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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. You may choose to separate sections of this document to conform to PDF size restrictions.
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.5. Control of Drug Product
3.2.P.5.1. Specifications
Provide specifications for the drug product named in this section. The testing plan should be adequate to describe physical, chemical, or biological characteristics at all stages of development. Product lots that fail to meet specifications should not be used in patients without FDA approval. For early phase clinical studies, specifications should prioritize assessments of safety and dose. Additional guidance on specifications can be found in the ICH guideline Specifications: Test Procedures and Acceptance Criteria for Biotechnological/Biological Products (Mar 1999).
3.2.P.5.2. Analytical Procedures
Describe the analytical procedures used for testing the drug product. If the analytical procedures are the same as those for the drug substance, you do not need to repeat this information unless there is a matrix effect on assay performance. Reference the appropriate section of the IND where this information can be found.  For more guidance on analytical procedures for gene therapy drug products, see Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs).
3.2.P.5.3. Validation of Analytical Procedures
Provide any available validation or verification information for the analytical procedures used to test the drug product named in this section. This section is not typically required for original INDs with limited manufacturing experience, so the section may be skipped, or the information can be limited. If the procedures are the same as those listed for the drug substance, you do not need to repeat them, but should reference that section of your IND. For additional information on this section, refer to ICH Guidance Q2(R2) Validation of Analytical Procedures (Nov 2023).
3.2.P.5.4. Batch Analysis
You should provide final product COA(s), if available, or a description of the batches generated to date, and the results of any batch analyses for the drug product used in toxicology studies, engineering runs, or clinical studies. 
3.2.P.5.5. Characterization of Impurities
In this section, provide any additional characterization of impurities if not previously provided in the “Impurities (3.2.S.3)” section.
3.2.P.5.6. Justification of Specification(s)
Provide justification for any proposed drug product specifications. Specifications are chosen to confirm the quality of a product, so the manufacturer should provide the rationale and justification for including and/or excluding testing for a specific quality attribute. Additional considerations when establishing scientifically justifiable specifications can be found in the ICH guideline Specifications: Test Procedures and Acceptance Criteria for Biotechnological/Biological Products (Mar 1999).
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