
Schematic Overview of the Early Access to Medicines Scheme (EAMS) 
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Preclinical safety and Formulation  Development 

Manufacturing scale up and preparation of launch stock 
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Joint 
Scientific 
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Facilitate EAMS Patient Access to 
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EMA MAA Review period 
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NICE guidance by NHS 

(within 30 days/90 days 
non-specialised 

medicines) 

Prepare for EAMS period 
Company/NICE/NHS including exit 

strategy 

Review Real World EAMS Patient Data 

Key Events and Interactions 
1= DAs also need input to EAMS forecasting and  
Planning but have a different process to NHSE 
2 = Company submits MAA to EMA 
3 = EC grants MA  
4 = NICE HTA recommendation 
SO = Scientific Opinion, PIM = Promising Innovative Medicine, PSM – Presubmission meeting, DA = devolved administrations,  MAA =  Marketing authorisation application, EMA = 
European Medicines Agency, 
FTE = Full Time Equivalent, MHRA = Medicines & Healthcare products Regulatory Agency, NICE= National Institute for Health and Care Excellence, NHSE =  NHS England 
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Review Real World  EAMS Patient Data 
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Post launch supplies 

Within Company costs and additional FTE resource (variable) and free medicine supply EAMS Costs 
       MHRA fee 
      Within company costs eg FTEs and  
       free medicine supply 
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EAMS SO review 
following PSM 

  
 

 
PIM Designation 

 

EAMS supplies 
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SO renewal 

 
 

EAMS SO period  
12-18 months 

3 monthly periodic review 
  
 

Generate Real World  EAMS Patient 
Data 


