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Question Controlled human exposure studies on sensory irritation effects are usually performed
with healthy volunteers. Therefore, in most studies pre-screening by a health questionnaire and a
detailed medical examination are combined. The aim of this report is to proof whether self-reported
information about smoking and health status is sufficient or whether additional clinical tests are
necessary for a successful and safe enrollment of healthy volunteers.
Methods A total of 409 volunteers (55% female; 17-57 years; 79% non-smoker) completed the
health questionnaire. Medical examination included electrocardiogram, blood and urine screening
and an olfactory function test. Atopy status was assessed by skin prick (SPT) or specific IgE testing.
Lung function and a methacholine challenge test were performed to assess respiratory health and
bronchial hyperresponsiveness.
Results In total, only 107 non-smoking volunteers (58% female, 19-40 years) reporting no
respiratory diseases, allergies or chronic illnesses could be selected in the detailed medical
examination. Eight subjects were excluded due to positive cotinine tests, laboratory test results
outside the reference range, or an atypical electrocardiogram. In 12 subjects, obstruction or a
bronchial hyperreactivity were diagnosed. Among the remaining 87 healthy subjects 26 were
classified as atopic and 2 were diagnosed hyposmic.
Conclusion Although young and non-smoking volunteers considered healthy by questionnaire,
20% showed signs of a heart, liver or airway disease and additional 24% were classified as atopics.
This suggests that more detailed clinical testing may be necessary to safely exclude those who may
react with an adverse health response to controlled exposure with sensory irritants.
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