any way you wish.  

Use lay terms.  Avoid long or complex sentences and excessive technical language or jargon.  Define any words or terms that may be unfamiliar to lay persons (i.e. clinical trial, Phase 2 study, focus group) and always define (write out) acronyms or abbreviations the first time you use them.  Err on the side of simplicity.

Please delete all shaded and italicized instruction areas prior to submitting this form to the IRB.

This consent form gives you important information about a research study.  A research study helps scientists and doctors learn new information to improve medical practice and patient care. 

Please read this consent form carefully and take your time making a decision. The first section gives you an overview of the key information you should know about the research study. More detailed information about these topics may be found in the pages that follow.

The form may contain words that you do not understand. Please ask questions about anything you do not understand. We encourage you to talk to others (for example, your friends, family, or other doctors) before you decide to participate in this research study.   

Include if study will enroll both children and adults 
Please check one of the following:

_____ You are an adult participant in this study.

_____ You are the parent or guardian granting permission for a child in this study.
 
If the participant is a child the use of "you" refers to "your child" 

Summary of Important Information

INSTRUCTIONS: 
The informed consent statement must begin with a concise and focused summary of key information about the study. The intention of this section is to provide potential research participants with a quick overview of the study. The information presented in this section may be discussed in greater detail later in the consent form.

We are asking you to participate in this research study. Participation in this research study is voluntary. You may choose not to take part in this research study or may choose to leave the research study at any time. Your decision will not impact the clinical care you receive at [redacted].

In this research study we want to learn more about_____.

It is important to consider reasons why you would or would not want to participate in this research.

Include if treatment/intervention study: You do not have to be in this research study to be treated for [medical condition]. Your healthcare provider has discussed with you what your clinical treatment options are and which clinical treatment(s) might be right for you considering your medical history. These clinical treatment options include [provide a brief summary of the typical treatments available]. Each of the clinical treatment options has known rates of being effective, known risks, as well as possible drawbacks. 

The study treatment has not yet been proven to be safe and/or effective for the treatment of [medical condition]. The study treatment may work better, the same, or worse and may have less, more, and/or other risks compared to the clinical care options. It is important to consider the trade-offs of the clinical care options as well as this research study before you decide whether you take part or not take part in this research study.

Required for all studies: If you decide to join this research study, the following things will happen: (briefly discuss study design and provide a short high level summary of the main research activities.)

The most important potential risks to know about are: (Summarize the reasonable foreseeable risks and/or burden of the main study procedures – risks that are detrimental in the subject’s first consideration on why they may or may not participate in the study. For treatment studies, this might include side effects that are different from those associated with standard treatment. It could be those risks a clinician would consider essential to discuss with a patient.)

The most important potential benefits to know about are: (Summarize the potential benefits. If there are subjects who may not receive any benefit you should state this. You can also indicate whether there will be any potential benefits and the possibility of improvement through extra monitoring as part of the study.) 

It will take you about [X days/weeks/months/years] to complete this study. During this time, we will ask you to make [X] study visits. [Include if applicable: You will have [how long/how many] overnight visit(s) in the [location].

If applicable - (choose what applies to your study): The research funds will cover cost associated with the study.  We may bill your health insurer for routine items and services you would receive even if you did not take part in this research. You will receive up to [$ amount] for the completion of the study. Some of travel related costs may be covered by the study.

INSTRUCTIONS: 
At the end of the “Summary of Important Information,” leave the remainder of the page blank and add a page break if needed. The next section of the consent form should start on a new page.
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