







    Skip to main content




    
        
        Thank you for visiting nature.com. You are using a browser version with limited support for CSS. To obtain
            the best experience, we recommend you use a more up to date browser (or turn off compatibility mode in
            Internet Explorer). In the meantime, to ensure continued support, we are displaying the site without styles
            and JavaScript.


    




    

    
            

            
                
                    Advertisement

                    
        
            
    
        
            
                [image: Advertisement]
        

    


        
    
                

            
        

    
        
            
                
                    
                    
                    
                        
                        
                            
                                
                                [image: Nature Medicine]
                            
                        
                    
                    

                    
                    	
                            
                                View all journals
                            
                        
	
                            
                                Search
                            
                        
	
                            
                                Log in
                            
                        


                

            

        

        
            
                
                    
                        	
                                    
                                        Explore content
                                    
                                
	
                                    
                                        About the journal
                                    
                                
	
                                        
                                            Publish with us
                                        
                                    
	
                                    
                                        Subscribe
                                    
                                


                        	
                                    
                                        Sign up for alerts
                                    
                                
	
                                    
                                            RSS feed
                                    
                                


                    

                

            

        
    


    
    
        
            
                	nature



	nature medicine

	news

	
                                    article


    
        
        
            
            
                
                    	News
	Published: 06 February 2013



                    Animal rule for drug approval creates a jungle of confusion

                    	Elie DolginÂ 



                    
                        
                    

                    
                        
    Nature Medicine

                        volumeÂ 19,Â pages 118â€“119 (2013)Cite this article
                    

                    
        
            	
                        3365 Accesses

                    
	
                        11 Citations

                    
	
                            32 Altmetric

                        
	
                    Metrics details

                


        

    
                    
                

                
    
        Subjects

        	Drug development
	Policy


    


                
    
    

    
    

                
            


        
            

            
                
                    

    
        
            
                
                Access through your institution
            
        

        
            
                
                    Buy or subscribe
                
            

        
    



                
            


            
                
                    
                

            

            
                
                In 2002, in the aftermath of the 9/11 attacks, the US introduced the 'animal rule' as a way for the country's regulators to approve medical countermeasures to chemical, biological and radiological weapons in instances where conducting human efficacy studies would be unethical or unfeasible. In the rule's first ten years, the US Food and Drug Administration (FDA) has used the provision to approve vitamin B12 injections for cyanide poisoning, an enzyme-blocking pill for nerve gas exposure and a broad-spectrum antibiotic to treat plague. Notably, in all of these cases the drugs had already received FDA approval for other afflictions or had previously received a green light in other countries for use against deadly chemicals.
Now, in a regulatory first, on 14 December the FDA cleared a completely novel product through the animal rule without any such prior approvals: an antibody drug called raxibacumab for the treatment or prevention of respiratory anthrax, caused by inhalation of the bacterium Bacillus anthracis. In fact, although the safety of raxibacumab was demonstrated in more than 300 healthy human volunteers, the only validated efficacy studies available to the FDA were in monkeys and rabbits.
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