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Template statements in red are instructional.  Statements in black are sample language. You may use this format when the discussion of optional research is paginated with the main consent form, so that sections such as payment for injury, contacts for questions, etc. do not have to be repeated.  

OPTIONAL SAMPLE STORAGE AND FUTURE USE TEMPLATE  


TITLE

Protocol #

Sponsor:

Investigator: [First, Last name], MD
Saint Luke’s Hospital

816-932-xxxxx

Purpose:  This part of the informed consent should outline any additional research that people who participate in the main study can take part in, if they choose.  Provide a purpose statement, such as “You are being asked to provide [blood draws, spinal fluid, biopsies, etc.] so that these samples can be saved for research in the future.  By studying these samples, researchers hope to learn ________.”
What is involved?  Inform the subjects what they will be asked to do, if they choose to participate in this optional research.  If the specimens will be sent to a repository, provide a definition (e.g., tissue bank) and explain who will be granted access to the samples.  Will health information also be shared with samples?  In order to do the research with your sample, researchers may need to know some things about you.  This helps researchers answer questions about diseases.  The information that will be given to the researcher may include [insert types of information i.e. age, sex, gender, diagnosis, treatment, etc.].       

Discuss when samples will be taken.  If blood draws are included, provide the amount of blood.  

If the Saint Luke’s Hospital investigator will be sending samples/information to an NIH repository or a GWAS database, please add those details and contact the IRB office for instructions about obtaining institutional permission. 

If the future use involves genetic research, provide background that explains DNA, RNA, genes and whether or not inherited diseases will be studied.  For example, sample language might include: The cells in your body contain deoxyribonucleic acid, or DNA for short.  DNA is passed down from your parents.  It carries the genes that determine how you look and how your body works.  Differences in genes may help explain why a particular drug is effective and safe in some people, but not in others.  Differences in genes also may explain why some people get certain diseases, but others do not.  
The study of DNA is called genetic research. Your entire genetic makeup will not be determined from this testing.  Your DNA will only be used for research to understand disease and possibly develop new treatments.  

RNA is made from DNA. RNA is short for ribonucleic acid. RNA is a genetic material that has a major role in making proteins. Proteins are the building blocks of your body, cells, and organs.

A biomarker is a substance, measured in blood or tissue that may reflect the severity or presence of a disease.  Biomarker analysis may help determine how serious the disease is or assess early signs that the study drug is working, and to help researchers understand why some subjects will respond to or experience side effects from treatment, while others do not.

How will information about me be kept private? [When formatting this section, remove the bullets and put in paragraph form]. 

· Where will samples/data be stored? [For example, include if the samples/data will be stored in a biobank for future use or retained at Saint Luke’s Hospital for future use by any investigators on staff at Saint Luke’s Hospital.]  How will samples/data be labeled i.e. coded?  Explain what the code will consist of i.e. random number or initials and date.  How long will samples/data be maintained for?  

· Who will keep the list that links the code number to your name separate from samples and information?  [Insert Saint Luke’s Hospital or Entity] will keep the list that links the code number to your name separate from your sample and information.  

· Can other researchers request use of samples?  Process of releasing samples?  Qualified researchers can submit a request to use the stored samples.  A committee will review each request.  There will also be an ethics review to ensure that the study is necessary and proper.  Researchers will not be given your name or any other information that could identify you.    

· How can participants withdraw their consent for the use of their samples/data?  Please include the process for cancellation.  You may withdraw your consent to use the remaining samples and associated health information at any time by telling your study doctor.  In this case, the sample will be [insert whether the sample will be destroyed or returned]. Samples or related information that have already been used by researchers cannot be returned or destroyed. If samples will be de-identified and the participant will not be able to cancel permission, please explain.   Your samples with be de-identified which means there will be no link between your identity and samples.  Once you have given us permission, you will not be able to cancel that permission because there is no way to identify which samples belong to you.

· HIPAA protections

· Language if samples/data will remain at Saint Luke’s Hospital - The information about the uses and disclosures of your health information for the main study also applies to this future research.

· Language if samples/data will be stored with sponsor – Even though these protections are in place, once your samples and information leave Saint Luke’s Hospital they may be used by other researchers/organizations who are not required to follow HIPAA rules.   While it might not be protected by HIPAA, there may be other laws that protect your information from improper use.  Saint Luke’s Hospital is not responsible for any sample or data that leaves its control.

· Will results be put into participant’s medical record?  Or will their doctor receive any results?  Reports about research done with your samples will not be given to you or your doctor.  These reports will not be put into your medical record.  The research will not have an effect on your care.  

· Provide an assurance that samples will not be sold but only used for research purposes.  

If results are published, your name and other personal information will not be given

What are possible risks?

Discuss any physical risk related to obtaining the samples (blood draws, spinal fluid, biopsies, etc.)  

Include general statements about the risk related to privacy and confidentiality.  

The main risk of this optional research is possible loss of privacy and confidentiality. We will take reasonable precaution to reduce this risk. 

When the study involves DNA analysis where parentage, predisposition to disease or other sensitive information might result, addresses the genetic risks with language such as the following: There is a small risk that if people other than the researchers were given your genetic information, they could misuse them.  If genetic information was given to employers or insurers it could affect your ability to get a job or be insured.  Misuse could cause problems for family members.  To minimize these risks, your genetic information will be kept confidential as discussed in this form.
If GINA protections apply, add additional language.

GINA: 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.  The GINA protections do not help you if you work for a company with less than 15 employees.  

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.

If genetic risks are outlined in the main section of the consent form, please add the following language so risks do not need to be repeated: The risks of genetic testing is mentioned in the main portion of the consent form.  Please refer to the risks outlined above for additional information.   

This study has safeguards to protect your confidential genetic information.  It is extremely unlikely that your identity could be connected to results of future genetic studies.  However, it is possible that this information could be discovered by someone who is not authorized to have access to it.

Include the following statement on the risk of re-identification of the samples: 

Research methods are rapidly changing. In the future, researchers may develop methods that allow your samples to be linked back to you.
If a commercial product is developed from this research, the profits will belong to the study sponsor.  There are no plans to provide financial payment to you should this occur.   

The choice to share your samples and information is completely voluntary.  You can decide not to have your samples used and still participate in the main study.  Please mark your choice “Yes” or “No” below. If you have any questions you can talk to the investigator or the study team.

Checkboxes should be study specific, update as applicable to your study:

You give permission that your blood samples/data may be stored and used for future research. 


☐YES
    
☐NO
     

You give permission that your DNA samples/data may be stored and used for future research.
              


☐YES

☐NO

____________________________________




Print Participant’s Name







____________________________________

________
____________

Signature of Participant


  
  
Time

Date

____________________________________

Print Name of Person Obtaining Consent

____________________________________


__________________

Signature of Person Obtaining Consent



Date
