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Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
This section is optional in the early stages of CMC development (for an initial IND submission). The goal is to provide a summary of the data you are presenting in Module 3 to aid the CMC reviewer, and should not include any unique information, data or justification. Most of the information in this section can be imported from Module 3. Include cross-references where appropriate to help the FDA quality reviewer familiarize themselves with what to expect in Module 3. You may submit a single large PDF file under the 2.3 Heading or divide the document by level 3 subheading (2.3.I, 2.3.S, 2.3.P, 2.3.A, 2.3.R) if it exceeds maximum allowable single PDF size (500Mb). For documents larger than 5 pages, it is a good idea to include a hyperlinked table of contents, and lists of tables, figures, and abbreviations if necessary.
For general guidance on quality considerations, refer to ICH M4Q(R1) guidelines.
Consider including:
· Emphasis on critical key parameters of the drug substance and drug product
· Justification for cases where relevant guidance was not followed
· Discussion of key issues that integrate information from other modules, particularly Module 3
· Cross-reference supporting information in other modules
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2.3.A. APPENDICES
2.3.A.3. Novel Excipients
[bookmark: _Toc200540440]This section should contain a summary of the details of manufacture, characterization and controls, with cross references to supporting safety data (nonclinical and/or clinical) for the novel excipients.
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