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Modules Common to

E2C,E2E & E2F
*Product details

*Patient Exposure
*Actions taken for Safety
Reasons

*Non Clinical Findings

Future E2C

*Title Page

*Table of Contents
*Executive Summary
*Conclusions & Action Plan
*Appendices ( if applicable)

Modules Common to E2C & E2F
*WW Authorisation Status
summary

*Changes to RSI

*Summary tabulations

eLiterature

*Findings from CTs/studies

» Safety summaries from marketing

* Benefit Risk Analysis
(post authorisation)

Textinred =
New proposals

o

*Executive Summary
*Populations not studied
*Epidemiology of
Indication(s)

*Class Effects

*Important Risks
*Important Missing
Information

*Appendices ( if applicable)

E2E
(Safety Specification)

experience

*Other information
*Combinations (if relevant)
*Overall Evaluation (licensed
indications only)

*Title page

*Table of Contents
*Executive Summary
*Inventory of CTs
*Important Risks

*Overall safety evaluation
(pre authorisation
development only)
*Conclusion

*Appendices
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