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Introduction 
The purpose of this document is to provide step-by-step instructions on the use of the 506J 
Spreadsheet Template for the purposes of submitting multiple notifications of interruptions or 
permanent discontinuances of certain devices under section 506J of the Food, Drug, and 
Cosmetic Act (FD&C Act). This document provides information about the fields/cells in which 
information should be entered and troubleshooting potential issues. Please note that this 
Spreadsheet Template is one method for submission of a batch of 506J Notifications. While not 
all the information in the Spreadsheet Template is required to submit a 506J notification, 
information that is marked with an asterisk (*) in the Spreadsheet Template must be provided to 
the agency for it to be considered complete. 

 

Instructions 

 

• Fully read the information on the “Instructions” tab 

To input information in the template, use the tabs at the bottom of the spreadsheet. 

https://www.fda.gov/media/151057/download
https://www.fda.gov/media/151057/download
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Submitter Contact Info 

 

• Submitter First Name – Enter submitter’s first name 
• Submitter Last Name – Enter the submitter’s last name 
• Submitter E-Mail – Enter the submitter’s email address 
• Submitter Phone Number – Enter the submitter’s phone number 
• Submitter Company Name – Enter the submitter’s manufacturer or company name 

 

Interruptions-Discontinuances 

 

 

Medical Device Details 
• Notification Type – Type in the cell or select from the drop-down menu “Initial” or 

“Update” by selecting the drop-down arrow to the right of the field. “Initial” indicates that 
the submission is the FIRST from the Manufacturer about the specific devices; 
“Update” indicates that the Manufacturer has followed-up about a previous notification 
regarding the specific devices 

• FEI number – Type in the cell or choose your Firm’s Establishment Identifier (FEI) 
number from the drop-down list by selecting the arrow to the right of the field 

• Product Code – Type in the cell or choose the product code assigned to the device 
from the drop-down list by selecting the drop-down arrow to the right of the field 
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• Secondary or Subsequent Product Codes – If your device has been assigned 
multiple product codes, you can type the additional product codes assigned to the 
device here separated by a semicolon (;) 

• Marketing Submission Holder – Enter the name of the holder of the marketing 
submission, in the case that the original submission has been transferred or sold 

• Submission Number – Enter the submission number associated with the device, if applicable 
• Device Trade Name – Enter the device trade name 
• UDI – Enter the Unique Device Identifier (UDI). If you are entering multiple UDI , 

separate them with a semicolon (;) 
• Model/Catalog Number – Enter the model or catalog number, if applicable. If you are 

entering multiple Model/Catalog numbers, separate them with a semicolon (;) 
• SKU Number – Enter the Stock Keeping Unit (SKU) number, if applicable. If you are 

entering multiple SKU, separate them with a semicolon (;) 
• Has the interruption been Resolved – For an interruption that has since been 

resolved, or if there is a change in status of a previously communicated 
discontinuance, type in the cell or choose “Yes” or “No” from the drop-down list by 
selecting the arrow to the right of the field. Blanks are considered “No” 

• Is this a pediatric device or does it include pediatric sizes – Type in the cell or choose 
“Yes” or “No” from the drop-down list by selecting the arrow to the right of the field. 
Blanks are considered “No” 

Reasons for Discontinuance or Interruption 

 

• Identify the reason for the discontinuance or interruption of your device. Type in the cell 
or choose “Yes” or “No” from the drop-down list by selecting the arrow to the right of the 
field. Blanks are considered “No”. If the reason for your discontinuance or interruption is 
not described by one of the reasons identified, use the “Other Reasons” field to type the 
reason for your discontinuance or interruption. This is a required field and a reason 
must be identified for the discontinuance or interruption either by indicating “Yes” in one 
of the fields or typing a reason in the “Other Reasons” field. Multiple reasons can be 
selected. 
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Duration 

 

• Estimated Duration Start Date – Enter the estimated duration start date, if the exact date 
of the month cannot be identified, enter the first of the month 

• Estimated Duration End – Enter the estimated duration end date, if the exact date of the 
month cannot be identified, enter the end of the month. If a date cannot be identified and 
the end can be described in another way (for example, end of pandemic), use the 
“Other” field to type when the discontinuance or interruption will be resolved or if the 
date is unknown. An end date should be estimated by either entering a date or typing a 
duration in the “Other” field 

 

Manufacturing-specific inquiries 

 

• Answer the identified questions to explain the impact of the discontinuance or 
interruption on the manufacture or distribution of your devices. Type in the cell or 
choose “Yes” or “No” from the drop-down list by selecting the arrow to the right of the 
field. Blanks are considered “No”. If additional issues have occurred, use the “Other 
Issues” field to explain. 
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Critical Suppliers 

  

• Type in the cell or choose “Yes” or “No” from the drop-down list by selecting the arrow 
to the right of the field. Blanks are considered “No”. Use the “Supplier Information” 
field to identify and critical suppliers that might affect your device 

Additional Information, Including Possible Mitigations 

 

• Type in the cell or choose “Yes” or “No” from the drop-down list by selecting the arrow 
to the right of the field. Blanks are considered “No”. If you have a proposal to expedite 
the availability of device type it in the “Proposal to expedite availability” field. If you 
have a shortage mitigation plan, type it in the “Describe your shortage mitigation” field. 
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Production Capacity and Market Share 

 

• Estimated US Market Share – Enter an estimate of your facility’s percent US market 
share for the specific device. This is the percentage of the market share that the 
identified FEI produces when compared to other facilities and manufacturers 

• Average Historic Production Volume – Enter your average historic production volume per month 
• Average Historic US distribution – Enter your average historic US distribution per month 
• Current Production Volume – Enter your current production volume per month 
• Current US distribution – Enter your current US distribution per month 
• Maximum Production Volume – Enter your maximum production volume per month 
• Current Device Inventory – Enter your current device inventory in individual units (eaches) 


	506j-howto-spreadsheet-cover-page (002).pdf
	How to 506J Notification Spreadsheet cover.pdf

	506j-howto-spreadsheet (002).pdf
	Introduction
	Instructions
	Submitter Contact Info
	Interruptions-Discontinuances
	Medical Device Details
	Reasons for Discontinuance or Interruption
	Duration
	Manufacturing-specific inquiries
	Critical Suppliers
	Additional Information, Including Possible Mitigations
	Production Capacity and Market Share





