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Contract Manufacturer

INITIAL REGISTRATION OF DEVICE ESTABLISHMENT

9. FOREIGN COUNTRY

Manufacturer Specification DeveloperRepacker/Relabeler

Contract Sterilizer Remanufacturer

Reprocessor of Single-Use Device

Initial Distributor/Importer

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

20. TELEPHONE NUMBER--IF DIFFERENT FROM THAT OF OFFICIAL
CORRESPONDENT
(Country, City, Area Code) (Number and Extension)

RETURN THIS FORM TO: Food and Drug Administration, Center for Devices and Radiological
Health, (HFZ-308), 9200 Corporate Blvd., Rockville, MD 20850-4015

(Shaded Areas are for FDA Use Only)

SECTION C

VALIDATION

21. OFFICIAL CORRESPONDENT (Name of Individual)

Public reporting burden for this collection of information is estimated to average .25 hour per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden to:

Food and Drug Administration
Center for Devices and Radiological Health (HFZ-308)
9200 Corporate Blvd.
Rockville, MD 20850-4015

An agency may not conduct or sponsor, and a
person is not required to respond to a
collection of information unless it displays a
currently valid OMB control number.

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 subject to a fine 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(q)(2) and may be a violation of 18 U.S.C. 1001.

SECTION A

1. REGISTRATION NO.

PREVIOUS EDITIONS ARE OBSOLETE.

SECTION D

SEQ

32. OTHER BUSINESS TRADING NAMES
(Enter any other name which the establishment in field #2 uses. Do not list Registered trademarks or names of private label distributors. This is usually
any name such as a brand name which is not the firm name.)

SO4

BUSINESS NAME

2. ESTABLISHMENT BUSINESS NAME

34. TITLE

4. NUMBER AND STREET

3. RECORD DATE

5. CITY 6. STATE 7. ZIP/POSTAL CODE

11. ESTABLISHMENT TYPE (See Instruction Booklet)
YES NO

8. FOREIGN STATE 10. PREPRODUCTION
REGISTRATION

SECTION E

SECTION B
12. OWNER/OPERATOR BUSINESS NAME

14. NUMBER AND STREET

13. OWNER/OPERATOR NUMBER

15. CITY 16. STATE 17. ZIP/POSTAL CODE

23. NUMBER AND STREET

18. FOREIGN STATE

22. BUSINESS NAME

24. CITY 25. STATE 26. ZIP/POSTAL CODE

31. FAX NUMBER (Country, City, Area Code) (Number)30. TELEPHONE NUMBER (Country, City, Area Code) (Number and Extension )

SEQ BUSINESS NAME

33. SIGNATURE OF OFFICIAL CORRESPONDENT

SO3

19. FOREIGN COUNTRY

(Mo.) (Day) (Year)

27. FOREIGN STATE 28. FOREIGN COUNTRY

Foreign Exporter

29. E-MAIL ADDRESS

Form Approved:  OMB No. 0910-0387
Expiration Date:  March 31, 2005

SO1

SO2

BHB
Check NO if you are ready to or have already begun producing medical devices.  Check YES if you will not start producing medical devices for at least 3 months.  If you check YES you must notify FDA when you start making medical devices.  FDA prefers that an owner/operator NOT submit a preproduction registration form for an establishment.


HELP
Check NO if you are ready to or have already begun producing medical devices.  Check YES if you will not start producing medical devices for at least 3 months.  If you check YES you must notify FDA when you start making medical devices.  FDA prefers that an owner/operator NOT submit a preproduction registration form for an establishment.


HELP
Enter the name of the corporation, subsidiary, affiliated company, or partnership that owns or operates the establishment being registered, e.g., ABC Corporation.  Do not enter an individual's name (e.g., Joe Smith) unless no other company name exists.


HELP
You should select all the codes that apply to the operations performed at this location.  The listed establishment type codes are defined as follows -

CONTRACT MANUFACTURER.  Manufactures a finished device to another establishment's specifications.  The manufacturing establishment does not commercially distribute the device under its own name.

CONTRACT STERILIZER.  Provides a sterilization service for another  establishment's devices.

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.

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. 

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.

INITIAL DISTRIBUTOR OR IMPORTER.  Takes first title to devices imported into the United States.

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

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.

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

HELP
The address listed should be one that will be in use for the next six to twelve months, otherwise mail FDA tries to send you may be returned by the postal service as undeliverable.


	Print: 
	clear: 
	registration: 
	BusinessName: 
	1: 
	2: 
	3: 

	date: 
	1: [01]
	2: [01]
	3: [2002]

	address: 
	1: 
	2: 
	3: [AL]
	5: 
	6: 
	4: 

	preproductregister: Off
	type: 
	1: Off
	2: Off
	3: Off
	4: Off
	5: Off
	6: Off
	7: Off
	8: Off
	9: Off

	operatorID: 
	operatoraddress: 
	1: 
	2: 
	3: [AL]
	4: 
	6: 
	5: 

	OperatorPhoneNumber: 
	correspondent: 
	Correspondentaddress: 
	2: 
	3: [AL]
	4: 
	1: 
	5: 
	6: 

	CorrespondentPhoneNumber: 
	CorrespondentFaxNumber: 
	Correspondentemail: 
	OtherName: 
	1: 
	2: 
	3: 
	4: 

	officialcorrespondent: 


