Device Registration and Listing Module
Form Number: FDA 3673

OMB Number: 0910- 0625

OMB Expiration Date: 03/31/2012

OMB Burden Statement:

Public reporting burden for this collection of information on Form 3673 is estimated to be 0.50 hours per
response for the purpose of firms annually registering their establishment and 0.25 hours per response for the
purpose of firms annually listing their devices. These estimates are based on FDA's experience, data from
the device registration and listing database, and our estimates of the time needed to complete other
previously required forms.

Send comments regarding this burden estimate or another aspect of this collection of information, including
suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of the Chief Information Officer
1350 Piccard Dr.

Rockville, Maryland 20850

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 Office of Management and Budget (OMB) control number.
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To make submissions to FDA (e g . Food Facility Registration, Prior INotice, etc ) you must
first create an account. Select "Create New Account” below.

If you already have an account, enter your account ID and password.

NEW USERS

Existing account holders, enter your account [D and password.

‘ Create New Account | ACCGL.IHHDZI:'

‘ See Instructions | Forgot your password?
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Welcome to the FDA Industry Systems.
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Youmay choose an option on the left to manage vour account or select an FDA system below.
To obtain access to available FDA svstems, choose the Update System Access option to add
the FDA svstem to vour account.
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Address

DRLM Main Menu

Get Help (2)

There are currently problems with the listing data for registered establishments.
We are working to resolve the problem.Your 2007 registration will remain valid through

December 31, 2007.

E Reaqister a Medical Device Facility

[& Change Registration Information for a Facility

[2 Cancel. Deactivate. or Reactivate a Facility Registration

(2 snnual Review of Device Reaistration and Listing Information (Annual Registration’

[& Change the Official Correspondent for a Facility

2 Create Listings for Medical Devices

El Change, Cancel. ar Reactivate Listings

[8 Transfer Ownership of Devices or Facilities
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Device Registration & Listing Module ot

Register Your Facility
Registration Requirements Get

On the next few pages, you will need to enter the business name and address of your medical device facility. If
your facility is located outside of the United States, you will also need to enter information about your

.2 Agent.
With the exception of facilities that only act as initial distributors of medical devices, you will need to create a

listing for each product that you manufacture or process at your facility. You must enter at least one listing for
the facility in arder to complete your registrationfunless you only import finished medical devices).

To enter a listing, you will need to identify whether your product is exempt from premarket nofification and
approval.

If your product is exempt, you will:
Identify the appropriate product code(s)

Enter the proprietary name(s) under which the product is marketed
Identify the acdtivities that you perform on or to the product(s)

If your product is not exempt, you will:

Enter the premarket submission number(s) assaociated with your product(s)
Enter the proprietary name(s) under which the product is marketed
Identify the activities that you perform on or to the product(s)

Help ()
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Device Registration & Listing Module &

Register Your Facility
Transfer Of Ownership? Get Help (2)

|s this registration the result of buying a registered facility from another company or merging with another
company at this location?

O YES O NO

< BACK < CANCEL - RETURN to MAIN MENU > CONTINUE REGISTRATION

2 FDA disclosure
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Register Your Facility

LY

Owner/Operator and Official Correspondent Information

Get

Help ()

Owmner/Operator Information

Contact Mame:
Company:
Address:

Telephaone:
Fax
E-mail:

Official Correspondent Information

Contact Mame:
Company:
Address:

Telephone:
Fax:
E-mail:

David Racine

FDA

10225 Malvern Court

Manassas, WA 20110, UNITED STATES
703-3233332

david.racine@fda.hhs.gov

Testsubaccounttestk‘

Testsubaccount test

test

20 Main Strest,

Manassas, WA 20110, UNITED STATES
240-27E0840

dwri@cdrh.fda.gov

The Owner/Qperator and Official Correspondent information that you entered when you created or updated your
FURLS account is displayed below. To make changes to either the Owner Operator or the Official Correspondent
infarmation, you will need to exit the DRLM section of FURLS and return to Account Management.
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Address

Register Your Facility

Fields marked with an asterisk (*) are required.

Establishment Information & Same as Owner/Operator O Same as Official Correspondent
Choose Country where Facility is
P |UMITED STATES v
Facility Marme:* FDA
Address Line 1:* 10220 Malvern Court
Address Line 2: =
Zip Code® 20110
City:* Manassas
State* Yirginia
ArealCity Code: Phone Number: Extension:

Fhene: 703 3333333

ArealCity Code: Fax Mumber:
Fax:

Facility URL:

> remove

Other Business Trade Name(s):

» Add More Trade Names:
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Register Your Facility
Identify Facility's Products Get Help (D)

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

The products shown below have previously been listed by your company for other facilities. Select one or more
products from the list below for this Facility or click "ADD NEW PRODUCT™ to create a listing for a new product.

Premarket

Listing | Listing o Product ) Registration 1
Tl
0 Humber | Status SRR Code{s) STUIDOITE Humbers
HumberType

[] | 004788 | Active KD10680 CAF MEBULIZER (DIRECT FATIENT INTERFACE) I

— Azzigned.
[] | D00D4783 | Active KB04717 CAF MEBULIZER (DIRECT PATIENT INTERFACE) rf”t.YEt

= Azzigned.
< BACK < CAMNCEL - RETURN TO MAIN MENU
> ADD NEW PRODUCT > ADD SELECTED PRODUCTS TO THIS FACILITY
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Address

DRILM £ EDA Ham

Device Registration & Listing Module e

Register Your Facility
Enter Product Number Get Help (2)

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

Enter the FDA Premarket Motification (510(k)), Premarket Application (FMA), Product Development Protocol (POP),
Humanitarian Device Exemption (HDE), Investigational Mew Drug (IMD), or Mew Drug Application (MDA)
submission number for this product in the box below and click Continue. Ifthe device was marketed prior to May
28,1976, please type "Preamendment” in the box below and click Continue.

If your product is exempt from FDA premarket notification requirements, leave the box empty and just click
Continue.

Enter the Premarket Submission Mumber:

< BACK < CANCEL - RETURN to MAIN MENU » CONTINUE
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Device Registration & Listing Module &

Register Your Facility
Exporter or Importer Question Get Help ()

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

Is this device being manufactured solely for exportto a foreign country?

O YES

< BACK < CANCEL - RETURN to MAIN MENU » CONTINUE
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Device Registration & Listing Module &

Register Your Facility
Exporter or Importer Question Get Help ()

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

Is this device being manufactured solely for exportto a foreign country?

O YES

< BACK < CANCEL - RETURN to MAIN MENU » CONTINUE
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FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

Select Product Code(s)

in the box and click Filter. Once you have selected a product code, click Continue

Shorten your search by using the filter option. Type a word or words describing the device and click Filter. A list of
product codes and names will appear below. If you already know the correct product code, type the product code

Enter the Product Code or a word or words describing the device: |anchor

> FILTER > CLEARFILTER
Displaying Page 1 of 1
: Premarket
i L Device/Product NHame Class Submission
Specialty Code -
Required
@ DENTAL EJxX ANCHOR, FREFORMED 1 510{k) exempt
GENERAL AND
PLASTIC NEH ANCHOR, FASCIAL 2 510k}
SURGERY
ORTHOPEDIC NN Kit, laparoscopic. bone ancher, urethropesy 2 E10{k)
ereraell e AMCHOR, SUTURE, BONE FIXATICN, 2 5100
METALLIC !
 MNone ofthe above. Request new product code.
]
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FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

Select Product Code(s)

in the box and click Filter. Once you have selected a product code, click Continue

Shorten your search by using the filter option. Type a word or words describing the device and click Filter. A list of
product codes and names will appear below. If you already know the correct product code, type the product code

Enter the Product Code or a word or words describing the device: |anchor

> FILTER > CLEARFILTER
Displaying Page 1 of 1
: Premarket
i L Device/Product NHame Class Submission
Specialty Code -
Required
@ DENTAL EJxX ANCHOR, FREFORMED 1 510{k) exempt
GENERAL AND
PLASTIC NEH ANCHOR, FASCIAL 2 510k}
SURGERY
ORTHOPEDIC NN Kit, laparoscopic. bone ancher, urethropesy 2 E10{k)
ereraell e AMCHOR, SUTURE, BONE FIXATICN, 2 5100
METALLIC !
 MNone ofthe above. Request new product code.
]
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FACILITY:FDA, MANASSAS, VIRGINIA, UNITED STATES

Select all activities related to this device that are performed at your facility.

Manufacture Medical Device
F] Develop Specifications But Do Mot Manufacture At This Facility
F] Manufacture Medical Device for Another Party (Contract Manufacturer)
F] Sterilize Medical Device for Another Party (Contract Sterilizer)
F] Reprocess Single-Use Device
Fi Repack or Relabel Medical Device
¥ Remanufacture Medical Device
Export Device to the United States But Perform Mo Other Operation on Device
F Manufacture Device in the United States for Export Only

Proprietary Names

Enter any proprietary or brand names that your product is distributed under, then click Continue.

Acme

Froprietary

< Remove

Mame(s). > Add Proprietary Name

[l
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|@ facility listing summary - Microsoft Internet Explorer
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Register Your Facility
Listings Summary

[

Get Help (3)

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

e Review the listings in the "Added Listing(s)” table below.

& Add maore listings by clicking "Add Mew product.

» Make corrections by selecting a listing and clicking "Edit Selected Listing.

- Premarket :
I‘:_Lllfr:lgtgr Submission Egr&;:} Device Name(s) Activities Prﬁg;‘f::w
NumberType
Mew P Y Manufacture
& Listing Exsmpt EJX AMCHOR, FREFCRMED el (e Acme

> REMOVE this PRODUCT from FACILITY'S LISTINGS

< Go to OVWNER OPERATOR LIST

< CANCEL - RETURN to MAIN MEHU

> EDNT SELECTED LISTING

» ADD NEW PRODUCT

> CONTINUE

[l
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€7 Review Registration Screen - Microsoft Internet Explorer u@m|
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Address

Register Your Facility
Registration Review Get Help (3)

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

+ Review the information that you provided for your facility.

» Wake changes to your facility or listing information by clicking the Edit button at the top ofthe
corresponding section.

# Make changes to Owner/Operator or Official Correspondent information by clicking Submit, then
select "Return to Account Management” on the next page.

Facility > EDM

Reqgistration Number:
Facility Mame : FDA
Address: 10220 Malvern Court
Manassas, Virginia 20110, UNITED STATES
Facility URL:
Other Business Trade Mame(s):

[v]
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|@ Review Registration Screen - Microsoft Internet Explorer
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Address
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Official Correspondent Information | # EDT

Contact Mame: Testsubaccount test
Company: test
Address: 20 Main Strest
Manassas, VA 20110, UNMITED STATES
Telephone: 240-2760840
Fax:
E-mail: dwri@cdrh. fda.gov

Device Listings | * EDT
_ Premarket
Listing | ¢ -2 o | Product Device Name Activities
Number Codes
Number/Type
D Exsmgt EJx ANCHOR, PREFORMED
Listing = R ' : Manufacture Medical Device

Certification Statement

¥|: By clicking the Submit button | certify that the registration and listing information for this medical device facility

‘as shown on this page is true. | understand that the submission of any report that is false or misleading in any
material respect is a violation of Section 301(a)(2), (21 U.5.C. 331(q)(s)) and may be aviolation of 18 U.5.C 1001.

< CANCEL - RETURHN to MAIN MENU

> SUBMIT

[l
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Register Your Facility
Registration Confirmation Get Help (D)

FACILITY: FDA, MANASSAS, VIRGINIA, UNITED STATES

You have successfully entered your facility registration and device listing information. You should print a copy of
this page for your records. Listing numbers appear below for the products manufactured, developed, or
processed at this facility.

As a manufacturer, specification developer, or single-use device reprocessor, you are required to pay an annual
fee for medical device facility registration.

Based on the information you have provided. You are required to pay an annual fee for this medical device facility
registration.

Invoice No: 710602008
Amount due: US § 1706.00

You must pay your fee in full to complete your registration. To pay, you may send a check drawn on a United States
kank to:

MDUFMA FURLS
PO Box 70961
Charlotte, NC 28272-0961

DR send the funds by wire transfer to routing and transit number 021030004, account number 72080099,

> Open Invoice As a Pdf > Get Acrobat Reader > Print Invoice

Lntil you pay your device establishment registration fee, your registration will not be considered active and

[l
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You will receive another e-mail providing you with your registration number in approximately 30 to 90 days. Until
your registration number is assigned, reference your Owner/Qperator number in any correspondence with the
Center for Devices and Radiological Health.

Your registration will be valid through Dec 31, 2008. An e-mail will be sent to the Owner/Operator and the Official

Correspondent 80 days before the facility is required to re-register for 2009 with instructions on how and when to
re-register.

Mote: Registering your device facility and listing your devices does not, in any way, constitute FDA approval of your
facility or your devices.

Should you have any questions, please send an e-mail to reqglist@cdrh fda.qov.

The Owner Operator Mumber for this Registration is: 10022928

Facility

Registration Number:
Facility Mame : FOA
Address: 10220 Malvern Court
Manassas, WA 20110, UNMITED STATES
Facility URL:
Other Business Trade Name(s):

Owner/Operator Information

Contact Mame: Dsvid Racine
Company: FDA
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Contact Mame:
Company:
Address:

Telephone:
Fax
E-mail:

David Racine
FDA

10225 Malvern Court

Manassas, WA 20110, UNITED STATES

703-3333333

david.racine@fda.hhs.gov

Official Correspondent Information

Contact Mame:
Company:
Address:

Telephone:
Fax

E-mail:

Device Listings

o Premarket
Listing o
e are Submission

Humber
0004538 Exempt

Testsubaccount test
test

20 Msin Street

Manassas, WA 20110, UNITED STATES

240-2780840

dwr@odrh. fda.gov

o Device Name
Codes
EJK ANCHOR, FREFORMED

Date registration and listing information entered: October 31, 2007

< RETURHN to MAIN MENU

Activities

Manufacture Medical Device

< RETURH to ACCOUNT MANAGEMENT
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