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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 this section, one or multiple documents can be submitted under this subheading. For early-stage INDs, CMC information may be limited. Consider splitting the document into separate subsections only if the resultant PDF is too large, or to increase reviewer comprehension. Place separated files in the appropriate 3.2.S.3 subsection:
· 3.2.S.3.1	Elucidation of Structure and Other Characteristics
· 3.2.S.3.2	Impurities
For documents longer than 5 pages, it is a good idea to include a hyperlinked table of contents, and lists of tables, figures, and abbreviations if necessary.
If your IND has more than one drug substance, generate separate documents for each, following the naming convention: 32s-name1, 32s-name2.
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) for additional detail about the structural elements of different types of gene therapy products.

[bookmark: _Toc200540437]3.2.S. DRUG SUBSTANCE [SUBSTANCE, MANUFACTURER]
3.2.S.3. Characterization
3.2.S.3.1. Elucidation of Structure and Other Characteristics
In this section, include annotated sequence analysis for nucleic acid-based vectors, noting important domains and regulatory elements. Raw sequence should be attached in the “Regional Information 3.2.R” section of Module 3. Provide further information confirming primary, secondary or higher-order structure; post-translational modifications; and/or distribution of cell types for the drug substance if it has not already been described in “General Information 3.2.S.1”.
3.2.S.3.2. Impurities
In this section, you should describe how the manufacturing process has been designed to remove process- or product-related impurities, and what tests are in place to measure levels of residual impurities. The test procedures should be described, and the acceptance limits should be stated. These limits may be refined in later amendments. For additional examples and considerations of possible process- or product-related impurities, refer to Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs).
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