Title of Application
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.7 subsection:
· 3.2.S.7.1	Stability Summary and Conclusions
· 3.2.S.7.2	Post Approval Stability Protocol and Stability Commitment
· 3.2.S.7.3	Stability Data
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.
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.
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3.2.S.7. Stability
3.2.S.7.1. Stability Summary and Conclusions
In this section, describe the conducted or planned stability studies to demonstrate the drug substance is within acceptable limits. Stability studies may include measures of product sterility, container integrity, identity, purity, quality, and activity or potency. For whichever type of study used, provide justification for the test methods and acceptance criteria. The protocol should describe the storage container, formulation, storage conditions, testing frequency, and specifications (i.e., test methodologies and acceptance criteria). If the drug substance is immediately processed into a drug product, long term stability data for the drug substance may not be needed. Stability studies may evolve throughout product development, so make amendments to this section as necessary. Additional information that may be helpful can be found in the FDA guidance documents Q5C Quality of Biotechnological Products: Stability Testing of Biotechnological/Biological Products (July 1996)
3.2.S.7.2. Post Approval Stability Protocol and Stability Commitment
For initial INDs, you may skip this section. This heading has been included for completeness only.
3.2.S.7.3. Stability Data
Provide the results of stability studies that have been conducted and update this information in annual reports. Include information on the qualification of analytical procedures used to generate stability data in your initial IND submission under “Validation of Analytical Procedures (3.2.S.4.3)” and hyperlink as needed.
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