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What is advocacy?

« OBJECTIVES: What do you want?
« AUDIENCES: Who can give it to you?
« MESSAGE: What do they need to hear?

« MESSENGERS: Who do they need to hear it
from?

« DELIVERY: How can we get them to hear it?

Jim Shultz, The Democracy Center
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1. OBJECTIVES: What do you want?

Any advocacy effort must begin with a sense of its goals. Among these goals some distinctions are important. What are the long-term goals and what are the short-term goals? What are the content goals (e.g. policy change) and what are the process goals (e.g. building community among participants)? These goals need to be defined at the start, in a way that can launch an effort, draw people to it, and sustain it over time. 

2. AUDIENCES: Who can give it to you?

Who are the people and institutions you need to move? This includes the those who have the actual formal authority to deliver the goods (i.e. legislators). This also includes those who have the capacity to influence those with formal authority (i.e. the media and key constituencies, both allied and opposed). In both cases, an effective advocacy effort requires a clear sense of who these audiences are and what access or pressure points are available to move them.

3. MESSAGE: What do they need to hear?

Reaching these different audiences requires crafting and framing a set of messages that will be persuasive. Although these messages must always be rooted in the same basic truth, they also need to be tailored differently to different audiences depending on what they are ready to hear. In most cases, advocacy messages will have two basic components: an appeal to what is right and an appeal to the audience's self-interest.

4. MESSENGERS: Who do they need to hear it from?

The same message has a very different impact depending on who communicates it. Who are the most credible messengers for different audiences? In some cases, these messengers are "experts" whose credibility is largely technical. In other cases, we need to engage the "authentic voices" who can speak from personal experience. What do we need to do to equip these messengers, both in terms of information and to increase their comfort level as advocates?

5. DELIVERY: How can we get them to hear it?

There is wide continuum of ways to deliver an advocacy message. These range from the genteel (e.g. lobbying) to the in-your-face (e.g. direct action). Which means is most effective varies from situation to situation. The key is to evaluate them and apply them appropriately, weaving them together in a winning mix. 
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As classrooms became laboratories for testing the Salk vaccine,
children were transformed into scientific pioneers.




Celebrity Champions Matter: Jonas Salk to Jonas Brothers?

Elvis gets vaccinated during a
polio vaccine
promotion campaign, 1956.



What are our objectives?

= Funding for adolescent research

= Scientific Agenda

= Political support

= Community understanding, involvement and support by parents
= Clinical trial capacity

= Coordination

= A truly comprehensive, integrated and sustained response to the
epidemic must include adolescents.



Challenges

= Money, money, money — why advocacy and policy always seems to focus on
financing...and why that's not enough.

= As if the science weren't hard enough — building political and community
commitment may be even harder

= |f we build it, will they will come? — its not the product; it's the getting it used
= Advocacy for products that to do exist and for those that don't yet

= When advocacy gets out front of the science — and dealing with scientific
setbacks

= Breaking false dichotomies. When we get to a fork in the road, take it.

= Engaging skeptics, social convervatives and potential opponents.



Who iIs the audience?

= There is consensus within the HIV prevention field that adolescents
are at risk, should be among the first recipients of new products
and, therefore, need to be included in trials.

= Yet adolescents are the missing cohort — with important exceptions
being Glenda Gray and Linda-Gail Bekker’s work in South Africa
and in the Connect2Protect (C2P) program in the US

= Our audiences are funders, sponsors, researchers, policy makers,
civil society, adolescents and parents, and product developers.
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What is the benefit.  In 2005 approximately 2400 13 to 24 year olds were diagnosed with AIDS.  This represents 1/100 of 1% infection. Compare to Pertussis or Heb B infection rates for 13-25 years olds at approximately 18-20,000. 



In the United States, children 17 years old or younger are at lower degree of risk of HIV infection than are adults. Discuss infections in < 25 years


What is the Message?

= Trials are Scientifically, Ethically and Morally Necessary:
= Build political and community support for US trials.
= Trials are Feasible:

= Learn from HPV and HSV trials - successful
adolescent trials for other interventions.

= Trials are Safe:

= Engage parents, social conservatives and other
skeptics.
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The Need for Adolescent Trials in the US
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Building on Successful Strategies

" Two pharmaceutical companies — Merck & Co. and
GlaxoSmithKline (GSK) — have tested preventive vaccines for
other sexually transmitted diseases among thousands of
adolescents — and even children as young as nine.

= These companies prove that it is possible to enroll large numbers
of adolescents in trials of STD vaccines and provide important
lessons for the HIV prevention field about how to do it.



GSK’s HSV Vaccine

= GlaxoSmithKline is now testing its herpes simplex
vaccine among in girls, aged 10 to 17.

= The NIH funded trials are being conducted in in Europe,
as well as in the U.S., Canada and Australia.

= The trials are scheduled to end later this year with
results to be released sometime in 2010.

= [ntroduction may provide a better example to the HIV
prevention field than HPV.



Engaging Parents and other Skeptics

= We share the ultimate goal to reduce risk.
= We can identify the benefits to adolescents.

= Trials can be designed to address concerns.
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In 2006, AVAC interviewed 9 bio-ethicists active in pediatric IBS or as advisory panel members on a confidential basis for up an hour.  Described Phase protocol involving either the current Merck Ad5 vaccine or the VRC vaccine.  Similar safety profile. Pain at the injection site. Fever. Phase I, not an efficacy



Disinhibition. Because these are teenagers. Studies showing  no risk increase for trial participants were not thought to be translatable to adolescents.



Seriopositivity. Parallel testing system was not thought to be useful to adolescents. Preference for non-envelope vaccine candidates such as Merck candidate



Concern that although this is not an efficacy trial, those adolescents enrolled would in fact be those at risk.







The current HIV vaccine candidates have a safety profile in adults that supports the view that they would be of low risk to adolescents. Favorable safety data in adults was thought to be an important precursor to consideration of an adolescent trial. 

If they need example of Section 407 approval.  Discuss Dryvax.

In 2002, public comment was sought on a study from Harbor-UCLA Medical Center that involved testing of diluted Dryvax smallpox vaccine in children.9 Most of the expert reviewers thought that the study should be approved, but some regarded it as unnecessary or worried about dangers of transmission of the virus used in the smallpox vaccine to others. The Secretary of DHHS did not approve the study. 


AVAC Consultation with BioEthicists

In 2006, AVAC interviewed a number of pediatric bio-ethicists
about the steps they believed would be necessary to protect
adolescents in a HIV vaccine trial.

1.
2.

Expanded counseling to reduce the risk of disinhibition;

Improved testing procedures or vaccine selection to reduce the
risk of vaccine-induced seropositivity;

Limiting the age to older adolescents;
Institution of consent monitoring procedures; and

Exclusion of adolescents with low parental involvement and
support.
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Most of those surveyed believed that if risk could be reduced then HIV vaccine trials of adolescents could be approved as “presenting the prospect of direct benefit” under DHHS §46.405. 


How can the Messengers be Heard?

Articulating a powerful moral foundation is essential.
Cultivate and sustain exceptional champions
Effective communications is essential to advocacy

Don't fall in love with one intervention —the goal is preventing
Infections and ending the epidemic

Look for unlikely allies
Be opportunitistic.

Do the work and share credit



AVAC Literature

= Adolescents: the missing cohort in AIDS Vaccine Trials - Getting the Global
House in Order. AVAC Report, 2004.

= Adolescents and AIDS Vaccine Research in the United States, Audrey Smith
Rogers; Testing STD Vaccines in Young People: How it's Done, Huntly Collins;
Adolescents in HIV Vaccine Trials: Perspective from Botswana, Tonya L.
Villafana, Nthabiseng Phaladze, Christine Stegling, Rupert Hamblra, Peninah
Thumbi, Joseph Makhema, AIDS Vaccine Handbook, 2005.

= Can HIV Vaccines Be Tested in Adolescent Cohorts in the United States? A
Discussion of the Issues Surrounding IRB Review of Adolescent Trials.
(Presentations PRIMER 2007, AIDS Vaccine 2007)

Available at www.avac.org.
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