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CONSENT FOR OPTIONAL ADDITIONAL CONSENT
LIST COMPLETE TITLE HERE (including the prefix of COG xxxx if applicable)
Reminder: Highlighted sections are instructions to the investigator and should be removed from the final version of the consent form. Text in [square brackets] should be replaced with information that is specific to your study.
Study to be Conducted at:
List each facility name





Address





City, State    Zip

Sponsor Name:

List sponsor name here (if applicable)
Principal Investigator:

List PI name and telephone number
This Informed Consent Form for Optional Additional Consent provides information about optional activities that are being done in addition to the main research study.  Please read this form carefully and take time to ask the study doctor or study staff as many questions as you would like.  The study doctor or study staff can explain words or information that you do not understand.  Everything in the main consent form you signed and dated still applies to your participation in this study unless otherwise noted in this form.

The Sponsor would like your permission to use some or all the samples collected in this study for additional research that may or may not be related to the study or to the disease or condition that made you eligible for the study. This additional use of your samples is called “Additional Research.”
This Additional Research is optional, and you do not have to agree. You may take part in the study and contribute samples for use in the study even if you do not want your sample(s) to be used for Additional Research.
If you decide to participate in this Additional Research, you do not have to provide any new samples. Researchers will use samples that already have been collected during the study.
There is no penalty, loss of benefits, or change to your regular medical care if you decide not to take part in this Additional Research, or if you agree now but decide to stop taking part later.

PURPOSE

The aim of this Additional Research is to use the biological samples and the information obtained from them to understand diseases and to advance science, including the development of other medicines or treatments.

· This Additional Research might involve learning more about your biology. It may involve studying biological substances in your sample(s), including your genes. [If genetic testing is involved, include GENETIC RISKS section]. 
· The Additional Research might include exploratory research of any disease or condition and is not limited to the disease or condition that is the focus of the study.
POSSIBLE RISKS

There is always the remote possibility that information from your participation in the Additional Research may be disclosed. The Sponsor and researchers will put measures in place to minimize the possibility that results from this Additional Research could be linked to you.

GENETIC RISKS  
Testing of DNA and/or RNA (deoxyribonucleic acid and/or ribonucleic acid): Genes are pieces of DNA that, through material called RNA, give instructions for building the proteins that make our bodies work. These instructions are stored in the form of a code. This is the code that you inherit from your parents and that you pass on to your children. DNA, RNA, and proteins can be studied as part of genetic research. This study may involve studying your biology and whether a particular biological feature (including genes) is related to the effects or action of the study drug or to a disease. This may include analyzing all of your genetic information (called “whole genome sequencing”). Sequencing a gene is like reading a book one letter at a time. This is a very thorough way to learn about genes. The genetic analysis is for research purposes only, and is not a medical test. This means that the medical importance of the results may not be known, or that they may not be related to any medical condition. The results of tests on your sample will not be given to you, the study doctor, any insurance company, your employer, your family, or any physician who treats you.  If you do not want genetic testing to be done on your samples, you should not agree to participate in the research described in this document. The Sponsor and researchers will put measures in place to minimize the possibility for the results from this research being  linked to you, but there is always the remote possibility that information from your participation in the research may be disclosed.
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 generally 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 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. 
 
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.  
 
POSSIBLE BENEFITS 
This Additional Research is for research purposes only; your alternative is to not participate. There is no direct benefit to you from taking part. Information learned from the Additional Research may help other people in the future and help in the development of new medicines or treatments.

VOLUNTARY PARTICIPATION 

You can change your mind at any time about allowing your biological samples to be used for this Additional Research. Your decision will not affect your regular medical care or any benefits to which you are entitled. 
Tell the study doctor if you would like to end your participation in the Additional Research.
While you are participating, the study team will tell you in a timely manner if new information is learned during the course of the study that could change your mind about continuing in the Additional Research.

COST TO YOU FOR PARTICIPATING IN THIS STUDY 

There will be no charge to you for allowing your samples to be used for this Additional Research.

PAYMENT FOR PARTICIPATION  

You will not be paid for taking part in this Additional Research. The Sponsor may use information from this Additional Research to develop products or processes, from which the Sponsor could make a profit. There are no plans to pay you or provide you with any products developed from this Additional Research. The Sponsor will own or have rights to all products or processes that are developed using information from your samples.

CONFIDENTIALITY 

This study involves the collection of biospecimens (bodily substances). Identify the biospecimens that will be collected and describe how they will be used in this study. You must specify whether or not research on the biospecimens may include whole-genome sequencing. The biospecimens collected in this study will be stored for future research. The biospecimens may be labeled with your identifiable private information and also linked with your health information. If you do not agree to this storage/future use of your biospecimens, you cannot participate in this Additional Research. 

[Address each of these questions below, as applicable]:

· How your personal information will be used and by whom (including by the study site, the Sponsor, and others outside the study site);

· How your biological samples will be handled;

· How your personal information might be used for other research;

· How your personal information will be protected during transfer;

· Your data protection rights, and whom you may contact about these rights or any related concerns or complaints; and

· What happens to your personal information if you decide to stop taking part in the study.

The Sponsor may share the samples and data from the samples with third parties (such as other researchers and collaborators at institutions and companies) in order to perform the Additional Research described above.

NEW INFORMATION 

It may not be possible to link the results of the Additional Research to individuals, including you. The Sponsor does not plan to give any information generated during the Additional Research to you, the study doctor, your personal doctor (if your personal doctor is different from the study doctor), your family, your employer or any insurance company.

CONTACT FOR QUESTIONS 
The study team will answer your questions or concerns regarding the Additional Research. The Main consent document for the study provides contact information if you need to reach the study team or wish to speak with someone not involved with the Additional Research.

CONSENT TO PARTICIPATE
If you agree to allow your samples to be used for Additional Research for the purposes described above, your signature on this form documents your decision that you agree.

If you DO NOT agree to allow your samples to be used for Additional Research for the purposes described above, do not sign this form.
_____________________________________________ 
Printed Name of Participant 
 
 
 
_____________________________________________   _____________ ____________ 
Signature of Participant 




Date 

  Time 
 
 

_____________________________________________ 
Printed Name of Investigator  
 
 

_____________________________________________   _____________ ____________ 
Signature of Investigator



Date 

  Time 
Principal Investigator: 



Phone: 

Sub-investigators: 



Phone:

