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Poster Objective

Discuss regulatory issues in creating 
culturally appropriate tools for recruiting 
MSM volunteers into HIV vaccine efficacy 
trials.



Background

• January 2005-2007 Seattle HVTU 
recruited high-risk MSM for a phase IIb 
HIV vaccine efficacy study

• Study criteria for MSM (last 6 months)
– unprotected anal intercourse with another man and/or
– anal intercourse with 2 or more male sexual partners. 
– Excluded: men who had been in a monogamous 

relationship with an HIV-1 seronegative partner for >1 
year.



Methods

• Specific advertising campaign created 
based on input from MSM community 
members
– Tops and Bottoms ad created

• Community Advisory Board felt ad 
appropriate for recruitment in Seattle MSM 
community

• IRB submission 





FHCRC Regulatory Process

S-HVTU

IRB Chair

IRB Full
Committee

Approved
Possible responses:
• Approved “as is”
• Approved “with 

contingencies”
• “Not approved”

Turn-around approx. 2 wks





Meeting between IRB and HVTU

• HVTU staff invited to meeting
– HVTU Regulatory Coordinator
– Recruiter
– Community Educator 
– Director of Community Education, 

HIV Vaccine Trials Network
• Other ads targeting MSM used as 

examples





Results
• Discussion between HVTU and IRB led to ad 

approval with suggested changes to text

• New expedited process established to 
approve online advertising 
– e-mail submissions to the IRB Assistant Director
– returned approx. five days or less
– precedent for other departments to have an 

expedited approval process for online advertising





Results

• Similar ads submitted and approved
– Approx. 30 ads submitted and approved

• 117 MSM enrolled for phase IIb study in 
Seattle, WA





Conclusion

• Research conducting studies targeting 
MSM need to be proactive with their local 
IRBs

• In Seattle, culturally appropriate 
advertising assisted with high enrollment 
and  helped reach a population that will 
benefit greatly from an HIV vaccine.
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