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.3, keep all PDF files in the 32p3-manuf 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.3. Manufacture
3.2.P.3.1. Manufacturers
Provide the name, address, and responsibility of each manufacturer involved in the manufacture and testing of the drug product. For combination drug products that include a device, follow the guidance in Current Good Manufacturing Practice Requirements for Combination Products (Jan 2017). 
3.2.P.3.2. Batch Formula
Provide a batch formula that includes a list of all components of the dosage form, the amounts of each component that is needed to make each batch, and a reference to their quality standards.
3.2.P.3.3. Description of Manufacturing Process and Process Controls
Provide a detailed description and flow diagram(s) of the drug product manufacturing process and identify process controls and intermediate tests. This should include all steps up to and including final packaging, as well as any materials or equipment that are used in the manufacturing process. Be sure to identify any tests performed during manufacture with acceptance criteria.
3.2.P.3.4. Controls of Critical Steps and Intermediates
In this section, provide additional details about the control of critical steps and intermediates, or chosen acceptance criteria that were identified in the previous section (“Description of Manufacturing Process and Process Controls” 3.2.P.3.3). Provide justification for acceptance criteria. This information may be limited early in development, and the Agency recommends sponsors provide “phase appropriate” information. For more information on CMC requirements for early manufacturing stages, refer to CGMP for Phase 1 Investigational Drugs (July 2008) and Content and Format of Investigational New Drug Applications (INDs) for Phase 1 Studies of Drugs, Including Well-Characterized, Therapeutic, Biotechnology-derived Products (Nov 1995).
3.2.P.3.5. Process Validation and/or Evaluation
This section is not required for most original IND submissions; however, FDA recommends that sponsors at all stages have some established written SOPs to ensure proper manufacturing control and oversight. This section may include a description of the Quality Unit’s oversight of the drug product manufacturing process or simply cross-reference the Quality Unit description that should be placed in Appendix section 3.2.A.1 under “Facilities and Equipment”.
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