
[bookmark: _Toc494786585][bookmark: _Toc495405423]Overview and Key Information 

~ Instructions to authors for the new “Overview and Key Information” section:
1. Section length limit: 3.5 pages.
2. This section introduces participants to research and the research study.

Note:  This new section complies with new requirements in the Final Revisions to the Common Rule, which are in effect as of July 19, 2018.  More information about the revised Final Rule, including more detail about this new requirement on pages 7212-7214 of the January 19, 2017 Federal Register publication, is available at https://www.hhs.gov/ohrp/regulations-and-policy/regulations/finalized-revisions-common-rule/index.html 

The Final Rule requires “that the informed consent 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 section includes the “five factors” identified in the Final Rule that “would encompass the key information,” including providing a brief description of key foreseeable risks. ~ 

~Use the following text for all studies: ~

[bookmark: _Toc494786586][bookmark: _Toc495405424]What am I being asked to do?

We are asking you to take part in a research study. We do research studies to try to answer questions about how to prevent, diagnose, and treat diseases. 

~Adapt the following text examples as appropriate for the study.  Include type of cancer and, as applicable, relevant targeted mutations or treatment targets: ~

#Text Example for Treatment or Imaging Study #
We are asking you to take part in this research study because you have advanced brain cancer.

#Text Example for Targeted Treatment Study #
We are asking you to take part in this research study because you have non-small cell lung cancer that has spread outside your lungs, and your cancer has a change in the gene called the EGFR (epidermal growth factor receptor) gene.  

#Text Example for Prevention Study #
We are asking you to take part in this research study because you have a high risk of developing breast cancer.

#Text Example for Supportive Care Study #
We are asking you to take part in this research study because treatments for your cancer can cause side effects such as nausea and vomiting.

~Use the following text for all studies: ~

[bookmark: _Toc494786587][bookmark: _Toc495405425]Taking part in this study is your choice. 

You can choose to take part or you can choose not to take part in this study.  You also can change your mind at any time.  Whatever choice you make, you will not lose access to your medical care or give up any legal rights or benefits.

This document has important information to help you make your choice. Take time to read it.  Talk to your doctor, family, or friends about the risks and benefits of taking part in the study.  It’s important that you have as much information as you need and that all your questions are answered.  See the “Where can I get more information?” section for resources for more clinical trials and general cancer information.

~Use the following text for all studies: ~

[bookmark: _Toc494786588][bookmark: _Toc495405426]Why is this study being done?

This study is being done to answer the following question: 

~Adapt the following text for all studies with a simple question summarizing the study’s primary objective: ~
 
#Text Example: #

Can we lower the chance of your prostate cancer growing or spreading by adding a drug to the usual combination of drugs?

~Use the following text for all studies: ~

We are doing this study because we want to find out if this approach is better or worse than the usual approach for your (*insert type of cancer or precancerous condition, early detection, prevention of cancer, diagnosis, other*).  The usual approach is defined as care most people get for (*insert condition*).

~Adapt the following header for all studies: ~

[bookmark: _Toc494786589][bookmark: _Toc495405427]What is the usual approach to my (*insert type of cancer, precancerous condition, early detection, prevention of cancer, diagnosis, other*)?

~ Instructions to [redacted] authors for the Usual Approach section:
1. [bookmark: _GoBack]Adapt language from the following examples or use other language specific to your study.  Provide a brief description of a usual approach, which should not be overly specific or detailed, allowing the research to be placed into context.  Indicate whether the usual approach includes XYZ-approved treatments.  Include an estimate of the expected outcome of the usual approach when/if it is known. 
2. For chemoprevention trials, state the precancerous condition or high-risk status (e.g., current or former smoker, oral leukoplakia) and the usual intervention received if not participating in a study. 
3. Avoid naming specific drugs as these could change with the availability of new treatments, except where a particular agent is so commonly accepted that it provides the easiest explanation.
4. Use sentences from different examples and add additional sentences or modify the provided examples as necessary to provide an appropriate description of the usual care for these participants. The yellow highlighting indicates sections that may commonly be adapted, but investigators should edit the examples as appropriate for the study. ~

#Text Example for Supportive Care Studies: #

The usual approach for patients who are not in a study is treatment with medications for nausea and vomiting that have been approved XYZ.  

#Text Example for Behavioral Studies: #

The usual approach for patients who are not in a study is to get advice from their doctor.  This advice might include ways to exercise and how to do their daily activities so they are less tired.

#Text Example for Chemoprevention/ Studies: #

The usual approach for patients who are not in a study is to be followed closely by their doctor to watch for the development of cancer.   Some patients may receive (*insert agent; indicate if XYZ-approved*).

#Text Examples for Treatment Studies: #

#Example 1 #
The usual approach for patients who are not in a study is treatment with (*insert usual treatment modality, e.g., more chemotherapy; indicate if XYZ-approved*).  (*Insert if appropriate: There are no treatments that are proven to help patients with your health condition live longer*).  

#Example 2 #
The usual approach for patients who are not in a study is treatment with surgery, radiation, or drugs (*indicate if XYZ-approved*).  Sometimes, combinations of these treatments are used.  Your doctor can explain which treatment may be best for you.  These treatments can reduce symptoms and may stop the tumor from growing for a few months or longer.  (*Insert if appropriate:  The usual approach is proven to help patients with your health condition live longer*).  

#Example 3 #
The usual approach for patients who are not in a study is treatment with hormonal drugs (*indicate if XYZ-approved*).  If the hormonal drugs stop working against your cancer, then doctors may use chemotherapy.  For patients who get the usual approach for this cancer, about (*insert appropriate number*) out of 100 are free of cancer after 5 years.  

#Example 4 #
The usual approach for patients who are not in a study is treatment with surgery, chemotherapy, and radiation therapy.  There are several chemotherapy drugs approved by the XYZ that are commonly used with the radiation therapy.  For patients who get the usual approach for this cancer, about (*insert appropriate number*) out of 100 are free of cancer after 5 years.  

#Text Examples for Imaging Studies: #

#Text Example for Diagnostic Imaging Studies #
The usual approach for patients who are not in a study is to take a picture of their tumor(s) with a (*insert as appropriate: CT, MRI, ultrasound, X-ray*).  This picture helps doctors diagnose your cancer.  The (*insert as appropriate, e.g. CT, MRI, ultrasound, X-ray*) machine uses (*insert type of mechanism, e.g., radiation, magnets*) to take this picture.

#Text Example for Imaging Studies that Monitor Response to Treatment #
The usual approach for patients who are not in a study is to monitor the effect of treatment by taking pictures of their tumor(s) with a (*insert as appropriate, e.g. CT, MRI, ultrasound, X-ray*) machine over time.  This means that you will get more than one (*insert as appropriate, e.g. CT, MRI, ultrasound, X-ray*) scan with a machine that uses (*insert type of mechanism, e.g., radiation, magnets*).

