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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,
HE| L EABRIFHMICOVTED K SIZHERDITHEMNIZDLNTIEERE L ALY,
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Charge for M4E(R2) EWG

* 201446 A
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T
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* 201545 3R
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.”
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M4E Activities in Lisbon and since

* First Face-to Face Meeting in November 2014 in Lisbon
o B-REHED —ARHIZE R DAL
0 25.6MFHLLVBEEICONTDEE
o I U L avDRHERNETDIERK
o MBS T MHA S U DERK
* Post-Lisbon Activities (BEESEZEL T)
o ItV L a iREBRBTDFFMIER
o [ERRICEAT S#EEE T thDIEBE~DEERE

* Second Face-to Face Meeting in June 2015 in Fukuoka
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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 (£ &)
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2.5.6.1 Therapeutic Context
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2.5.6.2 Benefits
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2.5.6.3 Risks
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2.5.6.4 Benefit-Risk Assessment
* HEEE DBRFHMEICE T of&sm &g B,
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Next Steps

° 2015F6A XK : Step 1&E. (mail sign-off)
o 20154E7H~ : Step 2&8B=/8T Y v ary FTOER

e 2016¢0&E~ :
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F?Iﬁtlb‘ ( EE.HE%E%

* 2016%F6RA(F%E) : ICH=&
201656 H(-Step 4 ICHEE (IN\TYwyHat o MK YT
T HAREMDHY)
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