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Reducing waste from 

inappropriate ethics analysis and 

hyper-regulation of research  





Inappropriate continued use of placebo controls 
in clinical trials assessing the effects on death of 

antibiotic prophylaxis for colorectal surgery 



Lancet Adding Value, Reducing Waste 2014 
www.researchwaste.net 
 

Five stages of waste in research 

http://www.researchwaste.net/
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Five stages of waste in research 
NETSCC’s Adding Value in Research framework 

http://www.researchwaste.net/


 
 
Reports of new research 
should begin [and end] with 
systematic reviews of what 
is already known. 
 
All well-conducted studies 
should be published in full. 
 
 



 
 
Reports of new research 
should begin [and end] with 
systematic reviews of what 
is already known. 
 
All well-conducted studies 
should be published in full. 
 
Ignoring these principles 
has resulted in avoidable 
suffering and death! 



 
Because research ethics committees and 
many research ‘ethicists’ have ignored 
these principles, they have contributed 
to avoidable suffering and deaths 
 
(i) by endorsing unnecessary research 
 
 



20 animal studies: “The results of this review did not show 
convincing evidence to substantiate the decision to perform 
trials with nimodipine in large numbers of patients.  
      Stroke 2001;32:2433-8. 

STUDIES IN ANIMALS 

Horn J, Limburg M.  
Calcium antagonists for acute ischemic stroke.  
The Cochrane Database of Systematic Reviews.  
 
“46 trials were identified of which 28 were included (7521 
patients). No effect of calcium antagonists on poor outcome at the 
end of follow-up (OR 1.07, 95% CI 0.97/1.18), or on death at end of 
follow-up (OR 1.10, 95% CI 0.98/1.24) was found.” 

STUDIES IN HUMANS 

7500 stroke patients participated in unjustified drug trials  



TGN1412 

TGN 1412: 13 March 2006 







The National Institute for Health Research advises researchers applying for 

support for new primary research as follows: 

 

“Where a systematic review already exists that summarises the available 

evidence this should be referenced, as well as including reference to any 

relevant literature published subsequent to that systematic review. Where no 

such systematic review exists it is expected that the applicants will undertake 

an appropriate review of the currently available and relevant evidence. All 

applicants must also include reference to relevant on-going studies.” 

  

The Health Research Authority states: 

 

“Any project should build on a review of current knowledge. Replication to 

check the validity of previous research is justified, but unnecessary duplication 

is unethical.” 

Some research funders and regulators now require  
reference to systematic reviews of existing evidence  

from applicants for research funds or research approval 



 
Because research ethics committees and 
many research ‘ethicists’ have ignored 
these principles, they have contributed 
to avoidable suffering and deaths 
 
(i) by endorsing unnecessary research 
 
(ii) by acquiescing in biased under-
reporting of research 
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Is there evidence that, on 
balance, research ethics 
regulation is doing more good 
than harm? 





What are the implications 
for research regulation? 



 
 
 
 
 

In conclusion 
 

Patients continue to suffer and die 
unnecessarily because of both 
under-regulation and over-regulation 
of research by research ethics 
committees. 
 
More needs to be done to ensure that 
medical ethics does more good than 
harm to the interests of patients in 
general, not only those who participate 
in research.   



Promote research on the effects of treatments… 

“Encourage and work with health professionals, researchers, 
research funders, and others who are try to promote research 
addressing inadequately answered questions about the effects 
of treatment which you regard as important.”  

www.testingtreatments.org 



…but only if it meets scientific and ethical principles. 

Promote research on the effects of treatments… 

“Encourage and work with health professionals, researchers, 
research funders, and others who are try to promote research 
addressing inadequately answered questions about the effects 
of treatment which you regard as important.”  

“Agree to participate in a clinical trial on condition that: 
 
(i) the study protocol has been registered and made 
      publicly available 
(ii)  the protocol refers to systematic reviews of existing  
      evidence showing that the trial is justified 
(iii) you receive a written assurance that the full study results 
      will be published.” 



www.testingtreatments.org 


