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Effect of Vitamin D3 Supplementation on Severe Asthma Exacerbations in Children With Asthma and Low Vitamin D Levels: The VDKA Randomized Clinical Trial
Authors
Erick Forno, Leonard B Bacharier, Wanda Phipatanakul, Theresa W Guilbert, Michael D Cabana, Kristie Ross, Ronina Covar, James E Gern, Franziska J Rosser, Joshua Blatter, Sandy Durrani, Yueh-Ying Han, Stephen R Wisniewski, Juan C Celedón
Abstract
Importance: Severe asthma exacerbations cause significant morbidity and costs. Whether vitamin D3 supplementation reduces severe childhood asthma exacerbations is unclear.
Objective: To determine whether vitamin D3 supplementation improves the time to a severe exacerbation in children with asthma and low vitamin D levels.
Design, setting, and participants: The Vitamin D to Prevent Severe Asthma Exacerbations (VDKA) Study was a randomized, double-blind, placebo-controlled clinical trial of vitamin D3 supplementation to improve the time to severe exacerbations in high-risk children with asthma aged 6 to 16 years taking low-dose inhaled corticosteroids and with serum 25-hydroxyvitamin D levels less than 30 ng/mL. Participants were recruited from 7 US centers. Enrollment started in February 2016, with a goal of 400 participants; the trial was terminated early (March 2019) due to futility, and follow-up ended in September 2019.
Interventions: Participants were randomized to vitamin D3, 4000 IU/d (n = 96), or placebo (n = 96) for 48 weeks and maintained with fluticasone propionate, 176 μg/d (6-11 years old), or 220 μg/d (12-16 years old).
Main outcomes and measures: The primary outcome was the time to a severe asthma exacerbation. Secondary outcomes included the time to a viral-induced severe exacerbation, the proportion of participants in whom the dose of inhaled corticosteroid was reduced halfway through the trial, and the cumulative fluticasone dose during the trial.
Results: Among 192 randomized participants (mean age, 9.8 years; 77 girls [40%]), 180 (93.8%) completed the trial. A total of 36 participants (37.5%) in the vitamin D3 group and 33 (34.4%) in the placebo group had 1 or more severe exacerbations. Compared with placebo, vitamin D3 supplementation did not significantly improve the time to a severe exacerbation: the mean time to exacerbation was 240 days in the vitamin D3 group vs 253 days in the placebo group (mean group difference, -13.1 days [95% CI, -42.6 to 16.4]; adjusted hazard ratio, 1.13 [95% CI, 0.69 to 1.85]; P = .63). Vitamin D3 supplementation, compared with placebo, likewise did not significantly improve the time to a viral-induced severe exacerbation, the proportion of participants whose dose of inhaled corticosteroid was reduced, or the cumulative fluticasone dose during the trial. Serious adverse events were similar in both groups (vitamin D3 group, n = 11; placebo group, n = 9).
Conclusions and relevance: Among children with persistent asthma and low vitamin D levels, vitamin D3 supplementation, compared with placebo, did not significantly improve the time to a severe asthma exacerbation. The findings do not support the use of vitamin D3 supplementation to prevent severe asthma exacerbations in this group of patients.
Trial registration: ClinicalTrials.gov Identifier: NCT02687815.
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Smoking cessation support delivered via mobile phone text
messaging (txt2stop): a single-blind, randomised trial

Caroline Free, Rosemary Knight, Steven Robertson, Robyn Whittaker, Phil Edwards, Weiwei Zhou, Anthony Rodgers, John Cairns,
Michael G Kenward, lan Roberts

Summary

Background Smoking cessation programmes delivered via mobile phone text messaging show increases in self:
reported quitting in the short term. We assessed the effect of an automated smoking cessation programme delivered
via mobile phone text messaging on continuous abstinence, which was biochemically verified at 6 months.

Methods In this single-blind, randomised trial, undertaken in the UK, smokers willing to make a quit attempt were
randomly allocated, using an independent telephone randomisation system, to a mobile phone text messaging
smoking cessation programme (txt2stop), comprising motivational messages and behavioural-change support, or to
a control group that received text messages unrelated to quitting. The system automatically generated intervention or
control group texts according to the allocation. Outcome assessors were masked to treatment allocation. The primary
outcome was self-reported continuous smoking abstinence, biochemically verified at 6 months. All analyses were by
intention to treat. This study is registered, number ISRCTN 80978588.

Findings We assessed 11914 participants for eligibility. 5800 participants were randomised, of whom 2915 smokers
were allocated to the txt2stop intervention and 2885 were allocated to the control group; eight were excluded because
they were randomised more than once. Primary outcome data were available for 5524 (95%) participants. Biochemically
verified continuous abstinence at 6 months was significantly increased in the txt2stop group (10-7% txt2stop
vs 4-9% control, relative risk [RR] 2-20, 95% CI 1-80-2-68; p<0-0001). Similar results were obtained when participants
that were lost to follow-up were treated as smokers (268 [9%] of 2911 txt2stop vs 124 [4%] of 2881 control [RR 2-14,
95% CI 1.74-2-63; p<0-0001]), and when they were excluded (268 [10%] of 2735 txt2stop vs 124 [4%] of 2789 control
[2-20, 1.79-2-71; p<0-0001]). No significant heterogeneity was shown in any of the prespecified subgroups.

Interpretation The txt2stop smoking cessation programme significantly improved smoking cessation rates at 6 months
and should be considered for inclusion in smoking cessation services.

Funding UK Medical Research Council, Primary Care Research Networks.
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Rural Epidemiology (PURE) study investigators*

o et Summary

Lancet2018,392:2285.97  Background Dietary guidelines recommend minimising consumption of whole-fat dairy products, as they are a source

L T T L T puishedonine of saturated fats and presumed to adversely affect blood lipids and increase cardiovascular disease and mortality

i sepremberts, 2015 Evidence for this contention is sparse and few data for the effects of dairy consumption on health are available from
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77" specific types of dairy products with mortality and major cardiovascular disease.
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S s Methods The Prospective Urban Rural Epidemiology (PURE) study is a large multinational cohort study of
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et ettt e el i@, primary outcome was the composite of mortality or major cardiovascular events (defined as death from
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ARTICLE INFO ABSTRACT

»  Article history. Objective: Postpartum urinary retention (PUR) is an uncommon complication of vaginal delivery, defined «
Received 3 April 2019 as a failure to void spontaneously in the six hours following vaginal birth. The objective of this study was

Received in revised form 1 October 2019 to identify risk factors for PUR in order to provide prompt management.
Accepted 3 October 2019

Study Design: A retrospective, comparative, case-control study, including two groups of 96 patients who 73

delivered vaginally, was conducted at the Women and Children’s University Hospital in Lyon, France.
Keywords Patients were selected based on data extraction from the medical records of the obstetrics and Ca

Vaginal delivery gynecology department. The first group included patients with postpartum urinary retention and the

Postpartum urinary retention : ’ U ey e ’
Riok factors second group, without PUR, was selected randomly, respecting 1:1 matching criteria, paired according to %
3 lément(s) 1 éément séectionne 316 Ko Bladder dysfunction the year of delivery and patient’s age at delivery.
o 10 Results: Logistic regression analysis found that instrumental delivery (OR 13.42, 95%Cl [3.34;53.86],

101172020 p=0.0002), absence of spontaneous voiding before leaving the delivery room (OR 6.14, 95%Cl

[2:56:14.73], p <0.0001), no intact perineum (OR 3.29, 95%CI [1.10;9.90], p = 0.03) and vulvar edema or
perineal hematoma (OR 8.05, 95%Cl [1.59;40.67], p=0.01) were independent risk factors associated
with PUR.

Conclusion: The present study identified risk factors for PUR that should be taken into consideration as
soon as delivery is over in order to implement appropriate management. Future studies are needed to
assess the contribution of early systematic bladder scanning in patients with risk factors for early
diagnosis of PUR.

© 2019 Elsevier B.V. All rights reserved.





