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NOTE: This form is authorized by Section 510 of the Federal Food, Drug, and Cosmetic Act, (21 U.S.C. 360). Failure to report this information is a
violation of Section 301(p) of the Act (21 U.S.C. 331(p)). Persons who violate this provision may, if convicted be subjectto afine or imprisonment
or both. The submission of any report that is false or misleading in any material respect is a violation of Section 301(q)(2), (21 U.S.C. 331(9)(2)
and may be a violation of 18 U.S.C. 1001.
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HELP
Enter the classification or device name for the generic category of the device.  Most devices regulated by FDA have had a specific name assigned to them (e.g., infusion pump).  The device or classification name can be found in the on-line product classification database, 

www.fda.gov/cdrh/prodcode.html

DO NOT ENTER "NONE" OR "MULTIPLE" IN THIS BLOCK.

HELP
The classification number is referred to as the 'product code' of a device.  Enter the three letter alpha character product code that corresponds to the device name assigned to your product, or enter the three letter product code that appears on the 510(k) marketing clearance or PMA approval letter (e.g., FRN for infusion pump).  The classification names and product codes appears in an on-line database, 

www.fda.gov/cdrh/prodcode.html

If you can not determine the product code, provide the 510(k), PMA or regulation number of the device.  Do not confuse the product code with the seven digit regulation number assigned to each type of device classified in the Code of Federal Regulations, Parts 862-892 (e.g., 862.1020).

HELP
The common or usual name is what a device may be called by its users, rather than the name assigned by FDA.

If the common or usual name is the same as that entered for the proprietary name, enter "SAME" in Block 10.

If more than one device is being listed under one classification name, enter a descriptive phrase which represents the group of devices, i.e., "Various Types of Rongeurs", or "Various Models of X-ray Systems."

If one or more devices represented by a classification name is labeled and marketed as "sterile", include the word sterile as part of the common or usual name, i.e., "Various Types of Sterile and Non-sterile Syringes."

HELP
If you have already registered, enter in Block 12, line A the registration number of the manufacturing site from your copy of form FDA 2891 or FDA 2891a.  If the establishment is not registered, then enter "NONE."  For all sites enter the establishment name and address.  The only firms to be listed in Block 12 are those owned or operated by the firm listed in Block 5.

Foreign owner or operators that do not have a registration number should enter "NONE" under registration number in Block 12.  Foreign owner or operators should not identify their sole initial distributors unless the distributors are owned by the foreign firm and they are required to be listed.

http://www.fda.gov/cdrh/prodcode.html
http://www.fda.gov/cdrh/prodcode.html
http://www.fda.gov/cdrh/prodcode.html
http://www.fda.gov/cdrh/prodcode.html
HELP
This requirement is NOT APPLICABLE, so leave it blank.  The requirement in 21CFR 807.40 to have a U.S. Designated Agent has been placed in abeyance, as of July 23, 1996, so do not provide this information.  There is no existing requirement to employ a U.S. Designated Agent, so foreign establishments do not need to hire one.

HELP
This requirement is NOT APPLICABLE, so leave it blank.  The requirement in 21CFR 807.40 to have a U.S. Designated Agent has been placed in abeyance, as of July 23, 1996, so do not provide this information.  There is no existing requirement to employ a U.S. Designated Agent, so foreign establishments do not need to hire one.

HELP
You should only select the codes that apply to the operations performed on the listed device, at each manufacturing location.  The listed establishment type codes are defined as follows -

M  MANUFACTURER.  Makes by chemical, physical, biological, or other procedures, any article that meets the definition of "device" in section 201(h) of the Federal Food, Drug, and Cosmetic (FD&C) Act.

R  REPACKAGER AND/OR RELABELER 
Repackager:  Packages finished devices from bulk or repackages devices made for the establishment by a manufacturer into different containers  (excluding shipping containers).  

Relabeler:  Changes the content of the labeling from that supplied from the original manufacturer for distribution under the establishment's own name.  A relabeler does not include establishments that do not change the original labeling but merely add their own name.

S  SPECIFICATION DEVELOPER.  Develops specifications for a device that is distributed under the establishment's own name but performs no manufacturing.

B  REPROCESSOR. Person who performs remanufacturing operations on a single use device.

X  REMANUFACTURER.  Any person who processes, conditions, renovates, repackages, restores, or does any other act to a finished device that significantly changes the finished device's performance or safety specifications, or intended use. 

F  FOREIGN EXPORTER.  Person who exports or offers for export to the United States, a device manufactured or processed by another person in a foreign country.
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