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Where are our Current Participants Coming from

Screened Randomized
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Recruitment and Enrollment Goals

Projected at Study Start Current, Actual




Recruitment and Enrollment Goals

Projected for Current
(Midway) Current, Actual




2052 Completed screening !

51% 2
7 Eligibility after baseline is pending
408 Did not meet baseline eligibility criteria
404 Did not meet pre-diabetes criteria 10éa Conpeien bisssine.?
3 Hypercalciuria
1 Other 57%*
5 Withdrew consent / not interested
2 Did not keep randomization appointment
28 Eligible and waiting to be randomized
594 Random ized 5
(intention-to-treat group)

0 Eligibility after screening is pending
879 Did not meet eligibility criteria
711 Did not meet prelim pre-diabetes criteria
33 Ineligible age or body mass index
23 Vitamin D supplement use
40 Abnormal laboratory tests
16 Hypercalcemia
7 Low GFR
14 Anemia
3 Abnormal liver test
72 Other [see report table 3.2)
53 Withdrew consent / not interested
15 Did not keep baseline appointment

61 Eligible and waiting for baseline visit

1Completed saeening =had a screening vist date, i.e., [screening visdat) date enteredin EDC
PercentofthosethatcompletedSCRvisitthatqualifiedand completed BAS visit.

* Cornpleted basdine = has a baseline visit date, ie, [baseline visdat] enteredin EDC
“PercentofthosethatcompletedBASvisitthatwererandomized.

*Randomized =(NEWBTLYN=1[yes]inrandomization)
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An Anecdote (MedStar Health team)
September 2014
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Screening | Baseline (central) | Baseline (repeat,
(local labs)

Alc% | FPG Alc% | FPG 2h glu Alc FPG 2h
mg/dl mg/dl | mg/dl mg/dl | glu
mg/dl

Pt1 101 119 137

Pt2 6.1 98 55 97 128

Pt3 6.0 97 58 92 72 6.0 89 47
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D2d Universe Is a Subset of the Prediabetes Universe

Prediabetes

- 86 million
-37% of US adults > 20 years
-51% of US adults >65 years

D2d Subset: 2 out of 3
of prediabetes criteria

(?by D2d screening
data: ?760%, or 51.6
million)
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Natural History of Type 2 Diabetes
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Graphic from: http://www.medscape.org/viewarticle/586792




Predictors of Progression From Impaired Glucose Tolerance to

NIDDM:

An Analysis of Six Prospective Studies
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Working smarter, not harder?

Of patients screened in Sept Of patients screened in Oct
2014 2014

Rand . 8 (67%)

Rando . 6 (40%)
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Study-wide: Prediabetes Criteria Fulfilled In
Randomized Participants

Met all 3 criteria 201 (30%)

Met FPG and HbAlc 352 (52%)
Met FPG and 2hPG 48 (7%)
Met HbAlc and 2hPG 70 (10%)
Total 671
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Number of Visits
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D2d Visits by Site - Cumulative
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Randomization Visits - Cumulative

oo

Cumulative Screening and Randomization Visits by Month

i Randomization Visits - Cumulative Total
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Randomization Visits - Cumulative

Cumulative Randomizations (if status quo is maintained)
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“Recruitment Rounds”, AKA:
Speed Dating meets Attending Rounds meets CONSTRUCTIVE Peer Review
and Influence

Most scientists regarded the new streamlined peer-review process
as “quite an improvement.”


http://1.bp.blogspot.com/-JtaOh1IzQ_Q/Unql4-16gII/AAAAAAAAAnc/4_oMIlNOhCY/s1600/Greys-Anatomy-doing-rounds.jpg

With each site Randomizing + 2 compared to the average in the
last 3 months, and the 3 new sites (welcome aboard!) meeting
said goals

Cumulative Screening and Randomization Visits by Month
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