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· WHAT IS A REPOSITORY?
A repository holds research information and biospecimens and makes that information and biospecimens available for future use by the broader research community. Many repositories have restrictions on who can add and access information and biospecimens. This study is part of the Center for Addiction and Disease Risk Exacerbation (CADRE), a federally funded NIH Center of Biomedical Research Excellence. The CADRE supports a number of research studies that are investigating ways that substance use may affect health. Participants in all CADRE studies are invited to share some of their information and biospecimens with a repository so researchers can use this pooled information to study how substance use affects health.
[bookmark: _GoBack]
· WHAT RESEARCH INFORMATION WILL BE COLLECTED?
Research information is any information you provide to the research team for the purposes of conducting this research study. The research information that will be used for the CADRE repository is collected during the baseline session and includes:

[bookmark: _heading=h.1fob9te]Survey information questions about substance use, medical and family history, health and mental health, healthcare access, risky and impulsive behavior, stress, trauma, pain, discrimination, sleep, physical activity, and nutrition.
You can choose not to answer any question asked of you and this will not jeopardize your participation in the main study in any way.

·  [Investigators: delete this entire bullet if not collecting biological samples] WHAT RESEARCH BIOSPECIMENS WILL BE COLLECTED? 
Research biospecimens are any physical samples from your body you provide to the research team for the purposes of conducting this research study. 
The research biospecimens that will be used for the CADRE repository are collected during the baseline session and include:
Biological specimens of saliva, urine, or blood samples are stored in the CADRE repository. You can choose not to provide biological specimens for the CADRE repository, and this will not jeopardize your participation in the main study in any way.
[Investigators: delete this paragraph if not collecting biological samples for genetic analyses] Genetic information refers to information tested from your blood that may show how your body reacts to drugs or to diseases. CADRE researchers may look at the genetic information from your research biospecimens for ways that substance use may affect health. 

· WHAT WILL HAPPEN TO MY RESEARCH INFORMATION AND BIOSPECIMENS?
[bookmark: _heading=h.30j0zll]If you allow us to include your research information and biospecimens, identified only by a code number, in the CADRE repository, any Brown or non-Brown researcher can apply to this repository to receive a copy of your research information and non-genetic results from biospecimens for their own research. Only CADRE or Brown University-affiliated researchers can apply to receive a copy of your genetic results, or your actual biospecimens (blood, urine, or saliva samples) for their own research. Information and biospecimens from the repository will never be released with identifying information like your name. Instead, any shared information and biospecimens that are shared will be de-identified and given a study code only (such as A001). 

	Biosample source
	Data or specimens?
	Share with…

	Urine pregnancy and drug screen results
	Data only
	Anyone

	Breath carbon monoxide (smoke) results
	Data only
	Anyone

	Breath alcohol level results
	Data only
	Anyone

	Blood or saliva non-genetic results
	Data only
	Anyone

	Blood or saliva genetic results
	Data only
	CADRE-affiliated or Brown only

	Blood or saliva specimens
	Specimens
	CADRE-affiliated or Brown only




· WHAT ARE THE RISKS? 
Loss of confidentiality: In any research study there is a risk that people not involved in research could learn about your private information. 
The investigators are taking steps to reduce this risk, such as using a study code when storing your information. Since your genetic information is unique to you, there is a small chance that someone could trace it back to you. For someone to identify you, they would need to have access to your genetic information AND be able to link it with your identifying information. We believe that the risk of this happening is very low, but the risk can never be eliminated. The risk is greater if you have shared your genetic information with public resources, such as genealogy websites. 
If you agree to share your biological specimens for genetic analysis, there is also a risk of genetic discrimination by employers or insurers. A federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that we get from this research.
· Health insurance companies and group health plans may not use your genetic information that we get from this research when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.
Be aware that this federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance, nor does it protect you against genetic discrimination by all employers. 

Other risks: If you allow your coded information and biospecimens to be shared with other researchers, there are researchers who may attempt to learn your identity without your consent. In addition, researchers who receive a copy of your research information may use your information for purposes you do not intend. This may include scientific research that you do not agree with or sharing it with others. 

Although we will not give researchers your name or other identifying information, basic information such as your race, ethnic group, and biological sex may be shared. This information helps researchers learn whether the factors that lead to health problems are the same in different groups of people. It is possible that such findings could one day help people of the same race, ethnic group, or biological sex as you. However, they could also be used to support harmful stereotypes.

· CAN INFORMATION ABOUT ME BE DESTROYED?
[bookmark: _heading=h.gjdgxs]Your coded research in the CADRE repository will be destroyed upon your request (see below: Do I Have To Decide Now). However, once shared with other researchers, the shared copy of your research information, including any genetic information, cannot be destroyed. This is because it will be out of our hands, and we will be unable to re-identify your research information or track your information once it has been shared with others. 

· WHAT ARE THE BENEFITS?
You will likely not benefit directly by allowing your research information and biospecimens to be shared with the CADRE repository.

· DO I HAVE TO DECIDE NOW?
You do not have to make any decisions right now. Sharing your research information and biospecimens with the CADRE repository is optional and not required to participate in this study.

You may ask the research team to share or stop sharing your research data with the CADRE repository at any time by contacting [(name) at (phone # or email XXX@brown.edu)]. The research team will let you know if it is still possible to share your information and biospecimens with the CADRE repository (for example, sharing may not be possible if the baseline session has passed or the study has ended).
CONSENT TO SHARE DATA (Please only choose one of the options below):
DECLINE TO SHARE DATA:
· I do not want the research team to share any of my research information or biospecimens with the CADRE repository.
CONSENT TO SHARE DATA:
· Consent for sharing survey information only: I give consent for the research team to share my survey information only with the CADRE repository. 
· Consent for sharing survey information and biospecimen data, but not genetic data: I give consent for the research team to share all of my survey information and biospecimen data (saliva, urine, and/or blood test results), except for my genetic test results, with the CADRE repository. (Investigators: delete if you are not collecting biospecimens)
· Consent for sharing all information, including biospecimens and genetic information: I give consent for the research team to share all of my research information, biospecimens, and genetic information with the CADRE repository. (Investigators: delete if you are not collecting blood for genetic analysis

____________________________________________________________________________________
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