
Research Subject Information Sheet

Title:
Title

Protocol No.:
Sponsor’s protocol number
Sponsor:
Name
Investigator:
Name


Address


City, State, Zip Code


Country

Study-Related Phone Number(s):
Phone Number
You are being asked to be in a research study.  Your participation in this study is voluntary.  You may decide not to participate, or you may leave the study at any time.  Your decision will not result in any penalty or loss of benefits to which you are otherwise entitled.

The purpose of this research is to [insert main purpose].  If you decide to take part in this research study, the general procedures include [insert main procedures]. We expect that your taking part in this research will last [insert length]. [Consider including the approximate number of subjects involved in the research.] 
There are no known risks associated with being in this research.   OR   Possible risks associated with this research include…. [Consider including  There may be risks which are unknown at this time.]  

[Consider including  You will be told about any new information that might change your decision to be in this study.]  
You may not receive a direct benefit if you agree to participate.  However, people in the future may benefit from the information obtained from this research. 

Select one of the following: 

Your alternative is to not participate in this study.  OR  Instead of being in this research, your alternative(s) to participating in this study include(s) [add alternatives]…
[Consider stating whether there might be additional costs OR compensation offered to the subject for participating.] 

[Consider including   The results from this study may lead to new commercial products or tests.  If this happens you will not receive any additional compensation.]

If you have questions, concerns, or complaints, or think this research has hurt you or made you sick, talk to the research team at the phone number listed above. 
This research is being overseen by WCG IRB. An IRB is a group of people who perform independent review of research studies. You may talk to them at 855-818-2289 or  researchquestions@wcgirb.com if: 

· You have questions, concerns, or complaints that are not being answered by the research team.

· You are not getting answers from the research team.

· You cannot reach the research team.

· You want to talk to someone else about the research.

· You have questions about your rights as a research subject.

The study staff may share your private information and the records generated from this research with the sponsor, regulatory agencies such as the US Food and Drug Administration, the Department of Health and Human Services and WCG IRB. [Describe any other parties who may receive the identifiable information].  This information is shared so the research can be conducted and properly monitored.  The people receiving this information may not be required to protect it and your information may be redisclosed without your permission.  If you do not provide permission to use your information you cannot be in the study.
This permission will not end unless you cancel it.  You may cancel it by sending written notice to the study doctor at [insert contact information].  Any information collected before you withdraw may still be used.
We may publish the results of this research. However, we will keep your name and other identifying information confidential. We protect your information from disclosure to others to the extent required by law. We cannot promise complete secrecy
[Consider including  Your part in this study may be stopped at any time by the study doctor or the sponsor without your consent for any reason, including:
· if it is in your best interest;

· you do not consent to changes made in the study plan; 
· [insert the specific reasons for discontinuation listed in protocol.]
[Consider including  If you leave the study early, you may be asked to make a final visit.  This is usually done for safety reasons.]
Select one of the following:

There is a possibility that identifiers might be removed from the identifiable private information or identifiable biospecimens, and after such removal, the information or biospecimens may be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you.

OR

Subject information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.
OR

The research does not involve the collection of identifiable private information or identifiable biospecimens. 

Investigators wishing to receive approval for waiver of documentation of consent may use this template information sheet to develop a written statement about the research for subjects (WCG IRB requires a written statement for subjects; see 45 CFR 46.117 and 21 CFR 56.109(d)).





Instructions are italicized in the text below.





Elements of consent that are only necessary when applicable are enclosed in brackets below.  See Federal Regulations 45 CFR 46.116(b) and 21 CFR 50.25(b) for information about additional consent elements.
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