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Guideline for Researchers: Establishing and Managing Contact Databases
1. Purpose
This guideline explains UConn’s position on contact databases or lists of individuals who have voluntarily agreed to be contacted about potential future research participation. It clarifies when such databases do not constitute human subjects research (HSR) and therefore do not require IRB review, and when they cross the regulatory threshold into research requiring IRB oversight.
2. UConn Position on Contact Databases
The creation and maintenance of a database containing only the names and contact information of individuals who have voluntarily agreed to be contacted about future research opportunities does not require IRB review, provided that:
· The database includes only contact information (e.g., name, phone number, email address);
· Individuals have freely provided consent to be contacted in the future; and
· The information will be used solely for communication about future research studies and will not be analyzed or used for ANY research purposes.
If any additional information (such as demographic, clinical, or behavioral data) is collected, stored, or analyzed - or if the database is used to determine eligibility, recruit based on data characteristics, or conduct research analyses - IRB review is required.
Investigators must maintain all contact databases in accordance with institutional privacy and data security standards, including limited access, secure storage, and honoring requests to remove contact information at any time.
3. Data Management and Privacy Requirements
Even when IRB oversight is not required, all contact databases must adhere to institutional data governance and privacy protections:
1. Voluntary participation – Participation must be optional; individuals must knowingly consent to be contacted in the future about potential participation in research studies.
2. Minimal data collection – Collect only contact information (e.g., name, phone number, email address). 
3. Secure storage – Store data in secure systems with controlled access; follow institutional standards.
4. Limited access – Restrict database access to authorized personnel.
5. Use limitation – Use contact information only for communication about research studies.
6. Withdrawal mechanism – Participants must be able to withdraw permission for use of their contact information at any time.
7. IRB coordination – Before using or sharing contact information with study teams, confirm that each investigator has IRB approval or an exempt determination for the proposed recruitment approach, including the use of information in the contact database.
4. When IRB Review Is Required
IRB approval or exemption is likely required if any of the following apply:
1. The database includes identifiable private information or biospecimens that will be used, studied, analyzed, or shared for research purposes.
2. The database contains demographic, clinical, or eligibility data beyond basic contact details.
3. Investigators intend to use or analyze database information (e.g., for feasibility, pre-screening, or research analyses).
4. The database is shared or linked with research datasets, electronic medical records, or other repositories.
Contact the IRB Office with any questions or if you would like to discuss a potential scenario:
· UConn Storrs & Regional Campuses IRB Office:  irb@uconn.edu 
· UConn Health IRB Office:  irb@uchc.edu 
5. Sample Consent Wording
Researchers collecting contact information for future studies may use the following language:
You may choose to allow the research team to keep your contact information so that you can be notified about future research opportunities. Your contact information will be stored securely and used only to inform you about future research studies. [If contact information may be shared with other research teams, include a statement disclosing this.] You may request removal of your contact information at any time.
☐ Yes, I agree to the storage and use of my contact information so that I can be notified about future research opportunities.
☐ No, please don’t store and use my contact information for this purpose.
6. Regulatory Background
Under 45 CFR 46.102(l), research is defined as: “A systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.”
A contact database does not meet this definition because:
· It does not involve a systematic investigation (there are no research questions, hypotheses, objectives, or analytic plan).
· It is not designed to contribute to generalizable knowledge (there are no findings or conclusions).
· It contains only basic contact information (e.g., name, phone number, email address), not research data.
Therefore, creating or maintaining a contact list for the purpose of facilitating communication about future studies generally does not constitute human subjects research. 
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