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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).
One or multiple documents may be submitted under the 3.2.R heading. No subheadings are permitted under 3.2.R, so any documents should all be placed at the 3.2.R level. Consider splitting this document by topic and clearly title each document so that it is indicative of the document’s content.
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.R. Regional Information
The Regional Information subsection can be used as a location for quality information that does not have a logical location within the eCTD components of Module 3. These topics do not have a numerical listing in the eCTD hierarchy and headings, so each document submitted under 3.2.R should be explicitly described in the reviewer’s guide, so the FDA reviewer knows what to expect. It is also a good idea to include reference links to 3.2.R documents as needed to facilitate a speedy review.
Unless specifically requested by FDA, no need to submit the following in an initial IND submission: 
· Comparability Protocols: well-defined, written plans for assessing specific CMC changes (description of the change, specific tests and studies performed, analytical procedures, acceptance criteria, justification, number/size of batches to compare, stability studies)
· This section is recommended for post-approval CMC changes only 
· Methods Validation Package: standalone methods validation packages are no longer necessary. This type of information is best presented in the appropriate 3.2.S and 3.2.P sections relating to analytical methods and validation of analytical methods
· [bookmark: _Int_IGPk9y3z]Distribution Reports: information about the quantity of approved products that have been distributed under the biologics license, per 21 CFR 600.81. 
Information on the following topics may be submitted under the 3.2.R Regional Information heading, and could be required as early as the initial IND submission:
· Raw sequence data: large blocks of raw sequences (such as from vectors or plasmids) can be submitted under section 3.2.R
· Annotated sequence information should be placed in the appropriate Drug Substance section (3.2.S.1 General Information) with appropriate hyperlinks and references to the raw sequence files
· Batch Records: Manufacturing logs for each individual batch of drug product that was produced, per 21 CFR 211.188
· Detailed information about delivery devices, combination products:
· Most information regarding delivery devices and combination products should be placed in the same eCTD sections that would provide similar information for the biological product alone. More information about submitting device information to section 3.2.R can be found in the eCTD v4.0 Technical Conformance Guide (Mar 2025) section on Combination Products
· This section may be used for device engineering design documentation and narrative explanations (unless provided in Section 3.2.P.7), such as:
· Design Input Requirements
· Design Output Specifications (e.g., device description, drawings, specifications, bill of materials, etc.)
· Design Verification Plan/Summary Report and supporting data (e.g., software, electromechanical conformance, bench testing, biocompatibility)
· Design Validation Plan/Summary Report and supporting data (e.g., performance testing, narrative discussion of the applicability of data provided in Module 5)
· Risk Management File
· Traceability Matrix
· More information about device design considerations can be found in 21 CFR 820.30
· Important Note: For all documents containing this information, prefix the document title with “DEVICE” to help the reviewer differentiate between combination and other categories of files
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