
 

13.3 Part VI.2 Elements for a Public Summary 

13.3.1 Part VI.2.1 Overview of disease epidemiology

13.3.2 Part VI.2.2 Summary of treatment benefits

13.3.2.1 Current (gold) standards of treatment 



13.3.2.2 Where the medicinal product fits in the therapeutic armamentarium 
(i.e. 1st line, relapse, etc.)

13.3.2.3 A brief statement of the standard against which the medicine was 
judged: number of patients in pivotal studies and treatment regimes

13.3.2.4 Results in lay language 

13.3.2.5 Post-authorization data which impacts on efficacy

13.3.3 Part VI.2.3 Unknowns relating to treatment benefits 

13.3.4 Part VI.2.4 Summary of safety concerns

Table 13-4 Important identified risks

Risk What is known



Risk What is known

Table 13-5 Important potential risks

Risk What is known 



Risk What is known 

Table 13-6 Missing information

13.4 Part VI.2.5 Summary of additional risk minimization measures by 
safety concern

13.5 Part VI.2.6 Planned post authorization development plan

13.5.1 List of studies in post authorization development plan

Table 13-7 List of studies in post authorization development plan

Study/activity Objectives Safety concerns

addressed

Status Date for 
submission of 
interim or final
reports 



Study/activity Objectives Safety concerns

addressed

Status Date for 
submission of 
interim or final
reports 

13.5.2 Studies which are a condition of the marketing authorization



13.6 Part VI.2.7 Summary of changes to the Risk Management Plan 
over time 

Major changes to the Risk Management Plan over time

Table 13-8 Major Changes to the Risk Management Plan over time

Version Date Safety Concerns Comment




