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RRS Panel Session Goals

Provide examples of how your site can enhance
retention.

Provide suggestions on what makes a participant
want to continue participating in the study and
provide participant perspectives on what motivates
them to remain in the study.

Provide tools that coordinators can use to promote
retention.



Retention: The View
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Q1: What are the best practices for retaining participants?

Panelists

o« Kaiser Permanente Center for Health Research: Suzi Jones and
Erin LeBlanc

« Stanford University: Melanie Rosenberg and Sun Kim



Center for Health Research

Portland, Oregon
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Best practices at Kaiser

Pre-screening and subject selection

Personal relationships
Missed appointments
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Identifying the long term participant

Pre-screening

= Careful chart review for possible signs of future non-compliance

= Ease of reaching the participants initially by phone

= Red flags during recruitment telephone call
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Participant A

Newly retired, has free time
Lives near the Research Clinic

Has read the consent form and has
written down a few questions

Interested in making lifestyle changes and
would like some advice
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Participant B

= Difficult to reach by phone; does not
return calls

= Complains about traffic and the
Inconvenience of the screening visit

= “I'm not good at taking pills”

= Has not read the consent or completed
the medical history forms at screening
Visit
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Fostering a positive attitude toward Vvisits

Personal relationships

= Friendly, knowledgeable study staff

= Personalized care

= Reducing the burden with reminder calls and flexible scheduling
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Our study team

= Excellent interpersonal skills
— good sense of humor
— know the protocol and can answer questions

= Use scripted yet personalized telephone
Interactions

— ensure participants receive thorough and
accurate information

= |ndividualized chart notes

— document important topics/people in the
participant’s life (travel, crises, triumphs &
loss)

— Review prior to and update during the visit.
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No shows and No answers

Missed appointments

= Develop a procedure of escalating attempts

= Be flexible

= Know when to say when
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Sigh... What do we do now?

= Create standardized procedures

— steps to take and clear documentation of
efforts

— Phone calls, hand written letters, phone call
from the PI

— Repeat as necessary

= Once reached, try to ascertain why

— Offer a shortened or modified visit or just
phone contact

= |f they clearly do not wish to participate,
respect their decision

— NO means no

éﬁé
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Vitamin D and

type 2 diabetes

diabetes prevention research matters




Outline

 Not all study participants are created equal
« Why they become lost to follow-up

« How to fix it

« What's worked for us

« What's worked for you

Vitamin D and
type 2 diabetes

diabetes prevention research matters




The Spectrum of Study
Participants

» Retention efforts must be tailored to meet each
individual’s specific needs

Actively Not Somewhat Highly

Disengage Engage Engaged Engaged
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Top 3 Reasons for Losing
Interest

« Not having expectations met
« Wants test results, upset about human error

e Personal health

« Side effects, lab results outside of study

- Life events
« Work, family, money

Vitamin D and
type 2 diabetes

diabetes prevention research matters




How to Fix It

« Figure out the root cause
« Build a relationship

« Show that we care

e Persist

« Involve PI

 Take what we can get

Vitamin D and
type 2 diabetes

diabetes prevention research matters




Case Example: Karl Kale

« The situation:
 Going through a recent divorce.

 Running a business and “too busy” for the study.

« No-showed multiple visits, but still responsive to
contact attempts.

e The fix:

e Listened to his problems and showed that we
cared.

 Agreed to skip a visit and try again next time.
» Pl came to visit when he finally made it in.

Vitamin D and
d type 2 diabetes

diabetes prevention research matters




Case Example: Sally Sunshine

 The situation:
e Recent A1c was 6.4% at annual PCP visit.

» Considered dropping out of study to start
Metformin.

e The fix:

« Had a dietician meet with Ms. Sunshine at the
Month 3 visit.

e Pl called to check in and answer questions. Also

spoke with PCP.
Vitamin D and
type 2 diabetes

» Agreed to hold off on meds.
diabetes prevention research matters




What's Worked forYou?

e The situation:
e Participant has no-showed multiple visits.

 He continually said he’s very busy with work.
« Now he is ignoring all contact attempts.

 The fix:
« How would you solve this?

Vitamin D and
type 2 diabetes

diabetes prevention research matters




Q2: What are innovative ideas to enhance participant
engagement and build relationships?

Panelists:

 Maine Medical Center: Irwin Brodsky
* University of Nebraska: Jeff Newcomb and Tara Asgarpoor



Hear from a volunteer

®  “iam not involved in this study because of the nice little mugs,
etc. I am involved mainly to try to improve my own health and, in
some small way, to help advance medical knowledge. Programs
that include information about the latest research and suggestions
to improve one's health--especially to avoid developing diabetes are
what I would most appreciate. However, programs during the day
do not work for me--early evening times are more
possible. Thanks!” —PV

®  “HiDr. Brodsky, Unfortunately, I live too far to take advantage of
some of your social and educational events. The small gifts are
nice and fun to receive, but not always necessary. (I would never
use a T-shirt as T don’t usually wear those! ©). T participate
because I want to do anything I can to help end Diabetes. I also
hope that by participating, it will remind me to improve my own
lifestyle and focus on prevention. Thanks for checking in! Hard to
believe it has been 2 years already. Thanks very much,”—CD

®  “Hi! I think Jacki and Lori are the best part of the study! Always
fun to talk to! They are so encouraging! Would be interested to
know what the research article in Norway said...maybe a mini-
condensed e mail version? Thanks for keeping in touch!” — CP

*  “I have enjoyed being part of the D2d study especially working
with Lori and Jackie. They make me feel like I'm part of the family!
I prefer to attend lunch and learn activities as a gentle reminder to
continue good behavior.”--CT

HAN. Maine Medical Center

MaineHealth



Foundation Blocks of Retention

—)

Keeps them
accountable

Help oneself
{—

Help vets, family
and the nation

Help others
::> Close personal care

“Sticky note method”
Money/retention items ::

Compensation and gifts

Additional

|:> education and

Nutrition, exercise and tests testing

New and

intriguing

Research is new and unique
for most patients



Q3: What retention methodologies have you used and do
they work?

Panelists:

« Tufts Medical Center: Erin Casey and Kim Vo

 MedStar Health Research: Theresa Young and other MedStar
team member



While in D2d Tufts Medica!

eDetect potential “trouble”, and reject at pre-screen (preferably) or screening visit

eFriday before: call and email (mail or text) confirmation
=[50z eDay before: call, email, or text reminder
Visit

eComfortable and welcoming research environment

*Write personal note in binder about participant to build relationship

eAppointment card (contact info, participant reminders, next scheduled visit) and email confirmation of next scheduled visit
*P| meets with participant at M24 visit

eEmail or mail results to participant
*Mail results to participant’s PCP
*Send Pl hand-written card with mention of personal note by coordinator

*Mid-visit follow-up email with protocol questions and date of next scheduled visit
*Mid-visit follow-up phone call to “issue” participants

Between eHoliday and birthday cards

Visit

sEllen’s weekly report
eDiscuss “issue” participants: progress and action plan
eTiger Dad

Weekly
Meeting




retention methodologies

Bottom Line: Tufts s

 Establish relationship early
* Participant sees value in participation

Tufts D2d Visits

B Completed (n=569) ™ Missed (n=2)
0.35%




e— Knowledge and Compassion

MedStar Health Focused on You
Research Institute

D2d Study

Retention Methodologies

The Clinical Research Coordinator’s
perspective

o oo i messa C

Theresa Young, Clinical Research Coordinator




Weekly Tracking

Total current Total active Protocol visit status Outstanding visits
Current Active Completed % Scheduled
145 150 96.7% 0
—
September 30, 2016 MedStar Health

Knowledge and Compassion Focused on You

Research Institute
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Retention Strateqgy:
The 5-Week Recovery Plan

e When to implement
the plan:

— Missed visits
— Not willing to commit

— Unable to reach
patients

34
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5-Week Recovery Plan

v Weeks 1-2:

v' Coordinator calls and email
participant

v Week 3:

v' Participant is contacted by
an Investigator

v Week 4:

v' Send certified letter. Give
patient 2 weeks to accept
letter.

September 30, 2016

Knowledge and Compassion Focused on You

We missed you note

Site Pls

date

Dear

We hope everything is goingwell. We wantto remind you that visits to meetwith the team are
avery important part of helping you to manage your pre-diabetes. In addition to giving you
important health information, these visits are vital to the research aspect of D2d. The
knowledge gained fromthe D2d study will influence the future of diabetes prevention and
provide the medical community with information needed to better prevent this common
disease.

Because D2disaresearch study, itis very important for us to getyour health information. You
are irreplaceableto us. Also, remember thatwe will keep your physician informed by providing
himor her with your blood pressure, blood glucose and other lab values.

Please call or tosetup an appointment for your follow-up visit. We will
trytowork around your schedule. Or just give us acall to touch base and we can figure outa

time for a visit at a later time.

We realize you are busy, and in appreciation for your time, we will provide you with a stipend
uponyour nextin office visit.

We look forward to hearing from you.

sincerely,

Coordinator info.

MedStar Health
Research Institute

35



Post-Plan Activities

» If still no contact or no response from letter, start calling
emergency contact

» Check EMR to see If participant has an upcoming visit with
PCP.

> Give a slight break from attempts, then reach back out on
personal or different cell phones

> *NEW?* - “Adele Letter” to be mailed

» *NEW?* - Follow-up to Adele

36
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“Adele” Letter

“We would like to
remind you that it
is important for
individuals with

MedStar Health
Research Institute

Hello

We hope you are doing well. It seems that something has prevented you from attending D2d study visits
and/or keeping in touch with us. As you recall, this is a study evaluating whethervitamin D can prevent
diabetes. We would like to offer you the following options that we hope will work for you.

1) Cometo the Good Health Center once a year FASTING for bloodwaork (10-15mins) to monitor

your blood glucose and Hemoglobin Alc.
This can be unscheduled, at your convenience (Mon-Fri 7Tam-3pm), please call us to confirm

a time outside of this window if desired.
*Eligible to receive $50 stipend*

2) Answer the following questions once a year: |

pFE-diabEtes tO a. Hawveyou beendiagnosed with Diabetes?
have their Sugar b. Areyou taking the study pills?
Ievels tested once a If s0, are you willing to receive new bottle in person or by mail to continue.

Are you taking any vitamins or supplements that contain Vitamin D and/or Calcium?

“We value your
opinion please
let us know if
there is
anything we can
do differently to
reconnect with

year to ensure that
they have not
progressed to the
diabetes range.
This can be done by
your PCP or D2d €
Team.”

If 50, how much total Vitamin D? Total Calcium?

Please respond tous by phone, mail or email with your decision:

Mailing Address

Coordinator Contact Info Coordinator Contact Info

REMINDER

) We would like to remind you that it is important for individuals with pre-diabetes to have their sugar levels
testad once a year to ensure that they have not progressed to the diabetes range. This can be done by your

Primary Care Physician or D2d team.

you.”

*We value your opinion please et us know If there is anything we can do differentiy to reconnect with you. * b

——
—

MedStar Health
Research Institute

D25
September 30, 2016
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Follow-Up to “Adele”

—
_—

MedStar Health
Research Institute

Dear Mr./Ms. .

Asmentioned in our last letter, please answer the following questionsand return back by the pre-
stamped envelope included. Our endocrinologists are available to answer questions/concerns about

“Are you
willing to
receive study
pills in person
or by mail to
continue?”

your health.
4
Have you been diagnosed with Diabetes? DI¥ES
Omna
Are you taking the study pills? DI¥ES
Ona
If Yes, are you willing to receive a new bottle LI¥ES
H i 1 rl
inperson or by mail to continue? OnNo
Are you taking any vitamins or supplements that O YES
contain Vitamin D andjfor Calcium?
O NG
If Yes, What is the total dose of each per Total Vitamin D L0}
day?
Total Calcium Mg
Mailing Address
Coordinator Contact Info Coordinator Contact Info

REMINDER]

We would like to remind you that it is important for individuals with pre-diabetes to have their blood sugar
ed to the diabetes range. This can be done by

levels tested once a year to ensure that they have not prog
your Primary Care Physician or D2d team.

*We volue your opinion! Please let us know if there is anything we con do differentiy to reconnect with you. ™

September 30, 2016 % type 2 disbetes

Knowledge and Compassion Focused on You

MedStar Health
Research Institute
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Tracking Tips
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Missed Appointment Note

Re: Participationinthe Vitamin D and Type 2 Diabetes Study (D2d)

gate
Dear

We are writing because youmissed your D2d study follow-up appointment and we have not been able
tocontactyou. We are concerned because we need to carefully monitor your health during the study.

Please contact us as soon as possible to update us on your status and schedule a follow-up
appointment. Youcan call the study coordinator, Coordinator at ###-###-### or you canemail her at
EMAIL. We will workwith youto find a time thatis convenient for you.

We appreciate your continued participationin the study and thank you for your time. We|look forward
to seging you.

Sincerely,

Cantact Infa.

September 30, 2016

Knowledge and Compassion Focused on You

Pl Letter

Vanita Aroda, MD

Medstar Health Research Institute
6525 Belcrest Rd. Suite 700
Hyattsville, MD 20782

Phone: 301.560.2515
Fax:301.560.2548

Date

Dear

| hope this letter find you doing well! It has been some time since we have heard from you, but we still
very much want to help you manage your pre-diabetes and provide you with ongoing education and
supportin anywaywe can through the D2d study. | know you are kept busy and we completely
understand that there are other obligations that may come first for you. Nonetheless, we are here for
you and can work out a schedule for your visits thatis convenient for you, however often you are willing
tocomein. Wewould like to know your interest and intent as far as continuing with D2d. Weare
flexible and can work an alternative schedule that may be more convenient for you.

Because D2dis a researchstudy, it is very important for us to getyour health information. Youare
irreplaceable tous. Also, remember that we will keepyour physician informed by providing him or her
withyour blood pressure, and other labvalues. In addition, the knowledge gained from the D2d study
will influence the future of pre-diabetes treatment and provide the medical community with
infermation needed to better understand this commeon disease.

Please call at #dd or at ##H to discuss options for your continued
participation. We truly appreciate all your time and effort up to this point, and are committed to
working withyouin any way you prefer.

We lock forward to hearing from you!
Sincerely,

Vanita Aroda, MD

——
—

MedStar Health
Research Institute
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Handwritten Note / Birthday cards
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Case 39

e Subject currently at Month 30
e Patient got a new job at M24

e Patient angry when called by site staff , missed
Vvisit

o At M27 pt. decided to withdraw. CRC offered
non-contact visit, pt. agrees.

At M30 non-contact visit CRC provides optional
IN person visit, pt. agrees

e M30 completed
e Patient back on schedule

42
—

—

September 30, 2016 MedStar Health
Knowledge and Compassion Focused on You Research Institute



Case 104

e Subject Randomized on
7/25/14.

e Currently at M24

* Has not had an in person
visit since his
randomization.

e Some visits have been
completed via phone.

e Patient currently
unresponsive to calls, ‘
emails, certified letter. \‘
Follow-up/ checklist letter \
sent 9/12/16

o Patient unresponsive to site

P.l. calls, emails and
handwritten note. 43
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Case b5

f‘f
/
\

e Subject randomized 6/4/15, currently complete at
M15

e Patient was unresponsive after M3

* When she was reached, she would not commit to an
appointment. Eventually cell was out of service.

o Site PI attempts made.

o Certified letter sent in Feb. 2016 was accepted and
cell number was back on.

e Scheduled M6 (3 months out of window).

* Subject had changes in work schedule and personal
priorities that were competing. Has since been in
communication and up to date on all visits.

—
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Case 05

o Subject Randomized 12/1/14

o Participant has been unresponsive since trying to
schedule M18.

« Coordinators were waiting for a call back after a
brief conversation to schedule.

* Multiple attempts by coordinators and Site PIs.
* “We missed you note” sent certified, no response.

* Pl connected with ER contact and was told
“everything Is fine.” Once again reached out to
participant with no response.

* Another letter mailed with D2d give-a-ways.
e Dr. Aroda LVM
* Adele letter is the next step.

September 30, 2016
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