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Disclaimer ( PRO

The views and opinions expressed in the following slides are
those of the individual presenters and should not be
attributed to their respective organizations/companies, the
U.S. Food and Drug Administration, the Critical Path Institute,
the PRO Consortium, or the ePRO Consortium.

These slides are the intellectual property of the individual
presenters and are protected under the copyright laws of the
United States of America and other countries. Used by
permission. All rights reserved. All trademarks are the
property of their respective owners.



Session Objectives ( PRO

Gain greater understanding of techniques used to conduct
gualitative research using digital media

Provide examples of the implementation of some of these
techniques used for concept elicitation with a single social
media platform

Discuss the advantages and disadvantages of using digital
media to collect data used in the context of [abeling

Consider how the health care enterprise can move forward
with the use of digital media to enhance our understanding
of how patients experience their health and treatment.
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e Moderator

— Margaret Rothman, PhD — Senior Director, PRO Group, Janssen
Pharmaceutical Companies of Johnson and Johnson

* Presenters and Panelists

— Trena M. Paulus, PhD - Associate Professor and Coordinator of the
Graduate Certificate in Qualitative Research Methods,
Department of Educational Psychology and Counseling, University
of Tennessee

— Paul Wicks, PhD — Vice President of Innovation, PatientsLikeMe

— Elektra Papadopoulos, MD, MPH — Team Leader, Study Endpoints
Team, SEALD, OND, CDER, FDA

— Tara Symonds, PhD — Senior Director and Head, PRO Center of
Excellence, Pfizer
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New technologies & health ( PRO

Estimates from the New England Research Institutes
(NERI) suggest developing a PRO from beginning to end
takes at least 24 months and costs between $1m S5m,
while estimates shared at the 2011 C-Path meeting
suggest up to 4 years for development and costs
between $725k - $2.1m.

Hayes R. Patient-Reported Outcome (PRO) Instruments as Drug
Development Tools (Session ll). Consensus Science New Tools and
Tactics for Next-Gen Drug Development., Washington, DC: 2011.



New technologies & health PRO

CRITICAL PATH INSTITUTE

e Seven-in-ten (72%) adult internet users say they have
searched online for information about a range of health
issues, the most popular being specific diseases and
treatments.

* One-in-four (26%) adult internet users say they have read or
watched someone else’s health experience about health or
medical issues in the past 12 months.

e 16% of adult internet users in the U.S. have gone online in the

past 12 months to find others who share the same health
concerns.

S. Fox (Jan 15, 2014) The social life of health information. Pew
Research Center.
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A majority of older internet users go
online on a daily basis
% of infernet users in each age group who go online ...

24 92 LT} 52 MNet

35 times
per week

Every day
or almost
every day

1829 3049 5064 65+

Pew Research Cemter's Intemet Project July 18-September 30,
2013 tracking survey.

PEW RESEARCH CENTER
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 Researcher-generated (technologies as tools)
— Focus groups
— Interviews
— Surveys
— *Online interviews & focus groups
— *Mobile devices
e Naturally-occurring (technologies as contexts)
— Observations
— Conversations
— Documents
— *Online communities & social media interactions



Digital tools & qualitative data

1. Online interviews & focus groups
2. Online communities & social media

3. Mobile devices

CONSORTIUM



Online interviews & focus groups



Online interviews & focus groups ( PRO

* Asynchronous (different place, different time)
— E-mail
— Discussion forums
— Social media (blurs the boundary)
* Synchronous (different place, same time)
— (Phone, SMS/text messages)
— Facebook chat
— Skype video (with chat)
— Google Hangout video (with chat)
— Video messaging (blurs the boundary)
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Section Hiker

Thread: type II diabetes m Be the first of your friends to like this.

| mosyalong type II diabetes 12-14-2013, 00:27

1) Wise Old Owl el you are in the right... 12-14-2013, 00:32

| JAK Interesting fink. Love the... 12-14-2013, 09:28

() d3v type I diabetes is a piece... 12-14-2013, 16:34

| slo-go\"en I don't think it's so mudch a... 12-14-2013, 18:00

|| max patch 1 had & doctor who had me try... 12-14-2013, 18:08

|| Dwrsrvnennd T rasili csw thic in diraoct 172-14-70172_10-321

B 12-14-2013, 00:27

mosyalong ;
Y [ type 11 diabetes

Registered User

SEER. et hello, I am mosyalong. I plan to hike in 2014. no experience. there have been some threads about type II diabetes. Thel
a web site that says

Location: arkansas whole food chromium will fix it in @ matter of months. It's not a disease but a condition. www.notadoc.org. looking forwg
the trail and meeting

A b many of you.

Posts: 2

Wise Old Owl © B

Join Date: 01-25-2007
Location: High up in an old tree
Posts: 13,565

Thread Tools Search Thread Dig

2 Rephy with

B 12-14-2013, 00:32

Well you are in the right place and welcome - I have no experience with Diabetes, but many here can help you. As a nej
member I hope you stick it out and if you need additional help I have a few friends in backpacking that can help you ...




Online interviews & focus groups ( PRO

* Asynchronous focus groups (Tates et al., 2009):
— Access to hard to reach populations
— Cost & time saving for researchers
— Accurate & automatic capture of data
— Participant convenience & comfort
— Greater self-disclosure
— Lack of time pressure & greater reflection
— Selection bias
— Digital divide
— Lurkers
— Lack of visual cues
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n G'D‘USIE"‘ HanguutJ

Chat Inwite Screenshare

Group chat

' Kathy Evans 143 PM |~
you're welcome. I'm glad to
be a part of your study.

-

Rl me 1:44 PM

A == As you know we are
studying the experiences
of teachers who work in
school suspension
classrooms. To start off,
please tell me a little bit
about your experiences
teaching in ISS rooms.

' Kathy Evans 1:45 PM
Well as an advocate for
students who struggle to
be successful in school, |
often get frustrated when
classroom teachers don't
send students’ assignment
s to class A

Kathy Evans is typing... L i




Online interviews & focus groups ( PRO

800 Skype

JNINALESTER
B sl (Q Search )

" See page 359
|
|
| have been wondering if perhaps we can re-consider our first theme. :
|




Online interviews & focus groups ( PRO

* Synchronous focus groups with young people (Fox et al.
2007)

— Dynamic, immediate, more similar to talk

— Emotions conveyed through emoticon use

— Less threatening to young people

— Must find common meeting time

— Requires fast Internet connection

— Chaotic turn-taking

— Typing speed = power

— More than 5 participants requires 2 moderators
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S acheonous | synevonous

Technical Likely familiar technologies Fast connection, webcam,
requirements audio/video, more technical
difficulties likely

Skills Writing skills Typing speed
Comfort with video

Visual cues Largely absent Present with video or
emoticons or text
abbreviations

Participation Can ignore messages Chaotic with too many
Can lurk participants
Lag time for responses
Response types Reflective Spontaneous, can respond to
probes

See also Wilkerson et al. (2014). Recommendations for Internet-based Qualitative Health Research with Hard to
Reach Populations. Qualitative Health Research 4(4), 561-574.
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Social networking site use by age group, 2005-2013
% of internet users in each age group who use social networking sites, over time

1009
90%
80%
0%
60% w M| internet users
5084 18-29
e 3049
409
30%
—5,5+
20%
10%
i 5:?/
g2 88 8 3 3 4 % % 2 3
= = dn & g O = &
L @ 28 « € 3 & & &4 2 &

Source: Latest data from Pew Research Center's Internet Project Library Survey, luly 18 — September 30,
2013, N=5,112 internet users ages 18+ Interviews were conducted in English and Spanish and on landline
and cell phones. The margin of error for results based on internet users is +/- 1.6 percentage points.
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One-quarter of seniors
use online social
networks

% of seniors who ...

41%

Do not go
online

Pew Research Center's Internet Project July
158-5eptember 30, 2013 tracking survey.

PEW RESEARCH CENTER
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Online communities & social media (PRO

 Spontaneous (unelicited)
e WhiteBlaze.net (online hobby group)
e Facebook

e SecondLife

e Unknown participants
* Designed (elicited)

e Patients Like Me

e One Thousand Voices

e Online support groups (Varga & Paulus, 2014); online
educational groups (Paulus & Lester, 2013)

* Known participants


http://www.whiteblaze.net/forum/showthread.php?102652-Lyme-disease-Myths-Busted
http://www.patientslikeme.com/
http://1000voices.edu.au/unique-journey

Online communities & social media

&) High Glucose reading at Dr. visit

& Back to Discussion List

I've had high blood pressure and | am on that forum. I'm 40 years old and have a physical
job, I'm not obese, but do have the "spare tire”™ I'm G foot & and 2601bs. | was dieting last
year and was about 230, but fell off the diet wagon and now I'm 260, again, mostly belly
fat, which | have read is the worst.

S0 lwent to my family O to re-fill my B2 for my blood pressure medicine and he decided
to do some blood work. My cholesteral was alittle high so he prescribed 10mg of Lipitor,

but the thing that scares me the mostwas my elevated glucose level. Itwas 118. The Dr.
said it should be between 65 and 105. | now have to go take a 2 hour glucose tolerance

test.

| don't have a family history of diabetes. The cholesteral doesnt bother me as much, as |
am confident | can change that with my diet. | have already swoaorn off any fast food, junk
food and sweets. All this happened yesterday after my appointment, but It's a real eye
apener to me, and with that said, | have the willpower to eat nothing but salads, granola,
grilled chicken, grilled salmon, and water,

I'm confused though because | was talking to a friend that has diabetes and has to take
shots, and he said 118 wasnt bad. | know | definetly need to loose weight, and although |
anly started yesterday, I'm on that path and | am going to be eating right from now on. I'm
just concearned as to why my Dr. requested | take the 2 hour test. Are there some other
issues that can be uncovered in that test?

Any input would be greatly appreciated. | didnt get to talk to the Or. the lab nurse called
me late in the day Friday with the results and news that | needed to take the test. So
abwiously with this being the weekend, I'm stressing out about it.

Thanks
Posted on 04/19M4, 11:54 am

Watch this

PRO
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Online communities & social media

L 4

Diabetes Support
18 hours ago &

Another Facebook fan could use your help! She writes: "I was
wondering if any fellow pumpers get a lot of infections at the
infusion site that requires strong Antibiotic or even lancing and
packing? How often? I am getting them every 2-3 months. I'm
really discouraged.”

Like - Comment * Share P4

£ 135 people like this. Recent Activity =

F &
R

Write a comment...

Sue Champagne Souliére like
Like - Reply - about an hour ago

Sarah McEwan When I first started on the pump I got infections
quite quickly where the cannula was and needed antibiotics, but as
long as I change my cannula every 2 days I'm okay now.

Like - Reply - about an hour ago

Crystal Ferrill Morris I use omnipod and you have to change it
every 3 days. My Medtronic sites use to get irritated when I used it but
not with omnipod.

Like * Reply - 2 hours ago

Jackie McDonald Pump for 4 years and never had an infection. Hit
a blood vessel once which caused a huge bruise but otherwise no
issues,

Like * Reply * «4 3 * 15 hours ago

E Crystal Ferrill Morris I have done that before and wow yes
huge bruise lal

Like - 2 hours ago

m Write a reply...

PRO
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19
2

LI l-l'-ll.f-ﬂ-

Anne Geraghty
Luke ripped ou

#type1 #diabet
Expand

v pur_np[ & #diabeticProbs 7T
s instagram. com/p/nMb6ddggd2/
4 Reply 3

‘medtronic #pumpprobs

tweet ¢ Favorite === More

Toan Huynh (@toanbhuynh - 21h
#Medtronic among The 50 Best Employers In America businessinsider.com
/best-employers. ..

[ View summary 4 Reply 3% Retweet % Favorite ee= More

Lionbridge Life Sci (ULionbndgelife - Apr 24
#Medtronic launches a massive #clinicaltrial that could widen the use of #CDs
in #emergingmarkets bit_ly/1rpjOJM

[ View summary + Reply 3% Retweet % Favorite ee= More

C. Michael Gibson MD o ChichaelGibson  Apr 24
#Medtronic allowed to continue selling #CoreValve as injunction for patent
infringement delayed medpagetoday com/Cardiology/Arr. ..

[ View summary 4 Reply 3 Retweet % Favorite =e= More



http://instagram.com/p/nMb6ddggd2/
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Online communities & social media ( PRO

* Detecting health conditions (Prieto et al 2014)

e Sharing treatments and experiences of care (McGregor et
al 2014)

* Recruiting survey participants (O’Conner et al 2013)
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ST e
nutntionXP @ Lswensen it's just awful to watch! He's clocking up 22/03/2012 1
3,000 calories! #astfoodbaby1

65reevesmm Can't believe how these kids rule over their parents - 22/03/2012 1
shocking #astfoodbaby1
nutritionXP The parents are creating a recipe for diabetes, heart  22/03/2012 1

disease and cancer #fastfoodbaby1

LSwensen1 @65reevesmm this baby is drinking 6 cans of Cola a 22/03/2012 1
day! | feel sick :( #fastfoodbaby1

BSreevesmm Nothing wrong with takeaway every now and again,  22/03/2012 1

QSR Nvivo’s Ncapture tool



http://www.qsrinternational.com/products_nvivo_add-ons.aspx
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Public vs Topic Degree of Subject Is Consent
Private Sensitivity Interaction Vulnerability Necessary?
Private High High High Likely

F e Y . F 5

v v v v w
Public Low Low Low Mot Likely
Figure 5.1 Heuristic for making informed consent decisions in internet research (adapted from McK

Fry
Sy
dNd FOrier

-I-I-Irl .
WL, LU,

[ )

[ )
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Mobile devices



Mobile devices ( PRO

* 90% of American adults have a cell phone (including
77% of older adults)

 58% of American adults have a smartphone
(including 18% of older adults)

* 32% of American adults own an e-reader
e 42% of American adults own a tablet computer
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Cell phone activities
The % of cell phone owners who use their cell phone to...

81
o0
22
30
49
48
21
8

send or receive text messages

access the internet

send or receive email

download apps

get directions, recommendations, or other location-based information
listen to music

participate in a video call or video chat

“check in” or share your location

Source: Pew Research Center's Internet & American Life Project Spring Tracking Survey, April
17 — May 19, 2013. N=2 076 cell phone owners. Interviews were conducted in English and
Spanish and on landline and cell phones. The margin of error for results based on all cell
phone owners is +/- 2 4 percentage points.




Mobile devices ( PRO

 Motion sensor to trigger physical activity recall (Dunton et
al, 2014)

e Text-message/SMS prompts (Bobrow et al, 2014; Tsai et al,
2007)

 Mobile phone-assisted personal interviewing (van Heerden
et al., 2014)
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p

Image: http://mobihealthnews.com/13526/unitedhealth-group-taps-carespeak-for-sms/



http://mobihealthnews.com/13526/unitedhealth-group-taps-carespeak-for-sms/
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What have you been DOING between
1:35 PM and 2:05 PM?
(Choose all that apply)

) Reading or doing homework

© Using technology (TV, phone)

& Eating/Drinking
O Sports/Exercising
J Going somewhere
) Hanging out

© Other

Image: http://journal.frontiersin.org/Journal/10.3389/fpubh.2014.00012/full
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AP 2 a2 ) 15:36
My Meal Mate

¢ Mon, 3jan p

1409

CALORIES REMAINING

Goal Food Exercise Net

1409 +0 -0 0

Add to diary

Image: http://www.jmir.org/2013/4/e32/
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Your poll will show here

D ()

Install the app from Make sure you are in
pollev.com/app Slide Show mode

Still not working? Get help at pollev.com/app/help
or
Open poll in your web browser



http://www.polleverywhere.com/app
http://www.polleverywhere.com/app/help
http://www.polleverywhere.com/multiple_choice_polls/SfbMB6wX0YqzJlz?preview=true
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* Fielding, N.G,, Lee, R.M., & Blank, G. (2008) The SAGE
Handbook of Online Research Methods.

e Kozinets, R. (2010) Netnography.

e Paulus, T, Lester, J. & Dempster, D. (2014) Digital Tools for
Qualitative Research.

e Poynter, R. (2010) The Handbook of Online and Social Media
Research.

e Salmons, J. (2014) Qualitative Online Interviews, 2"d edition.

e Special issue of Health Affairs: Early evidence, future promise
of connected health (data security & privacy)

e Bamboo DiRT: Digital research tools

e Visualizing data: Tools for collecting and handling data



http://www.uk.sagepub.com/refbooksProdDesc.nav?prodId=Book229285
http://www.uk.sagepub.com/refbooksProdDesc.nav?prodId=Book229285
http://www.sagepub.com/booksProdDesc.nav?prodId=Book233748
http://www.sagepub.com/books/Book239271?subject=L00&productType=Books&sortBy=defaultPubDate%20desc&fs=1
http://www.sagepub.com/books/Book239271?subject=L00&productType=Books&sortBy=defaultPubDate%20desc&fs=1
https://www.esomar.org/web/research_papers/book.php?id=2123
https://www.esomar.org/web/research_papers/book.php?id=2123
http://www.sagepub.com/books/Book241778?productType=Books&course=Course1007&sortBy=defaultPubDate%20desc&fs=1
http://content.healthaffairs.org.proxy.lib.utk.edu:90/content/33/2.toc
http://content.healthaffairs.org.proxy.lib.utk.edu:90/content/33/2.toc
http://dirt.projectbamboo.org/
http://www.visualisingdata.com/index.php/2013/09/essential-resources-tools-for-collecting-and-handling-data/
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Step 1: S veurems _\ s s Step2:
Create/update and i P === 4 ﬂL R Find support from
share your health \__\ . others like you and
profile xﬂ ﬂ‘ =

compare experiences

Step 5: & e, Step3:

Play an integral o™ “_.‘_"._’. ““““““ Learn from aggregated
part in your own B ’ =\ | community Treatment
health care e 22 '.; " and Symptom Reports

Step 4:
Take profile to your doctor to have an
improved treatment conversation



Measuring Advanced ALS

FRS: 0 Gl
(latest: 10/01/06)

40
Progression rate
percentile 32
0
& 24
16
8

Eurgpean Joumnal of Neurology 2003,

Diagnosis

gn98 Jan99 Jan00 Jan01 Jan02 Jan03 Jan04 Jan05 Jan06 Jap 07

16: 353-359 doi10.1111/.1468-1331 200602434 .x

Measuring function in advanced ALS: validation of ALSFRS-EX

extension items

P. Wicks®, M. P. Massagli®, C. Wolf® and J. Heywood®
*PatientsLikeMe Inc., Research & Development, Cambridge, MA, USA; and ®Person living with ALS, patient member of Patients-

LikeMe.com

Keywords:
ALS, ALSFRS-R, clinical
rating scale, floor effect

Background: With the aid of assistive technology, some patients with amyotrophic
lateral sclerosis (ALS) are able to live for several years past the lowest measurable level
of function on the Amyotrophic Lateral Sclerosis Functional Rating Scale — Revised
(ALSFRS-R), a widely used end-point in ALS assessment. There is a research need to

PRO
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ALS patient noticed
ALSFRS-R wasn't
sensitive enough to
capture function in
advanced ALS, “floor
effect” of measure

200+ patients
participated in study to
construct and pilot a
new, more sensitive
Instrument

3 new items were
selected to be included
In the new ALSFRS-
EX measure

Being used by the VA
biobank and academic
studies
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e Slow (2-4 years) & expensive to develop ($725k-S2.1m)
 Only available in few diseases

e Typically license fee for use

 Many lack patient input in design

Outdated e.g. home shopping, internet, smartphones

Rosen R. Development of Patient Reported Outcome (PRO) Measures: How Feasible is a PRO for Asymptomatic PCa Treatment? FDA
Public Workshop Clinical Trial Design Issues Drug and Device Development for Localized Prostate Cancer, 2013.

Hayes R. Patient-Reported Outcome (PRO) Instruments as Drug Development Tools (Session IIl). Consensus Science New Tools and Tactics
for Next-Gen Drug Development., Washington, DC: 2011.



Open source model and PROs (PRQ
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Open Research Exchange (ORE) ( PRO

* A PRO builder toolset modeled on open source software
* Includes versioning, branching, contributions, feedback
 Social Architecture for collaboration, credentialing, credit
 Automated psychometric statistics for PRO improvement
* Database of instruments and supporting data

 Scientific support from experts at PatientsLikeMe & SAB

OOOPen research exchange —

patientslikeme: Robert Wood Johnson Foundation
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Ethan Basch, M.D.
University of North Carolina School of Medicine,
Lineberger Comprehensive Cancer Center

Erin Holve, Ph.D.
Senior Director, AcademyHealth

Patricia Brennan, R.N., Ph.D.
University of Wisconsin-Madison School
of Nursing and College of Engineering

Bryce Reeve, Ph.D.
University of North Carolina
Gillings School of Global Public Health

David Cella, Ph.D.
Northwestern University Feinberg School of
Medicine, Department of Medical Social Sciences

Sara Riggare
PhD student, Karolinska Institutet

Ari Gnanasakthy
Head of Patient Reported Outcomes, Novartis

Sharon Terry
President and CEO, Genetic Alliance

John Wilbanks

Chief Commons Officer at Sage
Bionetworks; Founder, Consent to
Research; Senior Fellow in
Entrepreneurship,

Ewing Marion Kauffman Foundation
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5 Phases of PRO development

Qualitative phase

PRO

CONSORTIUM
CRITICAL PATH INSTITUTE

Quantitative/psychometric phase

Concept
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from patients
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experience at a
large scale
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I |
» Feedback » . Retest »
b $ @ o

/- Equivalent to cognitive\

debriefing

* To evaluate clarity,
relevance, and adequacy of
response options for each
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¢ [tem review based on
patient feedback

* 4 feedback questions are

the new instrument (validity
and reliability)

* Flexible study design

* Ongoing patient input
available through item-level

\ended questions/

displayed below each
\ evaluated item j

and post-survey feedback

/° Psychometric evaluation of\

4 )

* To evaluate the
ability to detect
change
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Online Concept Elicitation (non-ORE) PRO
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Ongoing Collaborations (not using ORE)

e Patient-Relevant Concepts in Chronic Lymphocytic Leukemia (Janssen)
— 50 adults with CLL recruited via PatientsLikeMe
— 78% reported at least one symptom

— 369 descriptions of CLL symptoms including fatigue (40%), tiredness
(38%), night sweats (38%), swollen lymph nodes (32%)

— Supplemental telephone interviews included for a subset

— Concept saturation was achieved using the web-only technique
e Qvarian Cancer — “In your own words” (AstraZeneca)

— 30 adults with Ovarian cancer recruited via PatientsLikeMe

— Symptoms leading to diagnosis, patient journey

— Symptom fluctuations, worst symptom over course

— Impact of treatment(s) and description of follow-up care



Item- Level Feedback PRO
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Quantitative Feedback

e How well did this question apply to you?
— Very well, Reasonably well, A little bit, Not at all

e How easy was this question to understand?
— Very easy, Easy, Somewhat easy, Not easy at all

e How well did the response choices fit the way you think about this question?
— Very well, Reasonably well, A little bit, Not at all

Qualitative Feedback

In the past 4 weeks, how often did you feel restless because of your sleeping problems?

 "Not sure what was meant by 'restless'. Does that mean not being able to fall asleep?
Waking up during the night and not being able to get back to sleep? Feeling agitated during
the day? 'Restless Legs Syndrome’

In the past 4 weeks, how often did you feel more emotional than usual because of your
sleeping problems?

 "The way this is written makes it seem like it is asking whether | feel more emotional over the
last 4 weeks than | did previously. Is that what was intended?“

In the past 4 weeks, how often didn't you feel your best because of your sleeping problems?

e "When | have to read the question 4 times to figure out the question...it was not easy for me
to understand”




Feedback: Overall Comments PRO
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Did this survey give you any new insights into your own health situation?

Please explain.

 “Yes. It showed me how interconnected everything in the body is. My lack of
sleep, due to Fibromyalgia, makes my pain, which is constant, even worse than
usual. In turn, | nap in the afternoon, so | am wide awake when it's time to go
to bed.”

Are there other things missing from this survey that are important for

researchers to consider, given your own experience?

e “A question that should be asked is if the individual feels their lack of sleep is
due to: meds, depression, illness, etc.”

What, if anything, should we change to improve this survey, make it more

relevant to your condition, or make it more understandable?

 “You need to know what illnesses people have other than insomnia, whether
they use a CPAP machine, oxygen, sleep alone, if the sleep on a bed or
recliner.”

Please add any other comments you may have about the questions used

in this survey.

e “| appreciate that | had genuine choices in answering this survey.”
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ychometric Stats

Qualitative | Performance & details

Group Descriptive Results Show for  Layout1 v > NewPROitems v > Al Domains v
Q1: STIFF1 Domain: Stiffness Avg.time: 17 s ‘
How long have you experienced joint stiffness? Quantitative Feedback Responses
Response option Code Freq. % Cum. freq. Cum.% Avg. time Does it apply? Freq. %

_ Very well 5 27.7
Less than 1 week 0 228 1549% 228 15.49% 12s Reasonably well 8 44.4
A little bit 3 16.7
Less than one month 1 339 23.02% 795 38.51% 19s Not at all 5 119
Less than one year 2 397 2697% 1192 65.48% 15s
1 Easy to understand? Freq. %
Less than 5 years 3 254 17.26% 1446 82.74% 15s Very easy 5 277
More than 5 years 4 254 17.26% - 1700 95.25% 16s Easy 8 44.4
I prefer to skip 97 10 231% | 1710 97.31% 5s ey
| don't know -98 5 1.65% | 1715 100.00% 12s G
Does not apply -99 0 0.00% | ] 0 100.00% 3:,;’:,2;7“”‘ L
Forced skip -100 0 0.00% 0 100.00% - ielaslonta,bly well 3 fllgt?l
. : ) ittle bit .
Did not complete -999 0 0.00% 0 100.00% --- Not at all 3 11.1
Q2: SPAS1 Domain: Spasticity Avg.time: 17 s
How many times have you experienced severe joint spasticity in the last month? Quantitative Feedback Responses
Min: 0 Does it apply? Freq. %

. Very well 5 27.7
Max: ) 28 Reasonably well 8 44.4
Mean:  11.5 Alittle bit 3 16.7
Median: 11 Mot at all 2 11.1
e Easy to understand? Freq. %

. sy to understan req.
SD: 276 Very easy 5 27.7
Missing R Code Freq. % Avg. ti Easy 8 44.4
ssing responses € req g-fime Somewhat easy 3 16.7
| prefer to skip -97 10 2.31% 5s Not easy at all 2 11.1
I don't know -98 5 1.65% 12s Do responses fit? Freq. %
Does not apply -99 0 0.00% - Very \.'\.reIL,I | 3 27.7
N Reasonably wel 9 44.4
Forced skip -100 0 0.00% - A little bit 4 16.7
Did not complete -999 0 0.00% - Not at all 3 11.1
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Data Display

: Study 1 - Test of Psoriasis Survey

Descriptive  Qualitative | Performance & details

Performance summary @ Show for  Layout 1 v > NewPROitems v Print
Chronbach’s alpha Chronbach's alpha Chronbach’s alpha Chronbach's alpha
@ Stiffness ® Pain @ Mood © Fatigue @ Completion time Time distribution ® Reported relevance
.89 12items .78 16 items .72 B items .72 3items 1 3.7 45 jitems ’[ lll.ll_- 92% Very relevant
95% C1.88-.92 95% Cl .86 -.81 95% CI .71-.74 95% Cl .71-.74 min{avg) oo oo
Response details Show: | |ltemtext | | Onlyreponseswith ts || Excluded resp 1415 of 373 participants < 1 2[> | ‘
Aggmgatad responses M40 w23 732 W30 M3 M28 W22 W39 W26 M22 M38 W38 M33 W27 M37
tem Distributi No resp Avg.Time @ 1~ 2(~ 3= | alv] | si=]  slw) | 7lw] | 2lv] | 9f=] |10(=] | nl+] 12(+! [13[+] 1a[+] 15[+
Clinical _am;l Demographic Items
1 _ammll | 1 105 1 1 3 4 3 3 1 1 2 2 1 1 3 2
2 amEml B 5 125 2 1 3 1 1 * 4 4 2 2 2 4 1 4
3 mimsl | 2 155 2 1 1 3 1 1 3 Y 6 2 3 1 4 3 1 3
¢ B || 17 245 6 1 2 2 i® 3 [ J 4 1 2 4 4 » <2» » 9
5 textresponse [l 13 35s 1 = = = = = =2 = = = = = = = = »
¢ _aml W 20 20s 4 » [ 2 3 i@ 4 » =2» 2 . 2 [ J 1 4 1
New PRO ltems
7 _=amml | 1 15s 1 3 4 3 3 1 1 2 2 1 3 1 2 3 2
8 _mEml § 5 125 3 2 1 3 1 1 4 4 4 2 2 2 2 4 1 4
° mlm=l | 2 19s 2 1 1 3 1 1 3 3@ 6 2 3 1 4 3 1 3
10 HE_ m 17 23s 1 2 2 i@ 3 [ 4 1 2 4 4 [ ™ 9 @
11 “ . 13 29s T 0M0r10 12001/42  11/0214 12/22/98  3N5/98  BNSM3 3NN e2aies ANz @ SNe6 1BNZ VI 12M9Ee SNz ’
12 =ml H 20 14 1 ® o 2 3 48 4 » =0 2 e o - 1 4 1
115 0f 373 paricpants | < |1 23] |




Adaptations in response to feedback PRO
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e Patient Verification

 80% of patient asked agreed we could contact their physician
 Comparative validity

* Follow-up over telephone produced highly similar results
* Representativeness

e Use of population weightings and stratified sampling
e Ease of use

e Partnering with patients-led PRO, move to self-service
* |tem Response Theory

e Supporting CAT item banks, minimize burden, leverage PROMIS
 Appropriate Credit & Version control

e Work in progress to ensure balance of quality and accessibility



Pros / Cons of Online Research PRO

e Participatory e High Touch

e Speed e Errors propagate
e Anonymity e Validation

e Patient-centric e \erification

* Global reach e Localization

e Longitudinal e Attrition

* Openness e Security



Panel Discussion



Session Participants PRO

ATH INSTITUTE

e Moderator

— Margaret Rothman, PhD — Senior Director, PRO Group, Janssen
Pharmaceutical Companies of Johnson and Johnson

* Presenters and Panelists

— Trena M. Paulus, PhD - Associate Professor and Coordinator of the
Graduate Certificate in Qualitative Research Methods,
Department of Educational Psychology and Counseling, University
of Tennessee

— Paul Wicks, PhD — Vice President of Innovation, PatientsLikeMe

— Elektra Papadopoulos, MD, MPH — Team Leader, Study Endpoints
Team, SEALD, OND, CDER, FDA

— Tara Symonds, PhD — Senior Director and Head, PRO Center of
Excellence, Pfizer



Discussion and/or
Questions?
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