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Support for
Briefing Books

Challenge

Create Agency Briefing Books to Support Sponsor’s Defense Strategy

MMS was approached by a leading health authority Advisory Committee preparation vendor to write five
agency briefing books on behalf of five different sponsor companies to support their defense strategies.

Solution

MMS Assigned an Experienced Team of Regulatory Writers to Create the Briefing Books

The MMS team was able to act as a liaison between both the vendor and the sponsor companies,
understanding the overarching interdependencies between the briefing book itself and the slide decks
being prepared for the AC meeting. Although the briefing books draw from content presented in the
regulatory submission, the final content does rely heavily on the AC defense strategy, and it can be a
very challenging document to compile. MMS was able to successfully manage the strategic alignment
of the briefing books with the slide deck development in support of the verbal defense for each of the
five submissions. This required regulatory writing expertise, a keen understanding of the scientific
strategy, and the ability to incorporate these components into a briefing book that successfully
summarizes the sponsor’s defense strategy for the submission.

Outcome

MMS Created the Briefing Books and Aligned Them with the Slide Decks

MMS received a great number of accolades for the regulatory writing contributions from both the
sponsor, as well as from the health authority Advisory Committee preparation vendor. MMS has since
been approached to propose a workflow where the MMS regulatory writer takes more of a leading role
in synthesizing key messages from the data to be included within the slide decks. As a result of this
request, MMS now implements an efficient workflow allowing for consistent messaging that is aligned
with both the briefing book content and the sponsor defense strategy.
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66 “MMS was able to successfully manage the strategic alignment of the briefing books with the slide 99

deck development in support of the verbal defense”
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