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Overview of AMNOG – Key features

• The German Law for Reforming the Market for 
Pharmaceuticals (AMNOG, §35 a, SGB V) is effective 
since 1st January 2011

• 3 key elements are 

▫ Early benefit assessment
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▫ Central price negotiations between manifacturer and 
federal association of SHI or reference price 
determination

▫ Decentralized integrated health care contracts 
between health care provider, health insurer and 
manifacturer
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The new pricing system – The end of a free 
pricing era
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Core of the benefit assessment are all relevant data on the new product 
and its relevant comparator synthesized in the submission Dossier

• Exec. summary
• Admin. 

information

• General information on the drug
• Authorised therapeutic indication

• Definition and rational of the appropriate 
comparator therapy

• Number of patients for which an additional benefit

Module 1Module 1

Module 2Module 2

Module 3Module 3
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Number of patients for which an additional benefit 
has been demonstrated

• Therapy cost for SHI
• Requirements for a quality-assured therapeutic 

indication

• Systematic review of the medical benefit and additional medical benefit
• Specification of the patient population for which a therapeutic relevant additional 

benefit has been demonstrated

• Full-text references
• Data files with documentation of data sources
• All CSRs for the product
• Key regulatory submission documents
• All regulatory assessment documents
• Formal checklist for complete submission dossier

Module 4Module 4

Module 5Module 5

Objective and outcome categories of the 
early benefit assessment 

• Identify the patient population with 
the most significant incremental 
medical benefit (effect size and 
extend)

1. Major additional

2. Significant additional benefit. 
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extend)

• Evaluation of the submitted clinical 
evidence based on EBM criteria in 
terms of the 

Selected interventions and 
comparator choice

Quality of studies and choice of 
endpoints

• Determine the effect size and related 
uncertainty 

3. Marginal additional benefit side-
effects. 

4. Additional benefit, 

5. No additional benefit. 

6. Benefit of the pharmaceutical being 
assessed is less that the benefit of the 
appropriate comparator. 

Which new treatments will be included in the 
early benefit assessment?

• All new agents  or combination of agents that are launched since 
1st January 2011

• Any new indication for these agents
• No exemptions are made for new agents for hospital use only

Pharmaceuticals registered before Jan 1st 2011 which receive a 
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• Pharmaceuticals registered before Jan 1st 2011 which receive a 
new indication will not undergo an early benefit assessment (only 
if already requested by G-BA)

• Manifacturer can request to be dispensed from the early benefit 
assessment if the sales of their new drug will be constantly < €1 
Mio (burden to the SHI) within 12 month
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First experiences

• What is the experience of HTA assessors? What 
their recommendations for submissions?
Wh t i  th  i  f th  i d t ? Wh t  
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• What is the experience of the industry? What are 
the implications from a global player‘s 
perspective?

• What are international requirements and how 
can industry plan to meet those?


