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AI-generated content may be incorrect.]The goal of the key information section is to provide essential details at the beginning of the consent process, helping facilitate discussions between a potential participant and the investigator about whether they should participate in the trial.
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.  45 CFR §46.116 
[image: A cartoon of a person sitting at a counter

AI-generated content may be incorrect.]Informed consent as a whole must present information in sufficient detail relating to the research, and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective subject's or legally authorized representative's understanding of the reasons why one might or might not want to participate. 
Study teams are free to create a key information section that takes into account study design, subject population, and the condition being studied. We encourage consulting with patient advocacy groups or subjects themselves to refine the presentation of key information. Using illustrations, charts, tables, or video may be used to enhance clarity and improve understanding.
Key information section should include the following information: 
1. The fact that consent is being sought for research and that participation is voluntary
2. The purposes of the research, the expected duration of the prospective subject’s participation, and the procedures to be followed in the research
3. The reasonably foreseeable risks or discomforts to the prospective subject
4. The benefits to the prospective subject or to others that may reasonably be expected from the research
5. Appropriate alternative procedures or courses of treatments, if any, that might be advantageous to the prospective subject.
Resources: 
SACHRP - New "Key Information" Informed Consent Requirements
FDA and OHRP Guidance - Key Information and Facilitating Understanding in Informed Consent 
Examples for Key Information Section - University of Utah IRB



The Just-Do-It study to Treat Procrastination Virus Infection. 
Brief Summary of this Study
You are being asked to take part in a study that is sponsored by Acme Pharma (the “Sponsor”). The Sponsor is providing funding to the study doctor/institution to conduct the study.
You are being asked to take part in this study because you have procrastination virus disease. This study will explore the safety and tolerability of the study drug Just-Do-It and will find the best dose for treating the infection. 
If you agree to take part, you will be in the study for about 8 weeks. You will be assigned to receive the study drug or a placebo. The study drug or placebo will be given on top of the current care you are receiving for procrastination virus, so, you will not need to stop or change the other medications you are receiving to treat procrastination virus.
You may be asked to provide biological samples (such as blood or saliva) and undergo procedures that might be different from a regular medical examination. You will have follow up visits for 28 days after treatment. 
Drug Just-Do-It has not been administered to humans so the risks and benefits are unknown. You may experience redness, itching or pain at the site of the injection. This is not a complete list of risks or discomforts. A comprehensive list of risks and discomforts is provided later in this consent document.
It is possible that your condition or health may improve, worsen, or stay the same because you are taking part in this study. There is no guarantee that you will benefit in any way. However, your participation in this study may benefit future patients. You will continue to receive standard clinical care for your condition while you are in this study. The study doctor will discuss alternative treatments and procedures that may be available to you, and their major risks and benefits. 
Taking part in this study is voluntary (your choice). There is no penalty or change to your regular medical care if you decide not to participate. You can choose to take part in the study now, and then change your mind later at any time without losing any benefits or medical care to which you are entitled. We encourage you to have conversations with your family, caregivers, doctors, and study team about taking part in this study and whether it is right for you. The study team will work with you to answer any questions that you may have about the study.
You will receive a signed and dated copy of this consent document for your records. Please keep this consent document for your reference.



The Just-Do-It study to Treat Procrastination Virus Infection. 
Purpose: You are being asked to take part in a study that is sponsored by Acme Pharma (the “Sponsor”). You are being asked to take part in this study because you have procrastination virus disease. This study will explore the safety and tolerability of the study drug Just-Do-It and will find the best dose for treating the infection. You will be asked to take part in the study for about 8 weeks. You will be assigned to receive the study drug or a placebo (a placebo does not contain any active ingredients). The study drug or placebo will be given on top of the current care you are receiving for procrastination virus, so, you will not need to stop or change the other medications you are receiving to treat procrastination virus. You may be asked to provide biological samples (such as blood or saliva) and undergo procedures that might be different from a regular medical examination. You will have study follow up visits for up to 28 days after treatment. 
Risks: Drug Just-Do-It has not been administered to humans so the risks and benefits are unknown. You may experience redness, itching or pain at the site of the injection. This is not a complete list of risks or discomforts. A comprehensive list of risks and discomforts is provided later in this consent document. It is possible that your condition or health may improve, worsen, or stay the same because you are taking part in this study. 
Benefits: There is no guarantee that you will benefit in any way. However, your participation in this study may benefit future patients. You will continue to receive standard clinical care for your condition while you are in this study. 
Alternative procedures: This study is different from your regular medical care. The purpose of regular medical care is to improve or otherwise manage your health, but the purpose of research is to gather information to advance science and medicine and does not replace your regular medical care. If you do not take part in this study, you will receive the usual care for procrastination virus disease. The study doctor will discuss alternative treatments and procedures that may be available to you, and their major risks and benefits. 
Voluntary Participation: Taking part in this study is voluntary (your choice). There is no penalty or change to your regular medical care if you decide not to participate. You can choose to take part in the study now, and then change your mind later at any time without losing any benefits or medical care to which you are entitled. We encourage you to have conversations with your family, caregivers, doctors, and study team about taking part in this study and whether it is right for you. The study team will work with you to answer any questions that you may have about the study.
You will receive a signed and dated copy of this consent document for your records. Please keep this consent document for your reference.



The Just-Do-It study to Treat Procrastination Virus Infection. 
	Purpose
	 You are being asked to take part in a study that is sponsored by Acme Pharma (the “Sponsor”). You are being asked to take part in this study because you have procrastination virus disease. This study will explore the safety and tolerability of the study drug Just-Do-It and will find the best dose for treating the infection. You will be asked to take part in the study for about 8 weeks. You will be assigned to receive the study drug or a placebo (a placebo does not contain any active ingredients). The study drug or placebo will be given on top of the current care you are receiving for procrastination virus, so, you will not need to stop or change the other medications you are receiving to treat procrastination virus. You may be asked to provide biological samples (such as blood or saliva) and undergo procedures that might be different from a regular medical examination. You will have study follow up visits for up to 28 days after treatment. 


	Risks
	 Drug Just-Do-It has not been administered to humans so the risks and benefits are unknown. You may experience redness, itching or pain at the site of the injection. This is not a complete list of risks or discomforts. A comprehensive list of risks and discomforts is provided later in this consent document. It is possible that your condition or health may improve, worsen, or stay the same because you are taking part in this study. 


	Benefits
	 There is no guarantee that you will benefit in any way. However, your participation in this study may benefit future patients. You will continue to receive standard clinical care for your condition while you are in this study. 


	Alternative procedures
	 This study is different from your regular medical care. The purpose of regular medical care is to improve or otherwise manage your health, but the purpose of research is to gather information to advance science and medicine and does not replace your regular medical care. If you do not take part in this study, you will receive the usual care for procrastination virus disease. The study doctor will discuss alternative treatments and procedures that may be available to you, and their major risks and benefits. 



	Voluntary Participation
	 Taking part in this study is voluntary (your choice). There is no penalty or change to your regular medical care if you decide not to participate. You can choose to take part in the study now, and then change your mind later at any time without losing any benefits or medical care to which you are entitled. We encourage you to have conversations with your family, caregivers, doctors, and study team about taking part in this study and whether it is right for you. The study team will work with you to answer any questions that you may have about the study.
You will receive a signed and dated copy of this consent document for your records. Please keep this consent document for your reference.




The Just-Do-It study to Treat Procrastination Virus Infection. 
· You are being asked to take part in a study that is sponsored by Acme Pharma (the “Sponsor”). 
· You are being asked to take part in this study because you have procrastination virus disease. This study will explore the safety and tolerability of the study drug Just-Do-It and will find the best dose for treating the infection
· You will be asked to take part in the study for about 8 weeks. You will be assigned to receive the study drug or a placebo (a placebo does not contain any active ingredients). 
· You may be asked to provide biological samples (such as blood or saliva) and undergo procedures that might be different from a regular medical examination. This study will involve a screening period for about 1-2 days during which the study doctor will determine if you are eligible for the study. 
· If you are found eligible and wish to join the study, you will receive the study drug. You will have study follow up visits for up to 28 days after treatment. 
· Drug Just-Do-It has not been administered to humans so the risks and benefits are unknown. You may experience redness, itching or pain at the site of the injection. This is not a complete list of risks or discomforts. A comprehensive list of risks and discomforts is provided later in this consent document.
· It is possible that your condition or health may improve, worsen, or stay the same because you are taking part in this study. There is no guarantee that you will benefit in any way. 
· However, your participation in this study may benefit future patients. You will continue to receive standard clinical care for your condition while you are in this study. The study doctor will discuss alternative treatments and procedures that may be available to you, and their major risks and benefits. 
· Taking part in this study is voluntary (your choice). There is no penalty or change to your regular medical care if you decide not to participate. You can choose to take part in the study now, and then change your mind later at any time without losing any benefits or medical care to which you are entitled.
· You will receive a signed and dated copy of this consent document for your records. Please keep this consent document for your reference.
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How Long
If you take part in this study, you will be in the study for about 8 weeks. 
More Information
We encourage you to have conversations with your family, caregivers, doctors, and study team about taking part in this study and whether it is right for you. 
The study team will work with you to answer any questions that you may have about the study.
You will receive a signed and dated copy of this consent document for your records. Please keep this consent document for your reference.
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.
Risks and Discomforts
Drug Just-Do-It has not been administered to humans so the risks and benefits are unknown. You may experience redness, itching or pain at the site of the injection. This is not a complete list of risks or discomforts. A comprehensive list of risks and discomforts is provided later in this consent document.
It is possible that your condition or health may improve, worsen, or stay the same because you are taking part in this study. 
Benefits
There is no guarantee that you will benefit in any way. However, your participation in this study may benefit future patients. You will continue to receive standard clinical care for your condition while you are in this study. 
The study doctor will discuss alternative treatments and procedures that may be available to you, and their major risks and benefits. 
Study Procedures
You will be assigned to receive the study drug Just-Do-It or a placebo (a placebo does not contain any active ingredients). 
If you are found eligible and wish to join the study, you will receive the study drug. You will have study follow up visits for up to 28 days after treatment. 
You may be asked to provide biological samples (such as blood or saliva) and undergo procedures that might be different from a regular medical examination. 
This study will involve a screening period for about 1-2 days during which the study doctor will determine if you are eligible for the study. [image: ]
The Just-Do-It Study to Treat Procrastination Virus Infection. 
What are we studying? The safety and effectiveness of the drug Just-Do-It in treating procrastination. 
Why you? You are being asked to take part in this study because you have procrastination virus disease.
Do you have to take part? Taking part in this study is voluntary (your choice). There is no penalty or change to your regular medical care if you decide not to participate.


Treatment Options for Individuals with XYX seen at Big Hospital ER
Purpose: The primary objective of this study is to conduct a comprehensive review of treatment modalities available for individuals diagnosed with XYZ condition in the emergency department (ER) of a major hospital located in Houston.
Design: This study is non-interventional, cohort study, utilizing electronic medical record (EMR) data for analysis. The EMR records of participants diagnosed with XYZ condition within the timeframe of January 1, 2023, to December 31, 2023, will be reviewed. There will be no contact with participants. A waiver of consent is requested. 
Objective: The principal aim of this study is to provide a descriptive account of the diverse treatment options administered to individuals diagnosed with XYZ condition in the ER setting.
Study Population: The study will encompass the analysis of de-identified participant-level data obtained exclusively from the ER department of a prominent Houston hospital. The dataset will comprise essential information such as patient demographics, details of ER visits, diagnosis specifics, treatment regimens, and, when available, cost-related information. The primary focus will involve evaluating the range of treatments administered to patients seeking ER care for XYZ condition.
Risk Benefits: There will be no contact with participants so the only risk is loss of confidentiality. The outcomes of this study will offer valuable insights to healthcare professionals, assisting them in formulating effective treatment strategies based on a comprehensive understanding of the diverse therapeutic interventions provided to patients diagnosed with XYZ condition in the ER setting.
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