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OPTIONAL INFORMED CONSENT AND HIPAA AUTHORIZATION FOR FUTURE RESEARCH ON BLOOD <AND/OR TISSUE> 

Protocol Title: 

Principal Investigator: 

Phone number: <Provide the contact phone number here. Also include 24-hour number, if appropriate>


[NOTE TO RESEARCHERS: THIS CONSENT/AUTHORIZATION TEMPLATE IS AN ADDENDUM TO A MAIN CONSENT FORM. THIS DOCUMENT CANNOT BE USED BY ITSELF. 

THIS TEMPLATE IS MERELY A GUIDE. ALL STATEMENTS MAY BE CUSTOMIZED FOR YOUR RESEARCH PROJECT. 

The blue text provides additional guidance.

This addendum template combines consent and authorization elements in a single document. When using this template, no separate HIPAA Authorization form is required.]

Introduction

This consent and authorization addendum has more information about the research study.  It may add to or change the information in the consent form. Before agreeing to take part, it is important that you read this addendum carefully.  Please ask the study doctor or the study staff to explain any words, ideas, or information not clear to you.
[If this form may be read by someone who will consent on behalf of someone else (such as a parent consenting on behalf of a child), ensure that the pronoun “you” is used throughout the consent/authorization form.  Avoid the use of the phrase “you/your child.”  If appropriate, include the following text in the Introduction:] In this addendum, “you”, always refers to the subject. If you are a legally authorized representative (such as the parent), remember that “you” refers to the study participant. 
What is involved with participation?

<Insert company or investigator name> would like to keep some of the blood <and tissue> collected during the main study participation but is not used for other tests for that study. No additional blood or tissue will be taken. [Customize with the descriptions of what will be kept. Restate this sentence if additional blood may be drawn.] If you agree, the blood <and tissue> samples may be used in future research. We plan to store <or bank> the samples until they are used up but they will not be kept longer than ___ years.
Researchers may also need health information about the people who provide specimens. We are also asking for your consent to place information from your medical record and/or research record in a database to be used for research. Your name and address will not be placed in the database. 
[If placing specimens in a bank/repository, include this paragraph. Otherwise delete.]

Your <blood, tissue specimen, DNA, whichever is applicable> will be stored in a blood bank in [provide name and location or repository].  
Your blood <and tissue> samples would no longer belong to you. The research done with your samples may help to develop new products in the future, but there is no plan for you to receive any financial benefit.

Do I have to provide blood <and tissue>? 
The choice to let <company or investigator name> keep the blood <and tissue> samples for future research is up to you. No matter what you decide to do, it will not affect your participation in the main study. If you decide now that your blood <and tissue> samples can be kept for research, you can change your mind at any time. Contact your study doctor to let him or her know that you are concerned about future use of your blood <and tissue>. 
[If subjects can withdraw their specimens, describe how subjects could withdraw their specimens and provide contact information for withdrawal notifications. Note: per NJH policy, specimens owned by NJH will not be destroyed except in extraordinary circumstances. Subjects could request de-identification of specimens.]
[If subjects cannot withdraw, you may use the following sentence:]

The blood <and tissue> cannot be withdrawn <after what point> because <explain why they can’t be withdrawn>. 

What are the Risks and Benefits?
The greatest risk to you is the release of confidential information about you. <Insert company or investigator name> will protect your records so that your contact and health information will be kept private. The chance that this information will be given to someone else is very small.

The research done with your blood <and tissue> samples is not designed to specifically help you. Reports about research done with your samples will not be given to you or your doctor. In the future, the research might help people who have <insert name of disease> and other diseases. 
What happens if I am hurt or become ill during the study? [if applicable]
[This section must be included if any physical procedures will be performed for collection of EXTRA blood or tissue for the future research. This section is not required if future research will simply be performed on left-over specimens.]

[Use the applicable injury statement below exactly as written unless other wording has been negotiated in a contract.]   

[For Industry Sponsored Studies:]

In the event of an injury or illness resulting from your participation in this research study, your study doctor will assist you in receiving appropriate health care, including first aid, emergency treatment and follow-up care either at National Jewish Health or another appropriate health care facility.  If you experience an illness, adverse event, or injury that is the direct result of a medication, device, intervention, procedure, or test required for this study the sponsor of the study, <Sponsor’s Name> , will pay usual and customary medical fees for reasonable and necessary treatment. The sponsor is not responsible for expenses that are due to pre-existing medical conditions, underlying disease, or your negligence or willful misconduct. In addition, the Sponsor will not pay for expenses that result from National Jewish Health’s negligence, misconduct or failure to follow the study protocol. The study doctor and the sponsor will determine if the adverse event or injury was a result of your participation in this study. If the cost of treating your research related injury was incorrectly billed to your insurance company or a government program by National Jewish Health, the payment will be returned and the Sponsor will be billed. By signing this form you have not given up your legal rights.  

If you believe you have experienced any study related illness, adverse event, or injury, you must notify the study doctor as soon as possible.

 FORMCHECKBOX 
This has been explained to me and all my questions have been answered.    

_____________

Subject’s Initials

[For NIH or Investigator Initiated Studies:]
In the event of an injury or illness resulting from your participation in this research study, your study doctor will assist you in receiving appropriate health care, including first aid, emergency treatment and follow-up care either at National Jewish Health or another appropriate health care facility.  If medical costs are incurred, your insurance company may be billed.  In accordance with general policy, National Jewish Health makes no commitment to provide free medical care or other compensation for injury or illness resulting from your participation in this study.  By signing this form you have not given up your legal rights.  For further information, please contact <PI’s name>, the Principal Investigator of this study.

If you believe you have experienced any study related illness, adverse event, or injury, you must notify the study doctor as soon as possible.

 FORMCHECKBOX 
This has been explained to me and all my questions have been answered.    

_____________

Subject’s Initials

Will there be any costs or payment?

There will be no cost to you for any blood <or tissue> collected and stored by <Insert company or investigator name>.

[If not paying subjects for this extra participation:]

You will not be paid to be in this part of the study. 

[If paying subjects for this extra participation:]

You will be paid $XX.XX for each visit in this part of the study [if the amount will vary from visit to visit, state the different amounts and visit type].  This will add up to a total of $XXX.XX if you complete all of the visits [if some subjects may get a particular procedure while others may not, break this into different amounts and explain].  If you leave the study [or this part of the study] early, you will be paid only for the visits you have completed. It is important to know that payment is taxable income.

Genetics [If Applicable]
Sometimes blood <and tissue> samples are used for genetic research (about diseases that are passed on in families). Genetic findings are considered “research” and are not the same as “genetic testing” results performed in clinical diagnostic laboratories.  

<Clearly explain the purpose of the genetic test, what the results may mean, and the accuracy of the test results.>

[If genetic testing meets the definition of genetic testing in the Genetic Information Nondiscrimination Act, use the following wording pertaining to this law:]

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 or when setting the terms of your employment. 

· All health insurance companies and group health plans must follow this law as of May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. 

Be aware that this new federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

Who will see my research information?

National Jewish Health has rules to protect information about you.  Federal and state laws, including the Health Insurance Portability and Accountability Act (HIPAA), also protect your privacy.  This part of the addendum tells you what information about you may be collected in this study and who might see or use it.  

The institutions involved in this study include:

· National Jewish Health

· If applicable, list other organizations
We cannot collect or store blood <or tissue> samples without your permission to see, use, and give out your information.  You do not have to give us permission.  If you do not, then you can not join this portion of the study.

We will see, use, and share your information only as described in this form and in our Notice of Privacy Practices; however, people outside National Jewish Health may not be covered by this promise.

We will do everything we can to keep your records private.  It cannot be guaranteed. At minimum, we will <describe basic security measures such as coding data and keeping records in a locked cabinet or office.> [Include, if appropriate:] Your health information will be coded so that information collected from your participation in the main study and/or information from your medical record that you allowed us to access may be connected to your blood <or tissue> sample taken for this part of the study.  The code will be kept separate from your blood, tissue, and health information.  
The use and sharing of your information has no time limit. You can withdraw your permission to use and share your information at any time by writing to the Corporate Compliance Officer at the address listed below. If you do withdraw your permission, your part in this study will end and no further information about you will be collected. Your cancellation would not affect information already collected for the study.

Corporate Compliance Officer

National Jewish Health

1400 Jackson Street M113a

Denver, CO 80206

The records that identify you and the consent form signed by you may be looked at by others who have a legal right to see that information.  Your information may be shared with: 
· The study doctor and his/her team of researchers

· <Insert sponsor name>, the company paying for this research study
· Officials at National Jewish Health who are in charge of making sure that we follow all of the rules for research

· National Jewish Health Institutional Review Board (IRB)

· Federal (and/or international) agencies such as the Food and Drug Administration (FDA) or the Office for Human Research Protections that protect research subjects like you. [Include only the organizations that will have oversight.]
· Department of Health and Human Services
· <Add any other groups or entities that are applicable, such as public health agencies>
[If you may share the specimens with other researchers, include this paragraph:]

In the future, people who do research with your blood <and tissue> samples may need to know more about your health. While <Insert company or investigator name> may give them reports about your health, <we/they> will not give them your name, address, phone number or any other identifiable information that will let the researchers know who you are.  

Information about you that will be seen, collected, used, and shared for the future use of your specimens:  [delete all that do not apply:]

· Name and demographic information (age, sex, ethnicity, address, phone number, etc)

· Your social security number

· Portions of your previous and current medical records that are relevant to this study, including but not limited to diagnosis(es), history and physical, laboratory or tissue studies, radiology studies, procedure results

· Research visit and research test records

· Psychological tests

· Alcoholism, alcohol or drug abuse

· Testing for or infection with diseases reportable to the Public Health department, including but not limited to:  Human Immunodeficiency Virus (HIV), hepatitis (all forms), tuberculosis, or other sexually transmitted diseases

· Testing for sickle cell

· Blood/tissue samples and the data with the samples

· Billing or financial information

· <Specify Other>

Potential Future Uses

Please read each sentence below and think about your choice. After reading each sentence, mark “yes” or “no.” If you have questions, please talk to your study doctor or staff. Remember, no matter what you decide to do about the storage <or banking> and future use of your blood <and tissue> samples, you may still take part in the main study.

I give my permission for my blood <and tissue> to be stored <in a central specimen bank at _________ insert location> for future use by the study investigators. I give authorization for my accompanying health information to be used and disclosed as marked below:

1. I give permission for my blood <and tissue> samples to be kept by <investigator or sponsor> for use in future research to learn more about how to prevent, detect, or treat <insert name of disease>.

 FORMCHECKBOX 
   Yes

 FORMCHECKBOX 
   No

_________Initials

2. I give permission for my blood <and tissue> samples to be used for future research about other health problems (for example: causes of heart disease, osteoporosis, and diabetes).

 FORMCHECKBOX 
   Yes

 FORMCHECKBOX 
   No

_________Initials

Agreement to be in this part of the study

I have read and initialed each page of this informed consent and HIPAA authorization addendum (or it was read to me).  I was informed about the possible risks and benefits of being in this part of the study.  I know that being in this part of the study is voluntary.  I choose to be in this part of the study. I will get a copy of this form after it is signed.

[Insert the appropriate signature template for minimal risk research.  Refer to http://www.nationaljewish.org/pdf/IRB%20Signature%20Templates.doc for the correct signature template]
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