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[bookmark: Guidelines]Advertising and Recruiting for Human Subjects Research

Before starting any recruitment activities, including posting passive fliers, you must first have IRB approval for your research project, including your recruitment plan. 
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Recruitment via Review of Medical Records or Prior Research Data
[bookmark: Recruit]To review medical records to find potentially eligible subjects, you normally must first have IRB approval for your study. 

The medical records department at EHC requires IRB approval and a “partial HIPAA waiver” to review medical records for recruitment purposes. HIPAA does allow researchers within a covered entity to review medical records to do some “preparatory to research” activities such as seeing if there are enough eligible patients to carry out a study, but before searching for patients to contact, you should have IRB approval.

1. Contact based on prior research study enrollment

· Generally, possible only if the consent the person signed for the prior study included being contacted about future research studies. 
· The prior study team must reach out on your behalf, unless you/your team members were also on the prior study team and thus have valid access to the contact information.
· However, if the same study team is now recruiting into a related/follow-on study, the prior study consent can be silent on future contact.

2. MyChart Recruitment Messages via CTSA
CTSA can help you send bulk MyChart messages to people who meet your eligibility criteria. You do not see the PHI of the recipients until they contact you about the study. 
Contacts:
For questions about using EPIC to assist with recruitment, please contact Mugisha with the CTSA at mugisha.niyibizi@emory.edu
For requests to utilize this method, see MyChart Research Recruitment request form

3. “Cold Calling/Approaching” from Medical Record: Must be handled carefully. 

· Inpatient setting: You must communicate with the floor/unit leadership before approaching patients. Document the communication in case of questions. 
· Only allowed when the potential participant’s record is checked “Okay to Contact” in the Research section. Epic defaulted all Emory patients to opt in, after which patients can change their preference. (See screenshot at end of this document)
· Note: This is NOT equivalent to consent to be in research; it is solely permission to be contacted about potential studies, by someone other than their treating providers (treating providers can always discuss research options with their patients, regardless of the MyChart setting).
· If feasible while still achieving target enrollment, only contact people who have affirmed their opt-in after the system set the default.   

If you do not have a treatment relationship with the patient/are not part of a treatment group that cares for the patient, the following methods can be used, in order of likelihood to minimize negative reactions:
· Best – provider relays study contact info to patient: Ask the patient’s treatment provider to inform the patient about the study and to give the patient your contact information. Note: If the provider is not otherwise collaborating with you on the research and is not expected to do any of the consent process, the provider is not considered part of the research team.
· 2nd Best – provider relays patient’s contact info to you, with permission: Ask the patient’s treatment provider to get permission from the patient for you to contact them about the study. This permission should be recorded in the patient’s medical record by the treatment provider. Again, the provider would not be considered study personnel unless their study involvement went beyond this step.
· [bookmark: Format][bookmark: frontdoor]3rd Best – buy-in from provider then first contact: Obtain written permission from the relevant treatment providers at Emory to contact their patients about your study. The message/letter sent to the patients must indicate that the treating physician has agreed that they are informed about the research opportunity. 
· Sample language for communication: “Your physician, Dr. [Name], has agreed that we should notify you of this research opportunity. We would like to call you to tell you about the study and see if you would like to participate.”
· Last resort - direct cold call/letter: 
· Create a verbal recruitment script that explains who you are, that their Emory MyChart record indicates they are open to being contacted about research studies, and you have HIPAA and ethics committee approval to contact them based on limited information from their medical history at Emory. Have a section of the script that explains how they can change this MyChart setting if they no longer wish to be contacted. See sample language at end of this document. 
· Or, send a mailing. Avoid disclosing diseases/conditions in case opened by someone other than the target participant. You may follow up with a phone call, after providing contact info to opt out of being called. Sample language for letter: “In the next few weeks, one of our team members at Emory will call you about the study. Your participation is strictly voluntary. If you have any questions about this project or do NOT wish to be contacted, please call [Name] at [number]. We hope that you will agree to speak to us.”
[bookmark: PostingAds]Posting Advertisements (fliers, radio ads, emails, etc.)
You must get prior IRB approval for any advertisements, notices, posters, radio spots, brochures, etc. which are intended to advertise the study and/or aid in recruitment. Likewise with recruitment-related letters. (Exempt studies: follow these guidelines, but amendments are not required for recruitment materials.)
Important: Compensation must not be highlighted/accentuated beyond the other information about the study.
Submit materials in their final formatting (font, color, etc). 
· Exception: For studies recruiting on various social media platforms requiring rapid iterations based on real-time data: the IRB can approve modular components of the ads without seeing all final products. 
· If study provides compensation, include attestation that compensation will never be emphasized more than other content via display size or font. 
· The components should appear as they will in the various ads
Video or Audio (e.g. a radio or tv ad): it is best to submit the wording to the IRB initially before you record the ad, then once IRB has requested any revisions, record the ad and submit the final copy/video to the IRB. Please contact the IRB with questions about how to submit large files or unique file formats.
Guidelines for study ads
Must include (may be separated into multiple screens/steps, as in social media ads with links to further information):
· The name and address of the researcher and/or research facility; 
· The condition under study (if applicable) and/or the purpose of the research; 
· In summary form, the criteria that will be used to determine eligibility for the study; 
· A brief list of participation benefits, if any (e.g., a no-cost health examination, participation in a nutrition program, etc…); 
· The time or other commitment required of the subjects; and 
· The location of the research and the person or office to contact for further information. 
· Important: compensation must not be highlighted/accentuated beyond the other information about the study.
For drug or device studies:
· No claims should be made, either explicitly or implicitly that the drug, biologic, or device is safe or effective for the purposes under investigation, or that the test article is known to be equivalent or superior to any other drug, biologic, or device. Such representation would not only be misleading to subjects but would also be a violation of the FDA’s regulations concerning the promotion of investigational drugs and investigational devices. 
· Advertising for recruitment into investigational drug, biologic or device studies should not use terms such as "new treatment," "new medication," or "new drug" without explaining that the test article is investigational. A phrase such as "receive new treatment" implies that all study subjects will be receiving newly marketed products of proven worth." 
· Advertisements should not promise "free medical treatment," when the intent is only to say subjects will not be charged for taking part in the investigation. Advertisements may state that subjects will be paid but should not emphasize the payment or the amount to be paid. 
For additional information, see the FDA Information Sheets.
[bookmark: ResearchMatch]Using Influencers
Influencers must work within the following scope of activities. If they will go beyond this, they may be considered “engaged” in the research and thus part of the study team.
· Use approved study language when sharing content
· Include direct links to study data collection instruments
· Not modify study claims or messaging
· Not collect participant data
· Not answer study-specific questions directly; they may direct individuals to a website or provide study team contact information
· Not initiate or conduct study-related communications through private messaging; individuals may be directed to the survey link or official study contact channels
Using “ResearchMatch”
Emory, Children’s Healthcare of Atlanta, Morehouse, and Georgia Institute of Technology have access to a great tool for recruitment: ResearchMatch.org, a registry of individuals who have expressed interest in joining research studies. Please see guidance about use of ResearchMatch on our website under the “Advertisement, Recruitment, and Compensation” section.  
[bookmark: Websites]Postings on Clinical Trials Websites or Other Listings (e.g. ClinicalTrials.gov)
When information posted on a clinical trial website is limited to directory listings with basic descriptive information, no IRB review is required. Any information beyond this would make the posting a recruitment tool that requires IRB review. Basic descriptive information includes:
· study title 
· purpose of the study 
· protocol summary 
· basic eligibility criteria 
· study site location(s), and 
· how to contact the study site for further information. 
Information exceeding such basic listing information includes descriptions of clinical trial risks and potential benefits or solicitation of identifiable information.
[bookmark: press]Press Releases and News Stories
University press releases and news stories that mention human volunteers for research studies may not require IRB review if they are not intended to recruit for specific studies, but instead to publicize important research taking place at the University. Press releases and news articles would by definition be produced by an Emory communications office or Emory publication, not by the study team (though the study team can of course contribute information for the story).
News stories should abide by the following guidelines, however, and writers are encouraged to consult the IRB Director or senior staff member to make sure the line between the news story and study advertisement is not crossed, and especially that FDA guidelines for the promotion of drugs and devices are adhered to.
· Stories should avoid creating a “therapeutic misconception” that there is any certain benefit to the participant. 
· Any time an investigational drug or device is mentioned, it must be referenced as “investigational” or “unapproved.” In general, clinical trials should not be referred to simply as therapy or treatment.
· Press release writers should point out when study participation is strictly altruistic versus providing actual benefit.
· Generally, it would not be appropriate for a news story or press release to mention compensation for participation. 
[bookmark: Screening]
** Important information about screening for eligibility **
Please see our Consent Toolkit on our website for guidance. 
NOTE: If you plan to recruit subjects from the Atlanta VA Medical Center, you must also submit your request to the VA R&D committee, even if the actual study will not be conducted there.
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An important part of our mission at Emory is to do research that helps to make healthcare better. Below, you can
‘ MyChart notifications for research

indicate that you give permission for Emory-affiliated researchers to contact you (by phone, letter, or electronic
communication) if you are eligible for an Emory-approved research study.

If you are contacted, you can always decline to participate in the research study, and declining research
participation will not compromise your treatment. Clinicians involved in your care may still discuss research
opportunities with you.

By selecting "OK to contact” you are agreeing to be contacted directly by Emory research if eligible for research
studies.

By selecting "Do not contact" you are declining to be contacted directly by Emory researchers who are not involved
inyour care.

You can choose how to be contacted in Communication Preferences.

OK to contact Do not contact.
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Create a profile to let us know the types of research you may be interested in.
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You don't have any studies right now.

You are ot enrolled in any research studies or your research studies are not visible in MyChart.





