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Objective

Provide stimulating and innovative examples of 

business models that are based on the collection, 

aggregation and re-use of health data in a manner that 

creates revenue opportunities for academia and other 

research entities, healthcare institutions, health data 

aggregators and technology firms.



Outline



I. “The Making of a Business Model: 
   

Is there a Recipe?”

    
      
      Danielle Dupont, B.Pharm., Ph.D.
      Chief Scientific Officer,  Data Mining International S.A.
      President & General Manager, Data Mining America



Objectives

1. Share a strategic approach to designing a sustainable 
business model

2. Defi ne a business model core capabilities 

3. Introduce the concept of business model “innovation”



“A business model describes how an organization 

         creates, delivers and captures value”.                                                       

     

Business Model Defi nition 

Source: Osterwalder & Pigneur 2010



Start with the End in Mind
Establishing the Vision, Mission & Values

Vision:  The Future Destination
Mission: The “Journey” (or how to get there)

Values:  The Distinctive Assets in your Suitcases !



Strategic Planning Process



Environmental Context

Adapted from Osterwalder  A. & Pigneur  Y 2010; Business Model Generation



Environmental Scan Analyses

PEST SWOT
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Market  Segmentation
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Drivers



Customer Segmentation

Influence +

Interest +



Objectives

1. Share a strategic approach to designing a sustainable business 
model

2. Defi ne a business model core capabilities 

3. Introduce the concept of business model “innovation”



Business Model Template

Create, capture and deliver VALUE 



Business Model Canvas®

For Prototyping & Simulation Purposes

Source: Osterwalder A, Pigneur Y. 2010 Business Model Canvas® 
www.businessmodelgeneration.com

2. CUSTOMER 
CAPABILITY 

3. INFRASTRUCTURE 
CAPABILITY

1. SERVICE OFFERING 
& VALUE PROPOSITION 

CAPABILITY

4. FINANCIAL 
CAPABILITY



Business Model Prototyping
Exploring using the “What If ” Questions

Source: Osterwalder A, Pigneur Y. 2010 Business Model Canvas® 
www.businessmodelgeneration.com

BM Scenario A                                                   Exploring BM Scenario A 
                                                                        under different assumptions



Business Model Simulation
What are the expected fi nancial results?

18Source: Osterwalder A, Pigneur Y. 2010 Business Model Foundry® Application

    
      Business model simulation consists of:

1.    Populating the selected business model canvas

       with qualitative & quantitative data obtained from
       conducting advanced market analyses

2.    Using an interactive designed software (Business  
       Model Foundry®), to compute quantitative    

       analyses that will forecast the expected fi nancial 

       results

Business model simulation addresses the “financial” sustainability 



 Business Model Simulation

Source: Osterwalder A, Pigneur Y. 2010 Business Model Foundry® Application



Business Model Simulation
Example of Financial Analyses Results

Source: Osterwalder A, Pigneur Y. 2010 Business Model Foundry® Application



Objectives

1. Share a strategic approach to designing a sustainable business 
model

2. Defi ne a business model core capabilities 

3. Introduce the concept of business model “innovation”



Business Model Innovation (BMI)

• Designing & implementing innovative ways of doing business

• Consistently delivering customized value-added solutions

• Gaining huge momentum with business leaders worldwide

• Identifying and exploiting best business opportunities

• Aligning innovation with customers’ changing needs

• Improving competitiveness in global economy

• Defining and shaping the future !



Business Model Innovation 
A Continuing Improvement Process



Business Model Innovation
A Systematic Approach



   Business Model Innovation
   Game Changing Mindset
   

    •Being visionary, entrepreneurial, agile

•Understanding the business landscape thoroughly

•Consistently identifying unmet needs & addressing them effectively

•Offering innovative and sustainable solutions

•Providing real added value to customers

•Catching & surfing the innovation wave !



II. “Building a pan-EU Platform and Business Model
    Towards Reusing Health Data for 

Clinical Research”
    

The case of the IMI EHR4CR Project

    

      Mats Sundgren 
      EHR4CR Project Coordinator

      Astra Zeneca



Objectives

1. Describe the EHR4CR project vision, mission, 
scope & deliverables

2. Describe the interest from different stakeholders’ 
perspectives

3. Provide the rationale for developing a sustainable 
business model 



 Opportunity to Transform R&D Platforms
Optimizing EHR Systems Connectivity and Interoperability



Healthcare 
A Complex Socio-Technical System

Source: The Data Explosion and the Future of Health, Kairos Future 2011  
www.kairosfuture.com



Vision & Mission

     Vision

"To be the trusted gateway to eHealth information for research and                 
knowledge discovery to transform healthcare worldwide."

     Mission 

"Delivering sustainable value-added solutions for the trustworthy re-use of 
eHealth data and information to improve global clinical research."



Goal and Objectives 

Goal

• To establish that health data held within hospital Electronic Health Records 
(EHRs) can be reused for clinical research towards achieving faster access to 
safe and effective innovative medicines and attracting more R&D investments 
in Europe to improve health outcomes.

Objectives

• To enable more effi cient clinical research processes through  enhancing: 

– Protocol feasibility assessment for clinical trials
– Patient identifi cation and recruitment into clinical trials
– Clinical trial execution
– Real-time monitoring and reporting of drug adverse events 

• To ensure full compliance with applicable regulatory, ethical, legal and privacy 
protection requirements.



Scope



Deliverables

• Technical Platform (a set of tools and services)

– Specifi cation of the Requirements 

– Different Pilots for validating the solutions

•     For different scenarios (e.g. patient recruitment);

•     Across different therapeutic areas (e.g. oncology);

•     Across several countries (under different legal frameworks)

• Sustainable Business Model



Objectives

1. Describe the EHR4CR project vision, mission, scope & deliverables

2. Describe the interest from different stakeholders’ perspectives

3. Provide the rationale for developing a sustainable business model 



Changing Healthcare Environment 
Health Systems Perspective

• Health care demand on the rise worldwide
– Aging populations
– Unmet medical needs
– Chronic diseases
– Public health issues
– Prevention & treatment

• Emergence of new treatment strategies
– Personalized medicines
– Targeted therapies

• Healthcare expenditures on the rise
– Limited resources
– Need for evidence-based decisions and value-added solutions



Changing Healthcare Environment
Patient Perspective

    
•     Patient Empowerment

•Increasingly involved in therapeutic decisions

•Advocating for timely access to optimal therapies

•Involved in self-monitoring/continuum of care

•      Interest in Clinical Research

•Willing to “share” e-health data for research under strict privacy protection

•In favour of enrolling in clinical trials (for some = access to care)



Changing Healthcare Environment
Healthcare Providers Perspective

•    Medical Practice

•Growing health care demand & limited resources

•Personalized Rx demanding patient-centered approaches

•Need to optimize health care services & continuum of care

   
•    Medical Research 

•Evidence-based decisions fuelling demand for clinical studies

•Need to make clinical research environments more efficient (e-based)

•Abundance of medical data under-utilized (dormant repositories)



Changing Healthcare Environment
Academic Research Perspective

• Academic Research
– Academic research highly valued

– More research needed  to address health care demand

• Research Partnerships

– Unmet needs call for knowledge transfer and cross-fertilization of expertises

– Public-private research partnerships on the rise (win-win)

– Dynamic research platforms attracting, motivating & retaining academic researchers



Changing Healthcare Environment 
Payers Perspective

•      Payers as Decision Makers

•Moving from “prescriber-driven” to “payer-driven” markets

•Payers demand cost predictability & affordability

     

•     Value-Based Decisions

•Need to establish value for money (cost-effectiveness)

•Growing demand for comparative effectiveness (non-interventional studies)

     

•      Cost-Containment Measures

•Access to innovative medicines often conditional, restricted, delayed or denied

•Cheaper Rx in first line, co-payments, budget capping, risk-sharing agreements



Changing Healthcare Environment
Pharmaceutical Industry Perspective

• R&D
– Increased R&D costs (targeted therapies, biopharma)
– Loss of exclusivity & patent expiry (revenues lost to generics)
– Need to replenish research pipelines 

• Regulatory Bodies
– Requiring more clinical trials (clinical effi cacy & safety, relative effectiveness)
– Patient-reported outcomes & health economics evidence on the rise

• Reimbursement Agencies
– Complex cost-effectiveness assessments required
– Increased demand for non-interventional studies (value in “real life” settings)
– Hostile market access conditions impacting profi tability



Emerging Opportunities
Need to streamline clinical research platforms

Source: Journal of Comparative Effectiveness Research  - January 2012 (Suppl.)



       

– Vast clinical trials required to secure market authorization

– Cost-effectiveness assessments needed to achieve reimbursement 

– Patient-reported outcomes and health economics studies on the rise

– New indications/formulations requiring further supportive evidence

– Observational studies needed pre- and post-launch

A Systematic Process Across Clinical Research Programs

Evidence-based Healthcare Decision-Making
Impact on Clinical Research for Innovative Medicines



Achieve     Sustain       GrowAchieve     Sustain       Grow

Opportunity to Streamline R&D Platforms
Towards Optimizing Access to Innovative Medicines

t0 tfuture

EHR4CR



Expected Benefi ts for R&D Platforms

• Better protocol feasibility assessment

• Faster patient targeting and recruitment in clinical trials

• Enhanced clinical study execution

• Improved drug safety monitoring and reporting

Achieve faster access to safe and effective innovative medicines 

to optimize health outcomes



Objectives

1. Describe the EHR4CR project vision, mission, scope & deliverables

2. Describe the interest from different stakeholders’ perspectives

3. Provide the rationale for developing a sustainable business model 



• Current challenges

– Need for reliable technology solutions 
– Lack of standardization
– Multiple stakeholders and perspectives
– Lack of a common viable business model across Europe 

A sustainable business model is needed 
to support the reuse of EHR data for clinical research

– To provide value added and sustainable solutions
– To establish standardization and best practices (accreditation/certifi cation)
– To comply with relevant legislations and requirements
– To address multiple stakeholders’ interests
– To ensure fi nancial sustainability

                 

EHR4CR Business Model
Perceived Challenges



III. “The 1 million $ Question Central to Any Business Model: What’s in 
it for them?

Or the Importance of Having your Value Propositions 

Speak Volume to your Customers!”
    

    

Dipak Kalra, PhD, FRCGP, FBCS

Clinical Professor of Health Informatics

Director, Centre for Health Informatics and Multiprofessional Education
University College London

Vice-President for Research, The EuroRec Institute
EHR4CR Executive Committee member and Business Model Academic Lead



Objectives

1. Describe the research and business opportunities relevant of 
trustworthy reuse of health data

2. Explain the importance of developing customized value propositions

3. Provide examples relevant to the EHR4CR project



e-Survey Results
Key Opportunities

      Main research domains perceived of interest

49EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



e-Survey Results
Areas Needing Improvement in Clinical Research

• Main areas needing improvement for conducting clinical research
–  Identify patients for clinical trials (70%)
–  Optimisation of time required to conduct clinical trials (59%)
–  Reduce the costs & workload for conducting clinical trials (54%)
–  Evaluate clinical trials protocol feasibility (50%)

50EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



Objectives

1. Describe the research and business opportunities relevant of 
trustworthy reuse of health data

2. Explain the importance of developing customized value 
propositions

3. Provide examples relevant to the EHR4CR project



 Value Proposition

– The value proposition is the  reason why customers turn to one organization 
over another

– Distinct offer describing the benefi ts that an organization promises to deliver

– Value  perception is a composite of qualitative & quantitative attributes

74% of respondents to a pan-EU EHR4CR e-survey* said that the EHR4CR 
platform should be  value-driven rather than cost-driven 

Sources: Barnes et al. 2009, Anderson et al. 2007

*EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



e-Survey Results
Perceived Benefi ts

• Improved effi ciency perceived as the most important gain from EHR4CR 
services, followed by standardization.
– However, a higher proportion of respondents stated that improved effi ciency, 

standardization, faster access to innovative medicines, time optimisation and 
quality were all equally essential expected benefi ts of the EHR4CR platform

53EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



Customized Value Proposition
 “What’s In It For Them?”



Customized Value Proposition Template



Objectives

1. Describe the research and business opportunities relevant of 
trustworthy reuse of health data

2. Explain the importance of developing customized value propositions

3. Provide examples relevant to the EHR4CR project



Academia

• Facilitating data gathering for funding proposals

• Easing the process of setting up large clinical trials

• Providing a competitive edge to the research centre

• Enriching epidemiology and health services research

Customized Value Proposition



Customized Value Proposition

Pharmaceutical Industry

• Enabling more effi cient protocol feasibility assessment, 
shortening patient recruitment, streamlining clinical trial 
execution and optimizing drug safety monitoring

• Achieving faster patient access to innovative medicines for 
optimizing health outcomes

• Maximizing its R&D investments and value chain



 Clinical Investigators

• Enabling their participation in more clinical research programs

• Reducing the operational burden of executing a clinical study

• Increasing their visibility and profi le in the clinical scientifi c community

Customized Value Proposition



Primary and Secondary Care Clinicians

• Enabling their participation in more clinical trials

• Optimizing effi ciency gains and research income

• Achieving faster access to innovative medicines towards improving           

         health outcomes

Customized Value Proposition



Health Authorities and Healthcare Planners

• Generating new evidence underpinning health policy, strategy                  
                and resource planning

• Guiding innovations in service delivery in response to modern 
population health challenges

• Contributing to attracting R&D investments towards improving            
health outcomes

Customized Value Proposition



Hospital Administrators

• Improving access to local disseminated healthcare information 
for control of billing and operations

• Accessing cross site data for treatment protocol optimization

• Providing an income stream by exposing data for research

Customized Value Proposition



EHR Vendors

• Providing the opportunity to develop new business channels

• Standardizing systems that improve interoperability

• Progressively differentiating their business offering to include                             
   new  service and revenue streams

Customized Value Proposition



Trusted Third Parties (TTPs)

• Maximizing business potential through larger stakeholder participation

• Gaining further recognition from accreditation

• Becoming part of the standard workfl ow of the platform

Customized Value Proposition



Contract Research Organizations (CROs)

• Enabling more effi cient protocol feasibility assessment, patient 
recruitment, clinical trial execution and drug safety 
monitoring/reporting

• Reducing the administrative burden and realizing effi ciency gains

• Maximizing value

Customized Value Proposition



Public and private payers

• Optimizing patients’ health outcomes, safety and productivity through 
achieving faster access to safe and effective innovative medicines

• Enabling wider monitoring of effectiveness, safety and value of new 
treatments in practice, including disease progression and management

• Maximizing value

Customized Value Proposition



Regulators (EMA, Health & HTA Agencies, Ethics)

• Enabling wider and faster access to high quality health data 

      for assessing the effectiveness, safety and value of new  

      treatments in clinical research or in practice

• Optimizing patients participation into clinical research

• Ensuring that consumers’ protection is safeguarded

Customized Value Proposition





• BACK UP SLIDES



Patients

• Achieving faster access to safe and effective innovative medicines 
towards improving patients’ health outcomes

• Improving mechanisms for inclusion in clinical trials

• Knowing their health data is held securely and their privacy ensured

• Supporting the discovery of better medicines for future generations

Customized Value Proposition



• 4-year research program funded by the Innovative Medicines 
Initiatives (IMI)

– Public-private partnership between the EU Union and the European 
Federation of Pharmaceutical Industries Associations (EFPIA)

• Research Consortium of EU academic and industrial partners

– 22 Public Partners (Academia, Hospitals and SMEs)
– 10 Pharmaceutical Companies (Members of EFPIA)
–  5 Subcontractors (Advisory Board)

Electronic Health Record Systems for Clinical Research



e-Survey Results
Perceived Benefi ts 

      

• Perceived most distinctive advantage of the EHR4CR platform to 
research organizations was unequivocally:

– The delivery of reliable, high quality and cost-effective services for the 
re-use of EHR data for clinical research.

• Other frequently perceived advantages:

– Optimization of clinical research processes for the public and private 
sectors;

– Elimination of non-value added tasks (such as re-entry of data and trial 
specifi c paper work);

– Improved patient safety from early detection and reporting of adverse 
events.

72EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



e-Survey Results
Perceived Benefi ts 

      

• Perceived most distinctive advantage of the EHR4CR platform to clinical 
researchers is:

– Elimination of non-value added tasks (such as re-entry of data and trial specifi c 
paper work) (56%);

• Other frequently perceived advantages:

– Delivery of reliable, high quality and cost-effective services for the re-use of EHR 
data for clinical research.

– Optimization of clinical research processes for the public and private sectors;
– Improved patient safety from early detection and reporting of adverse events; 
– Clarifi cation of data source for clinical research.

73EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



e-Survey Results
Perceived Benefi ts 

      

• Perceived most distinctive advantages of the EHR4CR platform to 
patients are:

– Faster access to safe and effective medicines (75%)

– Improved patient safety from early detection and reporting of adverse 
events (75%)

• Similar high rankings across all respondents.

74EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



e-Survey Results
Perceived Benefi ts 

• Perceived most distinctive advantage of the EHR4CR platform to 
society is:

– Faster access to safe and effective medicines (67%);

• Other frequently perceived advantages:

– Improved patient safety from early detection and reporting of adverse 
events;

– Optimization of clinical research processes for the public and private 
sectors;

– Establishment of EU best practices in e-clinical research;

– Opening of new opportunities for the public sector from innovative 
clinical services.

75EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



• Nearly all respondents rated the following aspect as the strongest driving 
forces and challenges to overcome for implementing EHR4CR services
– Compliance with legislative, regulatory, ethical and privacy protection 

requirements

– Systems interoperability

– Demonstrating value for money

• Other key challenges
– Gaining acceptance from patients and all stakeholders perceived the 

greatest hurdle (93% respondents)

– Delivering high quality services in real life settings

– Developing a platform that is fl exible and which can address multiple clinical 
research scenarios

76

e-Survey Results
Perceived Challenges

EHR4CR pan EU e-Survey 2011 (N= 203 experts; 23 EU member states)



EHR4CR 
Rationale for a Sustainable Business Model

• Develop customized service offerings and value propositions
– Ensure relevance and adoption at project’s completion

• Defi ne specifi c customer segments
– Multiple stakeholders, partners and customers; 

• Optimize infrastructure
– EHR4CR activities, resources & processes
– Relevant governance arrangements for the platform                        

services & pan-European EHR4CR networks;
– Operating procedures & trusted third party service requirements;
– Accreditation & certifi cation plans for EHR systems capable of 

interfacing with the platform;

• Ensure fi nancial sustainability
– Framework defi ning public & private sector contributions for reusing 

EHRs for clinical research;
– Roadmap for pan-European adoption and for funding future 

developments.
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