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Evolution of Clinical Research

Dorsey et al. JAMA Neurol, May 2015



Clinical Research - Why Innovate?
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Next Generation 

Clinical Trials

Secure Cloud

Integrated external data
Flexible  input and transfer of data  
from patients and care providers

Real time analytics
Data management tools 
connect and share data

Direct from patient
Data captured digitally, 
remotely and reliably.  

Informed recruitment
Digital site selection and 
patient recruitment

Future State
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Clinical Research Technology Platform
Validated and Audit Ready

Clinical Data Systems

Operational Data Systems

Data visualization Systems

Data Archives

Collaborative Systems

30-100



Capabilities – More Than Just Systems
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 Data

 E2e flow

 Retrieve and re-use easily

 Process

 Integrated, streamlined

 Systems

 Fewer and better

 See requirements

 Commitment to Standards

 Process (e.g. TransCelerate)

 Data  (e.g. CDISC, HL7)

 System 

 People

 Involved in the change

 Simple user experience



Consortia – Collaboration is Essential 



PARADE Epidemiology Study in Rheumatoid Arthritis

9

GSK – Medidata – Possible Mobile – Alphanumeric Collaboration 

IRB-approved epidemiology study

Social Media targeted enrolment, 5 States

Virtual Informed Consent

Demographic, health history

Comprehensive medication list

RA symptom questions

RA validated questionnaires

Tasks: walking, wrist Exercise, Joint Pain 

Apple Research Kit Platform



Patient Rheumatoid Arthritis Data From Real World Study



ALS: Amyotrophic Lateral Sclerosis 
Clinical gold standard measurements 

ALS Functional rating scale 

–revised (ALSFRS-R)

Muscle power 

(hand-held dynamometry) 

Spirometry 

(slow/fast vital capacity)

Speech

Salivation

Swallowing

Handwriting



ALS Biotelemetry Study: Speech & Activity
Novel Surrogate Endpoints 
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Challenges & Learnings

 Has to be a ‘so what?’ – not just because its high tech

 Regulatory environment is evolving

 Technical  & operational challenges of execution

 Dependent on partnerships – not a device or IT company

 Secure data collection and transfer – infrastructure needed

 Data algorithms, analytics and visualization are key

Change management  - varied adoption / acceptance



Thank You!   Any Questions


