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A Personal Story Starts ~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 5 

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  
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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 (26 Years Later) … 
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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) 



Improving Clinical Trials Oversight 



A Part of Bigger Problems? 
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Root Causes… 
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“We identified two core problems: 
 
• Too many researchers vying for too few dollars. 
• Too many postdocs competing for too few positions. 
 
Most other issues can be viewed as symptoms.” 



Too Few Dollars … 

14 
https://www.aaas.org/page/federal-rd-budget-dashboard  
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How Many Investigators? 
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Changing our funding metric  
 
“A question that at first glance may seem trivial but is, I 
believe, a significant one is whether our key metric for how…  
we invest in … research should be the number of grants we 
award or the number of investigators we support.” 

Lorsch JR.  Mol Biol Cell 2015;26:1578-82 
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Thanks to OER DPEA and SARB 



More Thoughts About Core Problems 

17 http://www.vox.com/2016/7/14/12016710/science-challeges-research-funding-peer-review-process  
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More Problems 

• Academia has a huge money problem 
• Too many studies are poorly designed 
• Replicating results is crucial — and rare 
• Peer review is broken 
• Science is locked behind paywalls 
• Science is poorly communicated 
• Life as a young academic is stressful 
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More and More and More Proposals for Projects 
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Different Approach to Funding Investigators 
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Programs, not Individual Projects 

• Stability of funding 
• Flexibility – “follow your nose” 
• Distribution of funding 
• Less time writing grant applications 
• Less time reviewing grant applications 
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https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf  

https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf
https://publications.nigms.nih.gov/presentations/MIRA-Reissue-RFA-GM-17-002-Webinar-Revised.pdf


With an Important Variation 
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Perspective from the Other Side … 
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Research Funding “Success” 
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Soft Money Worries 

“Soft money paid 38% of researchers’ salary, 
but many researchers receive very large 
fractions of their salary from grants.  
Downturns in funding … less like to promote 
innovative discovery. Heavy reliance on soft 
money may weaken UCSF’s willingness to 
apply its own standards to judge quality...” 

25 



Pretend the Problems Don’t Exist? 

“Despite evidence that available resources are 
limited, UCSF behaves as if quality and 
quantity are synonyms, and exhibits little 
interest in plans that do not require expansion.  
Should UCSF shape new directions for its 
research and clinical juggernauts, or hang on 
and enjoy both rides while they last?” 
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More Problems 

• Academia has a huge money problem 
• Too many studies are poorly designed 
• Replicating results is crucial — and rare 
• Peer review is broken 
• Science is locked behind paywalls 
• Science is poorly communicated 
• Life as a young academic is stressful 
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Big Problem! 
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Freedman L et al. PLoS Biol.  2015; 13(6): e1002165  



Inherent Problem? 

• Small – samples, effect size 
• Many comparisons, many approaches 
• Financial conflicts, “hot” items 
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Ioannidis JP.  PLoS Medicine 2005;2:e124 



Categories 

30 
Freedman L et al. PLoS Biol.  2015; 13(6): e1002165  



Animal Studies, Animal Welfare 

31 
Cressey D.  Nature 2015;520:271-2 



Returning to a Previous Theme… 

“Boosting the number of animals in specific 
experiments need not mean more animals 
are used overall because multiple small 
experiments can often be replaced by fewer, 
larger ones.  ‘One potential implication is we 
need to ask for money to do larger studies,’ 
says Marcus Muafo (University of Bristol).” 

32 

Cressey D.  Nature 2015;520:271-2 



Efforts to Correct 
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• Randomization and blinding 
• Sample size and data handling 

Landis SC et al.  Nature 2012;490:187-191 



Current NIH Efforts 
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http://nexus.od.nih.gov/all/category/open-mike/  
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