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. If more than 1 facility is provided, document(s) may be provided per facility. Reviewer preference is to minimize the number of documents with identical content, 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 gene therapy products, see Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy Investigational New Drug Applications (INDs). 
3.2.A.1. Facilities and Equipment
Facility information should include a diagram illustrating the manufacturing flow of the manufacturing areas, and a summary of product contact equipment. Discuss any procedures or design features to prevent contamination or cross-contamination, especially if other developmental or approved products are manipulated in the area.
Include a description and summary of your Quality Unit, who duties per 21 CFR 211.22 should include:
· Establishing procedures to qualify reagents and critical materials
· Prevention of contaimination and product mix-ups
· Investigate lot failures, out-of-specification results
· Implement corrective actions
· Maintain separate oversight from the manufacturing unit
This information may be cross-referenced to other regulatory files.
Additional information on quality systems can be found in CGMP for Phase 1 Investigational Drugs (Jul 2008), Quality Systems Approach to Pharmaceutical CGMP Regulations (Sep 2006), and Process Validation: General Principles and Practices (Jan 2011).
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