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).
This section is optional in the early stages of CMC development (for an initial IND submission). The goal is to provide a summary of the data you are presenting in Module 3 to aid the CMC reviewer, and should not include any unique information, data or justification. Most of the information can be imported from Module 3. Create separate sections for each drug substance and drug product and include cross-references where appropriate to help the FDA quality reviewer familiarize themselves with what to expect in Module 3. You may submit a single large PDF file under the 2.3 Heading or divide the document by level 3 subheading (2.3.I, 2.3.S, 2.3.P, 2.3.A, 2.3.R) if it exceeds maximum allowable single PDF size (500Mb). 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.
Note: This section can be written after Module 3 is completed.
For general guidance, please refer to ICH M4Q(R1) CTD on Quality. For gene therapy products, see Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs) for more guidance.
Consider including:
· Emphasis on critical key parameters of the drug substance and drug product
· Justification for cases where relevant guidance was not followed
· Discussion of key issues that integrate information from other modules, particularly Module 3
· Cross-reference supporting information in other modules
If your IND has more than one drug substance, generate separate documents for each, following the naming convention: m2.3.S.name1, m2.3.S.name2.
[bookmark: _Toc200540437]2.3.S. DRUG SUBSTANCE [SUBSTANCE, MANUFACTURER]
2.3.S.1. General Information [Substance, Manufacturer]
This section should summarize information from Module 3.2.S.1.
Information to include, as applicable:
· Non-proprietary or common name of the drug substance(s)
· Non-proprietary or common name of the drug product(s)
· Dosage form(s) and drug release profile(s)
· Strength(s) and form(s) of the drug substance
· Route(s) and method(s) of administration
· Primary packaging
· Medical device(s) or any co-packaged item(s)
· Maximum daily dose
A schematic representation of the product’s configuration may be included to illustrate the product components and their relationships.

2.3.S.2. Manufacture [Substance, Manufacturer]
This section should summarize information from Module 3.2.S.2.
Information to include, as applicable:
· Information on the manufacturer
· A brief description of the manufacturing process (including, for example, reference to starting materials, critical steps, and reprocessing) and the controls that are intended to result in the routine and consistent production of material(s) of appropriate quality
· Import flow diagram from 3.2.S.2.2
· A description of the Source and Starting Material and raw materials of biological origin used in the manufacture of the drug substance, as described in 3.2.S.2.3
· A discussion of the selection and justification of critical manufacturing steps, process controls, and acceptance criteria. Highlight critical process intermediates, as described in 3.2.S.2.4
· A description of process validation and/or evaluation, as described in 3.2.S.2.5
· A brief summary of major manufacturing changes made throughout development and conclusions from the assessment used to evaluate product consistency, as described in 3.2.S.2.6. The QOS should also cross-refer to the non-clinical and clinical studies that used batches affected by these manufacturing changes, as provided in the CTD-S and CTD-E modules of the dossier.

2.3.S.3. Characterization [Substance, Manufacturer]
This section should include a description of the desired product and product-related substances and a summary of general properties, characteristic features and characterization data (for example, primary and higher order structure and biological activity), as described in 3.2.S.3.1.
The QOS should summarize the data on potential and actual impurities arising from the synthesis, manufacture and/or degradation, and should summarize the basis for setting the acceptance criteria for individual and total impurities. The QOS should also summarize the impurity levels in batches of the drug substance used in the non-clinical studies, in the clinical trials, and in typical batches manufactured by the proposed commercial process. The QOS should state how the proposed impurity limits are qualified. A tabulated summary of the data provided in 3.2.S.3.2, with graphical representation, where appropriate should be included.

2.3.S.4. Control of Drug Substance [Substance, Manufacturer]
This section should contain a brief summary of the justification of the specification(s), the analytical procedures, and validation should be included. Specification from 3.2.S.4.1 should be provided. A tabulated summary of the batch analyses from 3.2.S.4.4, with graphical representation where appropriate, should be provided.

2.3.S.5. Reference Standards of Materials [Substance, Manufacturer]
Information from 3.2.S.5 (tabulated presentation, where appropriate) should be included in this section.

2.3.S.6. Container Closure System [Substance, Manufacturer]
A brief description and discussion of the information, from 3.2.S.6 should be included.

2.3.S.7. Stability [Substance, Manufacturer]
[bookmark: _Toc200540438]This section should include a summary of the studies undertaken (conditions, batches, analytical procedures) and a brief discussion of the results and conclusions, the proposed storage conditions, retest date or shelf-life, where relevant, as described in 3.2.S.7.1. The post-approval stability protocol, as described in 3.2.S.7.2, should be included. A tabulated summary of the stability results from 3.2.S.7.3, with graphical representation where appropriate, should be provided.
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