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1. %8

e Regulators from EU, Japan, and the US believe
that the PBRER may be used to meet
prevailing national and regional requirements
for periodic safety and/or benefit-risk reports

for approved medicinal products.® &l &
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Figure 2: Submission of 6-Month and Annual PBRERSs

6-month PBRER A C
Annual PBERER B D
| I I I
Month: 0 b 12 18 24

Region 1 requires 6-monthly PBRER, and receives PBRER A, B, C, and D
(assuming agreement has been reached with pertinent regulatory

authority[ies]).
Region 2 requires annual PBRER, and receives PBRER B and D.
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2.9.2 Presentation

* Title Page, Executive Summary, Table of Contents
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— Healthcare professionals, Consumers,
Scientific literature, Regulatory authorities
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Table 7 - Numbers of Adverse Drug Reactions by Term from Post-
Marketing Sources

Non-interventional post-

marketing study and reports
Spontaneous, including regulatory authority and literature from other solicited sources*

Serious Non-serious Total Spontaneous Serious

Interval Cumulative Interval Cumulative Cumulative Interval Cumulative

SOC1

MedDRA PT

MedDRA PT

MedDRA PT

SOC2

MedDRA PT

MedDRA PT

MedDRA PT

MedDRA PT

*This does not include interventional clinical trials.
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APPENDIX E — Examples of Possible Sources of Information that May Be Used in the
Preparation of the PBRER

PBRERI FRITREARITISRTIRIOFHHEIZREET S IFEFRIFEDHI
non-clinical studies

e clinical trials, including research in unapproved indications or populations

* spontaneous reports (for example, on the MAH’s safety database)

* MAH-sponsored websites (for additional information see ICH E2D Guideline, Post-
approval Safety Data Management: Definitions and Standards for Expedited
Reporting)

* observational studies such as registries

* product usage data and drug utilization information

* published scientific literature or reports from abstracts including information
presented at scientific meetings

* unpublished manuscripts

* active surveillance systems (for example, sentinel sites)

* systematic reviews and meta-analyses

* information arising from licensing partners, other sponsors or academic
institutions/research networks

e patient support programmes

* investigations of product quality

* information from regulatory authorities



APPENDIX F — Mapping Signals and Risks to PBRER Sections

Safety data from available information sources |

Previously
recognised risk?

New
information
constituting
signal?

No further
documentation in
PBRER N

Safety signal
detected?

Safety signal - Section 15

Safety signal ongoing
Section 15 ¥

Section 16.2

New information on

| | previously recognised
Refuted Signal Potential or identified/potential risk
Identified Risk or missing information

Important?

Y
Section 16.4

Key to benefit-
risk evaluation?

Y

Section 18.2

No further documentation
in PBRER

Action(s)
proposed?

Consider update to E2E
document, if applicable.
Update RSI as appropriate.

Section 19




