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. If choosing to separate section 3.2.P.2, keep all PDF files in the 32p2-pharm-dev folder.
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 product, generate separate documents for each, following the naming convention: 32p-name1, 32p-name2. Separate drug product sections are needed for the following situations:
· A placebo treatment is used in the clinical trial (placebo needs a separate 3.2.P section)
· A reconstitution diluent is used prior to administration of the drug product (diluent needs a separate 3.2.P section)
· A drug is used with the gene therapy, creating a combination product (the drug needs a separate 3.2.P section)
· A device is used to administer the gene therapy, creating a combination product (the device needs a separate 3.2.P section)
· Note: devices require additional engineering design documentation, which should be included in 3.2.R, and should be appropriately hyperlinked
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.

[bookmark: _Toc200540437]3.2.P. DRUG PRODUCT [NAME, DOSAGE FORM, MANUFACTURER]
3.2.P.2. Pharmaceutical Development
3.2.P.2.1. Components of the Drug Product
Describe the compatibility of all drug substances with the components listed in “Description and Composition of the Drug Product (3.2.P.1)”. Describe the key characteristics (e.g., concentration, viability, aggregation state, viral infectivity) of each substance that can influence the performance of the drug product. Describe how concentration and characteristics of excipients may influence drug product performance.
3.2.P.2.2. Drug Product
Describe the parameters (i.e., critical quality attributes (CQAs) relevant to the performance of the drug product, or reference relevant DS sections. These CQAs could include dosing units, genotypic or phenotypic variation, particle number and size, aggregation state, infectivity, specific activity, biological activity, and/or immunological activity. 
Describe how the current formulation of the drug product was developed and include a description of any other formulations that have been used previously (with references if available). If formulation changes were needed for stability, device compatibility, or safety concerns, those should be noted here. If overages are needed (typically to account for degradation during manufacture or to extend shelf life) provide justification in this section.
3.2.P.2.3. Manufacturing Process Development
If studies to optimize the drug product manufacturing process have been performed, these should be described in this section. The Agency acknowledges that this information may be limited in the early phases of development and recommend that sponsors provide updates when additional information is available.
3.2.P.2.4. Container Closure System
Use this section to discuss how the container closure system was selected. Consideration should be given to choice of materials, protection from moisture, gases and light, compatibility with the formulation, safety of materials, and performance. Lot release testing of the final container should be taken into account. If it is not feasible to dedicate a final container or multiple vials for lot release testing, the final container should have the ability to be sampled for this purpose. More guidance can be found in the guidance document Container Closure Systems for Packaging Human Drugs and Biologics: Chemistry, Manufacturing, and Controls Documentation (May 1999).
3.2.P.2.5. Microbiological Attributes
Use this section to provide details on what measures are taken to ensure aseptic processing of sterile products. Describe any microbial testing of the final product and any assessments of the container closure system integrity.
3.2.P.2.6. Compatibility
Use this section to discuss the compatibility of the drug product with its diluent or delivery device, as appropriate. Results of compatibility studies to measure product quantity and activity should be included here and should support recommended hold times and conditions outlined in the clinical protocol.
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