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PART  1: Review Comments 
 
 Reviewer’s comment Author’s comment (if agreed with reviewer, correct the manuscript and highlight 

that part in the manuscript. It is mandatory that authors should write his/her 
feedback here) 

Compulsory REVISION comments 
 

This manuscript is not an 
“original research article”.  
The paper is a political, 
ethical and policy 
discussion in a debate on 
the subject.  
 
 

Thank you for your feedback. We humbly would like to emphasize that this is an 
original research article. We analyzed data in www.clinicaltrials.gov, the worldwide 
largest registry on clinical trials. We analzed those studies with centers in both the 
US and Russia. We clearly described the methods we used to analyze the design 
of the clinical studies, specifically the age limits that were used as inclusion criteria, 
and explained the historical background where these inclusion criteria come from.  
 
We hope that the reviewer wanted to emphasize that our methodology is not the 
routine methodologyofn most scientific papers. We would take that as a 
compliment. The data in international clinical trials registries are, in our view, 
utilized too little in comparison to published study data. In our view, if by analyzing 
the design of ongoing studies a problem is identified, it is better to discuss it now 
instead of years after the study publication.  
 
It would be even better if questionable studies would be rejected by Institution 
Review Boards (IRBs)/ ethics committees (ECs) before the study has started. We 
hope that our paper will help IRBs/ECs in this decision making. We have identified 
a serious problem in ongoing global clinical research and we noticed that 
IRBs/ECs have so far not realized the dimension of this problem.  
  
We agree that our paper has ethical and political implications and might even lead 
to change of poliies of IRBs/ECs. But this doesn't make our paper a political 
discussion paper.  
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