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<GP NAME AND ADDRESS> 


The Effect of High-Dose Vitamin D3 on 28-Day Mortality in Adult Critically Ill Patients with Severe Vitamin D Deficiency
The UK Arm of a Multi-Centre, Placebo-Controlled Double-Blind Phase III Randomised Controlled Trial
VITDALIZE UK


	RE: <PATIENT NAME>     
	DoB:
	NHS No.:


           				 
Dear GP NAME,

Please be advised that that during their recent admission to our hospital your patient, <INSERT NAME> consented to participate in a research study to investigate if high dose of vitamin D improves patient outcomes and is cost-effective, in comparison to the placebo in severely vitamin D deficient (25(OH)D ≤12ng/ml (30nmol/L)) critically ill patients admitted to an intensive care unit. The VITDALIZE UK Trial is placebo-controlled, double-blind, randomised controlled trial comparing vitamin D3 against placebo. The study has been granted research ethics committee approval by South Central – Oxford C Research Ethics Committee.

Based on the screening completed as part of the trial, your patient was identified as eligible and was randomised into the VITDALIZE UK Trial.

Your patients vitamin D level was: ……………….

This means they will have received either vitamin D3 or placebo. 

Vitamin D3
If the patient was randomised into the vitamin D3 arm they would have received a loading dose of 540,000IU and commenced on a daily dose of 4000IU (10 drops) daily for 90 days. 

Placebo
If your patient was randomised into the placebo arm, they would have received a loading dose of 37.5ml of medium chain triglyceride (MCT) and commenced on a daily dose of 10 drops daily for 90 days.  


We ask that no additional vitamin D testing or vitamin D supplementation above the current recommended daily allowance (400-800IU) is provided to your patient until they have completed their trial medication. 
Your patient will complete their trial intervention (day 90) on __/__/__ 
[bookmark: _GoBack]You can then re-test for vitamin D deficiency at your discretion and replace as per national guidance and your practice.
As part of the trial, your patient will be followed up at 12 months.

To facilitate the collection of follow up data, we may contact you/ your surgery to ascertain any changes in the patient’s circumstances prior to their trial follow up visit.

If you have any concerns, questions or would like any further information regarding the research, please get in touch with the University of Birmingham Clinical Trials Unit who are the co-ordinators for this project. We can be contacted on 0121 415 8445 or by email at vitdalize@trials.bham.ac.uk (please note that this is not a secure email address so patient identifiable information should not be sent). 

Yours sincerely, 


ENTER PRINCIPAL INVESTIGATOR DETAILS HERE
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