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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. 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. 
[bookmark: _Toc200540437]3.2.P. DRUG PRODUCT [NAME, DOSAGE FORM, MANUFACTURER]
3.2.P.6. Reference Standards or Materials
Reference standards are substances of known identity and purity that are used to assess the quality and characteristics of other materials. There are three basic types: USP compendial standards, commercial reference standards obtained from a reputable commercial source, or other materials of documented purity, custom-synthesized by a noncommercial establishment.
In this section, provide information on the reference standards or reference materials used for testing the DP in the original IND submission. If all the information has been previously provided in section 3.2.S.5, you do not need to duplicate the information.
If needed, this section should include source and lot number, expiration date, COAs (when available), and internally or externally generated evidence of identity and purity for each reference standard. You may use a well-characterized lot of the gene therapy product for this purpose. You should have a protocol to evaluate the stability of the reference standards. You will likely need to retain samples of the old reference material to conduct bridging studies when introducing new reference material, so plan accordingly.
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