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OVERVIEW:

Federal regulatory bodies view media relations material as a type of participant recruitment and an element of the informed consent process. Media relations material includes press releases, scripted broadcasts, non-scripted interviews, or information distributed on the Internet. 

The Media Relations Form and materials must be submitted to the IRB:
· When the material pertains to a study that is still open at Northwestern University (data lock is not in place and medical records may still be accessed for research purposes); or  
· When the activity involves a non-scripted interview of a study participant, who is currently enrolled and actively participating in the research study, the participant should sign a revised consent form or an addendum to the consent. The consent document should be submitted with the Media Relations Form for IRB review.
The study participant should be reminded that the study data is still being collected and/or analyzed and that statements claiming the efficacy of the treatment should be avoided. The University will provide the participant with a Multimedia Release Form to sign, granting Northwestern University and its agents the right to record the participant’s appearance and participation on videotape, audiotape, film, photograph, or any other medium. For Shirley Ryan AbilityLab studies, the participant will be required to sign a “Consent to Disclose Patient Information, Photograph/Record a Patient, and Share Images” form.

The Media Relations Form and materials do not need to be submitted to the IRB:
· When the material pertains to a study that is closed at Northwestern University (data lock is in place and includes no further access to medical records for research purposes).

Note:  The Media Relations Form should not be submitted with participant recruitment material unrelated to a media relations piece. Such recruitment material requires IRB approval but may be submitted to the IRB without the Media Relations Form. 


INSTRUCTIONS:

Before submitting the Media Relations Form to the IRB, the Principal Investigator must obtain assistance and approval from the following offices:  

Research funded through or conducted at Northwestern University:  
Northwestern University Media Relations 
· Marla Paul: marla-paul@northwestern.edu 

Research conducted at a Northwestern Memorial Healthcare Corporation (NMHC) site: 
NMHC Office of Research 
(312) 926-2598

For external non-federally-funded projects:  
Sponsored Research (SR) must review media relations material for externally funded projects to verify that the material is consistent with the contract between Northwestern University and the external funding source. Written sponsor approval may be submitted in place of the SR verification. Contact SR at:
· (312) 503-8649
· SponsoredResearch@northwestern.edu

For Shirley Ryan AbilityLab (“SRAlab”) projects:  
Approval is not required prior to submission for SRAlab projects, but questions about the Media Relations Form and its use can be directed to:
· Tim McKula: tmckula@sralab.org
· Meg Washburn: mwashburn@sralab.org

To submit the Media Relations Form and materials to the IRB, a Modification must be completed under the applicable study in eIRB+. If the media relations material applies to multiple studies, a Modification must be submitted for each individual project. The following documents should be uploaded into the Modification submission:
1) The completed Media Relations Form; 
2) The text of all material that is intended to be seen or heard by prospective participants;
3) For non-scripted interviews of participants who are currently participating in the applicable study, a copy of the  Media Relations Permission Form that the participant will sign agreeing to participate in the interview.



I. STUDY INFORMATION
Principal Investigator:      
IRB Project number:      
Media Relations Preparer/Contact:      

II. MEDIA RELATIONS MATERIAL:  Select the type of medium to be used:
|_| Press Release
|_| Media Interview, Specify:       

III. FINANCIAL CONFLICT OF INTEREST INFORMATION

The Principal Investigator and Co-Investigators must have completed eDisclosure to report any financial conflicts of interest. Northwestern University COI review must be complete prior to approval of the media relations.

IV. Complete the following and provide required documentation:
	Requirements

	|_|
	The Media Relations Form describes the mode and scope of communication

	|_|
	For external, non-federally funded projects, written approval from the sponsor or SR of the media relation materials N/A: |_|

	|_|
	Approval from Northwestern University Media Relations

	|_|
	Approval from NMHC Office of Research. N/A: |_|

	|_|
	For printed release is the final copy N/A: |_|

	|_|
	For audio/videotape, the tape is the final version N/A: |_|

	|_|
	Non-Scripted interview for a study that is open to enrollment or where subjects are currently enrolled and participating in the research
N/A: |_|

	

	The Press Release: 

	|_|
	Does NOT state or imply a certainty of a favorable outcome or other benefits beyond what is outlined in the consent document and the protocol N/A: |_|

	|_|
	Does NOT make claims, either explicitly or implicitly, that the drug, biologic or device is safe or effective for the purposes under investigation N/A: |_|

	|_|
	 Does NOT make claims, either explicitly or implicitly, that the test article is known to be equivalent or superior to any other drug, biologic or device N/A: |_|

	|_|
	Does NOT use terms, such as “new treatment,” “new medication” or “new drug” without explaining that the test article is investigational N/A: |_|

	|_|
	The non-scripted interview(s) will NOT make any of the fore-mentioned statements or claims. N/A: |_|

	

	For activities involving a participant who is currently enrolled and actively participating in the research study, documentation of informed consent must be obtained:

	|_|
	The consent document for the participant to sign is submitted with this Media Relations Form.

	|_|
	Documented permission will be obtained using the approved Media Relations Permission Form prior to the interview or media relations activity.



V. MATERIALS:
· HRP-334 – WORKSHEET – Media Relations
· HRP-516 - TEMPLATE – Media Relations Permission Form
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