[bookmark: OLE_LINK1]INSTRUCTIONS: Media Consent Form

The purpose of a media consent form is to allow subjects to choose not to have identifying photographs, videos, or voice recordings presented in public.

This sample media consent form is used when media (e.g., a photograph, video tape, or audio recording) in which the subject is recognizable is collected from a subject as part of a research study and the investigators wish to use these items in public settings, such as teaching, study advertisements, publications, or presentations of research findings.  Examples of such items would be full face photographs, undistorted voice recordings, full body videotapes, or photos or videos showing distinctive birthmarks or tattoos.  Blocking out part of the face, such as the eyes, does not suffice to conceal identity.  Photographs or videos that cannot be used to identify a subject include small areas of skin showing a disorder or lesion and retinal photographs; such items do not require a media consent form.

Language designated in the template as required may not be modified.  Suggested language in the template must also be used unless the language is not consistent with the study.  Consent forms containing modifications to required and suggested language will be returned to the submitter without review unless the modifications have been approved by the IRB prior to submission.


1. Instructions in italics are provided throughout the sample form.  These instructions are for your information.  Please delete all instructions prior to submitting to the IRB.

2. If the study includes genetic analyses of blood or tissue, or if the study requests permission to store blood or tissue for future research, use the genetic consent form sample:http://www.ohsu.edu/research/rda/irb/docs/sample_forms/gene.doc.

For more information on what qualifies as genetic research, please visit: http://www.ohsu.edu/research/rda/irb/genetic.shtml. 

3. Most studies that require a consent form will also require a HIPAA Research Authorization (HRA) form.  The HIPAA Research Authorization (HRA) form is available at: http://www.ohsu.edu/cc/hipaa/forms.shtml.  
· For more information on HIPAA regulations, visit: http://www.ohsu.edu/cc/hipaa/hipaarpp.shtml.  

4. Consent forms must be written in language suitable for subjects who read at the eighth-grade level.  For guidance on simplifying the language of consent forms, visit: http://www.ohsu.edu/research/rda/irb/docs/policies/readtips.pdf. 

For a glossary of lay terms, visit: 
http://www.northshorelij.com/workfiles/irb_glossay_body.doc 
http://humansubjects.stanford.edu/medical/glossary.html. 

5. Insert page numbers.
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OREGON HEALTH & SCIENCE UNIVERSITY
Media Consent Form 
Sample


TITLE: Name of the study. Use the same title as that on the IRQ

PRINCIPAL INVESTIGATOR:	..... ..... ..... ....., MD (503) 494-####

CO-INVESTIGATOR(S):		..... ..... ..... ....., ..... (503) 494-####
..... ..... ..... ....., ..... (503) 494-####
..... ..... ..... ....., ..... (503) 494-####

Investigators should be same as those listed on the IRQ.

SPONSOR:

PURPOSE:	

Complete and include the following sentences: You have already consented to participate in a research study because you __________.  During this research project you will be photographed, videotaped, or audiotaped [specify which].  The purpose of form is to obtain your permission to use the photographs, videotapes, or audiotapes for educational materials, research publications, or marketing purposes [specify which].

PROCEDURES:

1.  Describe succinctly and in chronological order the recording procedures. Specify the duration of the recording sessions.

2.  If attempts to conceal the participant=s identity will be made, explain how (black bar over eyes, voice disguised, etc).

3.  Inform participants whether they will be able to inspect the photographs/recordings before they are released.

RISKS AND DISCOMFORTS:

1.  Describe reasonably foreseeable risks, discomforts, or inconveniences.  The primary risk of permitting such recordings is loss of confidentiality.

2.  If the participant=s identity will be partially concealed, explain that there is nevertheless a possibility that the participant may still be recognized.

3.  Indicate how long the materials will be stored, and what will be done with them upon completion of the study.

BENEFITS:

Use the following statement:  You may or may not personally benefit from participating in this study.  However, by serving as a subject, you may contribute new information which may benefit patients in the future.

ALTERNATIVES:

State:  You may choose not to participate in the study at all, or you may choose to participate in the study without permitting the release of your photographs, videotapes or audiotapes.

CONFIDENTIALITY:

1.  Specify how recordings will be used and to whom they will be presented.

2.  Specify that recordings/photographs will not be released to anyone else without the participant=s written permission.

COSTS:

To determine the correct liability language for the study, please go to the IRB Forms Page and click on the clipboard icon next to “Costs Language.”


LIABILITY:  (NOTE: You may not modify the language in the liability section without seeking the permission of the ORIO.) 

To determine the correct liability language for the study, please go to the IRB Forms Page and click on the clipboard icon next to “Liability Language – Subject Injury.”

PARTICIPATION:

State:  [Name] (503) 494-####) has offered to answer any other questions you may have about this study.  If you have any questions regarding your rights as a research subject, you may contact the OHSU Research Integrity Office at (503) 494-7887.  

State:  You do not have to join this or any research study. If you do join, and later change your mind, you may quit at any time. If you refuse to join or withdraw early from the study, there will be no penalty or loss of any benefits to which you are otherwise entitled.

Include a statement that the person signing the form will be given a copy (e.g. We will give you a copy of this consent form).

SIGNATURES:

1. The last paragraph should be:  Your signature below indicates that you have read this entire form and that you agree to permit this use of your [photographs, videotapes, or audiotapes].

LEAVE 4 INCHES BETWEEN THE LAST PARAGRAPH AND THE SIGNATURE LINES.
APPROVAL/EXPIRATION STAMP WILL GO HERE.

  





2.  Include signature lines and date lines for the subject and the person obtaining consent, preferably the investigator. 

Consent regulations for drugs and devices require that consent forms be dated at the time they are signed by the subject or subject’s authorized representative [21 CFR 50.27].  

When applicable:
a.  Lines for parent, guardian or legally authorized representative should be included (e.g., children, cognitively impaired, etc.) as well as a line for the description of their relationship to subject.  
b. Signature lines for witnesses are not required by the OHSU IRB, but may be included if required by the study sponsor.
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