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STAMP: Repurposing working group – whitepaper sections 
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• Aim to provide a visible supportive framework to not-for-profit stakeholders who have 

the data and scientific rationale for a new indication, and who have the aim to see 

this new use on-label 

 

– Promotes a process for facilitating data generation in accordance with 

regulatory standards, described as voluntary steps within the existing regulatory 

framework 

 

– Elements of the framework cover only one possible scenario, some key 

milestones are not regulatory activities 

 

– Applicable to both EMA and NCA activities, and driven by ‘Champions’ 

 

– A Champion is not a pharmaceutical company, is able to coordinate, 

transparent, files initial request for scientific advice, provides information to MAH 

 

– Core components: new indication in areas of public health benefit / Union 

interests, valid MA exists which is out of protection periods 

 

 

 

 

 

The framework – key principles  
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Regulatory engagement 

• Main tools are scientific and regulatory advice 

• Scientific advice (SA) instrumental to discuss the data package in relation to 

regulatory requirements – current and future development plans 

• Outcome of advice can be made available to MAH(s) 

 

Industry engagement 

• Before the Champion seeks SA in order to seek views or input 

• Identification of MAH using EMA’s Article 57 database 

• MAH companies will be encouraged to create dedicated email addresses for 

repurposing queries on their webpages 

• Input may range from none to data sharing or even collaboration 

 

• After the Champion has sought SA – key engagement 

• Champion to share output from SA with MAH(s) 

• MAH will consider practical, economic and legal burdens, consider if interested in 

pursuing an MA variation 

• Champion will need to provide relevant information for regulatory submissions 

Champion engagement with regulators and industry  
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• The STAMP working group has finalised the whitepaper and agreed on a framework 

to support a Champion with a repurposing proposal 

 

– Broad alignment and agreement between multiple stakeholders 

  

– The STAMP repurposing project has generated much interest externally and has 

been mentioned in publications e.g. The Economist  

 

• In order to test the framework a pilot is proposed with a monitoring board 

 

• Aim of a pilot is to assess whether the proposed framework is able to facilitate a MAA 

for a new indication(s)  

 

• In order to provide support to potential Champions, provide a governance role and to 

conclude on the pilot, proposed to create a voluntary virtual monitoring board  

 

• The Anticancer Fund (Objective 2) will provide more details on these proposals in the 

next presentation 

 

 
 

Summary 


