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• Problem: Inadequate reporting in publications of trials has long been acknowledged as a major 
limitation of the medical literature and distinguishing effectiveness and efficacy trials. 
 
• Evidence: We previously developed a simple and valid tool to distinguish effectiveness from 
efficacy trials.  From this we constructed a questionnaire to assess the adequacy of the reported 
information necessary for distinguishing effectiveness trials.   
 
• Strategy: Using the criteria from this tool as markers for effectiveness we applied the 
questionnaire to 137 trials included in four systematic reviews. 
 
• Procedure Evaluated: We evaluated the adequacy of reporting of information necessary to 
distinguish effectiveness and efficacy studies. 
 
• Evaluation: The primary endpoint was the proportion of effectiveness criteria that could be 
answered adequately based on the reported information.  Additionally, we determined the 
prevalence of effectiveness studies in this body of literature.  
 
• Results: Overall, only 16 (12%) of the included studies answered all seven criteria in a way that 
would allow readers to reliably distinguish effectiveness from efficacy studies.  The biggest gaps 
of information were seen in the reporting of settings, adverse event assessment and sample size 
calculations.  In the final tally, only seven (5%) trials met the criteria of an effectiveness study. 
 
• Recommendations: Substantial shortcomings in reporting exist for some aspects of study 
design that are important to determine the external validity of a study. Although most of these 
shortcomings may be attributable to a lack of adherence of authors to CONSORT criteria, in the 
case of study settings, a more precise definition of the respective CONSORT criterion would 
probably improve reporting significantly 
 
• Bibliography 
1. Aguglia E, Onor ML, Saina M, Maso E. An open-label, comparative study of 
rivastigmine, donepezil and galantamine in a real-world setting. Curr Med Res Opin 
2004;20(11):1747-52. 

2. Begg C, Cho M, Eastwood S, Horton R, Moher D, Olkin I, et al. Improving the quality of 
reporting of randomized controlled trials. The CONSORT statement. Jama 1996;276(8):637-9. 

3. Gartlehner G, Hansen RA, Kahwati L, Lohr KN, Gaynes B, Carey TS. Drug Class 
Review on Second Generation Antidepressants  2006  [cited; Available from: 
http://www.ohsu.edu/drugeffectiveness/reports/documents/SG%20Antidepressants%20Final%20
Report%20u3.pdf  

4. Gartlehner G, Hansen RA, Nissman D, Lohr KN, Carey TS. A simple and valid tool 
distinguished efficacy from effectiveness studies. J Clin Epidemiol 2006;59(10):1040-8. 

5. Gartlehner G, Hansen RA, Thieda P, Jonas B, Lohr KN, Carey TS. Drug Class Review 
on Targeted Immune Modulators 2005  [cited; Available from: 
http://www.ohsu.edu/drugeffectiveness/reports/documents/TIMs%20Original%20Final%20Repor
t.pdf  



 

6. Hansen RA, Gartlehner G, Kaufer DJ, Lohr KN, Carey TS. Drug Class Review on 
Alzheimer's Drugs 2006  [cited; Available from: 
http://www.ohsu.edu/drugeffectiveness/reports/documents/Alzheimer%20Final%20Report%20U
pdate%201.pdf  

7. Hansen RA, Gartlehner G, Lohr KN, Carson S, Carey TS. Drug Class Review on Inhaled 
Corticosteroids  2006  [cited; Available from: 
http://www.ohsu.edu/drugeffectiveness/reports/documents/_ICS%20Final%20Report%20Update
%201.pdf  

8. Plint AC, Moher D, Morrison A, Schulz K, Altman DG, Hill C, et al. Does the 
CONSORT checklist improve the quality of reports of randomised controlled trials? A systematic 
review. Med J Aust 2006;185(5):263-7. 

 
 


