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	Addendum to the Main Informed Consent Document


INTRODUCTION

In addition to the main study, you are being asked to volunteer in a genomic sub-study to study your genes, or DNA (deoxyribonucleic acid) and RNA (ribonucleic acid). 

Researchers study genes, DNA, and RNA in order to understand why some people have a certain disease, such as [disease/ailment], and why some people don’t. Understanding about a person’s genes also may be able to explain why some people respond to a treatment, while others do not, or some why people experience a side effect from a medication and others do not. 

You are being asked to participate in this study because:

You are participating in the [main study name] and you have [disease/ailment].

WHAT IS THE PURPOSE OF THIS STUDY?

The Purpose of this research study is to help investigators learn more about how genes affect the development [or treatment] of [disease/ailment]. 

WHAT HAPPENS IF I AGREE TO BE IN THE STUDY?

If you take part in this study, you will have the following tests and procedures:

{Provide a lay description of the genetic research.  All genetic research procedures must be disclosed and described.  Technical details need not be included, but if disease specific genes are being investigated, the subject should be informed.  

If blood is to be drawn, describe how often and how much each time, with a total amount for the study using household terms as teaspoons / tablespoons / pints.  

HOW LONG WILL I BE IN THE STUDY?

If you suddenly withdraw from the study, [Describe any serious consequences of sudden withdrawal from the study] and we may not be able to use any of the information gathered from your participation.

WHAT ARE THE RISKS?

If you decide to participate in this study, you should know there may be risks.  You should discuss these with the investigator and/or your regular doctor and you are encouraged to speak with your family and friends about any potential risks before making a decision.  Potential risks and side effects related to this study include:

The risks of this study are the possible loss of privacy or breach of confidentiality. We will take measures to reduce this risk, such as assigning a study number to your data that is collected for the study. 

Obtaining blood can cause pain, bleeding, bruising, or swelling at the site of the needle stick. Fainting sometimes occurs and infection rarely occurs. Add risks of other applicable specimen collection if applicable. 

Other potential risks:  the investigator needs to make a thoughtful and comprehensive assessment of the  risk/benefit relationship of this research. Consider list below, but not an inclusive list: 

Potential discrimination related to acquisition or maintenance of health insurance and employment

Potential for social stigmatization, related to both individual and group identity status.

Potential for intra-family conflict when knowledge concerning genetic determinants and traits are acquired by the subject or his/her next of kin.

Risks of false positive or false negative results. 

Implications of forgoing treatment interventions
Results may be experimental and may not be disclosed to you.

For more information about risks and side effects, please ask (insert name of the investigator).

WHAT ABOUT CONFIDENTIALITY?

In addition to the confidentiality described in the main informed consent document for this study, a new 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 study

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility for insurance 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

WILL I BE PAID FOR PARTICIPATING IN THIS STUDY?

You [choose one] (will/will not) be paid for being in this study.  [If participant is compensated] (state payment schedule/amount).  Materials and information obtained from you in this research may be used for commercial or non-commercial purposes.  It is the policy of (insert Hospital name/site), Medstar Health Research Institute, MedStar Health, Inc. and its affiliated entities not to provide financial compensation to you should this occur.

WHAT ARE THE COSTS?
Refer to the main informed consent document.

WHAT IF I’M INJURED OR BECOME ILL DURING THE STUDY?

Refer to the main informed consent document.

WHO DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

Refer to the main informed consent document.
SIGNATURES

As a representative of this study, I have explained the purpose, the procedures, the possible benefits and risks that are involved in this research study.  Any questions that have been raised have been answered to the individual’s satisfaction.

	Signature of Person Obtaining Consent
	
	Date of Signature


I, the undersigned have been informed about this study’s purpose, procedures, possible benefits and risks, and I have received a copy of this consent.  I have been given the opportunity to ask questions before I sign, and I have been told that I can ask other questions at any time.  I voluntarily agree to be in this study.  I am free to stop being in the study at any time without need to justify my decision and if I stop being in the study I understand it will not in any way affect my future treatment or medical management.  I agree to cooperate with (name of principal investigator) and the research staff and to tell them immediately if I experience any unexpected or unusual symptoms.

	Participant’s Signature
	
	Date of Signature

	
	
	

	Signature of Witness
	
	Date of Signature
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