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Patient Protocol Engagement Toolkit and the 

Study Participant Feedback Questionnaire 
Mary Elmer, TransCelerate BioPharma Patient Experience Initiative 
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Disclaimer 

The views and opinions expressed in this presentation are 

those of the individual presenter and do not necessarily reflect 

the views of the Clinical Trials Transformation Initiative (CTTI) 

or the U.S. Food & Drug Administration (FDA). 
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TransCelerate: 

A Not-for-Profit Entity 
Created to Foster 
Collaboration 

Our Shared Vision: 

To improve the health of people around 

the world by accelerating and simplifying 

the research and development of 

innovative new therapies. 
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TransCelerate’s Initiatives deliver practical solutions to 

overcome inefficiencies in research & development 

OUR MISSION: 

Collaborate across the 
global 

biopharmaceutical 
R&D community to 
identify, prioritize, 

design and facilitate 
implementationof 

solutions designed to 
drive the efficient, 
effectiveand high 

quality delivery of new 
medicines 

HARMONIZE IMPROVE THE PATIENT AND SITE 
PROCESS AND SHARE INFORMATION EXPERIENCE 

 Clinical Data Standards  Clinical Research Access and Information 
Exchange  Common Protocol Template 

 Common Registry Data Packet 
 Common Statistical Analysis Plan 

 Clinical Research Awareness Template 
 eConsent 

 Comparator Network 
 eLabels 

 DataCelerateTM 
 Investigator Registry 

 eSource  Patient Experience 
 Digital Data Flow  Patient Technology 

 Site Qualification and Training  Placebo Standard of Care 
 Shared Investigator Platform 

 Toxicology Data Sharing 

 Common Clinical SAE* ENHANCE SPONSOR EFFICIENCIES & DRUG SAFETY 
 Modernization of Statistical Analysis* 

 Advancing Safety Analytics 

 Clinical Data Transparency 


 Data Monitoring Committee 


 Intelligent Automation Opportunities 


in Pharmacovigilance 

Interpretation of Guidance and Regulations* 
Protocol Deviations 
Quality Management System 
Risk-Based Monitoring 
Value of Safety Information Data Sources 

* New Work approved by TransCelerate Board for 2019 
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2016 
- Assess literature & 

conduct Patient 
interviews 

Q3-Q42018 
- i=inaize toolkits and st□ rt 

Member Company pilot 
testing 

20117 
- Development of toolkits 

(P-P ET & SPi=QJ 

Ql -Q22018 
- Obtain patient advisor- and member 

company st□ keholder feedback and 
continue toolk!i t development 

Q32019 
- Update toolkits based on learnings 

from th e pilot and release for public 
use 

Patient Experience Initiative Roadmap 
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TransCelerate Patient Experience Initiative 

 This initiative seeks to develop patient engagement tools will contribute to an improved 
partnershipbetweensponsorsand patients in clinical studies. 

SPFQ P-PET 

Target 
Product 
Profile 

Clinical 
Develop-

ment 
Plan 

Protocol 
Concept 

Protocol 
Optimi-
zation 

Protocol 
Exec-
ution 

Data 
Analysis 

Data 
Dissem-
ination 

Post 
Study 

Design clinical studies with patient input Gather patient feedback during clinical studies 

Patient Protocol Engagement Toolkit Study Participant Feedback Questionnaire Toolkit 
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How TransCelerate is Developing the Patient Experience Toolkits 

PRIMARY 
RESEARCH 

SECONDARY 
RESEARCH 

Toolkit Focused 
RESEARCH 

BUILDING 
the Toolkits 

TESTING 
the Toolkits 

LAUNCH 

Research Phase Development Phase Launch Phase 

 Search, 
summarize, 
analyze, & 
categorize 110+ 
related 
publications, 
articles, and 
conferences 







Interview 40 SMEs 
from 12 sponsor 
companies 

Conduct Patient 
Advisory Board for 
initial feed-back 

Patient focus 
groups to 
understand 
universal study 
elements from 
patient 
perspective 







Conduct Patient 
Advisory Board for 
P-PET input 

Conduct site focus 
group for patient 
clinical study 
experience-
specific input 

Conduct 1:1 
concept elicitation 
interviews with 
patients 

 Prioritize study 
elements by 
leveraging the 
Common Protocol 
Template (CPT) 
and develop 
questions, visual 
aids, guidance for 
sponsors 









Test P-PET 
questions with 
patient advisors 

Test P-PET with 
mock study team 
(proof of concept) 

Conduct ex-US 
concept 
confirmation / 
cognitive debrief 
interviews 

Run pilot 
programs with 
Member 
Companies 

 Engage with 
external 
organizations 

 Launch P-PET 
Version 1 for 
public use 

 Toolkit 
maintenance 
activities 

In Progress 
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► 

► 

User Guide 
I Stort•UpCon~, 

1111 

·..::-- - -- - ___ ,. 
Patient Protocol Engagement -:;._. ,o11en::un1on con:..-o,1on1 -------
L~~~k~~riEET): I "oceuflowforl'o~t (ngogemenl ~ei: 9 =-======--

Templates 

.... .. -- --·----------

----·-

I Clnkol Trlols 101 

0 -•• 

•-----0------

Pati.fl1Aclvlffry8oan:l(PABJ 
S..mm•,yRtpo,tlor 

► Resource Guide 

,atlent ,rotocol Engagement 

foolkit( , -,n) 

• 0 

1 11:ew,urc:e Gulde 
To le >fC ,I ,1, 

_.,_, --·-~ ... 
-~~~_;.~-~-=-:-=~ .. :..:-_ 

=-----··-::.=.-::.-· 

► Satisfaction Survey 

Sat1dact10nSurvey 

111..t.,.,.,, ,~,-~1or,,.....~1-
.,........,...,..t/mutl'lt•.-.l••-h.,.locbyl 

Patient Protocol Engagement Toolkit (P-PET) 
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► Socialization Deck 

AGfN0A,JCONTENTS 

I Oevelos,[ng lhe SPfQ 

Study Participant Feedback 
Questionnaire (SPFQ) Toolkit 

I S,FQflevolo,Ptteh 

The SPFQ 1, o quetllonnolre given to pgllenh <11 the 

be-ginning, mlddle ond end ol o cllnlc<1I ih.ldy J.(I 

sponsOfs c<1n Improve sh.Idles by learning from 

patients 

► Implementation 
User Guide 

Patient Experience (PE) Initiative 

study Participant Feedback 
Questionnaire (SPFQ) Toolkit 

Implementation User Guide for Wave 1 Pilot 
Testing 

1. Jff(lf ..... ...,.__U.-.,._,_,_ . .......,._~-- ·J 
~ =~---::::::::::::::::::::::::::::::::::::::::::::::::::::~~· 
... JffQ~-,.,~-------
1. -.,,a,,-.-,,-~---------~ ..__.,......._~ 
,. -~•~ ·-·---, ...... -~ '• JffO--.... 

------------------------------------------1 L------------------------------------------1 

► SP f Q (Beginning, Middle, End) 

Section A: Your experience before you started the study <to be completed within l 
month of study enrollment> 

Thollkyoo Jo, yovr portidpatiM. Yourtxpttifflc.r;s i1 this trial art inportant ro us and wt would litt ro hmr 
about thtm. Yauram:wtrswi/1 Mfp 11!1 imp,owfut,xt Ilia/$. Thtttartnorighl <xwrMgOM..W,S, and it will 
roktOWQICitnortly is /1Wl(/fes tocompklt. Yoc.wonswm willbtkqirononymousandwilltlOf in¥,octywr 
pankiparion ;,, rm rrio/. 

Stl'Oftljlr O,s-v- Ntti..r ...,,... St,,ongly 
drMgOtt liJIH « A9rH _.. 

A~. I ...,-O.m6r'MIIMUtKIN<ltproct11 11'1 lh.1ulll(f« 
•umf'• -andhowlotabor,....•lr'Ht,,,.nt) 

A2. The lnfonnniong,nn10,.,.~lfl"MdlM trial 
• .,.,...,.,.,"9lw'"'•~ to~n-t"" • umplo ....it, 
ondp,o,l'Mts.1,,.,.ccmmtrntr1,..+.otoco,,1K1 

w,tl'l--1,} .... --------------- .... SKtion B. Your ~ri,ma, dunn1 th<! lri~I <to be corr,pk,t~ dufona 1,w p,ogrt!U> 

A3.~=190"=~ :.:-~~ .. r.:..~~~~,_•,:i-:.:..,~,.-
P,o«clllH1. lomtC /t,oillat, __ t,fy,J.......i.,fll,...,..,~r-......,.,oilkbpl--wifn<rl 

qwrt-.l .._.. ___ ,-· ·-·- •- ~---- ·----------------, 

As.ToN~IJ~• 
compe,1.uttdfcwll'l(luding 
t nmp(t. uW,,11,ftunll, 
m,,ch~..,...., 

"'-~!:.~f~t 

-..... 
s«t,onC•YOl.l'~al~endof~lmloCtobe~N11lnlfrill11isot> ,_,,..,,., _ _....,.__._.,,....,.,., __ ......,.._ .. ___ .,._ 
___ __...,.,.,.,..,.,._J,A,-_N>,,,._,..,.,,,.,_,._.__ .... .:::.:...:::;.-,.,.....,. ...... __,.,,.,. ___ ... _....,.,._ 

... -...,~ ...... .--.................. 

(•'-·------· __ _.._ .. _..,._, -
'====--c=--==i== 

8 

Study Participant Feedback Questionnaire (SPFQ) Toolkit 
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II 
MERCK & CO.,INC. 
KenilWO'th.N.J..U.SA. 

abbvie 

~ -nova nord,sk 

AMGEN 

E"""'D 
Sl!RONO 

""11:!r.lCI( 

.._ 
V SANOFI 

AstraZeneca4 

t!, OVARTlS 

Thank You For Your Input! 

Site 

Advocacy 

Group 

(SAG) 

Patient 

Advisory 

Boards 

(PAB) 

Patient 

Advisor 
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RESEARCH ACADEMIA j "' 
ORGANIZATIONS GLOBAL RAO PRACTICES z ~ 

COLLABORATION u 'E 
INDUSTRY 

GROUPS 

Novembe1 ✓017 

REGULATORY 
AUTHORITIES 
INVESTIGATIVE 

SITES 

Accelerate to Innovate 
The next edition of Acceiefa1e to Innovate IS now uvaHable. Our 

newsJener pmvldes an lnSide IOOk Into 1he progress or our 

lnitialives, viewpoints or our leadership and much morel 

READ IT 

0 

For more information on the 

TransCelerate Patient Technology 

Initiative, visit us: 
https://www.transceleratebiopharmainc.com/in 

itiatives/patient-experience/ 

For more information about 

TransCelerate, visit us: 
www.TransCelerateBioPharmaInc.com 

Watch our “About Us” Video 

Sign up for our Newsletter, Accelerate to 

Innovate 

TransCelerate 
@TransCelerate BioPharma Inc. 

http://www.transceleratebiopharmainc.com/
https://www.youtube.com/watch?v=cn8xZqTq_Ug
https://www.transceleratebiopharmainc.com/initiatives/patient-experience/



