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	ADVERTISING APPROVAL CHECKLIST




	IRB-HSR #:      
	PI Name:      

	Protocol Title:       

	1.
	Is this advertisement in its final form?

  If No, will anything other than official UVa logos or formatting by the Marketing and Communications Department (e.g. music, photos) be added to the add?
	 FORMCHECKBOX 
YES
         FORMCHECKBOX 
 NO
 FORMCHECKBOX 
YES
         FORMCHECKBOX 
 NO


	2.
	Where will this ad be used?
	Indirect Contact:  

 FORMCHECKBOX 
  Comcast Cable Public Service Announcement

 FORMCHECKBOX 
  Poster/Flyers/Brochure-

 FORMCHECKBOX 
  Newspaper/Journal Ads-

 FORMCHECKBOX 
  Internet (non-UVa)
 FORMCHECKBOX 
  Group email 
 FORMCHECKBOX 
  Television

 FORMCHECKBOX 
  Radio

 FORMCHECKBOX 
  UVa Health System Subject Recruitment Website
	Direct Contact by a UVa researcher 
 FORMCHECKBOX 
 Recruitment letters
 FORMCHECKBOX 
 Telephone Contact Script

 FORMCHECKBOX 
 Other direct contact (describe):     


	If UVA Health System Subject Recruitment Website is checked above, enter the following from the lists located in the subject recruitment website.
Medical Area: 1)        2)      
Key Words:    1)         2)        3)      
Key Word not from approved list:  1)        2)      


In addition to IRB-HSR approval,  Marketing Communications must also approve advertisements that will be posted outside of UVa (e.g. newspaper, radio, TV).
CONTACT INFORMATION

Provide contact information for a representative who can answer any questions that the IRB might have concerning this submission:  The approval will also be sent to the person listed below. 

Contact Name:      


 
Phone Number:       



E-Mail Address:      

  
Messenger Mail:      


________________________________________________________________________________

Select how you would like the IRB to send the appropriate Approval or Receipt of Acknowledgment to you.

 FORMCHECKBOX 
  Return reply in messenger mail

 FORMCHECKBOX 
  I will pick up reply at Davis 5- Room 5293 Pick up Box

 FORMCHECKBOX 
  I will pick up reply from Morton Drive

If a reply is not picked up within 5 weekdays the reply will be sent to contact via Messenger Mail
	FOR IRB-HSR USE ONLY


Mark the boxes below as N/A if the ad is paid for directly by the sponsor and no money comes through UVa.
	YES
	NO
	NA
	QUESTION

	* FORMCHECKBOX 

	  FORMCHECKBOX 
 
	 FORMCHECKBOX 

	Does the ad include the IRB-HSR#?

	* FORMCHECKBOX 

	  FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the advertisement make clear that subjects are being recruited for research?

	  FORMCHECKBOX 

	* FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the message of the advertisement have the potential to contribute to confusion between research participation and standard clinical care?

	* FORMCHECKBOX 

	  FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the advertisement disclose important features of the study design that may influence enrollment: e.g. the use of placebos or the requirement for prior medication withdrawal?

	* FORMCHECKBOX 

	  FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the advertisement mention UVA and the person’s name or division to contact?

	  FORMCHECKBOX 

	* FORMCHECKBOX 

	 FORMCHECKBOX 

	Does anything in the ad (e.g. background photos, sounds,) alter the interpretation of the ad?

	* FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Are all personnel listed on the ad in the IRB-HSR database for this protocol?

(If no, obtain permission from PI or study coordinator to add them as a sub investigator and verify they have completed training.)

	  FORMCHECKBOX 

	* FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the ad offer FREE care/treatment?

	* FORMCHECKBOX 

	  FORMCHECKBOX 

	 FORMCHECKBOX 

	Are all drugs and devices listed as not investigational if not FDA approved for indication/dose/route of administration if applicable? 


	1.
	Are the answers above in the boxes with the asterisk answered NA?

· If YES, go to #2

· If NO, discuss problems with PI, so that appropriate changes can be made.
	 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO

	2.
	Is the ad in its final copy except for the addition of a UVA Logo or formatting by the Marketing Communications?

· If YES, process an Approval Form and stamp the ad itself with an approval/expiration stamp.  
The expiration date should be 5 years from the date of this approval. .
· If NO, process a PENDING APPROVAL Form and stamp the ad itself with an approval/expiration stamp.  
The advertisement must be returned to the IRB-HSR for final approval once in its final form.  
	 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO

	3.
	Advertisement approved?
	 FORMCHECKBOX 
 YES   FORMCHECKBOX 
NO   FORMCHECKBOX 
 PENDING


Approval Comment 
For all protocols insert the following:  

Modification expedited:  Minimal risk/minor change:  Approval of advertising for      
Is this is an approval for a DIRECT CONTACT method of recruitment?          FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO 
IF YES, insert the following 
Waiver of HIPPA Authorization for recruitment is approved under 45CFR164.512 (i)( 2).
If inserted, check the box entitled "Waiver of Consent/ HIPAA Authorization" on the Regulatory page of IRB Online for this protocol AND choose the pull down option of "45CFR164.512 (i)( 2)"
In addition, add the following comment to the Comment Field on the Main Page of IRB Online : ; Waiver of HIPAA Authorization approved for recruitment.
Will the study team will be asking screening questions?       FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO 
IF YES, insert the following:

Waiver of Documentation of Consent for screening questions approved under 45CFR46.117 (c)
Will the study team will be asking screening questions orally that include health information?        FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO
IF YES, insert the following:

Alteration of HIPPA Authorization to allow for oral authorization for screening questions is approved under 45CFR164.512 (i)( 2).
Will the study team be obtaining answers to screening questions via a written document?  

 FORMCHECKBOX 
YES
  FORMCHECKBOX 
NO 
IF YES, insert the following:

Study team will obtain a signed HIPAA Authorization. 
NOTE:  This is for recruitment only.  
If study team is modifying study to obtain only verbal consent for the entire study they must modify the protocol. 
     







     
IRB-HSR Director/Designee
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