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Questionnaire survey

 Web-based questionnaire survey
* Nov 3-7, 2014

» 47/72 (65.3% response)

| Nresponded _
T 34 (72%)

7 (15%)

6 (13%)

47

IPMAIZEBITE 75— RERAERRR

E31EICHEIRFRE S



Are you using a template?

Do you use some sub bullets in 2.5.67

I Nresponded
Never 5 (11%)

40 (85%) }89%
2 (4%)

Total 47

~90% responders are already using some sort of template
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What sub bullets do you use?

100%

90%

80%

70%

60%

50%

40%

30%

20%

10% I .

0% ] -

. . e&

IPMAIZEBITE 75— RERAERRR
E31EICHEIRRES




EWG Consensus on general principles
for a revised guideline

» A revised Section 2.5.6 guideline should be concise
and not prescriptive; it should suggest elements
for consideration by an applicant in the B-R
assessment

» The new guideline should not specify methods for
the benefit-risk assessment, nor should it specify
the review approach used by a regulator

» Section 2.5.6 should be consistent with other B-R
relevant ICH guidelines (e.g., PBRER)
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EWG Consensus on general principles
for a submitted Section 2.5.6

» Section 2.5.6 should represent the thought
process behind the applicant’s weighing of
benefits and risks

» It should communicate this thought process to the
regulator

» It should be a critical and succinct presentation by
the applicant; it is not meant to be a summary of
the summaries

» It should not present new efficacy or safety data
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2.5.6 Benefits and Risks Conclusion
1 Therapeutic Context
* Disease or Condition
* Current Therapies
2 Benefits
* Key Benefits
* Strengths, Limitations, and Uncertainties of
Evidence Related to Benefits
3 Risks
* Key Risks
e Strengths, Limitations, and Uncertainties of
Evidence Related to Risks
* Risk Management

4 Benefit-Risk Analysis
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