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Erskine College and Theological Seminary
Consent for Storing Biological Specimens With Identifying Information
_______________________________________________________________________
DELETE THIS AND ALL OTHER INSTRUCTIONS IN ITALICS and yellow highlights.  The consent form must be written in 2nd person (e.g., You are being asked to take part in a research study about…).  Also the page numbering already inserted in the footer must be maintained to show what each page is out of the total number of consent form pages (e.g., 2 of 4).
IRB Study #         (Leave blank if new submission.)
Consent Form Version Date:         (Enter or update for all submissions.)  
Title of Study:       
Principal Investigator:       
Department:       
Phone number:       
Email Address:  Optional
Co-Investigators:         Delete if not applicable
Faculty Advisor:         Delete if not applicable
Funding Source:       
Study Contact telephone number:       
Study Contact email:       
______________________________________________________________________________
What are some general things you should know about this research study?

Research studies are designed to gain scientific information that may help other people in the future.  You may not receive any direct benefit from being in the research study. There also may be risks to being in research studies.

Research with blood, tissue and/or body fluids (specimens) can help researchers understand how the human body works.  Research using specimens can also answer other questions.  Many different kinds of studies use specimens.  Some researchers may develop new tests to find diseases.  Others may develop new ways to treat diseases.  In the future, some research may help to develop new products, such as drugs.
You may refuse to allow us to have or store your specimen.  If you are a patient with an illness, you do not have to be in the research study in order to receive treatment. 

Details are discussed below.  It is important that you understand this information so that you can make an informed choice.  You will be given a copy of this consent form.  You should ask the researchers named above, or staff members who may assist them, any questions you have about this study at any time.

What is the purpose of this study?
Describe purpose for the specimen collection and storage and what you hope to learn from the stored samples.
· Inform subjects of the purpose of the repository.
· Inform subjects what specimens are to be collected and/or stored (i.e. blood, tissues, teeth etc).  

· Provide a specific description of the research to be conducted with the specimens if known.

· Inform subjects that samples may be used for genetic research in the future. (May omit if there is certainty that genetic research will never occur.).
How will the specimen be collected?
· Provide specific details about how the specimen will be collected, OR
· if specimen already exists from previous clinical sources or research studies, inform subjects.
What will happen to the specimen?
Address specific areas about how the sample will be used and stored:
· Provide a clear description of the operation of the specimen repository

· Where will the specimen be stored?

· Who will have access to the link?

· When will the specimens be destroyed? 

· Inform subjects of conditions under which data and specimens will be released to other investigators. 

What are the possible benefits to you?
Benefits to you are unlikely.  These studies (current and future) may provide additional information that will be helpful in understanding (specify).
What are the possible risks or discomforts involved with being in this study?
Describe immediate and long-term social, physical, and psychological  risks/discomforts related to the specimen collection and storage.  Address all risks that are applicable.
· Social risk: describe the impact for the subject if a of breach of confidentiality occurs
· Unknown risk:  Subjects should be informed that there may be risks that at this time are unknown.
· Physical risks: If new samples are being collected include the physical risk associated with the sample collection for research purposes. 
Will there be any cost to you for storage of the specimens?
There will be no cost to you for the storage and use of the specimens for research purposes.

Will you receive anything for being in this study?
Choose ONE applicable sentence.

Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the subject withdraws from the study prior to completion.   Include information about any reimbursement for parking, transportation, etc.
You will not receive anything for taking part in this study.

You will be receiving (specify) for taking part in this study.

Who owns the specimens?
Insert any contract, grant or agreement language related to specimen ownership.

OR

Any blood, body fluids, or tissue specimens obtained for the purpose of this study become the exclusive property of (specify entity that owns).  The researchers may retain, preserve or dispose of these specimens and may use these specimens for research that may result in commercial applications.  There are no plans to compensate you for any future commercial use of these specimens.

How will your privacy be protected?

Indicate how privacy and confidentiality will be protected.  
· Include protection of identifiable data.  
· Describe methods to be used: coding, etc. 
· Describe how the records will be secured. 
· Include who may have access to the records, if names will be used, or if there will be ID numbers only, and a linkage file. 
[if applicable] As a part of this research study, the research team will review your medical records.  The research team includes the researchers named on the first page of this form, and their assistants.  You will sign a separate HIPAA authorization form for a review of your medical records information.  
[if applicable, include name of other institutions, if known] The specimens may be shared with (specify).  Research studies may be done at many places at the same time.  Your personal identifying information will not be sent to outside researchers.
No one will be identified in any report or publication about this study. Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information.  This is very unlikely, but if disclosure is ever required, Erskine College and Theological Seminary will take steps allowable by law to protect the privacy of personal information.  In some cases, your information in this research study could be reviewed by representatives of the University, research sponsors, or government agencies for purposes such as quality control or safety.
For studies having a federal Certificate of Confidentiality addressing long term storage:

· Insert language provided by the federal agency that issued the certificate or ask your IRB for appropriate language.

For studies that involve an interpreter:

· Describe how you will help ensure that the bilingual interpreter will maintain confidentiality.

Will researchers seek approval from you to do future studies involving the specimens?
By signing this consent form, you are giving your permission for researchers to use your specimens as described above.  Current and future research is overseen by a committee called the Institutional Review Board (IRB).  The role of the IRB is to protect the rights and welfare of research participants.

In some cases, the IRB may require that you be re-contacted and asked for your consent to use your specimens in a specific research study.  You have the right, at that future time, not to participate in any research study for which your consent is sought.  Refusal to participate will not affect your medical care or result in loss of benefits to which you are entitled.

Will you receive study results of future research involving your specimens?
Most research with your specimens is not expected to yield new information that would be meaningful to share with you individually.  In rare cases, you may be offered the opportunity to receive information about the results of research in which the specimens were used (for example, findings that would affect your medical care).
Can you withdraw the specimens from the research study?
If you decide that you no longer wish for the specimens to be stored, you should contact the researchers on the front page of this form.  You may also contact: Dr. Robert Elsner, Chair, Institutional Review Board, PO Box 338, Due West, SC 29639 USA, or by email at elsner@erskine.edu.  It is best to make your request in writing.
Any analysis in progress at the time of your request or already performed prior to your request being received by the researcher will continue to be used as part of the research study.  Once the researchers have been notified, your specimens would be destroyed.  If you do not make such a request, the specimens may be stored forever.  The researchers may choose to destroy the specimens at any time.
What will happen if you are injured by this research?
Omit this section if the specimens have already been collected.
All research involves a chance that something bad might happen to you.  This may include the risk of personal injury.  In spite of all safety measures, you might develop a reaction or injury from having your specimen collected.  If such problems occur, the researchers will help you get medical care, but any costs for the medical care will be billed to you and/or your insurance company.  Erskine College and Theological Seminary has not set aside funds to pay you for any such reactions or injuries, or for the related medical care.  However, by signing this form, you do not give up any of your legal rights.

Who is sponsoring this study?

When appropriate, the last sentence should be modified/expanded to disclose the nature of any potential conflicts of interest relating to this study, financial or otherwise.
This research is funded by (name of Drug Company, the National Institutes of Health, etc.).  This means that the research team is being paid by the sponsor for doing the study.  The researchers do not, however, have a direct financial interest with the sponsor or in the final results of the study.

What if you have questions about this study?
You have the right to ask, and have answered, any questions you may have about this research. If you have questions, you should contact the researchers listed on the first page of this form.

What if you have questions about your rights as a research subject?
All research on human volunteers is reviewed by a committee that works to protect your rights and welfare.  If you have questions or concerns about your rights as a research subject you may contact, anonymously, if you wish, the Institutional Review Board at 864-379-6570 or by email to elsner@erskine.edu.

___________________________________________________________________________
Title of Study:      
Principal Investigator:      
Subject’s Agreement:
I have read the information provided above.  I have asked all the questions I have at this time.  I voluntarily agree to participate.  I agree to my specimen(s) being stored with the identifying code(s).
_________________________________________
_________________

Signature of Research Subject
Date

_________________________________________

Printed Name of Research Subject
_________________________________________
_________________

Signature of Person Obtaining Consent
Date

_________________________________________

Printed Name of Person Obtaining Consent
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