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When I was a Teenager… 
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In 1976 Kodak claimed 
 
90% film 
85% cameras 



An Invention 
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“But it was filmless photography, so management’s reaction 
was, ‘That’s cute, but don’t tell anyone about it.’” 
 
 Steve Sasson, quoted in the NY Times, May 20, 2008 



Obviously Inferior Technology 

4 http://pluggedin.kodak.com/pluggedin/post/?id=687843  
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And The Rest is … 

5 http://www.forbes.com/sites/chunkamui/2012/01/18/how-kodak-failed/   
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A Recurring Pattern 
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http://www.amazon.com/gp/reader/0062060244/ref=sib_dp_pt�


Enter the Disruptive Technology 
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Market A with Metric A       Market B with Metric B 



“Classic” Clinical Trial Business Model 

Size 
 Mostly small N 
 Huge budgets 

Endpoints 
 Mostly surrogate 
 Clinical trials employ adjudication 

Setting 
 Research enterprise – “parallel universe” 
 “High-grade” data – audited, monitored 

 
 

8 Califf RM et al.  JAMA 2012;307:1838-47 



Looking Back at a Disruptive Technology 
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“It started with  no funding and skepticism in some quarters 
but today GISSI is recognized as an Italian achievement that 
has changed cardiology treatment worldwide.” 

http://eurheartj.oxfordjournals.org/content/31/9/1023.full  

http://eurheartj.oxfordjournals.org/content/31/9/1023.full�


More Disruptive Thoughts 

10 Tunis SR et al.  JAMA 2003;290:1624-32 
Frobert O et al.  AHJ 2010;160:1042-8 



Another Disruptive Technology: Patients 
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“The LAM Foundation urgently seeks safe and effective treatments, and ultimately 
a cure, for LAM through advocacy and the funding of promising research. We 
are dedicated to serving the scientific, medical and patient communities by offering 
information, resources and a worldwide network of hope and support.”  

http://www.thelamfoundation.org/  

http://www.thelamfoundation.org/�


Lessons from a Rare Disease Trial 
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Improved QOL and functional performance (P=0.03 both) 

NIH Office of Rare Diseases 
FDA 
CIHR 
Pfizer 
Japanese MOH 
LAM Foundation 
Tuberous Sclerosis Alliance 
Cincinnati Children’s Hospital 
Adler Foundation 
NHLBI (DIR) 

McCormack FX et al.  N Engl J Med  2011;364:1595-606 



“New” Models for Clinical Trials 

Size – both bigger and smaller 
 Huge N – robust estimates, heterogeneity 
 Streamlined budgets – grows a bigger pie 

Endpoints – what really matters 
 Patient-oriented with minimal adjudication 

Setting – increasingly integrated world 
 Within patient-care units and communities 
 Leverage digital data sources 
 ALL Patients as partners, not subjects 
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How to Approach Disruptive Technologies 

Embed into existing projects 
Create “small sub-organizations” 
 Generate excitement 
 Thrilled with “small wins” 

Fail early, often, and inexpensively 
Utilize resources, but not processes/values 
Look for new markets, compete elsewhere 
 Existing markets can mislead us 

14 Christensen C.  Harper Business 2000. 

http://www.amazon.com/gp/reader/0062060244/ref=sib_dp_pt�


Final Thoughts 

Back to the Future – trials that are 
 Huge, simple, pragmatic, robust 
 Inexpensive 
 Integrated into medical care, public health 

We look to you for disruptive approaches 
 Digital revolution 
 Integration of clinical medicine 
 Appeals to different clinical trial “markets” 
 Willingness to experiment and learn 

 
15 


	�A Vision for Large Simple Trials in Learning Health Care Systems�
	When I was a Teenager…
	An Invention
	Obviously Inferior Technology
	And The Rest is …
	A Recurring Pattern
	Enter the Disruptive Technology
	“Classic” Clinical Trial Business Model
	Looking Back at a Disruptive Technology
	More Disruptive Thoughts
	Another Disruptive Technology: Patients
	Lessons from a Rare Disease Trial
	“New” Models for Clinical Trials
	How to Approach Disruptive Technologies
	Final Thoughts

