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m U.5. Food and Drug Administration www. fda,gov

Protecting and Promoting Public Health

FURLS Device Registration and
Listing Module Annual
Registration

U.S. Food and Drug Administration
Center for Devices and Radiological Health

Division of Small Manufacturers, International and Consumer
Assistance (DSMICA)
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Notes:

This tutorial will show you how to complete the annual registration of a medical
device facility.
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Navigation

m U.S. Food and Drug Administration www. fda.gov

Protecting and Promoting Public Health

Instructions, Notes, & Audio

Asyou move through the tutorial, you have the option of
viewing the instructions in plain text or with images. For a print
copy of the instructions, click the Resourcestab on the upper
right corner of the player window.

To adjust or tum off audio, use your computer's volume control.
To read the narrative, dick on the Notestab nextto the menu.

Mavigation
Click Next or Prev to move through the tutorial. You can also use
the left menu and click on a spedfic topic
e i
C
Dﬂﬂg
L 4

Click MNext for
instructions

Notes:

You have the option of viewing the instructions in text or with images in this
tutorial. You can also print the instructions by clicking Resources located in the
upper corner of the slide.
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Instructions

m U.5. Food and Drug Administration wwe. fda.gov

Protecting and Promoting Public Health

Follow these steps to access FURLS or didk next to see instructions with images:

1. Click wwww access fda.govicaa to open the FURLS website in a new browser window.

2. Enter your account ID and password, review the statement, didk the radio button next
to "l Understand,” and “Login® to open the Account Management page.

3. Click "Device Reqistration & Listing” to open the Important Messages page.

4 When you have your Payment ldentification Number (PIN} and Payment Confirmation
Number (PCN}, click Continue. if you don't have your PIN & PCN, you will need to pay
the annual fee on the DFEUF Website. It will take at least 48 howurs to receive your PCN.
Then return to the FURBLS website to complete your annual reqistration.

5. Click "Annual Registration” to open the View Reqistrations paqge.

6. Click the radio button next to the facility you wish to re-reqgister, then dick "Re-register
selected establishment" to open the Review Registration Information page.

7. Review the information to ensure accuracy. Edit as needed, then dide “Continue™ to
open the Review Registration Information page. if no edits are needed, scroll down to
Certification Statement.

8. Review the Certification Statement and didk the chedkbox and then "Submit." Fan
error message pops up, dick the chedcbox next to the statement before resubmitting.

9. Enter the PIN & PCN and didc Submit.

10. Return to the “Main Menu” to re-reqister another fadlity or “ Account Management”

to log out.
Click Next to view
instructions with fmages»\:

Notes:

You can start here with the text instructions, or click next to view instructions with
images.
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Login

EDA ALWES L 1. Click www.access fda.govioaa to
Frotectiug iR open the FURLS webs ite.

FDA Industry Systems oeemn o e

Lm , — 2.Enter the AccountID &
. password for the facility '
thatis being registered...
{...:” Unidarstand : JEL VBT o T o i s Vi BEIRE ] ...““. .," 3 -' o I' :h:,_.l-.- !. 'l. .._.h.-.-.

m co| .. then review the statement and
click radio button next te "l
NEW U SER Understand" & Login.

Notes:
For best results, review these instructions with the FURLS website open in another
browser window.

1. Go to www.access.fda.gov/oaa to open the FURLS login page.

2. Enter your Account ID & password for the facility that is being registered, then
click the radio button next to "l understand" and "Login."
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Login

U.S. Food and Drug Administration

r — :r-'_:tr_*:hr.g and Pramoting Yaur Healh

Account Management

ez iand Maragemend
£ Netouer Piolle WELCOME "ou aretogqedin as praTdids
change Wi Psniird
Wekorm b e FDA Indurshy Sders
Ipisle Fpslem Aucess

= Yo e bogped  Lyr comnk For covmpa RA Solons
Cheéle 3 Subagye

“wactvaie 1 Subaczert Vinernapthose ='|'.n.'!u.,r o I.:-.'.-f'_nsl atage yan amslio et >.' Fh =_=:-|'-lz-..-4
Torkdzin svess |e praila e RO seslenms, Cvpone e Lpdae Spstem ovess option i ade i
Bt Pt : 2
3. Click Device
Registration & Listing  [© $1STENS
—— * || ¥Device Registration & Listing
¥ }

Notes:

3. On the Account Management page, click "Device Registration & Listing" to open
the Important Messages page.
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Login

DR LM i i, T

Device Registration 8 Listing Module

IMPORTANT MEEEAGES

HEW: The CDRI | Laarn Device Catablishment Registration and Listing Courase has
besn updated with the current registration and listng requirements Please vigit this
weobsite hitpMwwow fda.goviTraining/CCRHLearmiuem 1620156 him to view the courae.

The Fr& Safety and Innongatoo St (ETVASIA G was sionesd Lobo Lasse ony L fuly 9 2012 Ths

Faw Inclutas thio Medical O Lo ) at wall ag
oihar medical dev ca prow H}‘DU have not F‘ﬂl’d the in Miscal Year
2013, an annual regstatiyg : i i 5 mEnls
i s e i 1 facility registration fee, click a4

= PSS Or 14 15 e a = x MENEASES Of
Ay ik grogpe. For mog "'ﬂﬁﬂ ﬂHS WEhS'tE" il s
al: =R TR e Rale i Ll e
DevvceRequlationandGiui

¥ou must poy the leo Defore registenng a new cotoblishment or eadabhoo oy nxechon

registration(s) and/or listing!s) for FY 201.) If you have rot paid B yjgil Ihﬁ wehsite)

wehsiia, For ascismance with paying the fee, please send an amesss

FD& primarily communicates with s by email Tao venify that we have the commect emall
for your account, flease click on the FURLS Homa link at the 1og of this page. Than click
on the Edit Account Profilc bultan on the lefl hand sido of vour soreer

= = : ety @3 CH AtablShmEnt yoU Gre reqeetenng ar re
pymrent dentification Mumber! s) (FIN) and Payment

4. When you have your PIN | please Click tha Contmue bublon ceoew (o proceed o the

& % Gihk %“ ﬁ“ e to Eo !JF"E"“ Aarkded. You Can now Sownioad all of vour up-oecate
tO 'H'IE DRLH Hﬂil‘l: “EI'II.L i_.l- Jisl :_J:-l,:k "'j::-.'\.llrl:_-nl:l Yo L I.'}|I-I-'1_] Ir'l'n:_-lrr-l:ll on’, ':'-;!i-i,'."l (-

7 Kt

= | > CONTINUE

Notes:

If you have not paid the annual registration fee, you will not be able to complete
the annual registration. You will need to click “visit this website” to open the DFUF
Website. After you have received your Payment Identification Number (PIN) and
Payment Confirmation Number (PCN), return to the FURLS website to complete
your annual registration. Note that it takes at least 48 hours to receive an email with
the PCN.

4. When you have your PIN & PCN, click "Continue” to open the DRLM Main Menu.
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DRLM Main Menu

DRLM € Fon e

Lrevice Bagistrabion 5 Listing Maodule

DRLM Main Menu

bnporiant toncavon | 3 Glick Annual Registration to open
il the View Registrations page.
Wi er Mozl Posn &1 4 i
P .
& Annual Begistration |- DRLM i Y, cein o
: | Deevice Registration S Listing Module ™
iAp ey P g A AnE = Hm Ararisl fio-Fiog Stration
= winy Wous Rgalstralion and Listingl View Eu!;tslraunn-;
Doankuad Your Uinle:s o sl ! -
o Anmual Registration Infonmmation
. | FRREE WA 1 F_U.M._l:tﬂﬂ weLsiE a0
Spbarl Mastie Al Aildreds Rigialration s El Musmbtsi
Gy B MBSOy
:; o0 Fongoeun Rosd, B Buildeng. S 81 T TER )
6.Clicktheradioc | Stmnghal, Srenghal, 201131, CHaA ..then click Re-
L 3 Jemay irpora 1 Gtﬂd
button for the facility : 12348 Moot Ml regrster. Sele o M
to be re-registerad... RS W T A, LTI BT Establishment.
& CRRCTL - BETLEN s LAARY BEND 3 RE.-REGISTER SELECTED ESTABLISHMENT

F OULACIYRILE ML TR ERIABLEMIWLR

Notes:

5. On the DRLM Main Menu page click "Annual Registration" to open the DRLM
View Registration page.

6. On the View Registrations page, click on the radio button next to the facility to re-
register, then click Re-register Selected Establishment to open the Review
Registration Information page.

Note: If the facility that you want to select is visible but the radio button is grayed
out, you will need to contact the owner/operator contact person and ask to be
assigned as the official correspondent. If the facility is missing from the page, return
to the DRLM main menu and click “view your registration and listing information”
to ensure the annual registration was completed. If the facility is not listed, contact
the CDRH Registration and Listing Helpdesk.
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Editing

Annual Re-Registration ot e (N
Review Registration Information '

gacl 1-Review information for accuracy on the
Review Registration Information page.

A

Owme nOpe rator
& Official Ieppoernnt Motioe: v 1 [ 3 1 Foe e

Correspondent b yek ibctornd i ¢ Confirmation Hunibe

Click on each section to
learn about editing options.

Device
Listings

| Click EDIT to make changes
Imported . inthe various sections.

Products & > EDIT
s

Notes:
7.You have a number of editing options to update information. To learn more
about editing each section, click on the topic buttons.

Click "EDIT" on each section to edit the specified information.

Click "Continue" when you are done editing to go back to the Review Registration
Information page and scroll down to the Certification Statement.
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Facility Information

Facility > EDIT
: S To correct fadlity information, L,:
Farany initial Importer N dide EDIT to open Update
Information Gragy Esnt | Facility Information.
ookl 7001 Zongs
Shanghail . Shanghai ., 201101 . CHIMA [
OwmerOpe rator Snietlinlbiia,
8 Official i R - A
Correspondent -{ Update Facility Information i

Device
Listings
Imported 1
Products & |
Mirs
1

Notes:

Geacly East Manufachunng
00 Zengehun Road

B Bwidmg, Sude 51F

200001

Shanghai

Shangha

r i

Coumiry Codes roa Y Coaie
=5

Coomiry o Ity Coxche
55

Facility Information: Click "EDIT" to update facility information. However, if the

country/area needs editing, you will need to contact the CDRH Registration &

Listing Helpdesk.
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Owner/Operator and Official Correspondent

: Instructions for how to edit the owner/operator and official
correspondent information is available here_After editing you
| will need to start the registration process from step #3.

el Review Reaistratinn Infarmation nana. L—_‘.gl._....
Ovme Dl}e rator CramiriDpadalon Infarmaton
& Official
Correspondent
Famion Geady
CLA SOLLTRCHE
o baw 1304
Soringfeld | VIRGINIA . 22183, WNITED STATES
8- E71 - 5TTOTT
ik
Officiall Cormespondsnt information

Imported

Products &
s

Notes:

Owner/Operator Information & Official Correspondent Information: Instructions for

Fasing Gy

GE& SOLUTICMS

@ bom B304

IEETRIMLL,

Spnrghaia 22150 . UMITED STATES

...... i ETTEETT
elephions LT - ETTROTT

padricn praesyiin hhi gov
13057

how to edit this information is available at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket
YourDevice/RegistrationandListing/ucm053185.htm#11. After editing, you will

need to start the registration process from step #3.
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US Agent

Facility
Information

Owme r Ope @tor

& Official
Correspondent

Device
Listings

Imported

Products &
s

Notes:

SN

Faa
D!.I'I'm.!l Re-Registration

gUpdate U.S. Agent Information
|

il

FACILITY; GRADY EAST MANUFACTURING, SHANGHAL SHANGHAL, CHINA

Coptmci Hame"
Comtact Tigha:

Brsaness Hame

hgent | 3 EDIT

Click EDIT to open the Update
US Agent Information page.

1348 Rgoirailiy Pin
By, Marylasd | 208%0
301 =TI

Figlds rmakod with an aslenisk () ane mequired

e FEQUINgQ

Mr

LITED STATES

W

SAMCO

Stewen Magy

Click Review Changes
when you are done.

p——

:k'n.'n'.{z =i

Rackilld

» Rewview Changes

ke
Ic

ke b

Lt Heip

US Agent Information: Click "EDIT" to change information on the Update US Agent
Information page. When you are done, click "Review Changes" to make sure your

Changes are correct.
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Device Listings

Facility

Information

Owme r Ope @tor
& Official
Correspondent

Device
Listings

Imported

Products &
s

Notes:

Device Listings | » Apo, EDIT OR DELETE _ b
Click ADD, EDIT ORDELETE  E
to change Device
listing "TmArkel oot Listings information
i Submission . Device Name 9
Himnber Codes

WumberTyps E
LIFENEA &
Ioier | = eRl o BTESH b
..E:u.m__m\:_ .l-!..?. .FME. SFECTACLE  Macufachens LOLOGE... I

FACILITY: GRADY EAST MANUFACTURING, SHANGHAI, SHANGHAI , CHINA

Premarkat :
Listing . Product SRl .
Numbes 0SSO0 ooy DERCERIMES) | §o REMOVE, ADD, or EDIT [
_then, click radio button device, click on .
Okaie toselect device. appropriate button. d
' Vg 5. INC

» REMOVE this PRODUCT from FACILITY'S LISTIHGS ) ENT SELECTEDLISTIG

< G0 to OWNER OPERATOR LIST > ADD REW PRODUCT

€ CANCEL - RETURN 1o MLAIN AEEHY ¥ CONTINUE

Device Listings: Click the radio button to select the device that needs updating.
Then click "add, edit or delete" to add, remove or edit device information.
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Imported Products

Facility
Information

Owme r Ope @tor

& Official
Correspondent

Device
Listings

Imported
Products &

s

Notes:

Imparted Products and
Manufaciurers

> ADD OR DELETE

Manufactures(s} .| Click ADD ORDELETE |,
e to open the Products

I;Tff:ﬂim LINDENSTRASSE 12, K Imported page. AR A

Koaneses cargy 07428, GERMANT WECHRR AL

DTES RSO e e e e WHEELCH

MANUFACTURTNG :;;«EE;ETDT;?E B EARCCEE. D, & & on l?;ﬂsf;.}jf HEE1347
FENGEEE G e » b
PRODUCTS IMPORTED:

Click radio button to select product. PIDAI oo SO
o~ 8 07T __then didk to PASSE 13 KOMIOSEE. Thuigen, ., WHEELCHAR, ..,
Viaw R anes MECHARICAL
o o F4 0 _ortoadda o ]
g0 ,

pis .. product from .or to add
oL . previously product from

identified mfrs. new mir.
» REMOVE THI5 PRODUCT
g £
o
€ GotoLIST OF MFRS ALREADY IDENTIFIED BY DO > SEARCH & ADD MFR'S PRODUCTS
€ CANCEL - RETURN 10 MAM MENU 3 CONTHIUE

Imported Products and Manufacturers: Click “ADD OR DELETE” to remove products
that are no longer imported, to add a product from a list of previously identified
manufacturers, or add a product from a new manufacturer.”
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Certificate

Cerification Statemeant

3L b sanisloation dntaaskantaring eslabiishmant and listing infarmation for the medical devices
B of 8. Read statement and €1 deletions 25 may be necessary, and cently hatthis]
!nmlrr 3l click the checkbox... Eubmiesion of any report tet is false or misleading in anyi
imateral 1U.8.C. 331(g142)) and may be aviglaton of 18 U.S.C 1007

Important Notice: You must wat the EDA User Fes wabsite and pay for your facility por to regestenng i
you have not yet recenved your Payment Confirmation Number (FCN), you will not be able 1o register your
h &ll information for the facility

If an error message pops up,
ehieek Hhie biis abene: pay the anrual registration fee pror (o registenng or re-

i -';ad for the cusrent fscal year, you do not nzed to provide your Fayment
and PCN again

then elick Submit.

4 BACK to DISPLAY REGISTRATIONS € CAMNCEL - RETURN to MAR MEKU . 3 SUBMIT

Notes:

8. On the Review Registration Information page, scroll down to the Certification
Statement. Review the statement and click the checkbox and then "Submit." If you
get an error message, click the checkbox next to the statement before trying to
resubmit.
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Payment

Annyal Re Regrstration At
Enter Payment Confirmation Number i

Enter pour Payment iderificaton Numbes (Fil) and Papment Confirmalion Numder (PCI) ke aach regisiraon

shoan below
The P i5 3 S-gegit number beginning wilh g number 5 The PON s an 2-dgt numbar beginning with £ o

eharachs scal vear - for 2013 the PCH baging wih *13

ir anniad regestraiion user
9. Enter the Coamghetng tegrsiabon
PIN & PCN... i 04t PITrs b

N

¥irt missd have 3 Separate PON fur each ra
e you musivisd Be I
ik P paid f6 your regisirnaion(s] and d

dazing the FDA User Foe websits

ad

Pli PN
Azsizrment x| 1]
.then click Submit L
€ BACK T
€ RETURN to MAIN MENU ¢ RETURN to ACCOUNT MANAGEMENT

Notes:

9. On the Enter Payment Confirmation Number page, enter the PIN & PCN. Note
that you must have a unique PIN & PCN to register each facility. When you click
Submit, print out a copy of the annual registration for your records.
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Contact Information

g .5, Food and Drug Administration www.fda gov
Protecting and Promoting Public Health

For questions regarding the Medical
Device Establishment Annual Registration
processin FURLS, contact:

CDRH Registration and Listing Helpdesk
301-796-7400 (choose option 1)
or reglist@cdrh.fda gov

Notes:

Please contact us if you have any questions about the re-registration process.
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