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HIPAA Form C – OPEN Template

Request for Recruitment Waiver of Authorization

Protocol Number: IRB-_________
Name of Study: ____________________
Principal Investigator: ___________________


1. Describe the nature and scope of the patient information to which access is sought:

[Instructions: This question should be answered by providing a list of identifiers that are collected (e.g. name, MRN, phone number, e-mail, address, etc.) and a summary of the health information (e.g. diagnosis, labs, medications, etc.) necessary to determine preliminary eligibility. The information defines the scope of the waiver. Remove these instructions and enter this information here.]

Access to PHI will be limited to the minimum information necessary to identify potential participants, assess preliminary eligibility, and conduct IRB-approved recruitment activities. PHI accessed under this waiver will not be used for study procedures or research analysis unless and until the individual provides informed consent and HIPAA authorization, as applicable. 

2. Describe the source of data and how data is obtained:

Data will be collected from EPIC. Potential participants who are listed as “OK to Contact” in Epic may be identified through a cohort list generated for recruitment purposes. This information will be used to pre-screen individuals for preliminary eligibility and to contact them about the opportunity to participate in the study.

All clinical data provided to research teams for studies whereby patients may be contacted follow a specific criteria set forth by the Alignment Committee on Oversight of Requests for Data (ACORD) and governed by the Tripartite Request Assessment Committee (TRAC). Research teams submit their plan to build a cohort for recruitment purposes through a TRAC request. TRAC review and approval is only provided after Columbia’s IRB approves the study protocol itself. 

Patients who provide consent to participate in a study will also provide HIPAA authorization for use of their health information for study purposes, at which point this waiver will no longer apply.

3. Explain why the research could not practicably be conducted without the waiver to identify and recruit:

The research could not practicably be conducted without a waiver of HIPAA authorization to recruit because the research team needs limited information in the medical record to identify potentially eligible individuals and obtain their contact information for initial recruitment outreach. The individuals have not yet been approached about the research and therefore cannot provide HIPAA authorization before the research team obtains their contact information.

The study population cannot practicably be identified and contacted through non-PHI sources because the information needed to determine potential eligibility and the individuals’ current contact information are maintained in the medical record. Requiring HIPAA authorization before accessing this information would prevent the research team from initiating contact with potentially eligible individuals and would therefore make recruitment of the study population impracticable.

4. Describe your plan to safeguard the patient information from improper use and disclosure while it is in your possession:

Access to PHI will be limited to the minimum necessary information and only to study personnel who have a need to know for recruitment and pre-screening purposes.

All patient data will remain encrypted throughout the study and all research team members are trained on HIPAA regulations. Access to PHI will be limited to study members using secure endpoints or certified systems. Where feasible, patient data will be coded with a linking study ID to PHI. 

PHI accessed under this waiver will not be reused or disclosed to any other person or entity except as required by law, for authorized oversight of the research, or as otherwise permitted under HIPAA and approved by the IRB or Privacy Board.

5. Describe your plan to destroy or return the patient information at the conclusion of the record review/recruitment activity:

Identifiers obtained under this recruitment waiver will be retained only as long as necessary to complete eligibility pre-screening, recruitment, recruitment tracking, and required documentation, unless longer retention is required by institutional policy, IRB requirements, applicable law, or another approved justification. Any retained PHI will continue to be stored securely with access limited to authorized study personnel.

Identifiers that are not required for ongoing recruitment, documentation, regulatory, or compliance purposes will be securely destroyed at the earliest opportunity consistent with the conduct of the research. 
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