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	Summary of trial results



	Trial design and patients


	This was a randomized, open label, controlled, pilot study to examine the outcome of anti-inflammatory therapy with an associated elevated FeNO in chronic cough. Patients presenting a high FeNO (arbitrarily defined as FeNO≥30 ppb) measurement were compared with a contemporaneously recruited group with low FeNO (defined as ≤20 ppb).  
50 non-asthmatic patients with chronic cough were recruited sequentially from a specialist cough clinic.  30 patients with high FeNO (≥30 ppb) were randomised to either two weeks prednisolone 20mg or two weeks montelukast 10mg followed by montelukast 10mg for the subsequent two weeks in both arms. A control group of 20 patients with low FeNO (≤20 ppb) were enrolled who received four weeks montelukast.

	Aims and Objectives


	Compared changes in 24 hours cough counting (using the Hull Automated Cough Counter (HACC)) at baseline after 2 and 4 weeks treatment between three treatment groups with an associated elevated FeNO was the primary endpoint.
Subjective measures of cough were compared using the Hull Airways Reflux Questionnaire (HARQ) and Leicester Cough Questionnaire (LCQ) between the treatment groups at the baseline and after 2 week and 4 weeks treatment. 
Changes in the sputum inflammatory cells were also evaluated.
Correlation between FeNO, blood and sputum eosinophil cell count was assessed.

	Study drug(s)/device


	Montelukast 10 mg film-coated tablet
Prednisolone 20 mg
NIOX VERO machine

	Investigations, results and main findings


	At baseline the average FeNO value in both high FeNO treatment groups was similar (around 60±30 ppb). At the end of the study there was a significant fall in FeNO of approximately 30% in both high FeNO treatment groups (p ˂ 0.005). In the low FeNO group there was no significant change during the study (12 ± 5 ppb).  
Therapy reduced the number of coughs in 24 hours by approximately 50% in both low and high FeNO groups (P<0.005).  
HARQ and LCQ scores also improved significantly (p˂0.005) in all treatment groups.   There was a marked gender difference between groups with the low FeNO group having 90% women whereas the sexes were equally represented in the high FeNO cohort. 
Low FeNO group had more than twice the number of coughs recorded. Again at baseline there was a significant difference in HARQ & LCQ scores between high and low FeNO groups. Patients with low FeNO suffered more from cough symptoms in comparison with patients with high FeNO according to the 24hr cough count, HARQ and LCQ scores.

FeNO value had a strong correlation with blood and sputum eosinophil count (r= 0.79 and r= 0.65 p < 0.001 respectively).  

	Analysis of all non-serious and serious adverse events


	Three patients were withdrawn from the study, one due to an error in the randomization (second arm, high FeNO group) and another two (one from the first arm high FeNO and one from the low FeNO group) due to severe cough associated with montelukast. 
There was no serious adverse events, however seventeen patients %32 reported minor adverts events during the study. Eight patients %16 from First arm (montelukast), one patient %2 from second arm (montelukast+prednisolone) and eight patients %16 from the low FeNO group (montelukast). 2 patients %4 reported severe cough, five patients %10 (four from the first arm high FeNO and one from the low FeNO group) complained of symptoms of upper respiratory infection which was reported previously (1/10) as a side effect of montelukast. 4 patients %8 reported unrelated adverts event.

	Feedback given to participants


	I will send a letter to the participants when the main article fully published.

	Arrangements for the publication or dissemination of the research


	Sadeghi, M. H., Wright, C., Hart, S., Crooks, M. & Morice, A. (2017a) P105 Does feno predict clinical characteristics in chronic cough? Thorax, 72(Suppl 3), A140-A140.

Sadeghi, M. H., Wright, C. E., Hart, S., Crooks, M. & Morice, A. H. (2017b) Does FeNO Predict Clinical Characteristics in Chronic Cough? Lung.
Sadeghi, M. H., Wright, C., Hart, S., Crooks, M. & Morice, A. (2017b) S33 The utility of feno in the differential diagnosis of chronic cough: the response to anti-inflammatory therapy with prednisolone and montelukast. Thorax, 72(Suppl 3), A23-A24.
Our reference: ANAI 2398

 Article reference: ANAI_17-10-0525

 Article title:  Phenotyping patients with chronic cough: Evaluating the ability to predict the response to anti-inflammatory therapy

 To be published in: Annals of Allergy, Asthma & Immunology


Trial Summary Template   v2 - 29.06.16                                                                                                                                      Page 2 of 2

[image: image2.png]Hull and East Yorkshire Hospitals INHS

NHS Trust



