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“Recent performance in our 
clinical trials program is not 
acceptable: recruitment is too 
slow, registration in public 
databases is not consistent, 
and reporting takes too long 
to meet the needs of the 
public.” 
 
Tom Insel, MD 

All is Not Well … 

http://www.nimh.nih.gov/about/director/2014/a-new-approach-to-clinical-trials.shtml  

http://www.nimh.nih.gov/about/director/2014/a-new-approach-to-clinical-trials.shtml


A Quarter of a Century Ago … 
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“Substantial numbers of clinical trials are never reported … 
Failure to publish is a form of scientific misconduct that 
can lead to inappropriate treatment decisions. 
Investigators, ethics committees, funding bodies, and scientific 
editors all have responsibilities to reduce underreporting of 
clinical trials.” 

JAMA 1990;263:1405-8 



A Dozen Years Ago … 
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26% of large cancer trials unpublished after 5 years! 

JAMA 2003;290:495-501 



5 Years Ago … 
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“The … current situation … is putting truly excellent 
laboratories out of business. In the spirit of ‘never waste a 
good crisis,’ a serious evaluation of … NIH … policies and 
programs is warranted. They include … large collective 
funding efforts [like] expensive clinical and 
epidemiological research.” 

Rosbash M.  Science 2011; 333:136 



A Few Months Later … 
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Can’t Ignore This Any Longer … 

“This study raises concerns whether 
NIH is adequately implementing… 
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So We Looked … 

Gordon D, Lauer M et al.  N Engl J Med 2013;369:1926-34 8 

https://intranet.nhlbi.nih.gov/sites/intranet.nhlbi.nih.gov/files/field/image/David%20Gordon.jpg


Confirmation … With a Twist 

Gordon D, Lauer M et al.  N Engl J Med 2013;369:1926-34 
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At Your Institution? … 
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Krumholz H et al.  BMJ 2016;352:i637 



Meaning … 
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http://www.npr.org/sections/health-shots/2016/02/23/467712481/academic-medical-centers-get-an-f-in-sharing-research-results  

Not reporting results: 
 

• Violates a basic principle 
of the scientific method 
 

• Harms patients, society 
and science 
 

• Dishonors the study 
participants who gave 
consent and bore the risk 

http://www.npr.org/sections/health-shots/2016/02/23/467712481/academic-medical-centers-get-an-f-in-sharing-research-results


And It  Goes On… 
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European Journal of Cancer 2016;66:17e25 



A Core Obligation for Us 
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“Substantial numbers of clinical trials are never reported … 
Failure to publish is a form of scientific misconduct that can 
lead to inappropriate treatment decisions. Investigators, ethics 
committees, funding bodies, and scientific editors all have 
responsibilities to reduce underreporting of clinical trials.” 

JAMA 1990;263:1405-8 



A New Policy … 
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“To realize the benefits of a clinical 
trial, the data must be broadly 
shared quickly. The DHHS has 
released a regulation for 
registration and summary results 
reporting…” 

JAMA 2016 (online September 16, 2016) 



NIH Trials Reporting Policy 

• Applies to all NIH-funded trials, except 
– Trials where NIH funded infrastructure only 
– Trials initiated before January 18, 2017 

• Applications address trial reporting  
– Mention in informed consent 
– Register trial in ClinicalTrials.gov by 21 days after first 

participant enrollment 
– One record per trial 
– Submit results in ClinicalTrials.gov within one year of 

completion 
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What Results Information to Report 

• Participant flow 
• Demographic and baseline characteristics 
• All primary and secondary outcomes 
• Adverse events 
• Full protocol and statistical analysis plan 
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Open Mike 
https://nexus.od.nih.gov/all/2016/09/16/vis
ibility-of-clinical-trial-activities-and-results/  

Presenter
Presentation Notes



https://nexus.od.nih.gov/all/2016/09/16/visibility-of-clinical-trial-activities-and-results/
https://nexus.od.nih.gov/all/2016/09/16/visibility-of-clinical-trial-activities-and-results/


Consequences … 
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“To realize the benefits of a clinical trial, 
the data must be broadly shared quickly. 
The DHHS has released a regulation for 
registration and summary results 
reporting.  The NIH will withhold 
clinical trial funding if the agency is 
unable to verify adequate registration 
and results reporting…” 

JAMA 2016 (online September 16, 2016) 



Transparency is Not a New Idea! … 
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http://ads.harvard.edu/books/1543droc.book/ 
Packer, M, BMJ, September 2016 
 
Thanks also to Sarah Carr and Jeremy Brown  
 

The Year was 1543… 

http://ads.harvard.edu/books/1543droc.book/


Standard Text and Graphics … 
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http://ads.harvard.edu/books/1543droc.book/  
 

http://ads.harvard.edu/books/1543droc.book/


The Most Famous Picture …  
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http://ads.harvard.edu/books/1543droc.book/  
 

http://ads.harvard.edu/books/1543droc.book/


But Also … Lots of .... 
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http://ads.harvard.edu/books/1543droc.book/  
Packer, M, BMJ, September 2016 
 
 

http://ads.harvard.edu/books/1543droc.book/


Back to the Future… 
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https://nexus.od.nih.gov/all/2017/01/06/status-of-our-initiatives-to-strengthen-clinical-trials/  

Presenter
Presentation Notes
FAQs  https://grants.nih.gov/clinicaltrials_fdaaa/faq.htm
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