Date

August XX, 2017
To:

Investigational Review Board

From:



Re:
Amendment to IRB study # ______Vitamin D and Type 2 Diabetes (D2d), version 1.9
D2d Non-Diabetes Outcomes Supplement
Dear ________________,

We are submitting a Supplement to the D2d study protocol and a revision to the D2d study protocol. 
Both have been approved by the D2d study Data Safety Monitoring Board.
1. The following changes have been made to the protocol (version 1.9, date 2017.7.11). The changes are also summarized in the protocol itself (page 6).  

· Scheduled of Procedures has been updated to reflect changes.

· 8.1, 8.2 Clarifications were made in regards to the End-of-Study (EOS) visit. The last scheduled visit (semi-annual or annual) will serve as the end-of-study visit. At the end-of-study visit, activities will include those that would occur at the scheduled semi-annual (e.g., fasting labs) or annual visit (e.g., OGTT). Thus, the medical examination and physical examination at the EOS visit are replaced with interim medical history. 

· There is no interim phone call at 6 weeks after the EOS visit. 

· 9.1 Clarifications were made in regards to the assessment for diabetes at the EOS visit. At the EOS visit, the procedures for the scheduled (semi-annual or annual) visit will be completed and the respective algorithm (Figures 9.1.1 and 9.1.2) will be followed to assess for incident diabetes. 

· 11.1 Modifications were made to Table 1.

The informed consent has not been changed.
2. We are also submitting a supplement to the ongoing D2d study. The D2d study is the largest modern trial enrolling participants with prediabetes. This supplement will evaluate the effect of vitamin D supplementation on incident cancer and CVD and define the cancer and cardiovascular disease (CVD) risk in people with prediabetes.

Briefly, at future scheduled study encounters (4 times/year), cancer and CVD outcomes will be assessed by asking a few simple questions similar to the questions participants are asked at these encounters about changes in their health to assess for Adverse Events. Once a participant has responded positively to a question, site staff will collect relevant information and the event will be adjudicated. 

Please do not hesitate to contact me with questions.

Attachments
· D2d protocol v 1.9, Redlined PDF
· D2d protocol v 1.9, Clean version
· D2d study Non-diabetes Outcomes Supplement, June 5, 2017
· Appendix A, D2d Non-diabetes Outcomes Supplement, Data Collection Initial

· Appendix B, D2d Non-diabetes Outcomes Supplement, Data Collection Subsequent 
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