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Poster Objective

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

trials.




Background

e January 2005-2007 Seattle HVTU

recruited high-risk MSM for a phase Ilb
HIV vaccine efficacy study

e 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

e 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

e |IRB submission




tops &
bottoms

WANTED

Help us fight HIV. e need Hiv-negative
wolunteers who are 18-45 to take part in a paid HY
watcing research study. You can't get HIW from the
waccings, but you can help us beat an epidemic .

[f wou are a man who has sex with other men and
have had more than one sex patner inthe past &
rmonths, please call us at 206.66F 2300 to see if you
gjualify for our study.
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TRIALS UNIT ® SEATTLE
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FHCRC Regulatory Process

aS-HVTURE

Possible responses:
* Approved “as is”

e Approved “with
contingencies”

Approved

* “Not approved” IRB Ch a| r J
Turn-around approx. 2 wks

IRB Full
Committee
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Meeting between IRB and HVTU

« HVTU staff invited to meeting
— HVTU Regulatory Coordinator
— Recruiter
— Community Educator

— Director of Community Education,
HIV Vaccine Trials Network

e Other ads targeting MSM used as
examples




The Link between HIV &

Knowing your herpes
status may keep you

HSV-2 is the virus that causes genital hery HIV n eg ative.
If you have HSV-2, or want a free test to find

The Link Study We’ll test you for free
as part of a University
of Washington

206'520'3800 research study.

Participants receive:
*Free herpes treatment

*Free STD counseling
and treatment

*Free HIVISTD testing
*Free condoms

and lube

plus, compensation
for your time

©Steven Miller 2004, www.smilbersss.com




Results

e Discussion between HVTU and IRB led to ad
approval with suggested changes to text

 New expedited process established to

approve online advertising
— e-maill 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
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Results

e Similar ads submitted and approved
— Approx. 30 ads submitted and approved

e 117 MSM enrolled for phase Ilb study In
Seattle, WA
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Help fight HIV! Take partin a
paid study to help find an HIV
jaccine. Call today

206.667.2300
www.seattlevaccines.org




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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