Date

March 1, 2018
To:

Investigational Review Board

From:



Re:
D2d Interim Supplement Protocol to IRB approved study # ______Vitamin D and Type 2 Diabetes (D2d), version 1.9
Dear ________________,

We are submitting a supplement for the D2d study to be reviewed under an expedited process. The short-term extension allows D2d participants who return for their last scheduled visit of the D2d study to continue on the assigned study pills (vitamin D or placebo blinded) and contribute self-reported data for up to 6 more months while D2d results are being analyzed and the D2d Research Group and NIH explore the feasibility of a long term D2d extension study.
The supplement has been approved by the D2d Executive Committee, Steering Committee, the funding agency (NIDDK) and the study’s DSMB. 
During the extension, participants will receive two phone calls from study staff to assess for diabetes outcomes, non-diabetes outcomes, and adverse events. No new procedures or questionnaires are added and there will be no visits. Therefore, the risk is minimal; hence, the request for an expedited review. The submitted letters are nearly identical to the letters that have been approved before.
Please do not hesitate to contact me with questions.
Signatures

Attachments
· D2di protocol 2018.2.27
· D2di protocol Informed Consent Form 2018.2.27
· D2di letters to participants (after the D2d last scheduled visit):

· 1a: D2di participant, no diabetes after annual D2d LSV
· 1b: D2di participant, no diabetes after semi-annual D2d LSV

· 1c: D2di participant, new diabetes after annual D2d LSV

· 1d: D2di participant, new diabetes after semi-annual D2d LSV

· 1e: D2di participant, prior diabetes after D2d LSV 

· D2di letters to Primary Care

· 2a: D2di PCP, no diabetes after D2d LSV

· 2b: D2di PCP, new diabetes after D2d LSV

· 2c: D2di PCP, prior diabetes, D2d LSV
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