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Successful recruitment for

previous clinical trials
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TRIAL # GOAL # ENROLLED
52 week non-medication weight loss trial 50 50
52 or 164 weeks (depending on pre-diabetic 20 23
status) weight loss trial
12 weeks non-medication weight loss trial 120 132
weekly visits
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135 Cannon Street, Suite 403

Charleston. SC 29425 to investigate if a vitamin D supplement helps prevent or delay Type 2 diabetes in

adults who have prediabetes, who are at high risk for Type 2.

843-792-3621 Related Stories »»

The multiyear vitamin D and Type 2 Diabetes (D2d) study, funded by the National
Institutes of Health, is taking place at about 20 study sites across the United States and Sun Avsidance andihe “Sunshine
will include about 2,500 people. Its goal is to learn if vitamin D — specifically D3 Vitamin® (Proaress Motes)

(chalecalciferol) — will prevent or delay type 2 diabetes in adults aged 30 or older with
prediabetes. People with prediabetes have blood glucose levels that are higher than
normal but not high enough to be called diabetes.

Related Sources »>
Patrick M. O'Meil, Ph.D., director of MUSC's Weight Management Center and the study’'s

principal investigator at MUSC, said this study will definitively assess whether people Mational Diabetes Education
with prediabetes (who are at greatest risk of developing diabetes) will be less likely to Program

develop diabetes ifthey receive vitamin D supplementation.
KIH Vitamin M Fart Chaat



D2d recruitment sources for

consented participants
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* MUSC broadcast messages: 32%
e Radio ad: 18%

e Email recruitment letter: 14%

e Snail mail recruitment letter: 14%
e T.Vad: 1%

e Google AdWords: 4%
 Newspaper ad: 4%

e Co-worker: 3%



Site enrollment issues
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Of the 30 participants screened only 8 have qualified for
baseline

Of the 8 qualified for baseline only 2 have qualified for
randomization

Nearly all screen fails were due to participant’s blood
levels being below pre-diabetic range



New approaches
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* New ads and recruitment letters changed to focus on
risk for diabetes

* Another repeat mailing and emails of new
recruitment letter

e (reated an online diabetes risk calculator on our
website. Also have incorporated it into our MUSC
broadcast messages and text messages




ARE YOU AT RISK FOR

TYPE 2 DIABETES?

Diabetes Risk Assessment

1) How old are you?
* Less than 40 years (0 points)
@ 40-49 years (1 point)
© 50-59 years (2 points)
2 80 years or older (3 points)

2) Are you a man or a woman?
@ Man (1 point)
@ Woman (0 points)

3) If you are a woman, have you ever been
diagnosed with gestational diabetes?

@ Yes (1 point)
' No (0 points)

4) Do you have a mother, father, sister, or brother
with diabetes?

© Yes (1 point)
@ No (0 points)

5) Have you ever been diagnosed with high blood
pressure?

@ Yes (1 point)
2 No (0 points)

6) Are you physically active?
© Yes (0 points)
@ No (1 point)

7) What is your weight status?

410" 0-118 | 119-142 | 143-190 | 191+
411" 0-123 | 124-147 | 148-197 | 198+
A0 10127 1 128-152 1 153-203 | 204+ |

i 0-131 | 132157 | 158-210 | 211+
- 0135 | 136-163 | 164-217 | 218+
15 0-140 | 141-168 | 169-224 | 225+
5 4" 0-144 | 145173 | 174-231 | 232+
95" 0-149 | 150-179 | 180-239 | 240+
26" 0-154 | 155-185 | 186-246 | 247+
L 0-158 | 159-190 | 191-254 | 255+
58" 0-163 | 164-196 | 197-261 | 262+
59" 0-168 | 169-202 | 203-269 | 270+
510" 0173 | 174-208 | 209-277 | 278+
Tl 0178 | 179-214 | 215-285 | 286+
6' 0" 0-183 | 184-220 | 221-293 | 294+
6' 1" 0-188 | 189-226 | 227-301 | 302+
6" 2" 0-193 | 194-232 | 233-310 | 311+
6 3 0-199 | 200-239 | 240-318 | 319+
64" 0-204 | 205-245 | 246-327 | 328+
points @0 @1 @2 ©3

Score:

s

If you scored 5 or higher:

You may be at increased risk for developing Type 2 diabetes. Of
course, only your doctor can tell if you actually have Type 2 diabetes,
or prediabetes (high blood sugar that is not yet in the diabetes range,
but often leads to diabetes).

Here are some things you can do if your score puts you in the
high-risk range:

+ Talk to your doctor to get more information about your condition

+ To learn about a diabetes prevention study at the MUSC Weight
Management Center click here: hitp//www muschealth.com/weight
fresearch%20for%20patients




New approaches cont.

e
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Sent ads to Cell-u-Lite users (daily weight loss text
messages)

Dr. O’Neil spot on local t.v channel. Will be aired
soon

Internal Medicine Grand Rounds

Dr. O’Neil presented at the MUSC Endocrine division
faculty meeting

No direct access to EMR, but are working on gaining
access



%) Atlanta VA Medical Center
Recruitment

Pl Lawrence Phillips, MD

Sub-I Mary Rhee, MD, MSCR
Manager Louise Savoye, MD, MPH

Study Rincy Varughese, MS
Coordinators Radhika Mungara, MS

KEY CONCEPTS:

1. Focus on finding prediabetes —
agreeing to participate is secondary

2. Aim for the Alc “sweet spot”

3. Leverage the PI




%) Atlanta VA Medical Center
Recruitment

Screened 42
Screen Fail 12
Baseline Fail 8
Randomized 14
Withdrawn

Pending 7
Screened - pending 35
Yield (14/35) = 40%

We suggest that
each site consider
measuring their
vield = (randomized)
as a percentage of
(screened - pending)




Atlanta VA Medical Center
Recruitment

Prescreen 1. Finger stick Alc in primary care clinic
e Approach patients who appear eligible (age >45, BMI| >25)
e Use “script” — do they have diabetes?

* If not, explain diabetes is a huge problem — would they be
interested in being in a vitamin D prevention study if they
knew they had prediabetes?

e |f yes, then get informed consent, do fingerstick Alc
(DCA-2000; machine is free, cartridge costs $10)

e If Alcis 5.9 t0 6.4% , then schedule for D2d study
screening visit.

* One day = approach 20 =5 sticks = 1-2 for screening




Atlanta VA Medical Center
Recruitment

Prescreen 2. Alc in patient database screen in VINCI
e Select patients without diabetes who have Alc 6.1-6.4%
* Encrypted email to PCP — IRB approved letter explaining

study, letter to send to pts, letter for them to send to pts
who inquire, list of their patients who appear to be eligible

e For pts not crossed off list, mail IRB approved letter to
patients who appear to be eligible — call if not interested,;
call if interested; if we don’t hear from you, we’ll call you

e Call interested patients first, if eligible = screening visit

e If patients haven’t called back in 1 to 2 weeks, follow up
by calling those patients




f Atlanta VA Medical Center
Recruitment

Recruitment with Finger Stick Alc

3%

M Screen Failure
M Baseline Failure
i Randomized

M Withdrawn

M Pending

Yield% =14/35




Atlanta VA Medical Center
Recruitment

Recruitment with VINCI database query

Total screened 4
Screen Failure 0
Baseline Failure TBD
Randomized TBD
Pending 4




%) Atlanta VA Medical Center

Recruitment
7.0
6.8 VA Lab Alc
6.6 .
6.4 =
6.2 ( : \ .

©

g-g ; \‘/ Alc 6.1-6.4%
5'6 ¢ |=“Sweet Spot”
5 ! 10/11
5.2 randomized
5.0




%) Atlanta VA Medical Center
Recruitment

D2d Recruitment Challenges - Finger stick Alc

1 Difficulty in finding patients with prediabetes

2 Labor-intensive —one day in clinic = 1-2
patients scheduled for screening visit

D2d Recruitment Challenges — VINCI Query

1 Just began this method

2 272 patients had VA lab Alc 6.3% - we have
contacted and scheduled some, some have
been screened but there are many no-shows




IMPORTANT SITE ACTIVITIES

Find prediabetes — (i) fingerstick Alc in primary care
clinic, (ii) VA database Alc based on query in VINCI

. Aim for the Alc “sweet spot” — Alc levels most likely to
randomize = local Alc 6.1-6.4% (in our site)

Use the Pl — to facilitate recruitment/retention:

- study is important to medical science

- being run by the government, NIH — not by pharma

- if study is positive, it will help millions of people

- the study drug is convenient, safe, and cheap

- we will oversee your prediabetes care

- (we pay you for your visits)

- at end of the study, we will give you a personalized
recommendation for your management



%) Atlanta VA Medical Center
Recruitment

D2d Future Recruitment goals

1 Screen 12 patients per month using
database query in VINCI

2 Focus on patients having Alc from
6.1% - 6.4% from the database query

3 Randomize 6 patients per month
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