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Which SCIDs Require Preregistration?

These SCIDs require preregistration:

o [The "Ato 22" of COPD: A Pragmatic Approach to
Management of COPD Geneotypes, Phenotypes, and
Comorbidities

¢ Acute Exacerbation of COPD: Practical Strategies to
Improve Outcomes and Reduce Readmission Rates

e Chronic Thromboembolic Pulmonary Hypertension:
Background, Evolution, and Management

¢ Counseling on Tobacco Cessation (Tuesday session
only])

« Hot! Hot! Hot! Drug-Related Hyperthermia in the [CU
(Tuesday session only)

« |diopathic Pulmonary Fibrosis Update

s What's New in Pulmonary Artenal Hypertension?
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Thorax. 2013 Sep 12. doi: 10.11364horaxjnk-2013-203357. [Epub ahead of print]

Design of the Subpopulations and Intermediate Outcomes in COPD Study (SPIROMIC S).

Couper D, Lavange LM, Han M, Barr RG, Bleecker E, Hoffman EA, Kanner B, Kleerup E, Marinez FJ, Woodruff PG, Rennard 5; for the SPIROMICS Research
Sroup.

Collaborators (24)
Department of Biostatistics, University of North Carolina at Chapel Hill, , Chapel Hill, North Carolina, USA.

Abstract

Subpopulations and Intermediate Outcomes in COPD Study (SPIROMICS) is a multicentre observational study of chronic obstructive pulmonary
disease (COPD) designed to quide future development of therapies for COPD by providing robust criteria for subclassifying COPD participants into
groups most likely to benefit from a given therapy during a clinical trial, and identifying biomarkers/phenotypes that can be used as intermediate
outcomes to reliably predict clinical benefit during therapeutic trials. The goal is to enrol 3200 participants in four strata. Participants undergo a
baseline visit and three annual follow-up examinations, with quarterly telephone calls. Adjudication of exacerbations and mortality will be undertake

KEYWORDS: COPD Exacerbations, COPD epidemiology, Emphysema, Imaging/CT MR etc
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Abstract

Background

The pathogenesiz of COPD 15 complex and remams poorly understood. The European
Respiratory Society Study on Clhromye Obstructive Pulmonary Dhsease (EUROSCOP)
mvestgated long-term effects of budesomde; 18% of the COPD participants were atopic. 5o
far effects of atopy on the long-term cowrse of COPD have not besn elcidated.

AMerthods

Factors related to the presence of atopy (posiive phadiatop) m 1277 muld-to-moderate COPD
patients parhcipating 1 EUROSCOP were analvsed using regression analy=is. Incidence and
remission of respiratory symptoms dunng 3-vear follow-up were analysed using generahized
estmating equations models, and association of atopy with lung funchon decline using hinear
muxed effects models.

Results

Independent predisposing factors associated wath the presence of atopy were: male gender
(OF:- 2.21; 95% CL: 1.47-334), overweight'obese (O 1.41; 95% CI: 1.04-1.92) and lower
age (OF: 0.98; 93% CI: 0.96-099). Atopy was associated with a higher prevalence of cough
(OF:- 1.71; 95% CL 1.26-2.34) and phlegm (ORK.: 1.50; 95% CI: 1.10-2.03), but not with lung
function levels or FEV; declme. Atopic COPD patients not treated with budesomde had an
mereased meidence of cough over tume (OR: 1.79, 95% CI: 1.03-3.08, p = 0.038), wiale
those treated with budesomide had mmcreased remms=zion of cough (OR: 1.93, 95% CIL: 1.11-
3.37, p=0.02) compared to non-atopic COPD patients.

Conclusions

Atopic COPD patents are more hkely male have overweight'obesity and are vounger as
compared wath non-atopic COPD patients. Atopy 1n COPD 15 associated with an mereaszed
meidence and prevalence of respwatory svmptoms. If atopic COPD patents are treated with
budesomde, thevy more often show remission of symptoms compared to non-atopic COPD
patients who are treated wnath budesomde. We recommend meluding atopy in the diagmostic
work-up and management of COPD.
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Methods

We did two replicate double-blind parallel-group 1 year trials. Both studies began on Sept 25, 2009, Study 1 ended

on Oct 31, 2011, and study 2 on Oct 17, 2011. Eligible patients were aged 40 years or older, had a history of
OPD, a smoking history of 10 or more pack-years, a ratio of forced expiratory volume in 1 s (FEV,) to forced

tal capacity of 0-70 or less after bronchodilators (and an FEVy of 70% or less of predicted), and a documented
St

istory of one or more moderate or severe disease exacerbations in the year before screening. Patients were
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Once-daily inhaled fluticasone furoate and vilanterol
versus vilanterol only for prevention of exacerbations of
COPD: two replicate double-blind, parallel-group,
randomised controlled trials

Mark T Dransfield MD 2 1, Jean Bourbeau MD b, Prof Paul W Jones PhD ¢, Nicola A Hanania MD 4, Prof Donald A

Mabhler MD &, Prof Jergen Vestbo DMSc f g h, Andrew Wachtel MD i, Fernando J Martinez MD i, Frank Barnhart
DVM k; Lisa Sanford MSc ! %, Sally Lettis PhD !, Courtney Crim MD k, Prof Peter MA Calverley DSc m

rimary endpoint was the yearly rate of moderate and severe exacerbations. The trials were analysed separately
nd a pooled analysis was also done. These trials are registered with ClinicalTrials.cov (NCT01009463 and
CTO1017952).

indings
522 patients in study 1 and 1633 patients in study 2 were randomly assigned. In study 1, no significant
ifference in exacerbation rate was noted between the 200/23 pg fluticasone furoate/vilanterol group and the
lanterol only group (mean 0-90 events vs 1-05 events per year; ratio 0-9 [95% CI 0-7—1-07). Because of the
atistical hierarchy used, we could not infer significance for the 50 pg and 100 pg groups. In study 2,
gnificantly fewer moderate and severe exacerbations were noted in all fluticasone furoate/vilanterol groups
1an in the vilanterol only group (p=0-0398 for the 50 pg group, 0-0244 for the 100 pg group, and 0-0004 for the
00 pg group). In the pooled analysis, significantly fewer moderate and severe exacerbations were noted in all
~Uticasone furcate/vilanterol groups than in the vilanterol only group (0-0141 for the 50 pg group, <0-0001 for
the 100 pg group, and 0-0003 for the 200 pg group). Masopharyngitis was the most frequently reported adverse
event in both studies. Pneumonia and fractures were reported more frequently with fluticasone furoate and
vilanterol than with vilanterol alone. Eight deaths from pneumonia were noted in the fluticasone
furoate/vilanterol groups compared with none in the vilanterol only group.

Interpretation
Addition of fluticasone furoate to vilanterol was associated with a decreased rate of moderate and severe

exacerbations of COPD in patients with a history of exacerbation, but was also associated with an increased

preumonia risk.
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