Guidance for Developing 
a Survey/Questionnaire Cover Letter  
If waiver of the requirement to document the informed consent process applies to your research (See IRB Application “Form F”), but you still need to develop a cover letter to inform your subjects about the research, the cover letter (or message) should at a minimum, include information relating to the following eight federally required elements:

1. Statements indicating: the activity involves research; purpose; duration; procedures
2. Reasonably foreseeable risks or discomforts 

3. Reasonably expected benefits to subjects or others 

4. Appropriate alternatives 

5. Limits of confidentiality 

6. Compensation or treatment for injury (for greater than minimal risk only)
7. Contact information 

8. Statements indicating: participation is voluntary; no penalties or loss of benefits for not participating; individual may discontinue at any time 

Also, IRB policy dictates that information relating to the following additional elements should be incorporated into the cover letter when applicable to the research:
9.  Unforeseeable risks to subjects 

10.  Investigator-initiated termination of participation 

11.  Additional costs 

12.  Early withdrawal/procedures for termination 

13.  Significant new findings 

14.  Approximate number of subjects 

15. Payment 

To help ensure required elements are included in your survey/questionnaire cover letter, use the attached template as a guide.  

Note, there are several statements/paragraphs that you should include in your consent document if applicable to your study; these start with “IF APPLICABLE”.  For the shaded areas, you should select one or the other statements/paragraphs to include in your consent document as it applies to your research.  

To XXXXX:

(Provide introduction – explain purpose/why the individual is receiving the survey/questionnaire, perhaps what the name of the project is, etc…)  
Although you will not get personal benefit from taking part in this research study, your responses may help us understand more about __________.  
We hope to receive completed questionnaires from about ____ people, so your answers are important to us.  Of course, you have a choice about whether or not to complete the survey/questionnaire, but if you do participate, you are free to skip any questions or discontinue at any time.  
The survey/questionnaire will take about ___ minutes to complete.  
IF APPLICABLE:  You will be paid___ for taking part in this study. 
IF APPLICABLE:  You will receive class credit for completing the survey/questionnaire. If you do not want to participate, there are alternatives to earning this credit. See you course syllabus or instructor for more information.

IF APPLICABLE:  If you do not want to participate, there are other choices such as  _______ (Add a statement about class credit or no credit or alternative credit, or other applicable alternative if the subject does not want to volunteer for the research.).
There are no known risks to participating in this study.

OR 

IF APPLICABLE (i.e., Questions of a personal or sensitive nature are included in the survey):   

Although we have tried to minimize this, some questions may make you upset or feel uncomfortable and you may choose not to answer them.  If some questions do upset you, we can tell you about some people who may be able to help you with these feelings.

IF ANONYMOUS: Your response to the survey is anonymous which means no names will appear or be used on research documents, or be used in presentations or publications.  The research team will not know that any information you provided came from you, nor even whether you participated in the study.
OR
IF NOT ANONYMOUS: Your response to the survey will be kept confidential to the extent allowed by law.  When we write about the study you will not be identified.  
If you have questions about the study, please feel free to ask; my contact information is given below.  If you have complaints, suggestions, or questions about your rights as a research volunteer, contact the staff in the University of Kentucky Office of Research Integrity at 859-257-9428 or toll-free at 1-866-400-9428.

Thank you in advance for your assistance with this important project.  (It is suggested that you add a requested date-of-return approximately 2-weeks after the anticipated receipt date.  See next statement for possible verbiage.)

IF APPLICABLE:  To ensure your responses/opinions will be included, please use the enclosed postage-paid envelope to return your completed survey/questionnaire by _____.  
Sincerely,

[PI NAME]
[Dept./College name], University of Kentucky
PHONE:  859-XXX-XXXX

E-MAIL:  XXXX@XXX.XXX
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