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Body: Pharmaceutical trials are reliant on accurate data to meet endpoints and eventual registration. Using
standardised equipment, well trained technicians' and over-readers? can improve data quality; however the
patient factor is significant when low values are expected for COPD patients struggling with an
exacerbation. In an international multicentre trial, 91 COPD patients (Gold Il — IV) with an exacerbation were
enrolled into the trial. Spirometry was performed at both the initial emergency admission and subsequent
sessions using the Vitalograph Spirotrac Spirometry System with trial specific software and over-reading.
The repeatability for both FEV1 and FVC was calculated as the difference between the two highest
acceptable readings from a total of 672 sessions. The mean figures for each country's repeatability (Fig 1)
are within the ATS/ERS recommendation of both 100ml and 150ml.

Overall the majority of the manoeuvres met the ATS/ERS 150 ml criteria FVC 96% and FEV, 99% with just
4% FVC and 1% FEV, of the manoeuvres outside the limit. With standardised equipment, well trained
technicians and independent over-readers, patients with COPD exacerbations and low volume manoeuvres
were able to produce accurate and reliable data in this clinical trial. 1. MR Miller et al. ATS/ERS Task Force:
Standardisation of Spirometry, ERJ 2005;26:319-338 2. AJ Harrison et al. Quality control of respiratory
measurements in global trials. ERJ 2006;28:550,984.
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