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	Objectives
To test whether a single, large dose of oral vitamin D3 could improve markers of vascular function and cardiovascular health in healthy South Asian women living in the UK.


	Methods:
Randomised placebo controlled, parallel group, double blinded trial.

Study population

Women of South Asian origin living in the UK for at least 10 years aged 18 or over; free of symptomatic cardiovascular disease, with baseline serum 25OHD levels of <75 nmol/L

Oral vitamin D3 (100,000 units) or placebo administered at baseline; outcome visits at baseline, 4 and 8 weeks 


	Number of patients planned
50

Number of patients analysed
50


	Test product dose
100,000 units vitamin D3 taken orally at baseline


	Duration of treatment
8 weeks (dose at baseline only)


	Reference therapy
Placebo






	Criteria for evaluation

Primary endpoint
Between-group change in flow-mediated dilatation between baseline and 8 weeks

Secondary endpoints
Microvascular endothelial function (response to Ach iontophoresis); Office blood pressure; carotid-radial pulse wave velocity; augmentation index; cholesterol, insulin, glucose (HOMA-IR); 25OHD levels, calcium, PTH; adiponectin, TNFa, CRP, IL-6, PAI-1, tPA, E-selectin

	Statistical methods

Between-group baseline differences were evaluated using Students t-test for normally-distributed variables, Mann-Whitney U test for non-normally distributed continuous variables, and Pearsons chi-squared test for categorical variables. 

For both primary and secondary outcomes, the change between baseline and each follow up timepoint was compared between groups using ANOVA. Further adjustment for baseline covariates was performed as a secondary analysis for the primary outcome of change in FMD.


	Summary conclusions

Results

50 women were randomised, 25 to each group. Mean age was 41 years; mean baseline 25-
hydroxyvitamin D level was 27 nmol/L. 25-Hydroxyvitamin D levels rose in the vitamin D group relative to the placebo group by 4 weeks (16 nmol/L, 95% CI 11 to 21, p < 0.001). There was no improvement in flow-mediated dilatation in the vitamin D group relative to placebo at 4 weeks (0.1%, 95% CI -0.9 to 1.1, p=0.84) or 8 weeks (0.0%, 95% CI -1.4 to 1.4, p=0.98). There was no improvement in cholesterol, insulin resistance or markers of inflammation. Both platelet activation inhibitor-1 and tissue plasminogen activator levels fell significantly in the vitamin D group relative to placebo at 8 weeks.

Conclusion
A single large dose of vitamin D3 did not improve blood pressure or endothelial function in
South Asian women with low baseline 25-hydroxyvitamin D levels
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