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We know that Data & Analytics (D&A) have the potential to “Unlock the Value of 
Insight” – impacting the traditional approach for Clinical Trials and Protocol Design
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Healthcare Providers are already leveraging D&A to better understand the impact of 
their care processes across the continuum of care.
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And we know key trends will shape our approach to Oncology, Neurology, Diabetes 
and Cardiovascular - requiring D&A (D&A) capabilities “to put our arms around it”
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And while some Life Sciences are already deploying targeted D&A solutions…..
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Only a fraction of CIO’s in the Healthcare and Life Sciences are building D&A 
capabilities with “Industrial Strength”

A survey of 112 hospital CIOs by the College of Healthcare Information Management Executives and KPMG 
found that 38% are making electronic health records integration their top spending priority

Followed by accountable care (population health technology) and consumer, clinical and operational analytics 
at 21% and 16%, respectively. Other technology spending priorities for hospital CIOs include virtual/telehealth 
technology enhancements at 13%, revenue cycle systems and replacement at 7% and enterprise resource 
planning systems at 6%

Institutional Investor Research and KPMG reveals that there are clearly a lot of opportunities & challenges – but 
it’s not so clear what the priorities are or what will deliver the most ROI:

“Of all respondents, 62% say that they would view a company favorably if it were to use D&A specifically to 
improve operating performance by controlling costs, shrinking inventory, and allocating resources optimally” 

“…respondents are much more likely to find fault with issuers’ integration of data and analytics into their business 
strategies… 40% fault companies for devoting inadequate attention to their D&A strategies.”

“38% strongly or somewhat agree that the opportunity for better business performance from D&A has begun to be 
realized, while only 21% disagree”
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What has worked? Why?
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What has worked? Why?
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What hasn’t worked? Why
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What are the key obstacles we need to overcome? 
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What have we learned from industry applying D&A in a Clinical Trial Setting 

The biggest challenge with real world evidence and real world data generation is understanding how to apply it and when to 
use the data. One size does not fit all. FDA and other HA have yet to provide clear guidelines.

Effective monitoring for at risk patient populations should make the patient “centric” to the analysis. Here, the patient must 
become an active participant in their course of treatment and personalize medicine becomes the standard.

As medicine becomes more personalized and drugs become targeted for smaller populations, traditional, large-scale RCTs 
will become increasingly less feasible. Adaptive approaches can be an effective method for some types of drugs; especially 
oncology. 

Adaptive pathways would use “real time” and “real world” data collected virtually through a combination of personal 
monitoring devices, smartphone apps, phone calls, and virtual visits. This would allow better management of risk because 
more data, and more timely data, would be gathered from a bigger cohort, leading to earlier and more robust information from 
which to create risk profiles.

Game Changes – “adaptive trials” with patient consent and access to IoT in patient monitoring. Building an active 
surveillance program between Private and Public Partnerships that is more inclusive – Payer, Pharma, Regulatory and 
Patient Advocacy Groups.

The key difference is “real time” analysis leading to quicker hypothesis generation, treatment and fast track for at risk 
patients. A RCT trial thru phase II and III can take at minimum 4 to 6 years. This time is longer than the “life span” for 
Compassionate Use Case patients.
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