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GLOBAL SOLUTIONS

GLOBAL proposed a cell bank report template, which organized the required

information common to all the cell banks, with placeholders in tables to present
the unique cell bank information, such as the species name/strain number,
origin of strain, media used, testing results, etc. Organizing the reports in this
way resulted in a comprehensive report for each cell bank, with minimal effort
from the SMEs. These reports were attached to the 3.2.5.2.3 Control of
Materials section, rather than embedding a large amount of information in the
Module 3 text.

OUTCOME

The client was very pleased with the templates, and their IND was reviewed
favorably.

The cell bank report templates provided many solutions and benefits to the
client, namely:

« A standardized reporting format, which ensures the same information is
captured for each cell bank and facilitates health authority review

« Simplifying the Module 3 content, making authoring and review easier for all
parties

« Reports that could be easily used for other INDs, as the client was
considering using some of the same cell banks in other investigational
products

« Records that could be used for intellectual property documentation or due
diligence review purposes

CONCLUSIONS

When presented with a challenge unique to the growing microbiome field,

GLOBAL authors used their expertise in cell banks for complex biologics to
provide a creative solution that increased efficiency for the client SMEs and
regulatory affairs staff, for GLOBAL authors, and regulatory reviewers, and

provided a valuable source of knowledge for the client’s current and future
product development programs.



