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SEAC Question 
 
Regarding the Analysis of Alternatives for CoVIg-19 hyperimmune, can you please 
briefly explain why the product was developed with 4-tert-OPnEO instead of an 
alternative detergent? 
 
The rapid development of a possible medicine to meet the medical needs caused by the 
COVID-19 pandemic is only possible at the current pace by using a well-established 
platform, licensed for 15 years, with demonstrated virus inactivation and removal processes 
for plasma-derived medicinal products.  The hyperimmune globulin manufacturing platform 
pools multiple plasma donations to achieve consistently high level of antibodies to the 
targeted treatment.  Ensuring consistent, robust virus inactivation and removal from the 
pooled plasma is critical for product and patient safety.  Introducing a change to this 
platform in the virus inactivation step would require full regulatory review and approval of 
the platform to ensure the modified step still addresses the safety needs of regulators and, 
ultimately, patient populations. Such a change would significantly extend clinical testing 
requirements, and thus delay availability of a desperately needed COVID-19 treatment 
option of conceptually established mechanism of action.  
Takeda continues investing in R&D efforts to assess the potential alternatives 

 and VIENEP17020 to determine if a potential 
implementation would constitute a shift to less hazardous substances before initiating the 
required evaluation cascade described in chapter 3.3 of the AoA/SEA. 
 




