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. Consider splitting the document into separate subsections only if the resultant PDF is too large, or to increase reviewer comprehension. 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).
Important note: For original INDs, or early in development, much of the CMC information may not be fully understood. Just submit what you have and update the sections in amendments or annual reports as new information becomes available. 
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3.2.P.7. Container Closure System
You should describe the type(s) of container and closure used for the drug product in the original IND submission. Include the identity of materials used in the construction of each primary packaging component and its specification.  Provide information on how the container is sterilized.
The specifications should include description and identification (and critical dimensions, with drawings where appropriate). Non-compendial methods (with validation) should be included where appropriate. 
For non-functional secondary packaging components (e.g., those that neither provide additional protection nor serve to deliver the product), only a brief description should be provided. For functional secondary packaging components, additional information should be provided
Suitability information (i.e. description of the container closure system as it pertains to the storage, transportation, and use of the drug product) should not be provided in this section. It will be included in section 3.2.P.2.4.
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