Recruitment Letter- For studies performed entirely by mail

Directions for use of these templates: 

1. Save these templates to your computer.  Select the letter that best suits your study.

2. Insert information specific for your study where the form says to “insert.”

3. Delete all parenthesis, italics and text that does not apply to your study.

4. Delete these instructions

5. Submit the ad text to IRB-HSR for approval. It is understood that approved text will be printed on UVa letterhead.

· This letter would be used for Expedited studies enrolling adults or infants only.  A survey or questionnaire would be attached along with a self- addressed envelope and subjects would be asked to return the survey/questionnaire by mail.  The subject would not be coming in for study visits. 

· If the survey contained identifiers and Health Information, a Stand Alone HIPAA Authorization would be required as well.
· In the protocol you will have to justify how obtaining written consent is not practicable.  If it is determined that obtaining written consent is practicable, you will have to include a written consent form with the survey.

· If the study involves children, then conducting the study in this manner of data collection will not work because you have no means of attaining assent.  Consider performing this survey over the telephone.

· If the survey involves those with cognitive impairment then this manner of data collection will not work because you have no way of verifying understanding of the study/ ability to provide consent (even if not documented).  Consider doing this study by telephone.    

************************************************************************************************************
Dear ________________

I am writing to you to tell you about a research study that is being done through the University of Virginia. The purpose of the study is (insert a description in lay language.)  

Insert how you obtained contact information:

· You are receiving this letter because you/your child were/was seen in our department for (insert).   It is a goal in our department to keep our patients informed of research in which they may be interested while carefully protecting your confidentiality. To do both we follow federal regulation called HIPAA. 

· You are receiving this letter because you/your child were/was seen at the UVA Health System for x.  UVa feels it is important to inform patients of research projects in which they may be interested while protecting their privacy.  For this reason we follow federal regulations called HIPAA which allow the UVa Health System to release your information to researchers at UVa, so that we may contact you regarding studies you may be interested in participating.  We want to assure you that we will keep your information confidential. 

· Your doctor, Dr. insert name wanted you to be aware of this research study and gave us permission to contact you.   DO NOT USE THIS RESPONSE UNLESS YOU HAVE OBTAINED PERMISSION FROM THEIR UVa PHYSICIAN:  

If you agree to participate/agree to allow you child to participate, this study will involve completing the attached survey (add as necessary:  and the attached HIPAA Authorization (if the survey attached collects HIPAA identifiers and PHI).  .

Insert risks and benefits

We want to assure you that we will keep your /your child’s information confidential.  You/your child do/does not have to be in this study if you/your child do not/does not want to participate.  Your decision to be in any study is totally voluntary.  Your /your child’s care at UVa will not be altered by your decision to participate or not participate.  
If you feel you understand the study and would like to participate, please complete the attached survey (add as necessary:  and the attached consent/ HIPAA Authorization).  Your return of these documents will indicate your consent to be in this study.

If you have questions you would like answered prior to participating, please contact:

· (insert contact information)

Your information will not be shared outside of this study team except to those groups inside and outside of UVa who are responsible for making sure studies are conducted correctly and ethically. If you decide to participate in this study now, but decide later to stop, you need to know that the information already collected will continue to be used
Sincerely,
(Signature of PI)
(Type in name) 

Principal Investigator

IRB/HSR # 
Version Date 08-26-15

