[bookmark: OLE_LINK1]Date		May ##, 2014

To:		Investigational Review Board
		
From:		

Re:	Amendment to IRB study # __________Vitamin D and Type 2 Diabetes (D2d)
 
Dear ________________,

We are submitting a revision to the D2d study protocol.  No changes have been made to the informed consent form. 

The following lists the changes in the order they appear in the new protocol (version 1.6, date 2014.5.1). The changes are also summarized in the protocol itself (page 6).

1.	The Synopsis section was changed to reflect protocol changes.

5.	Inclusion/exclusion criteria were clarified as follows: 

Criterion 2: Reduced lower age criterion to ≥ 25 years for people of the following races: American-Indian, Alaska Native, Native Hawaiian or Other Pacific Islander.

Criterion 5b: added “at the baseline visit.” 

Criterion 6: added “symptomatic and asymptomatic (i.e., by radiographic criteria)” nephrolithiasis. 

Criterion 9:  Modified criterion to allow for a range (8-12 weeks) in the washout time period for people participants who are taking vitamin D supplements at total doses higher than 1000 IU/day.

Other	Various language improvements throughout the document were made to improve clarity and maintain internal consistency of the document.


Attachments
· Protocol version 1.6, 2014.5.1 
· Protocol version 1.6, 2014.5.1_REDLINED (PDF)
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