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Workshop P10

OMG, Facebook and research can be
BFFs, LOL! Using new media tools in the
design and conduct of clinical trials

Society for Clinical Trials
May 19, 2013
Carmen Rosa, M.S.
National Institute on Drug Abuse
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Some Statistics*

e 82% of adults use internet or use email

— 53% of American adults age 65 and older use the
internet or email, only 34% for age 76 and older

* 67% of online adults use social networking sites -
As of December 2012:

* 15% of online adults say they use Pinterest

13% of online adults say they use Instagram

6% of online adults say they use Tumblr

67% of online adults say they use Facebook

16% of online adults say they use Twitter

20% of online adults say they use LinkedIn

Pew Research Center http://pewinternet.org/
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Mobile*

Mobile tools such as smartphones, tablets,
netbooks, and laptop computers are now a
primary source of Internet connectivity (all
developed countries)

87% of American adults have a cell phone
— ~350 million adults, from <50 in 1995
— 68% ages 65 and older, 56% ages 76 and older

45% of American adults have a smartphone

79% of cell phone owners say they use text
messaging on their cells

26% of American adults own an e-reader
31% of American adults own a tablet computer

*http://pewinternet.org/
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More*

* 55% of adult cell owners use the internet on
their mobile phones
— About 50% have an app (narrowly defined

repetitive tasks)

* 40% of cell phone owners use a social
networking site on their phone, and 28% do
So on a typical day

* Young people, blacks, Hispanics, the highly
educated and those with a higher annual
household income are more likely to use SNS
on their phones than other groups

Global Mobile *

* Uptake of technology tools in less-developed
regions of the world has been dominated by small,
wireless devices

* The number of mobile-connected devices will
exceed the world's population in 2013

* By 2017 there will be nearly 1.4 mobile devices per
capita (10 billion mobile Internet devices in use)

* Two-thirds of the world's mobile data traffic will be
video by 2017

* The Middle East and Africa will have the strongest
mobile data traffic growth of any region

*http://www.cisco.com/en/US/solutions/collateral/ns341/ns525/ns537/ns705/ns827/white_
paper_c11-520862.html



5/14/2013

Teens and Technology*

* 95% of all teens ages 12-17 are now online

» 78% of teens have a cell phone and 47% of
those own smartphones

* 93% of teens have a computer or access to
one ( 80% have desktop/laptop, 23% have
tablets)

* 75% of all teens text, and 63% say that they
use text to communicate with others every
day
— 40% prefer text rather than call

*http://pewinternet.org/

Teens & Social Networks

80% of online teens use social network sites:
* 93% have an account on Facebook

* 25% use Instagram

* 24% have an account on Twitter

* 7% have an account on a Yahoo site

* 6% have an account on YouTube

* 2% have an account on each of the following:
Skype, myYearbook, and Tumblr

1in 7 use Pinterest
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Agenda

e Social media

— Erin Winstanley, Ph.D. — University of Cincinnati
College of Medicine

— Gloria Miele, Ph.D. — Columbia University College of
Physicians and Surgeons

* Mobile devices

— Jennifer Sharpe Potter, University of Texas Health
Science Center

* REDCap

— Lynn Simpson, Harvard Catalyst | Harvard Clinical
and Translational Science Center



Using New Media Tools in the Design and
Conduct of Clinical Trials

2013 Society for Clinical Trials Workshop
May 19, 2013

Erin L. Winstanley, Ph.D.
University of Cincinnati College of Medicine, Department of Psychiatry & Behavioral Neuroscience
Ohio Valley Node of the NIDA Clinical Trials Network

What is New Media?

Definition of: new media

{1) The forms of communicating in the digital wosld, which inclodes publishing on Chxs, DVDs and, maost
significuntly, over the Intomet, It implivs tint the ssser obtains the maserial via deskiop and bapsop computers,

congregate online and share, sell and swap goods and information. It also allows mare people 10 bave a vooce in
thewr commmamity and in the world in general. See socl ool

5/14/2013
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How Can We Use New Media in
Research?

Device Ownership

o o Pereesd of Anerican odlts 18+ uhs own mxch detdie
Advertise studies i 3 10 ks

Recruit & track study participants

Maintain contact with research participants
Communicate information to research participants
Drive traffic to research website

Integrate into EFIC plan

To conduct research

Disseminate research findings

@ Cefiphooe @ Deskaop Compuces -« Laprop Computer @ afloon Roade
* Tibke Conpate
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Social Networking Site Use

Peroant of internet weers in sock ape proug uhe e secid netuorting sites

Facebook




Facebook

* Founded in 2004 & >4k employees ( w
*Most frequently used social media tool
* More than 1.06 billion monthly users worldwide

Posting information, pictures,
videos, weblinks, or notes

Communicating via mail or
instant chat

Schedule events, track RSVPs,
& link to directions

Choose your friends & manage
dissemination

Post the PAMI video, post links to CTN articles in the
library, share links for important conferences

Communicate with individuals within
groups/organizations when you don't have their email
address

Advertise your dissemination/training events, quickly
notify participants of any agenda or location changes

Disseminate information to only targeted groups

5/14/2013

Choose your Page type
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Manage FB Accounts

Select this arrow to switch between
personal and page accounts

n Erin Winstanley

Ohio Citizen Advocates for Chemical Dependency Preven
& ohio Valley Node of the NIDA CTN
Soles for Recovery

Account Settings
Privacy Settings
Log Out The 3 Facebook Pages that |
have administrative rights to manage

Use Facebook as

Help
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Setting Up a FB Page

Brief description
that will appear
under your profil

O Vahey hoxe of 1he NOA CTN

& Add beaars | 0 Mt baen o B fens

A oF Smyeedne 2010, Wor AN Consils of 23 Comvrnn
Prustreest program w 15 3ty i the MéweR thpine
Sounn. The QAR roudes the foliowing uuates Mest W
Hartachy, Taaraions, MOvEAt, WAt LA, Faas, Wl M siown
Whaneseta Camias South Duhed . Normm Dbt s, ond AMeteishs The
Connidd nduimaton
Include a link to research
webpage
Tha goals of the D4 CTN are L) %ot § scept exderte based tastram
N commanty Meiage 2) U Nessarch find ege o the harch of
Areiiant Jwl GEMRT Grofesiannil s whs (a0 flie T e d! e o Thew

Prise Barge  ivmaeiibed o

Poderts  forbow ot oo Tatiee SAOROMYS

Siinet o Parbing Lt

i Provide instructions on using publi

transportation to your location
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: FB Page Administrators
SettingUpaFBP
etting Up a age N

Foople who like Ollo Valley Node of the NIDA CTN
Pensie - From the Insights tab,
you can see who likes

. Crin Klimtworth your page & chose to
give administrative

' i privileges to other people

- -—— T4 Py . ..
:m 2 ® Jeanifer Ryan Lima Make Liz an admlr.ustrator so
Nt 4 ns e by s a3ern, # e h L 10 8 o S e e wi that she can post info

regarding the study

that can be Lie Buttrey

searched within

FB to find your w
. Lori Gates- Addison

page - . -
“Liking” a FB Page isn't like

:‘ sy ek TR Biaare being “friends”, you may not
Click button to show map - = " ) have access to any personal

of location information

Company Page
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Adding Apps to a FB Page Create a Group in FB

Crumte New Groap

u Create a stared growp for you and samw of your fnenss, ke your
Erin Winstanley mrowvie I baddes, Sorts team, abiiags ov book chub

FB applications can be used to enhance your

page: R
* Notes El Mo Foea ‘ L L
&) Messages Select individuals to be in

[ fvents your group

Grmp s 5 = Ohio EMS Study

™

B, Manage Purmrssons *Videos

) S oA * Link with LinkedIn Profile (My LinkedIn
e Profie

#] Resources * Link with Twitter account (Tweets to £i] CPOO (The Cotwg
P Manage Adming Pages) 11| Wed Night/Sun Mor

Fix the Scioto Cou

ansforsation M

N * Contact Form (ContactMe)
b tmeghis O PDFTab

e * Events calendar

£= Deals
* Polls Only members can

* Mailing list sign-up see wall posts




Facebook Set-Up Options
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FB Usernames

www.facebook.com/OVNCTN

@' Your Settngs

Usernames are used

Develop your page L0 generate web
address for your page,

1 Beat Sractens Guides 10 muke pour Page engaying

B Manage Peermasions
2. Banc informaten
R Frofie Picire

o) Feanures

=1 Resources

@ Manage Admins Connect with people
8§ Aom

& Monie

? ;,n, £8 Tet your Fam Once you have 25
likes,
) W sodal i you can chose a
username

£ Lim your Fage o Twmer

¥ Aderruise 0o Facetook
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Manage Privacy Settings Manage Privacy Settings
-

Comm Advocems far Examcal Deponcency remesan i Too You can manage the privacy settings for your posts, but not once it’s

There are multiple ways oy been shared
to manage privacy
wall Ohio Valley Node of the N... - Everyone (Most Recent) ¥

Share: [5) Status [[@] Photo &]] Link '3® Video == Question

Privacy Settings

Personal Page What's on your mind?

Control Privacy When You Post
You can manage the prvacy of your stasus updates, photos and imformation wting the inline Personal or Professional Page
audimnce selecior — when you share or afterwards. Remember the people you share with can
always share your information with others, inclading appy. Try edeing your timeline info to see v @ Public
how it works or lsarn mare

Ohio Valley Node of the NIDA CTN

The continuing debate of drug #depen
[20SY7x

Who should see this post?
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Manage Privacy Settings Keep it Clean

Bagn VAT Uamehion page tendy sdeees tee wem v mepel Woa 3 PTa
) s kfoovutas

o & Comiry osins bare
& Prre

) fetand

You can set-up blocklists to prohibit the
use of profanity in comments or posts

= e
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W e
& ot TR To0 Jewe R Ly —,
M ‘netn Belveh Laviog Ton
L+ TN

F Daake

Pretbang Ao Muderation Bockliee

TURREY Made of e MM TTH

Moderation Bleckling

Yow €30 302 commus-separsted keywords to the
Profanry Bocklisr - "Mpderation Blocklst® When users nchade
tackinned keywords In & pOST 340 o & COmmEn

o your Page | Be Junmancaly
ae Lan be fourd

Allow people to
post to your
wall

Phberartas Maiklug

Onletn Pager Duiete Onia Valley Node uf the MDA CTH

[0 e [

Seaturis Mackiat

Professional
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“Like" on Facebook

“Like” other Pages to see their updates in your newsfeed
Featured pages “liked” by the OVN

# Edn Page Obio Valey Node of the SIDA CTN

See

Ohio Cirlren Ad

SAMNHSA
WA SN 24 O W T et A Pt e
Mt 4.0, 0 you G ety W of yout et ey
dy) ALY Paw by JAT g e L Vet

Select a group of pages that you would
like to appear on your homepage

Facebook Example

Click “Like” to see posts in your newsfeed

Messsge & ~

UNC Clinical Research Studies

hY

Prrmessyaal

Ar rewpeszevy run T8 puge g g UG mIEwch 1Ak b PYE Geack

1 S N T
N oy

4

Perimeropeisel Warmen Nesdul fee Seveerch Sty

e
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Facebook Example Facebook Examples

Heartview’s Facebook Wall:

Weather Antcoriemert Customers can

R AT 3 Cancitted T WOot Mesone e comment on
O eweaivg pracy with Roger ar Brencs wit ke
a veeal “5-‘5”-“[

EFFECTS

Heartvnew

o_)See which pages
B “likes”

Keep patients informed
of programming changes

12
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Facebook Examples

2012 Annual ACTG Network Meeting

AL Clwss Puun Gou

Hands-On Example Facebook

The mwstiog wil be hald Ermediaely priee 5 the XIX intwrracioeal ADS
Confarerce \fy 77+37, 2013 m Washingeea, OC, tm minimizs travel for aur

d sthar maor sessions are likaly 1o be Seld Juy 18-20, to

sure of S that the mvsstigeesrs and others who will be

rtwrzatiueal confermce rows tn be sy, We sxpect that Juby
16 end 17 asll primarshy incude training, caremunity, and mnarce
commtttem seazizm

Crand Hyan Washisgtan
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Twitter
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Twitter

* Limits communications to 140 characters
* Over 200 million users

* 155 million Tweets per day worldwide

E librarycongress

Fademing 2

Library to acquire ENTIRE Twitter
archive -~ ALL public tweets, ever
since March 2006! Details 10
follow

14



Twitter Example

NIH Clinical Center @
ONHCInCaCrty
The MM Cinesd = 1 raton » wgee Poachad descinct

=k govacmines.
caersw ringov

Twnats « an v

N Svneal Camtee
D Prostem canoer & bung sns3R 1 W Criou Carie. awr
BmahdT Ao

Vw o pfesss ared veiecs

o Cama
oy, 1
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What Should | Post?

MICHR {

MICHA, PAMC toam up on new clinical research communicatons
100IKE 50 NBID ressarcChHamn MCrull vOlursasrs 1o studies.

http//| mp/rtiKoK

NiH Clinlcsl Certar

Evor wonder about the cutcomas trom NIH clinics! research
studies? Leam about research resufts for the pubiic at
g/ Mo, mevNSlara B

NIH Human Resources
Nt hiring 3 Dagnostc Radkiog Tochnoingst workdng clinical &
resoarch studies in Dapt. of rFladciogy nttpc//oe iy #¥2dss +CT 1M&

JAMA )
JAMA commentsry I0cks 81 wity women are Underreprasentsd n
clinical research studies and how % fix It hit/Db'guiMAL

15
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Twitter Emergency Response Plan National Rx Drug Abuse Summit

e TR

40 Wenatarwey

Boston Marathon: With no e
phones, text and social Hashtagyour organization

B W sy
media help get out updates O Vobow A5t ChATB o atie e mac: 3| S

seinane aratetons A 7) madies Srmetons 1 rectice stuse
oy

Etn Wona bty
Q. Volew S Malume L Vetsrrarans aosive M i of nedcs
L wheroan Dy oy mcowe 7 h
Scwdes Palicn past szrevsncod Shatting down all Call Phooe towers FROWEO I T Y My e
wn/luta/ived/ ¢ . #BestanMarathen Retweet what others are saying
. a
04 Dvector Dv. Wiohow Gncussas Tw maect (f Hreste(nos Sugs
on e bra W 1 e .
# & abbreviation
used to identify
$o0 are 1ryieg 10 reash freods o Duotily aod sl gt hestgh via conference tweets
phons, try saxing (emasd (Joss bandhwidth) ~t: the [remery prawcttwt of oo 1

" e + Ok 10-18 yeers 00 & Semies
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Setting Up Twitter

Your name OR company name,
limited to 19 characters

Join Twitter today,

Ern Wrmtamy

wrwh ey Guarr L wen
USERNAME

ACKIWEN ewren

Suggests
alternate

This will tell you whether
usernames

your username is available

5/14/2013

Twitter Profile

Post a personal
picture or
company logo e MeEme

et Omciwws, Om

Post a link to your B s+ aiiarion rieyy e
company so that o0 sty e W o g
followers can learn more

17



Managing Your Twitter Account

. Q Search
Create “lists” to

organize the twitter Erin Winstanley

accounts that you T e
follow g Select this button to
manage your account

Select to change your
account settings

5/14/2013

Twitter Terminology

@ = use immediately before a username to generate a link to
the user’s profile

# = use to create keywords or topics (e.g., #nidactn)
DM = “direct message” between Tweeters
FF = “Following Fridays,"” use #FF to recommend Tweeters

RT = “Retweet,” post/share another user’s tweet

18
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* Blogs are a social media platform

* Interactive & can combine text, video, photos, audio & links
* Readers can leave comments

* Free blog platforms Wordpress.com or Blogger.com

Other Social Media Tools

Cowawad  Drwp  wwt el 12 Sy
S vt [17AL3 1)

19
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LinkedIn

Pinterest

I have a bulletin board called * Over 100 million professionals

“drug abuse” * Connect with professionals & seek .
employment Linked m
* Forum for job-related questions
*Very easy to use, very professional

* Pinterest is an online pinboard

Cool Applications within LinkedIn:
*Use SlideShare to share presentations

* Use Triplt to connect with your network when you travel

20



LinkedIn Example

ATTC LinkedIn Group

Type a question for the group or post information

Cooone Your Wew -

DY L —— IRETA'S Weslly Sooal Media M
himetia Commons Posedrch has Ahown IR Crock oul s tiinkeg - Merti

Tha DSMV is changing the cefnitian Fom abuse Sapendance 10 sbsiancs
ung discedar mild 10 aevare. I'm not sen d this iz 8 mave in.,

Michuel G. Sricher Narry irsighiial Comermeds < Lats aof Sogel Tl we oM
v o o ASAM 011000 10 hokp S0 1N i <= by dodeon. Bo

Tips, Tricks & Helpful Hints

5/14/2013
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TweetDeck

Select which account to post the information to Click “*Send” to post

sEERD
©) «sm @

tan
nem

Simultaneously view the newsfeeds across multiple accounts

5/14/2013

Hootsuite

Select which account to post the information to

ype your post here

Simultaneously read your Twitter “Lists”

22
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FB Insights FB Insights

Click on this tab to see who “likes” your page 29Gple wha b Okl Valley Nods of the NIDA CTN

Pongre W Live Sar Rage (Dewmg aprics and |omatmn)

Cominr ot e Click on this 7 Pages tida Node Alance of NIDA Clinical Trials
work
tab to see S
. Barvrec
micro-level @ Citizen Advocates for Chemical
data on who DV Ot Depandency Pravention asd Treatment

“likes" your

FB page "g Addiction Technology Transfer Canter Network

Cowmrvey Oen Langaseny CTN Training

- New England institute of Addiction Studies,

3 Ll T o A 13 Cwumnse 4 A Lok B0

4 Mtwae, W3 1 Dogoh v

Inc
2 whamapn,

7 Cormmrtws, A3

v
1 oo Sy W0 CTN Dissemination Libeary
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Managing Your Newsfeeds

a cycling friend recommended th
some good recipes for alternativi
often; looks like there's quite a f¢

those inclined

FEED ZONE
COOKBOgK

Y. |

Click on this arrow for a particular person

About the Book
feedzonecookbod
When Dr. Allen Li
found a peloton

athletes had bee
processed bars/

Hide story
Report story or spam

Ubscribed to Tong
All Updates
v Most Updates

Unsubscribe from Todd
Unsubscribe from status updates by Todd

Filter the quantity of posts that appear in your newsfeed

Personal Page

Managing Your Newsfeeds

View your profile page

Usts scecmec o
MO ObvicanMan =

Click to organize
the Twitter
accounts you
follow

Prafensnng A iatone «

Joaman &

MIDACTN =
AD(/“ED

Padlock sign means that the list is locked, it cannot be viewed by the public

5/14/2013
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Choosing the Right Platform Comparison Chart

Facebook | Linkedin Twitter Google+
| | 2 . Maintain & Build Personal & | Professional | Personal & Personal &
F 4 p— relationships professionsl professional | professionsd
:‘ . / Disseminate information Yes Yes Yes Yes
Phinteredl ! [ Post pictures/videos Yes No Yes, :; limit Yes
g Organize events Yes Yes No 7
g Educate ' Publc Professionals Public Public
i colleagues/patients
< Advertise products/services Yes Limited Yes Yes
3 Recrult research Yes Yes Yes Yes
- participants
Increase website traffic Yes Limitec Yes Yes
Rapid disseminate during Yes, strong No Yes, strong Yes
an emergency reach reach

LEVEL OF INTERACTION

25



The Landscape of Soclal Media Users

Use Facebook

Use Twitter

Women, adults ages 18-29

Adults ages 18-29, African-Americans,
urban residents

Use Pinterest 15

Women, adults under 50, whites, those
with some college education

Use Instagram | 13

Use Tumble f 6

|
|

Adults ages 18-29, African-Americans,
Latinos, women, urban residents

Adults ages 18-29

Source: Pew Research Center’s Internet & American Life Project Post-Election Survey, November 14 -
December 09, 2012. N=1,802 internet users. Interviews were conducted in English and Spanish and on
landline and ced phones, Margin of error is +/- 2.6 percentage points for resuits based on Internet
users. Facebook figures are based on Pew Research Center’s Internet & American Life Project Omnibus
Survey, December 13-16, 2012. Margin of error for Facebook data is +/- 2.9 percentage points for

rosults based on Internet usars {n=860),

5/14/2013

26
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Using New Media Tools in the Design and
Conduct of Clinical Trials:

2013 Society for Clinical Trials Workshop
May 19, 2013

Gloria M. Miele, Ph.D.
Columbia University College of Physicians and Surgeons, Department of Psychiatry

Social Media Communication
Strategy




5/14/2013

Social Media Policies

* Where do you work?

+ What are your objectives?
Define your audience
Know your competition
What resources (time & $) you will invest

Policy Content

Determine who is responsible for social media
activities

Define scope of content

Establish privacy expectations

Define comment policy

Federal laws & regulations

Protection of patient confidentiality

Monitor content & evaluate performance
Address defamation, slander & libel
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Social Media Policies

Educate employees: OSMA Best Practices:
 Limitations of privacy
settings
Third party access or
storage
Permanency of a
digital footprint . Lawfulness

Consequences of . Management

policy violations . Monitor internet
Laws applicable to

digital
communications

1. Accountability &
accuracy

. Honesty & transparency
Respect

. Be collaborative
. Add value

Ask Yourself
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Legal Considerations

Consider having your workplace policy on social
media reviewed by a lawyer

Office of the National Labor Relations’ report on
social media cases in August 2011

Facebook posts may or may not be grounds for termination

Example case of employee discussing work at mental institution to
FB “Friends” only and was rightfully terminated

“It was spooky being alone overnight in a mental institution ... *«
one client was cracking her up, & that employee did not know L
whether the client was laughing at her, with her or at the client’s
own voices”

6 degrees of separation between you & Kevin Bacon

Using Social Media as a
Recruitment Tool
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Target Your Reach with
Facebook Ads

® Demographics
Location, Language, Education, Work
Age, Gender, Marital Status
Zip code
Interests

® Pay per click or per impression (how many people see it)

3

Set a budget for a campaign
Per campaign/day caps are available

Examples of Facebook
Advertisements

It’s all about you Tell us what you think

Are you 16-25 vears and live Tell us what heaith issues
In Victoria? We want to are important to you, fill in a
know what you think about survey and help improve the
health. Fill in a survey and health and wellbeing of

Qo in a draw to win prizes young Victorian women

Web-Based Recruiting for Health Research Using a Social Networking Site:
An Exploratory Study

http://www.jmir.org/2012/1/e20



http://www.jmir.org/2012/1/e20/
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Facebook Ads p—

& Like LEISSEES
marketing solutions

v'Go to resources, getting
started guide ads

Tweet Your Way to More
Participants

® Use Twitter to connect with other
providers/agencies in your area

® Tweet about your study

® Include contact info, link to web site with
study information

® Use hashtags (e.g., #research #addiction
#women) to improve search @



http://ads.ak.facebook.com/ads/FacebookAds/Getting_Started_Guide.pdf
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Other Approaches

Post on discussion boards
Link on web sites

Connect with and share info on
research with other professionals
on LinkedIn

Use a group page for “snowball
sampling”

Social Networking Guidance is
Under Development

® Still no guidelines OHRP and minimal discussion from FDA
® IRBs are beginning to develop their own guidelines

® Need to look to standards written for print advertising and
apply to other approaches

E.g., “Guidance for IRBs and Clinical Investigators” (e.g.,
DHHS 45 CFR 46)
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Sample IRB Guidance

“The guidelines are comprised of requirements and
recommendations that are consistent with the basic IRB principles
applied to all research involving human participants.”

“The IRB does not consider sites that require a login and

password to be publicly available data, therefore participants

must be consented. Members of sites that require a login have an

expectation of privacy and do not expect that anything they post
LA LS 2 will be used for research purposes.”

WISCONSIN

“All studies, including those using computer and Internet
technologies, must ensure that the procedures fulfill the principles
of voluntary participation and informed consent, maintain the
confidentiality of information obtained from or about human
participants, and adequately address possible risks to participants
including psychosocial stress and related risks."

IRB Best Practices for
Using New Media

® Communicate with IRB - present your situation and ask
for guidance

® Include social media plan in protocol

® Include potential risks in consent form
“There may be costs associated with text messaging”
“There may be increased risk to privacy”

Include explicit description of how page is set up and how
social media will be used to communicate
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Exercise:
Research Your IRB’s
Social Media Policy
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CASE EXAMPLE:
NIDA'S CLINICAL TRIALS NETWORK
J WEB-BASED INTERVENTION STUDY
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CTN-0044 Study Design

Effectiveness trial of web-based intervention plus
contingency management (Therapeutic Education System
[TES], Bickel, Marsch, Buchhalter & Badger [2008]) in
outpatient treatment programs

10 sites in g nodes
510 participants

Original contact and locator forms included email, cell
phone and texting, but not social media

Campbell et al. (2012). Contemporary Clinical Trials.

Introducing Social Media as a
Contact and Location tool

Three of 10 sites participated
Required IRB amendments and changes to consent

Requested social media contact info from newly
randomized participants and those who returned for
follow-up

Gave sites flexibility to implement as they chose
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Preliminary Findings m

The majority of all participants agreed to be contacted by
email and/or texting

Participants were 50% more likely to respond to a text
than an email

At sites using social media, one third to two thirds of
participants agreed to be contacted using Facebook

One third of participants did not have social media or
computer access

Of those who agreed to be contacted using Facebook,
about half were successfully contacted

Those Most Likely to
Agree to Be Contacted
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Lessons Learned and Best Practices

Set up profile for research team using strictest
privacy settings
“friends only”

Do not add “friends” to study page nor allow
requests to be added

Allow only basic study contact information to be
visible to others.

Allow Facebook users only to send direct
messages to the study page

Block posting on page

More Best Practices for Contact
and Location Efforts

Cross-reference profile search results with other locator
information in order to confirm participant’s identity.

Is that the real Joe Smith?
Content of messaging may need IRB review and approval

Consider, note and subscribe to participant’s preferred
method of communication

Facebook, texting, email or phone

Systematize research staff’s approach to using social
media
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Create a Social Media Strategy

® Include in protocol, IRB submission, consent and
Operations Manual

® Determine who will manage the page

® How will social networking be used?
Along side phone and email?

Last resort when more conventional methods are not
effective?

Exercise:
Draft Your Own
Social Media Strategy
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Research Electronic Data Capture

Data Management and Survey Tool

Lynn Simpson, MPH

Research Data & Analytics Services Manager

The Harvard Clinical and Translational Science Center
Partners HealthCare, Research Computing

Enterprise Research Infrastructure & Systems (ERIS)

http://catalyst.harvard.edu

Q EDCa P Background

Rescarch Dextronk Dets Capture

2004: Initially developed and deployed at Vanderbilt U. Medical Center

Paul Harris: Researchers needed help managing data for small/medium
sized non-trial research projects and will do the right thing (secure, audit
trails, etc) if provided an easy way to get needed tools

Solution: Metadata-driven application

2006: REDCap License available at no charge to institutional partners other
institutions and a consortium of domestic and international users was
formed.

http://www.project-redcap.org/

2008: Harvard awarded CTSA — Harvard Catalyst
REDCap selected as EDC tool

PARTNERS. | rousomomy moiaw asn wonvs s 1


https://iwg.devguard.com/trac/redcap/
http://www.project-redcap.org/
http://www.project-redcap.org/
http://www.project-redcap.org/
https://iwg.devguard.com/trac/redcap/

5/14/2013

e L HANYA
>~

LM
CATALYST

T AARVERE BN
(L)

VEheae vraree ﬁn‘EmQ n-cc-ua- p

Today: REDCap Consortium

620+ active partners
56 Countries

S
Ve

HARVARD
CATALYST

THE HARVARD CLINICAL

QEDCap
SCIENCE CENTER Rescarch Buxtrook Dets Captuse

Today: Harvard Catalyst / Partners HealthCare
3320+ Projects

Projects Created (A1)
£200

2800

1,000

1
2008-10.21 2010-67-22 2010-11-15 2011.00-23 2011-08-11 2011-12-30 2012.65-94 2012-10-23 20120329

FOUNDIED BY TOGHAM ANT) WOMEN'S FOSITTAL
AND MASSACHUSETTS CENEXAL HOSITTAL



https://iwg.devguard.com/trac/redcap/
https://iwg.devguard.com/trac/redcap/

5/14/2013

o QEDCE.p
Rescarch Buxtronk Dets Capture

REDCap . web-based application
designed to give Researchers ..
Clinicians the capacity to create and
manage databases aa surveys iorderto

support data capture for research

s QEDCE] p Project Settings

There are two data collection instrument types:

1. Data Entry Forms: Data entry by study team
2. Survey: Data entry performed by subjects, participants

There are two data collection formats:

1. Classic: One record per patient

2. Longitudinal: One record per patient per event, with
the possibility of defining multiple arms
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*EDcap Longitudinal Design

Research Buxtrook Dets Capture
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REDCap  peta security

Research Bictrook Dats Capture

« Data Hosted by Institution

e Institution can determine level of
security:

— HIPAA
— 21 CFR Part 11
— FISMA

For Example: @

“Survey Monkey and other externally hosted online survey tools do not

have specific documentation in regards to being HIPAA compliant; and
therefore are not held to the same compliance and ethical standards as

Partners HealthCare.”
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Study Workflow

nactive |optional) mode
\ v anaanalyredata

No date entry/update

Archived mode

Data analysis finalized

Development: Online Form Editor

Q: How much
experience with
programming,
networking and/or
database construction
is required to use and
design EDC tools in
REDCap?

A: No programming,
networking or database
experience required.

Use Point-and-Click
interface to design your
EDC tool(s).
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Applications

Calendar

[3) Data Export Tool

[i& Data Import Tool

[[") Data Comparison Tool
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" File Repository

£ User Rights

£ Data Access Groups
2 Graphical View & Stats
[i| Report Builder

REDCap
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Production: Data Entry

Licensed Institution

Database

REDCap -——

=

N

. Study Admins

Research Bictronk Dats Captuse
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EDCap Data Management

Calendar - View and edit project calendar for scheduling and event tracking

Data Export Tool - Extract data fields from database to Microsoft Excel, SPSS,
SAS, R, STATA software (Ability to de-identified data sets)

Data Import Tool - Add and edit data by importing data into database from a
Microsoft Excel file

Data Comparison Tool - Compare database records entered by designated data
entry persons (double data entry)

Logging - View and export a list of all changes made to the database, including
data exports, data changes, and the creation or deletion of users

File Repository - View, upload, and download project files; view and download
previous data exports (data and syntax stored files)

User Rights - View and edit users database access, basic rights and data entry
rights

Data Access Groups - Restrict access to database records by group, users in the
same Data Access Group can access records created by that group.

Graphical View & Stats - View Plots (graphical representations) and Descriptive
Statistics for data entry forms

Report Builder - View, edit, copy, delete and download custom reports; query
database in real time and display data in a table format.

Applications

13
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Number of results returned: 6
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QEDCap Reporting Tools

Total number of records queried: 29 (yecorits’ = tufal mvnfable daly aonss Sesgnoted Events

Study Enrollment
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Data Quality Rules

Rule #  Rule Name

Prasac

*EDcap Data Quality

Rescarch Bectrook Dets Captuse
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2 %EDC ap Export

sctronk Data Capture

REDCap Data Export
« Export to Excel, SPSS, SAS, STATA, R

« Numerous de-identification options

- Removal of fields that contain PHI

- Automatic removal of date fields; date shifting
« Exports include corresponding syntax files

« Maintain record of entire export history

Gsas

18

s Qﬁ EDCwa P Benefits

- Easy to Comply with Good Clinical Practices (GCP)

- Validation, Branching and Locking Features

« Allow for lower rate of data collection errors
- Compared to Access/Excel

Statistician can have access to data export tool
- Eliminate need for PI to ‘deliver’ data to statistician

- Central secure access point
- Eliminates need for multiple copies of dataset

19
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2= REDCap

Rescarch Bectrook Dets Captuse

REDCap Demonstration

20

*E Dcap Contact

Rescarch Daxtronk Dets Capture

Lynn Simpson, MPH
Research Data & Analytics Services Manager

Harvard Catalyst | The Harvard Clinical and
Translational Science Center

Partners HealthCare | Research Computing, ERIS

http://rc.partners.org/edcREDCap
edcsupport@partners.org
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Workshop P 10: Using Media Tools For Clinical Trials: Reference Guide

FDA Electronic source draft guidance (Nov 2012-does not cover SNS or internet trials):
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/
UCM328691.pdf

FDA (Devices): (July 2011, covers mobile medical applications):
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ConnectedHealth/Mobile
MedicalApplications/default.htm

FDA Responding to Unsolicited Requests for Off-Label Information About Prescription Drugs and
Medical Devices (Nov 2011, labeling):
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UCM285

145.pdf

Some Relevant Articles
1. Andrews, Social Media Recruitment, Applied Clinical Trials, Nov 1, 2012 (corresponding author:
Christine Andrews, MS-CRA, MBA is Senior Manager, Proposals at PAREXEL International, 195
West Street, Waltham, MA, e-mail: Christine_D_Andrews [christine_d_andrews@yahoo.com]

2. Free, et al, The Effectiveness of Mobile-Health Technologies to Improve Health Care Service
Delivery Processes: A Systematic Review and Meta-Analysis, PLOS Medicine, January 2013 |
Volume 10 | Issue 1 | e1001363

3. Qureshi A, Connelly B, Abbott E, Maland E, Kim J, Blake J., J Vasc Interv Neurol. 2012
Aug;5(supp):26-9. Mobile applications for handheld devices to screen and randomize acute
stroke patients in clinical trials. Source. Zeenat Qureshi Stroke Research Center, University of
Minnesota, Minneapolis, MN, USA.

4. Palmier-Claus JE, Ainsworth J, Machin M, Barrowclough C, Dunn G, Barkus E, Rogers A, Wykes T,
Kapur S, Buchan I, Salter E, Lewis SW., BMC Psychiatry. 2012 Oct 17;12:172. doi: 10.1186/1471-
244X-12-172. The feasibility and validity of ambulatory self-report of psychotic symptoms using
a smartphone software application. School of Community Based Medicine, University of
Manchester, Oxford Road, Manchester, UK. Jasper.Palmier-Claus@manchester.ac.uk

5. Kerr DA, Pollard CM, Howat P, Delp EJ, Pickering M, Kerr KR, Dhaliwal SS, Pratt IS, Wright J,
Boushey CJ. BMC Public Health. 2012 Jun 22;12:477., Connecting Health and Technology (CHAT):
protocol of a randomized controlled trial to improve nutrition behaviours using mobile devices
and tailored text messaging in young adults. Curtin Health Innovation Research Institute and the
School of Public Health, Curtin University, Perth, WA, Australia. d.kerr@curtin.edu.au

6. Spring B, Schneider K, McFadden HG, Vaughn J, Kozak AT, Smith M, Moller AC, Epstein LH,
Demott A, Hedeker D, Siddigue J, Lloyd-Jones DM., Arch Intern Med. 2012 May 28;172(10):789-
96. Multiple behavior changes in diet and activity: a randomized controlled trial using mobile
technology. Department of Preventive Medicine, Northwestern University, 680 N Lake Shore
Drive, Chicago, IL 60611, USA. bspring@northwestern.edu
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