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Current State:  Patients are Passive Consumers 

• Clean 

• Structured  

• Limited 

• Expensive 

• Time Consuming 

• Proprietary 



THREE BIG TRENDS 
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Point of Care is Shifting 

 

95% - cellphone 

77% - smartphone 

20% - online access 

 

 

75% - Physicians 

75% - Willing to use 

Source:  2018 Pew Research 
               2018 Physician Practice Survey 
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Data is abundant but Siloed & Noisy 

83% - EHR 
Adoption 

 

Variety of Data 
beyond the HER 

 
Interoperability 
 

Security 
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Data Access is More Important than Ownership 

Access 
 
Integrate 
 
Mine 
 
New Players 
-Amazon 
-Apple 
 



Big Opportunity:   Patients as Partners 
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Patients are Ideal Aggregators of RWD 

 

Own the data 

 

Access to data 

 

96% - willing to 
share 
 

Security 

 
Trust 
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Patients will Generate RWI to inform new Endpoints 

Meaningful 
Endpoints 
 
Influence Design 
 
Decision Making 
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Continuous RWD Trial => Dynamic Label 

Personalized Label Detail 

Status 

NGS Results 

Drug Dosing 
Regimen 

Behavioral 
Biomarker 

Biome 
Profile 

Biomarker 
Results 

Age  •  Race  •  Gender 

Activity/ 
Sleep Profile 

Dietary 
Profile 

Direct to Patient 
 
Personalization of data  
to inform decision making  
at the point of  care  
will be an expectation. 
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moARC’s Integrated RWD Learning Platform 

Insights for trial 
design 

Trial Ready Patients 

monARC Bionetworks  
Integrated Learning Platform 

• Data collection 
• Machine Learning/ 

AI Analytics 

Investigator 

EHR 

Images 

Devices 

Sensors 

Labs 

Virtual Research 
Network 

Natural history Study  
 

Adaptive Pragmatic  
Connected Clinical trial 
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IRB Approval to Published Poster in 4 months 

CASE STUDY 
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Big Change Requires Incentives 
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Next Generation Drug Development Needs  
Incentives for 

•   Data Sharing across researchers/sponsors 

•   Novel Endpoint Development 

 

Improved Legislation to broaden access state borders 
• State laws are limiting virtual trial capabilities 

• Investigational Drug Shipment across borders 

 

New Capabilities with non-traditional partners 
Social networking, mobile devices, user experience, IOT, AI, security and cloud 
infrastructure for big data storage and analytics  

 

Bold Partnerships with Patients 
 

 



Thank you 
 

kstem@monarcbio.com 
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