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            Sickle Cell Gene Therapy Makers Would Pay For Fertility Services In Medicaid Payment Model
        
    

        
            By Cathy Kelly
        
            

            The manufacturer requirement, which invokes CMMI’s safe harbor authority, could help overcome some barriers to access that the companies are facing in Medicaid outside of the demonstration. 
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            Industry To Scrutinize Proposals On Updating UK Statutory Pricing Agreement
        
    

        
            By Francesca Bruce
        
            

            The UK government is consulting on updates to the UK’s statutory pricing scheme to bring it further into line with the voluntary pricing scheme.
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            EMA Presses On With Keenly-Awaited Guidance On How To Use Patient Experience Data
        
    

        
            By Vibha Sharma
        
            

            While the International Council of Harmonisation is developing a harmonized approach to patient-focused drug development, the European Medicines Agency has heeded calls for “prompt guidance” to support the systematic inclusion of patient experience data in regulatory submissions.
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Latest update to draft guidance on early Alzheimer’s drug development is the third iteration of a document first published in 2013. The history of the guidance is a reflection of structural and leadership changes in the neurology review team at FDA.
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            BeiGene’s Tevimbra And The End Of The COVID Inspection Era
        
    

        
            By Bridget Silverman
        
            

            US FDA approves the PD-1 inhibitor 20 months after user fee goal, resolving one of the last applications delayed by China’s extended pandemic travel restrictions. 
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                            CDER, CBER Post FY 2023 Employee Gains, But Behind User Fee Hiring Goals
                        
                    

                        
                            By Derrick Gingery

                            

                                
                                    
                                
                            

                        

                        
                            US FDA’s drug center reported a net increase of more than 300 employees in FY 2023, while the biologics center saw an overall increase of more than 30.
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                            With Reform Efforts Persisting, PBM Trade Association Sets Lobbying Record
                        
                    

                        
                            By Jinghong Chen

                            

                                
                                    
                                
                            

                        

                        
                            Infographic details who gave what to whom as all segments of the US healthcare industry gear up for the presidential election cycle.

                        

                                    

                    
                                PBMs
                                Elections
                    


            

            

                    
                        [image: ]
                    
                
                    
                        	
                                    12 Mar 2024
                                
	
                                    Analysis

                                
	
                                    

    



                                


                    

                
                    
                        
                            US FDA Looks To Re-Establish African Foreign Office, Add Brazil Post
                        
                    

                        
                            By Derrick Gingery

                            

                                
                                    
                                
                            

                        

                        
                            As Congress pressures FDA to increase foreign inspections, the agency unveils plans to strengthen its overseas presence, including new offices and more staff in the New Delhi, India, post. Deputy Commissioner Kimberlee Trzeciak notes the moves are resource dependent.
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                            Novo Nordisk’s Semaglutide Achieves ‘Cardiodiabesity’ Label
                        
                    

                        
                            By Bridget Silverman

                            

                                
                                    
                                
                            

                        

                        
                            With Wegovy’s new indication for cardiovascular risk reduction in patients with overweight and obesity, the migration of diabetes drugs from a single disease state to address a host of interrelated conditions reaches a new milestone.
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                            For Generics, EU Reference Product Is Non-Negotiable – Even In Pilot On Parallel Advice
                        
                    

                        
                            By Urtė Fultinavičiūtė

                            

                                
                                    
                                
                            

                        

                        
                            Acknowledging that it may be a barrier to some extent, EMA’s senior scientific specialist of clinical pharmacology Kevin Blake notes that EU reference medicinal products are a legal requirement for bioequivalence studies and cannot be circumvented.
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                            How The EU & UK’s Contrasting Approaches To AI Regulation Could Impact Pharma
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                            While EU preparations are underway to introduce strict legal requirements for all AI systems, the UK has doubled down on its flexible, non-regulatory framework. In this second of a two-part article, a lawyer explains the pros and cons of each for pharma and medtech firms.
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                            For Psychedelics, US FDA Is Open To Creative Thinking But Firm On Approval Standards
                        
                    

                        
                            By Bridget Silverman

                            

                                
                                    
                                
                            

                        

                        
                            Flexible thinking and rigorous standards will both be needed to develop psychedelics as drug therapies in order to surmount the many complicating factors, from unique ‘set and setting’ aspects to functional unblinding, speakers at Reagan-Udall Foundation meeting agree.
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                            By Urtė Fultinavičiūtė

                            

                                
                                    
                                
                            

                        

                        
                            While approaching the third year of its launch, the parallel advice program has seen a handful of applicants, but regulators on both sides of the Atlantic remain optimistic.
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                            Applications Heavily Reliant On Foreign Data Get Positive Signals In US FDA Reviews
                        
                    

                        
                            By Dexter Yan and Derrick Gingery

                            

                                
                                    
                                
                            

                        

                        
                            Agency has notably rejected some NDAs that relied solely on Chinese data, but a positive advisory committee for Geron’s proposed anemia treatment imetelstat and approval for BeiGene’s anti-PD-1 antibody Tevimbra suggest that using a lot of foreign data could be OK.
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                            Boosting Complex Innovative Designs In Clinical Trials: What The Pilots Show
                        
                    

                        
                            By Brenda Sandburg

                            

                                
                                    
                                
                            

                        

                        
                            Lilly representative suggests having more informal communication with FDA and consistent feedback across divisions. The firm had a positive experience participating in CID pilot with master protocol for chronic pain therapies. 
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                            How Did US FDA Get Octapharma To Drop Its Suit?
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                            Company sought court order to vacate agency’s approval of the fibrinogen products of three blood centers, saying they were wrongly exempt from clinical trials required for Octapharma’s Fibryga.

                        

                                    

                    
                                FDA
                                Litigation
                    


            

            

                    
                        [image: ]
                    
                
                    
                        	
                                    19 Mar 2024
                                
	
                                    News

                                


                    

                
                    
                        
                            EU Pharma Reform Passes Major Hurdle, With Big Changes To Data Protection Proposals
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                            Members of the European Parliament have significantly watered down plans for a cut to regulatory data protection, but industry says the net effect of the proposals will still be to make Europe “less competitive and less attractive” to investment in innovation.
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                            US FDA’s Anti-Misinformation Campaigns Look Safer After Supreme Court Oral Arguments
                        
                    

                        
                            By Sarah Karlin-Smith

                            

                                
                                    
                                
                            

                        

                        
                            FDA’s efforts to tackle misinformation may face fewer legal obstacles moving forward, following oral arguments at the Supreme Court on a case that could have broad ramifications for how the government communicates public health information. 
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                            The Dog That Didn’t Bark: ODAC Gives Nod To Three Products Despite Negative FDA Reviews
                        
                    

                        
                            By Sue Sutter

                            

                                
                                    
                                
                            

                        

                        
                            Oncologic Drugs Advisory Committee was swayed by views of its disease area experts in favorably reporting out Geron’s imetelstat for myelodysplastic syndromes and supplemental applications for the CAR-T products Carvykti and Abecma in earlier lines of multiple myeloma.
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                            US FDA Alzheimer Guidance Update Reflects Changes In Biomarkers – And Leadership
                        
                    

                        
                            By Michael McCaughan

                            

                                
                                    
                                
                            

                        

                        
                            Latest update to draft guidance on early Alzheimer’s drug development is the third iteration of a document first published in 2013. The history of the guidance is a reflection of structural and leadership changes in the neurology review team at FDA.
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                            AstraZeneca Joins The $35 Inhaler Club; Medicare Patients Waiting On Congress For Membership
                        
                    

                        
                            By Alaric DeArment and M. Nielsen Hobbs

                            

                                
                                    
                                
                            

                        

                        
                            AZ’s move follows Boehringer’s announcement earlier this month and parallels what insulin sponsors did – but almost in reverse. For inhalers, political pressure on out-of-pocket costs has produced copay caps in the commercial market first, not Medicare.
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                            CDER, CBER Post FY 2023 Employee Gains, But Behind User Fee Hiring Goals
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                            US FDA’s drug center reported a net increase of more than 300 employees in FY 2023, while the biologics center saw an overall increase of more than 30.
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                            All Eyes On Pricing Model As EU Crunch Time Nears For First Ophthalmic Bevacizumab
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                            If Outlook Therapeutics’ Lytenava secures EU approval for wet AMD, the company says it expects to price the drug as a lower cost alternative to biosimilars and premium branded products for the condition, and higher than off-label compounds.
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                            EMA Decision Time For Aztreonam-Avibactam; High-Stakes Meeting For Lecanamab
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                            The European Medicines Agency is this week deciding whether a number of new drugs should win EU approval.

                        

                                    

                    
                                Europe
                                Approvals
                    


            

            

                    
                        [image: ]
                    
                
                    
                        	
                                    18 Mar 2024
                                
	
                                    News

                                


                    

                
                    
                        
                            Pakistan Explains Updated Risk-Based Criteria For GCP Inspections
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                            Pakistan’s drug regulator is hoping that improved transparency on its inspection protocols will help research entities better prepare for good clinical practice inspections.
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