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Pharmacia’s  comments are related to two areas, Reference Safety Information and Executive Summary.

COMMENT 1

For Reference Safety Information the guidance is confused, as it argues for two different approaches in the same section.  It could be improved as follows:

1.4.5 Reference Safety Information

When listedness is assessed at the time of PSUR preparation the current version of the CCSI should be used as the reference document.  This made clear in the PSUR text.

MAHs assessing listedness at case entry or on an ongoing basis throughout the review period should include the current version of the CCSI and comment on the reasons for the change in listedness assessment over time.  In both cases, changes added to the CCSI since the previous PSUR should be explained in Sections 4 (Changes to Reference Safety Information) and/or 9 (Overall Safety Evaluation).  






When listedness is assessed will affect Section 6 of the PSUR.  For example, if listedness is assessed at the time of preparing the PSUR, any non-serious unlisted ADRs thathave been added to the CCSI during the review period will become listed, and therefore will cease to appear in the line listing.  Instead, they will be included in the summary tabulation of non-serious listed ADRs.  Alternatively, if listedness is assessed at case entry, non-serious ADRs that are unlisted in the beginning of the review period, but are added to the CSI during the review period, will be appear either in the line listing or in the summary tabulation, depending on the CSI in force at the time of case entry.
The cover letter or other document accompanying the local submission of the PSUR should highlight the differences between the CCSI and the local product information/local labeling as described in section 2.4 of the E2C document. .

Comment 2

· CIOMS V suggests that the Executive Summary could be included in the cover letter at the time of submission.  The cover letter is a critically important document, given that the same PSUR may be submitted in different jurisdictions at different times.  Consideration should be given to providing a structured format for the cover letter, instead of making inclusion of an Executive Summary mandatory. 

2.1 Executive Summary

The cover letter or other document accompanying the local submission of the PSUR should include a brief (e.g., one page), stand-alone overview of each PSUR to provide the reader with a description of the most important information in the context of the time and jurisdiction of submission. . An example of an Executive Summary can be found in CIOMS V page 333.

