[bookmark: OLE_LINK1]Date		January ##, 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 and the associated D2d study informed consent form.  

The following lists the changes in the order they appear in the new protocol (version 1.5, date 2014.1.6). The changes are also summarized in the protocol itself (page 6).

1.	The Synopsis section and Schedule of Procedures table were changed to reflect protocol changes.

5.	Inclusion/exclusion criteria were clarified as follows: 
· BMI range increased to 24.0 (22.5 for Asians) to 42.0 inclusive [criterion 3]. 
· Volunteers with squamous cell cancer of the skin, which was completely excised and with no evidence of metastases are eligible [criterion 19]. 
· Epidural or intra-articular glucocorticoid injections are not exclusions, but study visits need to be conducted at least a week after the injection. Persons with adrenal insufficiency treated with physiologic doses of glucocorticoids who are otherwise stable are not excluded [criterion 20].

6.5	Screening glycemic criteria were modified to allow for sites to develop and use site-specific algorithms to maximize the randomized-screened ratio.

A combined screening/baseline visit is allowed if a potential participant has glycemic tests (FPG and HbA1c), measured at the local laboratory outside of D2d, that meet the screening criteria.

10.1.1	Nausea and vomiting have been added to the risks of the oral glucose tolerance test as these are known, rare adverse effects of the glucose solution.

Other	Various language improvements throughout the document were made to improve clarity.

The following changes were made in the D2d Informed Consent Form

· Description of study pill contents was corrected to accurately reflect the inert contents of the study pills.
· Notations were added stating the screening and baseline visit may be combined into one visit and that the physical examination may occur at the randomization visit.
· Nausea and vomiting were added to the risks of the oral glucose tolerance test,


Attachments
· Protocol version 1.5, 2014.1.6 
· Protocol version 1.5, 2014.1.6_REDLINED (PDF)
· Revised D2d study informed consent form, version 1.5, 2014.1.6 
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