
            
                
            

            Skip to Main Content

    




    

    

    
            

 
    


    


    
            
        




            
            
                
                
            
                
        
        
            
                
                        
                            
                            
                        
                
                Close
            

                    	
                        Who We Serve 

                            	
                        Overview 

                    
                
	
                        Researchers 

                    
                
	
                        Authors 

                    
                
	
                        Reviewers 

                    
                
	
                        Healthcare Professionals 

                    
                
	
                        Patients & Supporters 

                    
                
	
                        Librarians 

                    
                
	
                        Health Sciences Industry 

                    
                
	
                        Medical Societies 

                    
                
	
                        Agents & Distributors 

                    
                



                
	
                        What We Offer 

                            	
                        Overview 

                    
                
	
                        Journals 

                    
                
	
                        Collections 

                    
                
	
                        Subject Areas 

                    
                
	
                        Books & Book Series 

                    
                
	
                        E-Learning Courses 

                    
                
	
                        Healthcare Podcasts 

                    
                
	
                        Open Access Portfolio 

                    
                
	
                        Communications & Outreach 

                    
                



                
	
                        Who We Are 

                            	
                        Overview 

                    
                
	
                        What We Solve 

                    
                
	
                        Accessing Knowledge 

                    
                
	
                        Presenting Knowledge 

                    
                
	
                        Applying Knowledge 

                    
                
	
                        About Us 

                    
                



                
	
                        Publish with Us 

                            	
                        Overview 

                    
                
	
                        Publish Your Paper 

                    
                
	
                        Calls for Papers 

                    
                
	
                        Publication Services 

                    
                
	
                        Partner Publications 

                    
                
	
                        Submit & Publish Open Access 

                    
                



                
	
                        Resources for You 

                            	
                        Overview 

                    
                
	
                        Exhibitions 

                    
                
	
                        Webinars 

                    
                
	
                        News & Media Releases 

                    
                
	
                        Fast Facts Info Series 

                    
                
	
                        Experience Karger Blog 

                    
                
	
                        The Waiting Room Blog 

                    
                



                



        
    






        
            Search Dropdown Menu
        

    
        
            
                
                    header search
                    
                        search input
                        
                        
                        
                        
                        
                        
                        
                        
                            Search input auto suggest
                        
                        
                        

                    

                        
                            
                                filter your search
                            
                            All Content
All Journals
Acta Haematologica


                        

                    
                        Search
                    

                

            

        


    Advanced Search

    


    
    
    
    
    
    
    
    

 

    
        


    
         
        
        
    

        User Tools Dropdown
    


    


    
         
        
        
    


    
        Register


    

        
        
            
                
Login                
            
            
                

            

        





        

    


    
        

    
        
            
                
                
            
        
    


            



            Toggle MenuMenu
            
                        	

                        Content

                            	

                        Articles

                    
                
	

                        Issues

                    
                
	

                        Online First

                    
                
	

                        Early View

                    
                



                
	

                        About

                            	

                        Details

                    
                
	

                        Contact

                    
                
	

                        Editorial Board

                    
                
	

                        Guidelines

                    
                
	

                        Subscription Rates

                    
                
	

                        Rights & Permissions

                    
                
	

                        Advertising

                    
                



                
	

                        Submission

                    
                



            



        


    



 
    




    
        
            
                Skip Nav Destination
                








    

        
            Close navigation menu
        
        Article navigation


        
            
            



        

    


 
        

    
        
                
        

    
        Article Navigation
    


    
        

    
        



        Research Articles|
        September 26 2023





    
                
                    Exclusion of Acute Myeloid Leukemia Patients with Central Nervous System Involvement from Clinical Trials: An Analysis of the National Institutes of Health Clinical Trials Registry from 2012 to 2022
                

                    
                                
                                                Subject Area:
                                            
                                        Hematology
                                            ,
                                            
                                        Oncology
                                


                    


    
                

                            
            Dahniel Sastow; 


                    

    
        
    Dahniel Sastow



    


    
        aDepartment of Internal Medicine, Icahn School of Medicine at Mount Sinai, New York, New York, USA

    


    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

                

                            
            Grace Van Hyfte; 


                    

    
        
    Grace Van Hyfte



    


    
        bDepartment of Population Health Science and Policy, Icahn School of Medicine at Mount Sinai, Institute for HealthCare Delivery Science, New York, New York, USA

    


    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

                

                            
            Jonathan Feld; 


                    

    
        
    Jonathan Feld



    


    
        cTisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, New York, USA

    


    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

                

                            
            Marina Kremyanskaya; 


                    

    
        
    Marina Kremyanskaya



    


    
        cTisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, New York, USA

    


    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

                

                            
            John Mascarenhas; 


                    

    
        
    John Mascarenhas



    


    
        cTisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, New York, USA

    


    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

                

                                Douglas Tremblay

                    

    
        
    Douglas Tremblay
            *



    


    
        cTisch Cancer Institute, Icahn School of Medicine at Mount Sinai, New York, New York, USA

    


    
        douglas.tremblay@mssm.edu

    

    
        Search for other works by this author on:
    



    This Site



    
        PubMed
    

    
        Google Scholar
    


                    

                

    









            
                    
                        
                            douglas.tremblay@mssm.edu
                        

                    

            








            
            Acta Haematol 1–8.

        

        
                
                    
                        https://doi.org/10.1159/000533819
                    

                


                
                    
                        Article history
                    

                    
                            
                                Received:

                                April 27 2023

                            

                            
                                Accepted:

                                August 24 2023

                            

                            
                                Published Online:

                                September 26 2023

                            

                    

                

        

            
                PubMed:

                37751713
            







    






 
    

    
         
    


    

         Content Tools 
    	
  
    Views Icon
    
      Views
      
    
  
  	Article contents
	Figures & tables
	Video
	Audio
	Supplementary Data
	Peer Review



	
        
            Share Icon
            
                Share
                
            
        
        	
        Facebook
    
	
        Twitter
    
	
        LinkedIn
    
	
        Email
    


    
	
      
        Tools Icon
        
          Tools
          
        
      
      	
    
            
        
            
                Get Permissions
            
        
    

 
    



	

    
        
            Cite Icon
        
        Cite
    


    


  

	
    
        
        Search Site
    







  Citation

  Dahniel Sastow, Grace Van Hyfte, Jonathan Feld, Marina Kremyanskaya, John Mascarenhas, Douglas Tremblay; Exclusion of Acute Myeloid Leukemia Patients with Central Nervous System Involvement from Clinical Trials: An Analysis of the National Institutes of Health Clinical Trials Registry from 2012 to 2022. Acta Haematol 2023; https://doi.org/10.1159/000533819

  Download citation file:

  	Ris (Zotero)
	Reference Manager
	EasyBib
	Bookends
	Mendeley
	Papers
	EndNote
	RefWorks
	BibTex






        
            
                toolbar search

    
        

        
            Search Dropdown Menu
        

    
        
            
                
                    toolbar search
                    
                        search input
                        
                        
                        
                        
                        
                        
                        
                        
                            Search input auto suggest
                        
                        
                        

                    

                        
                            
                                filter your search
                            
                            All Content
All Journals
Acta Haematologica


                        

                    
                        Search
                    

                

            

        


    Advanced Search

    


    
    
    
    
    
    
    
    
 
    


            

        

    





    

    
    
        

    

        



                Abstract

            
                
                    
                    Introduction: Central nervous system (CNS) involvement in acute myeloid leukemia (AML) can be successfully treated with intrathecal chemotherapy and carries debatable prognostic impact. However, patients with CNS involvement are commonly excluded from clinical trials at an unknown rate. We systematically evaluated exclusion criteria of AML clinical trials based on CNS involvement and determined associations with clinical trial characteristics. Methods: The National Institutes of Health Clinical Trials Registry was searched for interventional adult AML trials between 2012 and 2022 that were phase 1, 2, or 3 and relevant trial characteristics were extracted. Results: 1,270 trials were included in the analysis with 790 trials (62.1%) explicitly excluding CNS involvement. There was no significant change in rates of CNS exclusion over the past decade. CNS exclusion was higher in trials that included the non-transplant population compared to trials exclusive to the transplant population (66.9% vs. 43.8%, p < 0.01). Non-transplant trials were also more likely to exclude patients with a history of or ambiguous timing of CNS involvement (p < 0.01). Phase 3 trials were associated with more liberal definitions of CNS exclusion (history or ambiguous timing) as compared to phase 1 and 2 trials that had higher rates of excluding patients with only active CNS involvement (p < 0.01). Conclusion: A majority of AML clinical trials, particularly in the non-transplant setting, exclude patients with CNS involvement. Many of these trials, most notably phase 3 trials, exclude patients not only with active but also with any history of CNS involvement. Further research is needed to determine optimal management of these patients in order to increase representation in large clinical trials. 
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