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[bookmark: purpose]1	PURPOSE

This is guidance about a new requirement for consent that is being implemented on January 21, 2019 because of changes to the federal human subjects regulations called the Common Rule.

[bookmark: keyinformation]2	THE REQUIREMENT: KEY INFORMATION

The revised Common Rule requires that informed consent must begin with a concise and focused presentation of key information that is most likely to assist prospective subjects or their representatives in understanding the reasons why they might or might not want to participate in the research. The key information must be organized and presented in a way that facilitates comprehension.

The purpose of this requirement is to make it easy for a prospective subject to find and understand the essential information they need to make an informed decision about whether or not to participate.

[bookmark: meetthisrequirement]3	WHICH STUDIES MUST MEET THIS REQUIREMENT

The Key Information requirement applies to all studies (social, behavioral, educational and biomedical) that are obtaining consent and that are fully or conditionally approved by the IRB on or after January 21, 2019. Other studies may include a key information section but they are not required to do so.

Consent means all studies approved on or after January 21, 2019 that involve:
· Consent forms
· Online or paper information statements
· E-Consent
· The short form consent process
· Oral consent in which no written information is presented to subjects
· Parental permission
· Consent provided by legally authorized representatives of the participants

The Key Information requirement does not apply to:
· Activities that are determined to be not research or do not involve human subjects.
· Research that is determined to be exempt from the Common Rule.
· Studies approved prior to January 21, 2019
	
· Studies approved on or after January 21, 2019 for which the requirement to obtain consent has been completely waived by the IRB.

Q: 	Minimal risk. Does this requirement apply to minimal risk studies (i.e., studies that undergo expedited review)?
A:   Yes. The requirement applies to any study approved by the IRB on or after January 21, 2019.

Q:	Assent. Does this requirement apply to assent from children or from individuals with diminished decision-making capacity?
A:	No. But the requirement does apply to the consent that will be provided by a parent (i.e., parental permission) or legally authorized representative (LAR) on behalf of children or individuals with diminished decision-making capacity.

Q:	No consent form. Does this requirement apply to studies that do not involve a consent form?
A:	Yes, if the study is obtaining consent, whether or not the consent is documented with a consent form. If you do not have a written consent form, any consent information presented to prospective subjects should still provide a concise and focused presentation of the key information needed to make an informed decision about whether or not to participate in the study.

Q:	Exceptions. Are there any exceptions?
A:	No. All studies obtaining consent that are approved by the IRB on or after January 21, 2019 must meet this requirement.

Q:	Waiver. The IRB is allowed to waive specific elements of consent. Can this requirement be waived?
A:	No. This requirement is not considered an “element”. The revised Common Rule regulations explicitly state that this requirement cannot be waived if the study is obtaining consent. The table below describes the types of waivers that the IRB can grant and how they interact with the Key Information requirement.

	Type of IRB waiver
	Key Information section

	Waiver of consent
	Not required

	Waiver of documentation of consent
	Required

	Waiver of some specific elements of consent (for example, studies involving deception may not be able to describe the study purpose)
	Required



Q:   New section of consent forms. What if my consent form is only 3 pages long? Do I really need to add a new section in order to meet this requirement? 
A:	Not necessarily, although you do still need to meet this requirement for a concise and focused presentation of key information. See Section 5, below. 

Q:	Help. I need help I still can’t tell whether the Key Information requirement applies to my study. 
A:	Contact 

[bookmark: content]4	CONTENT

There is no specific information that must be included in the Key Information. The appropriate information depends on the nature of the study, nature of the subject population, and on the other information presented as part of the consent process and/or form. It should be the information that a reasonable person from the specific study population would want to know when deciding whether or not to participate. Although a Key Information section may serve as an abstract or executive summary for a longer consent form, that is not its primary function. Its primary function is to assist prospective subjects or their representatives in understanding the reasons why they might or might not want to participate in the research. When writing this section, consider the following questions: 

· What are the main reasons a subject will want to join this study?
· What are the main reasons a subject will not want to join this study?
· What is the research question the study is trying to answer? Why is it relevant to the prospective subject?
· What aspects of research participation in this particular study are likely to be unfamiliar to a prospective subject, diverge from a subject’s expectations, or require special attention?
· What information about the subject is being collected as part of this research?
· What are the types of activities that subjects will do in the research?
· What impact will participating in this research have on the subject outside of the research? For example, will it reduce options for standard treatments?
· How will the subject’s experience in this study differ from treatment outside of the study?
· In what ways is this research novel?

Although the Key Information section is not intended to be an abstract or executive summary, federal agencies expect that, in general, the Key Information section will include a concise explanation of:
(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 most important, reasonably foreseeable, risks or discomforts to the prospective subject.
· This is similar to the information that a doctor might deliver in a clinical context in telling a patient how sick a treatment will make them but with a particular emphasis on how the risks of their disease or condition will be changed by the treatment.
· Example: If the most important risks associated with the study are from a blood draw, these risks should be described in the Key Information. However, if a blood draw is only one of many procedures and the other study procedures are associated with more significant risks to subjects, then information about the blood draw may be left out of the Key Information and instead described in a more detailed Risks section later in the consent process or form.
(4) The benefits to the prospective subject or to others that may reasonably be expected.
(5) Appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the prospective subject.

However, federal agencies have stressed that the key information should be meaningful within the context of the study and have therefore avoided strictly defining what information should be included.

Tip. For most biomedical studies, information about compensation for injury, specific protections for privacy and confidentiality, and how data and specimens will be shared and stored does not need to be in the Key Information. Such information can be described elsewhere in the consent form or process. 

Relationship to required elements of consent. This requirement does not eliminate the need for consent information as a whole to contain the elements of consent described in the SOP Consent. However, for some simple studies the Key Information section will include many or all of these elements. If the Key Information also satisfies any or all of the requirements for specific elements, the Key Information does not need to be repeated later in the form or consent process. On the other hand, this section of consent could include a summary of relevant pieces of information that are explained in greater detail later in the consent form. See the Examples, below.

Primary factor: The subject population. Key Information is intended to be the information that is most likely to assist the selected subject population (e.g., end-stage cancer patients; first-year college students; parents of toddlers with autism). Identifying this information is the responsibility of the researcher. This may mean that the researcher needs to consult with publications about research subjects’ preferences, disease-focused nonprofit groups, patient interest groups, or other researchers/study staff with experience with the specific population. It may also involve directly consulting selected members of the study population. 

[bookmark: structureandpresentation]5	STRUCTURE and PRESENTATION

Relationship to other parts of the consent process or form. The regulation requires consent to begin with the Key Information. This does not necessarily mean that consent forms need to have a separate Key Information section at the beginning of the form.
· If the entire consent form is relatively brief, it may satisfy the requirement to present key information in a concise and focused manner without a separate Key Information section. It is XYZ policy that consent forms or other documents (for example: information statements, oral scripts) that are fewer than 2,000 words (not counting any signature sections; approximately 5 pages, single-spaced, 1-inch margins) do not require a separate Key Information section unless the IRB requires otherwise. This policy may be revised in the future because of pending guidance from federal agencies.
· If your consent form is over this word count, consider removing any information that:
· Is not required by federal or XYZ policy
· Is duplicative
· Does not add to the subject’s ability to make an informed decision about participation.

In many studies, the Key Information section may appropriately include a summary of relevant pieces of information that are then explained in greater detail later in the consent form or process.

Information that is provided in the Key Information section does not need to be repeated later in the form or process. 

Consent form versus separate document. The key information may be in a separate document or in the beginning of the consent form, as long as it is presented to subjects at the beginning of the consent process. The Key Information requirement applies to the consent process as a whole – not simply to consent documents. In other words, there is flexibility in how the presentation of key information is structured as long as it is organized and presented in a way that facilitates comprehension for prospective subjects.

Concise and focused presentation. The regulation requires a concise and focused presentation of the Key Information. The revised Common Rule does not provide definitions or examples of concise and focused. Though federal agencies have not issued formal guidance for this new requirement, they have stated in commentary that the Key Information should provide the key pieces of information about the study in a manner that facilitates a person’s comprehension of why they might or might not want to participate.
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In most cases, the Key Information will be relatively short compared to the rest of the consent document or process. For example, complicated clinical trials involving high risk procedures typically involve consent forms of more than 20 pages, the federal agencies expect that the Key Information section would be no more than a few pages. However, those agencies have also stressed that the section should be meaningful within the context of the study and have therefore purposely avoided specific length requirements. See the Examples at the end of this document.
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Example 1. Study is a greater than minimal risk, biomedical intervention with adults. This example meets the requirement for a concise presentation of key information but does not contain all of the required elements of consent described in the SOP Consent. Additional information (for example, a full list of the reasonably foreseeable risks) will be included in the consent form after the Key Information section.

KEY STUDY INFORMATION

This research study will compare two medicines commonly used to treat Chronic Obstructive Lung Disease (COPD). COPD makes it hard to breath due to damage to the lungs. We are inviting you to take part in the study because your lung doctor diagnosed you with COPD. This page is to give you key information to help you decide whether or not to participate. Ask the research team questions. If you have questions later, the contact information for the research investigator in charge of the study is below.

WHY ARE WE DOING THIS STUDY AND WHAT WILL YOU BE ASKED TO DO IF YOU PARTICIPATE?

Drug A and Drug B are both accepted treatments that doctors can currently use to treat patients with COPD. No one knows if Drug A or Drug B is better at improving the quality of life of COPD patients. By doing this study, we hope to learn which medicine is best at improving breathing and quality of life. If you agree to participate:
· You will receive either Drug A or Drug B. The study doctor will not pick which drug you will take. We will use a computer to place you in one of two study groups. One group will receive Drug A, the other group will receive Drug B. The group the computer picks for you is by chance, like a flip of a coin. You will have an equal chance of being in either group. We will not tell you which of the two medicines you get.
· You will take the beginning dose of the study medicine as directed for one year. The dose of the study drug will not change while you are on the study.
· You will have four research clinic visits during the study. The study doctor will perform a brief exam and ask five questions about your quality of life.
· After the study, we will tell you which of the two medicines you took. You and your lung doctor can decide if you should continue taking the drug once the study is complete.

WHY MIGHT YOU NOT WANT TO BE IN THIS STUDY?

If you are in this study, you will receive treatment for your COPD with an accepted medicine, but you and your doctor will not get to choose which one. The study computer picks which medicine and dose you receive instead of a doctor choosing. If you already have a preference for either Drug A or Drug B, then you might not want to participate in this study. The Detailed Consent (page X) provides a list of possible risks for each study medicine. You do not have to participate in the study to receive medication for your COPD. Other treatments, including drug A and B, are available for your lung doctor to prescribe outside of the study. If you decide not to be in the study, your lung doctor will choose a treatment he/she thinks is best for you. For a list of common COPD treatments, see page x of the Detailed Consent.

WHY MIGHT YOU WANT TO BE IN THIS STUDY?

Both medicines used in this study are FDA Approved to treat COPD. No matter which drug you are assigned to, you are receiving one that is an accepted treatment for COPD. The study provides the medicine and research visits to you at no cost. The research team will also give you guidance on how to manage your COPD. The study doctor will know which medicine you are taking in case there is a reason for your regular doctor to know. The research team will monitor your COPD closely. If your COPD gets worse or you do not tolerate the medicine, we can remove you from the study. Your lung doctor can then prescribe another medicine based on his/her medical opinion. If you are in this study you will contribute to our understanding of how to treat COPD patients better in the future.

DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you really want to volunteer. If you decide not to take part, you will not lose any services, benefits, or rights you would normally have. You will still receive treatment for your COPD. You can choose to withdraw at any time during the study.

WHAT IF YOU WANT MORE INFORMATION?

The rest of this document gives you more information about the study, like: 
· What will be done at the research visits
· The risks (side effects) of Drug A and Drug B
· Who will pay for treatment if you are injured from the study procedures
· How we will protect your privacy
· Who to talk to if you have problems, suggestions or concerns

Example 2. Study is a greater than minimal risk, biomedical intervention with adults. This example meets the requirement for a concise presentation of key information but does not contain all of the required elements of consent described in the SOP Consent. Additional information (for example, a full list of the reasonably foreseeable risks) will be provided in the consent form after this Key Information section.

	Example 2

	What is this study about and what will you be asked to do?
There are not currently any effective, FDA approved treatments for CONDITION B, which is a side effect of being treated with Drug A. You are being asked to participate in this clinical trial because you are taking Drug A for your CONDITION A and you have been diagnosed with CONDITION B.

This is a clinical trial of a new drug, Drug B. Drug B is an experimental treatment for CONDITION B, meaning that it has not been approved by the FDA.

By doing this trial, we hope to learn:
· whether Drug B is effective at treating CONDITION B
· how much (what dose) of Drug B people need to take for it to be effective
· what the side effects of Drug B are

If you decide to be in this trial, you will assigned to take either Drug B or a placebo for 6 months. A placebo is a substance that we know will have no effect on you. We use placebos in studies like this so that we can learn whether or not the drug we are testing has an effect. You will not know whether you are taking Drug B or the placebo. They look the same. You will be assigned to Drug B or the placebo by a computer. You will have an equal chance of receiving one or the other. Your study doctor and the XYZ research team will not know whether you are taking Drug B or the placebo. The central study team that is in charge of the study will know what you are taking and can tell your study doctor if they need to know that in order to take care of you.

Drug B and the placebo are taken as pills three times a day for the six months you are taking them. During the six months you are taking the pills, you will also be asked to visit your study doctor at the XYZ clinic every other week. These visits will take about two hours. 

At the study clinic visit:
· You will have some blood drawn for lab tests.
· The doctor will perform a physical exam. 
· You will be asked about your symptoms of CONDITION B.
· At two of the clinic visits, you will have ultrasound tests to take images of your legs

After the six months is over, the study team will call you once a month for two years to ask about your symptoms of CONDITION B.

There is a chance that the study procedures and Drug B could cause you some harm (side effects). We describe these in the rest of this document.

	Reasons you might say “yes” to being in the study

· By being in this study, you are helping to advance medical science and our understanding of how to treat people with CONDITION B.
· If Drug B is effective, you may experience some relief of your CONDITION B. We think that if Drug B is effective that it will reduce your symptoms significantly, but will not make it go away entirely. For example, your nausea may decrease to levels that can be managed by over the counter medications.
· You will receive very close monitoring of your CONDITION B by the study doctor, which might help you learn more about your CONDITION B.  
	Reasons you might say “no” to being in the study

· The risks of Drug B are not very well known right now. If you receive Drug B, it is possible that it could be more harmful to you than we anticipate.
· Even though there are no effective treatments for CONDITION B, there are some things your regular doctor can recommend that may reduce your symptoms or help you manage them. You do not have to be in this study to do those things.
· Drug B may not be effective or you may be assigned to placebo. You may be in this study and experience no relief for your CONDITION B.
· Being in this study means you will have to come into the clinic much more frequently than you regularly would. If you do not have significant time for clinic visits, you might not want to be in this study.


	What can you do if you want more information?

Read more about this study: The next pages of this document give you more information about the study, including; 
· The risks (side effects) we know so far about Drug A
· The risks of the imaging scans that will be done for the study
· Who will have access to the information we collect about you
· How we will protect the privacy of your information
· What will happen if you are injured because of the study procedures

Talk to the study team: The study team is there to help you understand the study. Feel free to ask them any questions you may have, even about things that are not in this document. They should give you the information you need to make a decision and give you time to think about whether or not you want to participate.

Talk with someone else: You may want to discuss study participation with your family, friends, your regular doctor or someone else. You can show them this document to help them discuss the study with you.

Learn more about why we do clinical trials, what participation is like and other things you might want to consider before you participate: Go to this website to learn more about clinical trials. You can learn about randomization and placebos. You can also hear from real people who participated in clinical trials: http://www.healthtalk.org/peoples-experiences/medical-research/clinical-trials/what-are-clinical-trials-and-why-do-we-need-them 

Talk with someone about your rights as a subject: The XYZ reviews studies like this to make sure they’re being done safely and ethically. Someone in that office can answer questions you have about your rights as study volunteer. You can contact them at xyz-123 or abc-123.





Example 3. Study is a minimal risk, behavioral study with adults. This example of an Information Statement meets the requirement for a concise presentation of key information and contains all of the required elements of consent described in the SOP Consent. No additional information needs to be given to the subject.

Consent Form
Research Study
“The effects of drinking on campus study”

Lead Investigator: [Name + contact information]

We are asking you to be in a research study. The purpose of this form is to give you the information you will need to help you decide whether to be in the study or not. Being in the study is voluntary. Please read the form carefully. You may ask any questions about the study then you can decide if you want to be in the study or not.

The purpose of this study is to understand how frequently undergraduates drink alcohol on campus and in what circumstances they drink. The information we learn by doing this study may help us understand better why young adults drink alcohol.

Being in this study involves a one time visit to our lab and completing short online surveys everyday for 6 weeks. In the lab we will measure your height, weight and blood pressure and take a small sample of blood by pricking your fingertip with a needle. The questionnaires will ask about how much alcohol you drank and what other things you did that day.

You may refuse to participate and you are free to withdraw from this study at any time without penalty or loss of benefits to which you are otherwise entitled.

We will keep a link between your information and the study data indefinitely. We will share study data with other researchers, but it will not include any information that could identify you. We will review your surveys and if we notice that you are drinking amounts that might require treatment, we will contact you via phone.

Government or university staff sometimes review studies such as this one to make sure they are being done safely and legally. If a review of this study takes place, your records may be examined. The reviewers will protect your privacy. The study records will not be used to put you at legal risk of harm.

If you have questions later about the study, or if you feel that you have been harmed by participating in this study, you can contact one of the researchers listed at the top of this form. If you have questions about your rights as a research subject, you can call the XYZ at abc-123.

As a thank you for being in the study, you will be given a $25 gift card for the lab visit. For each online survey we will give you $3 toward a gift card that we will give you at the end of your participation.

If you would like to be in the study, please sign below: 

Printed name of subject	Signature of subject	Date


Example 4. Study is a minimal risk, behavioral study with children. This example of an Information Statement meets the requirement for a concise presentation of key information and contains all of the required elements of consent described in the SOP Consent. No additional information needs to be given to the parent. In this example, the IRB has waived the requirement for written documentation of consent – in other words, the parent does not need to sign a consent form.

Information for parents about the study
“Cause and Effect in the Mind of the Preschool Child”

Lead Investigator: [Name + contact information]
Study Coordinator: [Name + contact information]
Main Study Contact: [email] 

We are asking you and your child to be in a research study. The purpose of this consent form is to give you the information you will need to help you decide whether to be in the study or not. Being in the study is voluntary. Please read the form carefully. You may ask any questions about the study then you can decide if you want to be in the study or not.

The purpose of this study is to understand what children know about cause and effect. The information we learn by doing this study may help us understand better how children think and learn.

Being in this study involves a one time visit to our lab. We will ask your child to play a game with us. This game involves watching puppets interact in different scenarios and then guessing what will happen at the end of each interaction. Your child will get a small prize, like a sticker, when they guess correctly. We will videotape your child while they do this. We will also ask you to complete a questionnaire about your child’s developmental milestones and how your child uses language in their daily life.

You and your child may refuse to participate and you are free to withdraw from this study at any time without penalty or loss of benefits to which you or your child are otherwise entitled.

We will keep a link between your information and the study data indefinitely. This is because we may want to use the data from this study in the future if your child is in other studies with us. All of the information you provide will be confidential. However, if we learn that you intend to harm yourself or others, we must report that to the authorities.

Government or university staff sometimes review studies such as this one to make sure they are being done safely and legally. If a review of this study takes place, your records may be examined. The reviewers will protect your privacy. The study records will not be used to put you at legal risk of harm.

If you have questions later about the study, or if you feel that you or your child have been harmed by participating in this study, you can contact one of the researchers listed at the top of this form.  If you have questions about your or your child’s rights as research subjects, you can call the XYZ-123.

As a thank you for being in the study, you will be paid $50 via check at the end of the visit today. 

If you would like for you and your child to be in the study, please let us know.
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