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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).
For applications with more than one novel excipient, each excipient may have its own separate documents, at the Sponsor’s discretion. Add additional granularity (i.e. subfolders to m3/32a-app/) if multiple files for different excipients might have the same names. Reviewer preference is to minimize the number of documents with identical information, so consider referencing other sections of the IND rather than rewriting large blocks of the same content.
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 the Quality sections of the eCTD, please refer to ICH M4Q(R1) CTD on Quality. For more guidance on gene therapy products, see Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs). Check the FDA database of all approved inactive ingredients (CDER only) and the US Pharmacopoeia list of excipient reference standards before filing out this section to confirm your excipient is novel and noncompendial.
3.2.A.3. Novel Excipients
Novel excipients are defined by FDA as any excipient that has not been previously used in FDA-approved drugs and does not have established use in food. Novel excipients require additional CMC information to assure quality and safety. This additional information can be formatted like the drug substance section of Module 3 with the following headings, as applicable:
· General information
· Manufacture
· Characterization
· Control of novel excipient
· Reference standards or materials
· Container closure systems
· Stability
Any novel analytical procedures or specifications should be described in detail.
Refer to the guidance document Nonclinical Studies for the Safety Evaluation of Pharmaceutical Excipients (May 2005) for additional considerations to help fill out these headings for your novel excipient.
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