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NDEP Ancillary Study

At the baseline visit all D2d participants will receive
the National Diabetes Education Program (NDEP)
GAME PLAN toolkit, a diabetes prevention
publication. These materials were last revised in
2006, but their effectiveness and usefulness to
individuals has not been assessed. The NDEP and
D2d are collaborating on an ancillary study to do
just that. The goal is to gather usability and
effectiveness information to improve the toolkit.

The ancillary study protocol and assessment tests
are being emailed to coordinators. These will need
to be submitted to local IRBs after protocol version
1.4 has been approved. The ancillary study meets
the requirements for a waiver of informed consent
as it is a minimal risk study, so sites should submit
via the IRB expedited review process. This IRB
approval will not delay D2d study enrollment.

Reminder: Required Supplies

e Trutol Glucose Tolerance Test \ /.
Beverage (must be Trutol brand)

e Vacutainer Tubes (see MOP section
9 on portal for required tubes)

e Automatic oscillometric blood pressure machine

e Gulick measuring tape for waist circumference

Vitamin D and type 2 diabetes

News & Information for Collaborating Clinical Sites

Follow D2d on
social media!

;l . i
‘ ClinicalTrials.gov Identifier: U01DK098245 _

Mark your calendar

Study Pill Inventory and Randomization System (SPIRS) webinars

Who should attend: Research Coordinators and
Research Pharmacists
Monday, September 23, 2013, 12:30-1:30pm EDT
Wednesday, September 25, 2013, 2:00-3:00pm EDT
Thursday, September 26, 2013, 5:00-6:00pm EDT
Friday, September 27, 2013, 10:00-11:00am EDT
Tuesday, October 1, 2013, 7:30-8:30am EDT

E-mail D2d@tuftsmedicalcenter.org with the time you intend to
attend and the webinar information will be sent to you.

Medidata Electronic Data Capture (EDC) System

e All D2d staff who need to enter or review data should submit an
Account Activation form to the CC (found on the D2d portal
under “Other Documents”).

e After Account Activation Forms are submitted to the CC, they
are reviewed, approved, and sent in batches to Medidata for
online access generation.

e You will receive an email from Medidata with information on
how to access the EDC system. Additional instructions are
available on the D2d portal under MOP section 15

e Once logged into the system, complete the online e-Learning
module required for your role.
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D2d Site | Maine Medical Center Research Institute

The Maine site is where the sun first rises on D2d activity each day. Operating in an environment known for its beautiful rocky
coast, lighthouses, pine tree covered hills, moose, lobster, organic farming, great craft beer, and restaurants, we are also
known for long winters and “Nor-easter” blizzards. So, while the sun may first rise here, it is only briefly apparent for many
months of the year, and Maine will contribute a D2d population that has low sun exposure and high chowder consumption.

The Maine team, under the direction of Irwin Brodsky, includes co-Pls Cliff Rosen
and John Devlin, coordinator Jacki LaPointe, research NP Lori Brodsky, and lab
coordinator Anne Breggia. The site operates within the Maine Medical Center
Research Institute, a division of Maine Medical Center (MMC) that conducts a
broad spectrum of research from fundamental
translational, clinical, and health services research. MMC is part of the
MaineHealth network, which provides clinical care to much of Maine’s
population, and its Diabetes Center has outreach offices at centers throughout
the state. This provides our D2d team with strong collegial relationships with
clinicians throughout our region that we hope will greatly benefit the D2d study.
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Questions? Please contact D2d Coordinating Center at d2d@tuftsmedicalcenter.org or 617-636-D2d2 (3232)
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