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Reasons for poor asthma control

4: The challenge for clinical trials

Nick May
Head of Healthcare, Healthcare Practice Europe, Middle East, Africa, Hill & Knowlton, London, UK

It is difficult to capture and therefore demonstrate subjective benefit in clinical
trials. Results from trials that can be applied to real world patients are needed.

Limitations of current trials

Treatment recommendations in asthma management guidelines are guided by results of
clinical trials. However, most clinical trials, as currently designed, are limited in focus and
therefore limited in what can be expected from the results.

Factors driving current clinical trials include:
e Regulatory requirements,
e The needs of industry,
« History (what's been done in the past and is therefore still expected),
o Ease of measuring certain endpoints,
e Available technology to measure these endpoints,
e The need to focus on short-term events of asthma,
« The limited number of agents available for treating asthma, and

e« The need to remove all possible confounding factors to allow assessment of the
intervention studied.

The need for trials that apply to real world patients

Only a small percentage (<10%) of patients with asthma seen in primary care would be
eligible for enrolment in the typical double-blind randomised controlled trial."* We need
trial results that can be applied to real world patients.

Drawn from an international panel discussion held in Aberdeen in September 2007 and published in Respiratory Medicine:
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We need:

1. Clinical trials enrolling patient populations reflecting the real world diversity in patients
seen in primary care, including

e wide age ranges,
e presence of comorbidities,
e current smoking,
« differing ethnic origins, and
e cultural diversity.

2. Study of specific asthma phenotypes, such as patients with intermittent asthma
attacks, to identify optimal treatment.

3. Measurement of outcomes that are important to patients, as well as their families, such
as the ability to lead a normal life.

4. Assessment of the cost-effectiveness of interventions for asthma using outcomes that
matter to patients, measures that reflect impact on family and social networks and on
personal issues, such as loss of opportunity.

Need people with
asthma In real life
setting

What are real
Need measures of what people looking for? Do not need repeated

is important to ‘real’ What is of value studies for what
people to them? you already know

Need to know:
-What is effective?
-In what patient?

-In what circumstances?
-How identify?
ow deliver?
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