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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, typically only one 3.2.A.2 document is provided. If the product has multiple components, one document may be provided per component at the Sponsor’s discretion. Reviewer preference is to minimize the number of documents with identical information, so 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 testing gene therapy products for adventitious agents, see Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs). 
3.2.A.2. Adventitious Agents Safety Evaluations
Provide information assessing the risk of potential contamination with adventitious agents. This information can include certification and/or testing of components and control of the production process. 
Study reports and data to support qualification of the manufacturing components may be submitted as part of this appendix. These studies should demonstrate that the materials used in production are considered safe and that the approaches used to test, evaluate, and eliminate potential risks during manufacture are suitable.
In this section, you may also include COAs for all raw materials and reagents described in your IND to support control of adventitious agents. Data collected for adventitious agent testing may also be placed in this section.
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