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ÅGlobal provider of pharmaceutical business intelligence  

ÅDraw subject experts and decision-makers out of their silos  

ÅProvide trusted hub for pharma leaders to exchange ideas and 

stay up-to -date with shifting practices within industry 

ÅHelp senior-level executives define future strategy and direction 

and provide them with the insights and relationships to 

shape innovation  and encounter disruptive industry trends 

 

What does eyeforpharma do? 
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Research-based Client Engagement 
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Conversations and Strategic Consultations >  Continous involvement with the industry 
through series of semi-structured in-depth interviews,  systematic coding and analysis 

 

Competitive Screening >  Benchmarking studies, direct comparisons with a peer group 
of companies,  internal gap analyses 

 

Case Studies >  Sharing of best practises and innovative pilots from leaders in the field 
 

Survey Research >  Various scales, cross-industry to customized with key job titles 
 

Focus Groups and Faciliation >  Measurement of perceptions, opinions, and attitudes 
 

Policy Research and Regulatory Analysis 
 

Leadership Panels,  Executive Symposia,  or large Industry Summits 

How we Broker Knowledge 
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Part of UK-based FC BI Group 

http://www.bulletbusiness.com/
http://analysis.telematicsupdate.com/
http://www.openmobilemedia.com/
http://www.videogamesintelligence.com/
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Ulrich B. Neumann B.A., B.Sc., M.A., M.Sc. 
 

Global Project Director at eyeforpharma, US Office  

ÅLeads cross-industry research and strategic projects within the biopharma sector,   

also manages portfolio of executive forums as well as key vendor accounts 

ÅSuccessfully launched eyeforpharmaõs clinical trials division, currently responsible for 

global brand positioning and growth strategy 

ÅPreviously held Roger Silverstone Fellowship at University of Southern California 

ÅPast client consulting work in market entry,  communications,  and political strategy. 

Former accounts include a cloud/ telco infrastructure provider,  a national cancer trial 

foundation,  a multinational energy firm,  a US aircraft manufacturer as well as an 

industry group of bottled water brands in Europe. 

 

 

 

 

BIOSKETCH  
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PCCT Project Milestones 

Å8 months market research,  incl. 95 executive interviews ᾛ 

Å2 cross-industry surveys on the business rationale for PCCT ᾛ 

ÅExecutive Symposium,100 senior representatives ᾛ 

Å2 focus group discussions with patient advocates ᾛ 

ÅOngoing working group with key pharma leaders  

ÅProduction of interactive global seminar  
 

ÅPublication of 1st white paper on Patient-Centered Innovation ᾛ 

ÅDiscussion in trade press:  i.a. International Clinical Trials Magazine, 
Applied Clincial Trials, CenterWatch ᾛ 

ÅPublication of book of ideas: 10 Thought Leaders speak out ᾛ 

ÅPublication of 2nd white paper:  PCCT Compass for the Industry   

ÅPublication of thought paper:  Patients at Heart of the Organization 

10/22/2014 
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Participating Industry Leaders 

Mike Collins, Vice President - Global Clinical 

Operations,  Alexion Pharmaceuticals 

Marie Eckerd, Feasibility & Recruitment Partner, 

AstraZeneca 

Bonnie Brescia, Principal, BBK Worldwide 

Sharon Hanlon, Director - Clinical Trial  

Partnerships, Bristol - Myers Squibb 

Paul Ivsin, Director, , IMS 

Bray Patrick -Lake, Director - Stakeholder 

Engagement,  Clinical Trials Transformation Initiative  

Thomas Krohn ,  Business Lead of Lilly Clinical Open 

Innovation Team, Eli Lilly & Co. 

Paulo Moreira,  Vice President - GCO & Head - 

External Innovation, EMD Serono 

James OõLeary, Chief Innovation Officer, Genetic 

Alliance 

Barbara Bierer , Faculty Co-Director, Harvard 

Medical School 

 

David Vulcano , AVP & Responsible Executive for 

Clinical Research, Hospital Corporation of America  

Andreas Koester, Vice President - Clinical Trial 

Innovation & External Alliances,  Janssen 

Laura Lee, Special Assistant to the DDCC - Patient 

Safety and Clinical Quality,  NIH Clinical Center  

Jeanne Regnante, Executive Director -                      

Office of the Chief Medical Officer,  Merck 

Colin Scott,  Clinical Trial Leader, Novartis 

Susan Sheridan ,  Director  Patient Engagement, 

Patient-Centered Outcomes Research Institute 

Roslyn Schneider, Global Patient Affairs Lead Pfizer 

Christine Pierre,  President,  The Society for 

Clinical Research Sites 

Tomasz Sablinski,  CEO,  Transparency Life 

Sciences 

Ken Getz,  Director - Sponsored Programs,  Tufts 

Center for the Study of Drug Development 

10/22/2014 
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Starting 
with the 

Facts 

Financial 
Burden 

Definition 
& Metrics 

Trial 
Design 

Trial 
Systems 

Social 
Networks 

Regulatory 
Outlook 

Outline of todayôs presentation 
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Å Material for this presentation has solely been selected by 

the presenter for educational purposes without 

involvement, financial, promotional or otherwise, of any of 

the industry organizations, individuals or initiatives 

mentioned. 
 

Å Statements, facts and opinions stated are attributable to the 

presenter and must only be interpreted in context with the 

oral presentation.  They may not necessarily reflect opinion 

of Rutgers School of Business, eyeforpharma, or any of the 

organizations involved in their meetings. 
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Starting with the Facts 

Get the latest research figures where 

the clinical industry stands on trial 

challenges, patient recruitment and 

retention 

 

* 
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Share of Americans who think it is very 
important that the USA are a global leader 
in medical research  

 

Share of Americans who say they have little 
to no knowledge about medical research 
and the participation process 

 

Share of Americans who say they would 
consider getting involved in an appropriate 
clinical trial if asked 

 

Share of Americans who say their doctor 
told them about the opportunity to 
participate in a clinical trial  

 

 

10/22/2014 

75% 

75% 

77% 

  7% 
Source: wŜǎŜŀǊŎƘ !ƳŜǊƛŎŀ όнллтύΣ {ƻŎƛŜǘȅ ŦƻǊ ²ƻƳŜƴΩǎ IŜŀƭǘƘ wŜǎŜŀǊŎƘ ό2008), CISCRP  
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Å 17% generally believe clinical research studies are very safe 

Å 51%  believe them to be somewhat safe  

  

Å 11% believe them to be not very safe 

Å 7%   believe them to be not safe at all 

 

Å 14% say they donõt have any knowledge 

Source: CISCRP Survey 2008, n=1000, Eli Lilly Presentation (2014)  

Are clinical trials even safe? 

1/3 of people believe 

clinical trials are not 

safe or donôt know 

that they are  

Å2% of the US population  

Å4% of physicians in the US  

So, who getôs involved? 



#pcct  
16 

Share of research sites in a given clinical 

trial that typically under -enroll patients  

 

Share of research sites in a given clinical 

trial that typically fail to enroll even a single 

patient  

 

Average extension of the original study 

timelines necessary to meet enrollment 

levels across all therapeutic areas (2013) 
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37% 

11% 

+100% 

Source: Tufts Center for the Study of Drug Development (2013). Impact Report, Vol. 15, No.1, Jan/Feb 2013  



#pcct  
17 

10/22/2014 

Clinical Trials: Rising Complexity 
 Study  Design Elements  2000ð2003 2004ð2007 2008ð2011 

Unique procedures per protocol 

(median units)  

20.5 28.2 30.4 

Total procedures per protocol 

(median units)  

105.9 158.1 166.6 

Total investigative site work burden 

(median units)  

28.9 44.6 47.5 

Total eligibility criteria 31 49 

number of case report form pages per 

protocol (median units)  

55 180 

Source: Tufts CSDD, Cutting Edge Information (2011)  

Average increase of trial per patient cost 

since 2008 +70% 
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A Typical Phase III Protocol  2002 2012 

Total Number of Endpoints 7 13 

Total Number of Procedures 106 167 

Total Number of Eligibility Criteria 31 50 

Total Number of Countries 11 34 

Total Number of Investigative sites 124 196 

Total Number of Patients Randomized 729 597 

Proportion of Phase III data collected that is ôNon-Coreõ   31% 

Total Number of Data Points Collected*  929,203 

Share of later stage clinical trails procedures 

solely conducted to collect extraneous data  
 

 

 

Average cost of these                            

procedures per trial  

20% 

> $1 million  

Source: Tufts (2012). Impact Report, Vol. 14, Medidata 
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Significant study delays ð recruitment will have to be 

prolonged to maintain an adequate sample size to 

power the study  
 

Increased costs ð due to extended resource utilization 

of medicine, labs, personnel and processing 
 

Failure to win approval  ð missing data may call into 

question reported results, as drug safety may be 

overestimated while risks, adverse effects as well as 

medication effectiveness could be underestimated  

Dangers of protocol non-adherence 
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Drop in patient enrollment  rates for clinical 

trials conducted between 2000 and 2006 
 

Drop in patient retention rates for clinical 

trials conducted between 2000 and 2006 
 

Drop in patient retention rates for clinical 

trials conducted between 2003 and 2013 

-16% 

-21% 

-56%* 
Source: Getz K. A. 2011. Public Confidence and Trust Today: CISCRP, Tufts , άDǊƻǿƛƴƎ tǊƻǘƻŎƻƭ 5ŜǎƛƎƴ /ƻƳǇƭŜȄƛǘȅ 
{ǘǊŜǎǎŜǎ LƴǾŜǎǘƛƎŀǘƻǊǎΣ ±ƻƭǳƴǘŜŜǊǎέ LƳǇŀŎǘ wŜǇƻǊǘ 2008, * Patients 2 Trials (P2T) Consortium , 2014 Meeting 

in 2003                             in 2006                       in 2013 
69% 48% 30%* 

Average Trial Retention Rates 
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Source: PhRMA 
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The Financial Implications 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Realize the economic burden of the 

lack of patient centricity in drug 

development and understand why it 

must be seen as a revenue driver 

 

* 
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Source: RTI Health Solutions, www.rtihs.org/sites/default/files/attachments/FS_MarketAccess_0.pdf 
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Average yearly cost spent on patient 

recruitment by clinical study sponsors, 

investigators and their partners  

 

Approximate average cost spent on 

recruitment and retention in a clinical 

trial, per enrolled subject  

 

Estimated loss of a sponsorõs sales 

revenue due to the delay of a drug in 

clinical trials,  per month  
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$2-3b 

$7,600  

$40m 

Source: Tufts (2011, April 26), Mintz, C., (2010). Beasley, D. (2006)  

The bottom-line 
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Estimated time a sponsor 

loses due to enrollment 

delays on average per trial  

 

Estimated cumulative yearly 

time loss for a sponsor due to 

enrollment delays across all 

trials : 

 

 

10/22/2014 

4.6 months  

26 years 

Source: Tufts (2011, April 26), Mintz, C., (2010). Beasley, D. (2006)  

Opportunity costs 
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Collaborations to Spread Risk     
(2000-2011) 

Single 
Firm 
45% 

Multi -
Firm 
55% 

Share of New Drugs Approved  

2% 

24% 

25% 

49% 

Joint Ventures

M&A

Co-Development

Licensing

Type of Collaboration 

27 

Source: Tufts CSDD 2013  
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Proliferation Pre-Competitive Alliances 

37 

321 

1995-2004 2005-2014

Number of New Consortia Launched 
within Drug Development 

ÅIntegration of research 

professionals from multiple 

sectors who have historically 

been ôcompetitorsõ 
 

ÅShared mission and 

operating plan that can be 

used by each stakeholder 

jointly or independently  
 

ÅShared governance and risk  
 

ÅLeverage each participantõs 

resources, knowledge and 

expertise  

Ken Getz, Tufts CSDD, 2014, Source: FasterCures Consortiapedia 
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Definition & Measurement 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Hear definitions of patient centricity 

and explore how to measure the 

concept for clinical quality management 

 

* 
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A paradigm shift 

ÅLinear , sequential  

ÅCompartmentalized  

ÅInsular  

ÅVertical ownership and 

centralized risk  

ÅRigid, transactional, reactive  

ÅProprietary clinical data at 

the core  

ÅFocus on great science  

ÅParticipant as study subject  

 

ÅMulti -directional, interactive  

ÅOpen  

ÅIntegrated  

ÅHorizontal ownership and 

shared risk  

ÅFlexible, adaptive, proactive  

ÅPatient experience at core  

ÅFocus on great and feasible 

science 

ÅParticipant as partner, lead 

customer  

10/22/2014 

Established Trial Model Patient-Centered Clinical Trial 

From Ken Getz, Tufts CSDD, 2014 
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What is your working definition? 

òproviding care that is respectful of and responsive to 

individual patient preferences, needs, and values, and 

ensuring that patient values guide all clinical 

decisions .ò 

IOM ð Institute of Medicine (2001) Crossing the Quality 

Chasm: A New Health System For the 21st Century. 
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What is your working definition? 

òThere are two areas of focus regarding patient 

centricity in research: patient centeredness and patient 

engagement.  Patient centeredness is defined as 

research that is based on outcomes that are important 

to patients.  Patient engagement in research is the 

active participation of patients throughout the entire 

research process ð the planning, the conduct and the 

dissemination. Patient engagement is the means to the 

patient centeredness.ó 
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What is your working definition? 

òA trial that measures outcomes that patients care about . 

It needs to measure or collect outcomes, broadly speaking, 

in a way thatõs least intrusive to patientsõ daily lives.  

If you can accomplish both of those things itõs going to be 

a quantum leap compared with where we are today.ó 
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What is your working definition? 

In its purest form, patient -centricity is the creation of a 

direct link between the goals of clinical trials and the 

needs of patients on an individual and global scale. It is 

not simply designing trials to meet the needs of 

participants, but rather creating systems and tools that 

allow participants to inform and influence the trials 

themselves.ó 
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What is your working definition? 

òMeasuring what matters to the patient in the trial 

itself, and designing the trial as much as possible to 

accommodate the impact on the patientõs life.ó 
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What is your working definition? 

òDesigned with the patientõs experience and priorities 

in mind (having asked real patients, and NOT having 

presumed to know their experiences/priorities). Those 

priorities might include convenience, expense, pain, 

risk, benefit, etc.ó 
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What is your working definition? 

òPatient centricity is a dynamic process through 

which the patient regulates the flow of 

information through multiple pathways to 

exercise choices consistent with his/her 

preferences, values and beliefs.  

[It entails] more than just the patientõs voice; it 

involves the patientõs thoughts, values, 

preferences, strengths and shortcomingsó 

Source: Robbins DA, Curro FA and Fox CH, Defining patient-centricity opportunities, challenges and implications for 
clinical care and research, DIA Therapeutic Innovation & Regulatory Science 47(3): pp. 349-355, 2013 
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1.  

Define 
Constructs 

2.      
Generate 

Items 

3.  

Statistical 
Validation 

4.             
Predictive 
Models 

How to measure the construct  

From Howley, Michael, Associate Clinical Professor, LeBow College of Business, Drexel University 
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Patients participate in:  

ÅFormulating research questions 

ÅAssess patient participation in: 

ÅIdentifying the RQ 

ÅDesigning the intervention 

ÅIdentifying the goals & outcomes 

ÅDescribe the qualifications of subjects 

ÅStudy design 

ÅTrial conduct  

ÅDisseminating study results 

 

10/22/2014 

How to measure the construct  

From Howley, Michael, Associate Clinical Professor, LeBow College of Business, Drexel University 
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Rate your agreement with the following statements (1-10) 

ÅReliability 
ÅòWhen they said they would do something, they always did it.ó 

ÅòThere were no mistakes in the care I received.ó 

ÅAssurance 
ÅòThey were very knowledgeable.ó 

ÅòThey gave me confidence by the way they provided my care.ó 

ÅTangibles 

ÅEmpathy 
ÅòThey gave me individual attention.ó 

ÅòThe treated me as a person.ó 

ÅResponsiveness 
ÅòWhen I requested a change, they were able to accommodate.ó 

ÅòWhen something went wrong, they quickly made it right.ó 

Established Measures: SERVQUAL 

40 

Parasuraman, Berry, Zeithaml (1988), òSERVQUAL: A Multiple-Item Scale for Measuring Consumer Perceptions of Service 

Quality,ó Journal of Retailing, 64(1), 12-40. 
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A Model for Measurement 

Patient  
Centricity 

Com & Part 

Pers Rel 

Clear App 

Int  My Life 

Quality 

R
e

lia
b

ili
ty
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th
y 

R
e

s
p

o
n

s
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e Close-
out 

Conduct 

Startup 

Sat 

From Howley, Michael, Associate Clinical Professor, LeBow College of Business, Drexel University 
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Metrics to measure the construct 

ÅFocus groups, surveys and retention rates 

ÅStudy metrics and quality measures 

ÅReferred to randomized conversion rates 

ÅData quality and patient reported outcomes 

ÅSatisfaction with care scores, level of site support 

ÅPatient advocate feedback 

ÅInvestigative site feedback 

ÅSocial media monitoring 

ÅShare of voice,  perception 

ÅEnrollment timelines 
 

òWe currently donôt employ a reliable way of measuring itò 

10/22/2014 
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Customer-Centered Approaches 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Explore customer-centered 

approaches for informing and 

engaging patients 

 

* 
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ÁNon-Hispanic White 

ÁMarried 

ÁMale 

ÁMiddle Aged 

ÁMiddle Class  

Participant Demographics 

 

Common Attributes  
 

1. Health insurance  

2. Have their own physician  

3. Interested in personal 

health  

4. Medically literate  
 

Your average trial subject  

Source: Colin Scott, Novartis, 2014 Presentation, at eyeforpharma PCCT 
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Participantôs Real Concerns 

Comments Rank Ordered by Frequency of Reporting  

 

5.  I donõt have insurance 

4.  I donõt have a doctor 

3. I donõt have the time or money to go to doctor  

2. I think clinical trials are dangerous 

1. Whatôs in it for me? 
 

10/22/2014 CASE STUDY 

Source: Colin Scott, Novartis, 2014 Presentation, at eyeforpharma PCCT 
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Underserved Patients 

1. Community Clinic in the Barrio  in San Antonio  

2. Mario s Independent Pharmacy in the 

Barrio  

3. Social Work Departments in 

the Medical Center  

CASE STUDY 10/22/2014 

Source: Colin Scott, Novartis, 2014 Presentation, at eyeforpharma PCCT 
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Some Practical Findings  

Achieving the highest potential of clinical trials depends on 

the incorporation of clinical research into the broad scope of 

practice of health care delivery  

 

ÅParticipation is a drain on time without obvious short term benefit 

Ą Provide short term benefit: Financial incentive  

 

ÅManagement of chronic health problem is not a priority 

 Ą Intensive medical management ôtrainsõ patient why and 

how to be well  

 

 

10/22/2014 

Source: Colin Scott, Novartis, 2014 Presentation, at eyeforpharma PCCT 

CASE STUDY 
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Customer experience as the core 
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Alternative methods of recruitment 

ÅLeveraging Commercial Market Research Insights  

ÅExtensive Surveying and Data Analysis  

ÅDrawing on Psychological Profiling  
 

ÅMethods to allow for the classification of patients along their intrinsic 

behavior patterns.  Segmentation to provide a prediction of anticipated 

compliance issues that can be addressed via personalized interventions 

 

ÅSTRATUM Ê by 

10/22/2014 TECHNOLOGY 
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Window into the Future? 

ÅSTRATUM Ê method 

10/22/2014 TECHNOLOGY 

Massie Boecker, Exhibition at eyeforpharma PCCT 
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Regionally varied recruitment 

10/22/2014 
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Regionally varied recruitment 

 

10/22/2014 

Source: Quintiles Research Presentation, at eyeforpharma PCCT 
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Patients 2 Trials Consortium 

 

ÅUsing electronic health records (EHRs), the aim is to devise a target 
health profile for each clinical trial that is machine-readable, so that 
software can match patients to specific inclusion criteria.  

ÅPatients can search for trials using their own Blue Button data 

ÅA patient creates an account on a patient portal, sets up a direct address 
and receives a secure copy of her Continuity of Care Document and 
then uses our platform to search for clinical trials based on individual 
health record. 

 

ÅPlatform has been tested with a number of different clinical research 
studies sponsored by Lilly, Novartis and Pfizer, using a database of 
anonymized patient health records. 

10/22/2014 CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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ÅWhat studies do I qualify 

for? 

ÅWhat does the study do? 

ÅHow often will I have to 

take off from  

work to participate to this 

study? 

 

Proposed Approach 

Clinicaltrials.gov as 
foundation 

άTarget Profileέ ŦƻǊ 
automated filtering 

άAugmented Contentέ ŦƻǊ 
additional patient centric 

content 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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Proposed approach - detail 

ÅThe Target Profile is a machine readable query, that 

can be executed against an electronic file (or 

òrecordó) with patient health data ð such as an 

Electronic Health Record (EHR), an Electronic 

Medical Record (EMR) or Personally Controlled 

Health Record (PCHR) 

ÅAugmented Content is public, IRB approved 

information about the study that has not been 

published on clinicaltrials.gov, and that is shared with / 

targeted for patients with a matching Target Profile. 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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Proposed Architecture 

TECHNOLOGY 

Copyright: Patients 2 Trials Consortium, Presentation, at eyeforpharma PCCT 
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Patient App Prototype 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, Presentation, at eyeforpharma PCCT 
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Proposed End State 

ÅAn open platform, where: 

1. Study sponsors can login, and upload Target Profile, 

Augmented Content for their research studies 

2. Public matching services are available, to which patients or 

organizations can send de-identified electronic health data 

and find matching studies 

3. Open standards for those who wish to develop their own 

matching services against the Target Profiles 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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Timelines 

Project  
Start 

April  
ς aŀȅΩмп 

Test version of platform 
1. Initial controlled testing 
2. Target Profiles for ~ 50 

studies 
3. Ready for market testing 

Identify partner organizations and 
test drive the platform. 
- Does it work for them? 
- Does it help them match patients to 

trials? 
- How can we improve the platform? 

July ς  
Oct 14 

Broad 
Sponsor 
Support 

Long Term Sustainable 
Model Development 
- Who will host? 
- Who will pay? 
- Content governance? 

Platform/API Publically 
available: does this help 
better inform patients 
about trials? 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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Experiences to date 
òNot all Eligibility Criteria are created equal ó: 

We are finding there are different types of eligibility criteria, e.g. 

1. Things that the patient knows 

2. Things that the doctor knows (and you could expect to find in the 

patient electronic health record) 

3. Things that are assessed during screening 

So our process for developing Target Profile, is to: 

1. Sit down with the Study Responsible Physicians 

2. Find out which of the eligibility criteria are in category 2 

3. Discuss whether and how criteria from the other categories can be 

replaced or approximated by additional criteria in category 2 

CASE STUDY 

Copyright: Patients 2 Trials Consortium, 2014 Presentation, at eyeforpharma PCCT 
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Trial Design 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Realize why trial design is becoming a 

competitive differentiator for 

succesfull enrollment and trial 

management 

 

* 
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Approach to recruitment feasibility 

ÅObjective: Forecasting and managing the probable randomization 

rate for a specific protocol, determine realistic parameters for site 

enrollment months 

ÅInvolves planning how each group of study stakeholders would 

respond to the protocol ð regulators , investigators , 

coordinators , project managers , monitors , and patients  

ÅIn what way would protocol measures be off-putting to one or more of 

these groups? Can it be afforded to prioritze one stakeholder over the 

other? 

ÅEstablished feasibility planning sequence is country > sites> 

patients while it is rare that sponsors consistenly ask patients 

directly for input. Mostly relying on investigators, KOLs, country 

heads as surrogates 

10/22/2014 



#pcct  
63 

Alternative Trial Designs 

Lack of patient -centeredness in clinical trials can be partially 
addressed through innovative study designs  

 

ÅPragmatic Trial Design to evaluate the effectiveness of 
interventions in real-life routine practice conditions 

 

ÅBayesian Statistics use available patient-outcome information, 
including biomarkers that accumulating data indicate might be 
related to clinical outcome. They also allow for the use of historical 
patient data for synthesizing results of relevant trials. 
 

ÅAdaptive Trial Design allow features of the trial to change while in 
progress, allowing for evaluation of comperative effectiveness, 
especially useful in long-running rare disease trials 

10/22/2014 

Source: Mullins, C.D.  et al (2014). Patient-Centeredness in the Design of Clinical Trials. Value in Health (in press) 
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Trial designers can affect the patient 

10/22/2014 

Source: Mullins, C.D.  et al (2014). Patient-Centeredness in the Design of Clinical Trials. Value in Health (in press) 
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Crowdsourcing the protocol 

The world's first drug development platform based on open 

innovation  

 

 

 

 

 

 

ÅProtocol Builder is TLSõs crowdsourcing survey tool to help develop 

our clinical protocols  

ÅIndication Finder is a crowdsourcing tool that invites participants to 

identify potential new applications for stalled compounds. 

10/22/2014 CASE STUDY 



#pcct  
66 

Excute through remote monitoring 

The world's first drug development platform based on open 

innovation  

 

 

 

 

 

 

ÅRemote monitoring and mobile health  allow for decentralized 

trials, improved data collection and reduce costs by 50% 

ÅPilot study with Genentech on the effectiveness and ease-of-use of 

telemonitoring technology in patients with inflammatory bowel disease 

10/22/2014 CASE STUDY 
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Share data with all 

The world's first drug development platform based on open 

innovation  

 

 

 

 

 

 

ÅAwarded $1.4 Million NCATS/ NIH Grant to conduct innovative 

trial of Lisinopril in Multiple Sclerosis with Mount Sinai 

ÅProtocol developed with with crowdsourced  input from MS 

researchers,  physicians and patients  

10/22/2014 CASE STUDY 
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Pioneers: LillyCOI 

10/22/2014 CASE STUDY 

App Lab: labs.lillycoi.com (sample apps) 
Twitter: @Lilly_COI 

https://twitter.com/Lilly_COI
https://twitter.com/Lilly_COI
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Digitally Informed Consent 

10/22/2014 CASE STUDY 

Patients at the Center of Clinical Trials 

Workshop: 

portal.lillycoi.com/paccr/  
 

http://portal.lillycoi.com/paccr/
http://portal.lillycoi.com/paccr/
http://portal.lillycoi.com/paccr/
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Patient-Centered Systems 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Learn about innovative patient-centered 

trial management, systems and 

technology that lie at the operational 

heart of effective patient engagement 

 

* 
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Mooreõs vs. Eroomõs Law 

10/22/2014 

 

Source: Wikipedia 

Source: Nature 

http://en.wikipedia.org/wiki/Moore's_law
http://www.nature.com/nrd/journal/v11/n3/fig_tab/nrd3681_F1.html
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Lillyõs Innovative Study Design 

Platform 
ÅPlatform that digitizes the entire study design process  

ÅFully integrated Clinical Plan functionality  

ÅUser-Centered Design  

ÅEngaging internal and external stakeholders  

 

ÅOnce the data is categorized, Lilly initiates ôInteractive Jam 
Sessionsõ  
ÅInternal stakeholders from different groups  (i.e., project management, 

drug safety, data monitoring committee, etc.) convene in a virtual room, 
where Lilly facilitators assist internal stakeholders with strategizing and 
organizing their thoughts on designing robust studies. 

 

 

10/22/2014 CASE STUDY 

Source: Eli Lilly Case Study 2014, at eyeforpharma PCCT 
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Design Canvas 

Clinical Collections Exposure Model 

Enrollment Model 

Investigator Analytics 

Geography Analytics 

Patient Analytics 

SOC Model Cost Model 

CASE STUDY 

Integrated Study Design Canvas 

Source: Eli Lilly Case Study 2014, at eyeforpharma PCCT 



#pcct  
74 

Interactive & Virtual Collaboration 

CASE STUDY 

Source: Eli Lilly Case Study 2014, at eyeforpharma PCCT 
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Simulating the Site 

ÅLillyõs performance mandates now 

require study teams to build 

protocols using the innovative digital 

approach 

CASE STUDY 

Source: Eli Lilly Case Study 2014, at eyeforpharma PCCT 
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Proof Of Concept: Patient Portal 

10/22/2014 

Source: From Janssen Case Study 2014 , at eyeforpharma PCCT 

CASE STUDY 
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Making the idea reality 

Á Top idea for pt. engagement innovation 

Á Used Creative Design Lab to ideate website 

Á Internal focus group - features, design 

Á No one doing this yet 

Á US English-Only Pilot planning 

Á Application development  & eDC integration 

Á Patient panel & media consultant input 

Á External landscape has evolved: 

Á One generic portal now on market  

Á 2 other pharmaõs  exploring this 

 

Á Finalized website 

Á IRB approved 

Á Ready for FPI 

Á Mobile apps on market 

2012  2013  2014  

CASE STUDY 10/22/2014 

Source: From Janssen Case Study 2014 , at eyeforpharma PCCT 
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Lessons learned to date 

ÅPatient-Facing Innovation Takes Time 

ÅEnsure adequate time for stakeholder review & approval 

ÅInternally developed & hosted website 

ÅPro:  cheaper, 100% control 

ÅCon:  burden of ownership 

ÅCentral IRB + local IRB approval  

ÅGood preparation pays off ð no IRB objection or changes 

ÅTimelines of pilot depend on timelines of trial 

ÅIf trial is delayed, so is the pilot (ours delayed 9 months) 
 

 

 

CASE STUDY 10/22/2014 

Source: From Janssen Case Study 2014 , at eyeforpharma PCCT 
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New Frontiers for Patient Portals 
Å Live communication? 

Å 1-way communication Ą 2-way? 

Å Site ă Ą Patient communication (e.g. 1:1 òchat hoursó with 
study nurse or investigator; webinar with PI) 

Å Challenges ð unsolicited safety reporting, security, privacy, 
site staff burden 

Å Patient to patient communication 

ÅWorst nightmares: bias, un-blinding, sharing of signs and 
symptoms, speculation of treatment assignment, drop outs, 
unsolicited safety reporting, privacy violations é. 

 

CASE STUDY 10/22/2014 

Source: From Janssen Case Study 2014 , at eyeforpharma PCCT 
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But what if they talk to each other... 

ÅParticipants talking to each other about their 

experiences within a trial might accidentally unblind 

them.  

ÅòWe needed to find a way to help patients talk safely 

about their clinical hopes and experiencesó Joe Kim, 

Shire  

ÅShire partnered with UK agency Langland and 

CISCRP to create òSpeak out, but speak smartó 

10/22/2014 
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10/22/2014 

Source: From Janssen Case Study 2014 

https://www.ciscrp.org/primer/index.php
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Social Media/ Networks 

PATIENT-CENTERED DRUG DEVELOPMENT ð  

REVENUE DRIVER AND PARADIGM SHIFT? 

 

Get cross-industry data on the usage 

of social media in trials, as well as 

insights from particular networks on 

how to engage trial participants and 

capture data to recruit volunteers. 

 

* 
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Tufts Working Group on Social Media 

ÅLimited FDA guidance on use of social media in clinical research  

ÅFDA draft guidance released in January 2014 ð focus on postmarketing 

submissions 

ÅFDA draft guidance released in June 2014 ð Two documents concerning 

company behavior on social media platforms like Twitter and when 

correcting misinformation on third-party sites 
 

ÅAmong Tufts working group companies, social media (including 

ad placement) is on average being used in ~11% of trials  
 

ÅWhile 14/15 companies have posted ads on social media websites, only 

3/13 biopharmaceutical companies and 2/2 CROs have used it to 

òinteractivelyó engage patients. 

 

10/22/2014 

From Tufts CSDD Briefing, at eyeforpharma PCCT 
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Platforms Used for Recruitment 

11 

7 7 

5 

3 

1 

Facebook Patient Community YouTube Twitter Mobile Apps Blog

From Tufts CSDD Briefing, at eyeforpharma PCCT, n=14 
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Top Challenges in Using Social Media 

2 

2 

3 

4 

4 

4 

6 

6 

8 

Other

/ƻƴŎŜǊƴǎ ŀōƻǳǘ ǇŜǊǎƻƴŀƭ ŘŀǘŀΧ

bƻǘ ǳǎƛƴƎ ŀǇǇǊƻǇǊƛŀǘŜ ŦƻǊǳƳǎ ƻǊΧ

Concerns about patient privacy

/ƻƴŎŜǊƴǎ ŀōƻǳǘ ǎƛǘŜΧ

bƻǘ ǘŀǊƎŜǘƛƴƎ ŀǇǇǊƻǇǊƛŀǘŜ ǇŀǘƛŜƴǘΧ

/ƻƴŎŜǊƴǎ ŀōƻǳǘ ŎƻǳƴǘǊȅ ǎǇŜŎƛŦƛŎΧ

Internal challenges

Concerns about AE reporting

From Tufts CSDD Briefing, at eyeforpharma PCCT 
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Legal and Regulatory Challenges 
ÅLack of clear guidance from FDA makes internal 

reviews/approvals more difficult 

ÅConcerns over AE reporting and safety 

issues/pharmacovigilance 

ÅConcerns about unblinding patients to their treatments or 

sites/sponsors to patientsõ treatments 

ÅConcerns over intellectual property  

ÅNot being able to effectively monitor/moderate when a site 

is set-up for 2-way communication 

ÅLack of organizational experience or alignment 

ÅOff-label marketing 

 

 
From Tufts CSDD Briefing, at eyeforpharma PCCT 
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MyHealthTeams and Biogen Idec 

ÅSocial networks are the best way to reach niche 

audiences 

ÅNarrowing inclusion criteria requires targeted outreach 

ÅThe most engaged patients are on social networks, not 

patient registries, databases, Google, or health sites 

ÅCommunication through the social network, not directly 

to its members 

ÅThinking beyond just patient recruitment 
 

Can a social network recruit MS            

patients for Phase III trial (37 sites)?  

CASE STUDY 

Source: Biogen/ MyHealthTeams Case Study, at eyeforpharma PCCT 



#pcct  
88 

88 

MyHealthTeams and Biogen Idec 

CASE STUDY 

Source: Biogen/ MyHealthTeams Case Study, at eyeforpharma PCCT 


