[image: ]

Recruitment Using Direct Invitation
The following document will guide you on the requirements for recruiting subjects using direct invitation. Click here to review the full UNMC HRPP Policy 3.6.

There are four ways to contact potential subjects:
1. Email
2. Patient Portal Messages including:
a. NM OneChart Patient Portal, and
b. CN Children’s Connect
3. Telephone
4. Mail


The document will start with what is NOT allowed for all four methods of contacting potential subjects.

What IS NOT allowed:
· Claims:
· that there is certainty of a favorable outcome
· that the research procedures are safe or effective for the purposes under investigation 
· that the research procedures are equivalent or better than other interventions 
· about the drug, biologic, device under investigation that are inconsistent with FDA labeling
· “New” treatment/medication/drug/etc.
· Promises of “Free medical treatment”
· Amount of compensation offered 
· or using font intended to draw attention to “compensation” 
· Exculpatory language  





The following is what is allowed when contacting potential subjects. This is broken down by each method of contact.

CONTACTING BY EMAIL
What we DO allow:
MUST have:
· Subject line must clearly identify it as “research”
· Sender must clearly be identified with the Organization
· Text must include:
· name and email address of PI and associated institution	
· clear statement that the activity is research 
· purpose of research
· IRB number (XXXX-XX-XX)
· invitation to contact the study team for more information (with phone number and/or email address)
· explanation of how the patient’s name/contact info was available (i.e. they chose to opt-in, they previously participated in research and agreed to be contacted, etc.)
· Ex. “When you visited Nebraska Medicine in the past, you agreed to allow your records to be reviewed so you may be contacted about research studies for which you may be eligible.”
· IF THE PATIENT OPTED-IN: information on how to change their research recruitment option
· Ex. “If you no longer want your records reviewed for research, please call ________.”
MAY have:
· Brief eligibility criteria
· Time/other commitments required 
· Potential benefits & risks
· As applicable, statement that “compensation is available”
· may not draw special attention through font, font size, font color, etc.
· Location of research




CONTACTING BY ONECHART/CHILDREN’S CONNECT/PATIENT PORTAL

What we DO allow:
MUST have:
· Subject line must clearly identify it as “research”
· Text must include:
· name and email address of PI and associated institution	
· clear statement that the activity is research 
· purpose of research
· IRB number (XXXX-XX-XX)
· invitation to contact the study team for more information (with phone number and/or email address)
· explanation of how the patient’s name/contact info was available (i.e. they chose to opt-in, they previously participated in research and agreed to be contacted, etc.)
· Ex. “When you visited Nebraska Medicine in the past, you agreed to allow your records to be reviewed so you may be contacted about research studies for which you may be eligible.”
· IF THE PATIENT OPTED-IN: information on how to change their research recruitment option
· Ex. “If you no longer want your records reviewed for research, please call ________.”
MAY have:
· Brief eligibility criteria
· Time/other commitments required 
· Potential benefits & risks
· As applicable, statement that “compensation is available”
· may not draw special attention through font, font size, font color, etc.
· Location of research







CONTACTING BY PHONE

What we DO allow:
MUST have:
· Script must include:
· associated institution	
· clear statement that the activity is research 
· purpose of research
· invitation to contact the study team for more information (with phone number and/or email address)
· explanation of how the patient’s name/contact info was available (i.e. they chose to opt-in, they previously participated in research and agreed to be contacted, etc.)
· Ex. “When you visited Nebraska Medicine in the past, you agreed to allow your records to be reviewed so you may be contacted about research studies for which you may be eligible.”
· If a voicemail is left:
· May only state that the call is about a research study which the patient may be eligible for
· Offer a callback number
· NO other details
MAY have:
· Brief eligibility criteria
· Time/other commitments required 
· Potential benefits & risks
· As applicable, statement that “compensation is available”
· may not draw special attention through font, font size, font color, etc.
· Location of research







CONTACTING BY MAIL

What we DO allow:
MUST have:
· Must be in an envelope with only patient’s name and address
· return address must include the Organization name
return address may NOT include specific medical/surgical department
· If using a postcard, must fold and seal to cover medical/trial information
· Text must include:
· name and email address of PI and associated institution	
· clear statement that the activity is research 
· purpose of research
· IRB number (XXXX-XX-XX)
· invitation to contact the study team for more information (with phone number and/or email address)
· explanation of how the patient’s name/contact info was available (i.e. they chose to opt-in, they previously participated in research and agreed to be contacted, etc.)
· Ex. “When you visited Nebraska Medicine in the past, you agreed to allow your records to be reviewed so you may be contacted about research studies for which you may be eligible.”
· IF THE PATIENT OPTED-IN: information on how to change their research recruitment option
· Ex. “If you no longer want your records reviewed for research, please call ________.”
MAY have:
· Brief eligibility criteria
· Time/other commitments required 
· Potential benefits & risks
· As applicable, statement that “compensation is available”
· May not draw special attention through font, font size, font color, etc.
· Location of research
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