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What is out-of-scope of discussion?

It is important to acknowledge that each regulator is required to
follow its own approach in conducting a benefit-risk
assessment. These approaches are generally based on the
unique laws and regulations relevant to each regulatory
authority. Therefore, it is important to also stipulate what is not
In the scope of this new proposal. Issues that will not be
addressed in the proposed guideline include:

o The approach or process to be applied by regulators in
conducting the benefit-risk assessment, such as specifying
guantitative and qualitative methodologies and/or;

o Issues that are related to how a regulator reaches a specific
conclusion on benefit-risk information.

MHELBEMNAEVSBREFMD EALGFEIZDWLNTIEZEES L ALY,
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Charge for M4E(R2) EWG
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o Concept PaperlZA TDEENTE NS,

o “to other parts of the Clinical Overview to
ensure that the revised guidance is both

harmonized and appropriate in its entirety.”




M4E Activities in Lisbon and since(1/3)

° 20144 11FRF
First Face-to Face Meeting in Lisbon
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M4E Activities in Lisbon and since(2/3)
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M4E Activities in Lisbon and since(3/3)
* 2016 46 A

Third Face-to Face Meeting in Lisbon
o EWG Step 3 Sign off
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Revised 2.5.6 Structure

2.5.6 Benefits and Risks Conclusions

2.5.6.1 Therapeutic Context
2.5.6.1.1 Disease or Condition
2.5.6.1.2 Current Therapies

2.5.6.2 Benefits

2.5.6.3 Risks

2.5.6.4 Benefit-Risk Assessment

2.5.6.5 Appendix
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2.5.6 Benefit Risk Conclusions (£i%)
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2.5.6.1 Therapeutic Context CAENDE=
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* 2.5.6.1.1 Disease or Condition (FEfEFET-ITEIR)
* 25.6.1.2 Current Therapies (FR{TDAE)
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2.5.6.2 Benefits (RRxT7 1 v k)

* ‘BenefitDEEH
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2.5.6.3 Risks ()X %)
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2.5.6.4 Benefit-Risk Assessment
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Outlook
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