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Create Listing - Exempt Combination
Product

o Screen shots

What industry sees when create listing
for an exempt combination product

How to create the listing via the
“Create Listing for Medical Devices” link
found on DRLM Main Menu
o Listings created through other menu
selections require the same input



Steps: Create Listing — Exempt
Combination Product

o Step 1: Log into FURLS/DRLM

o Step 2: Click on "Device
Registration and Listing”

o Step 3: Click on “"Continue” on page
with red text



Step 4: Click on “Create Listings for
Medical Devices” link




Step 5: For exempt, leave Premarket
Submission Number blank and check box if
combination product

DRLM {( oA T
Device Registration & Listing Module

Create a Noew Devce Lisbng
Enter Product Number Get oo @

Important NOBCE: I you e FequUEed 10 DAy 3N aNNUM MEHYIBON used e, you Must sl e FDA User Foa
Waballe and pay Twe fed pacd 10 regislenng your tacllty To Getenmsns I you Need 10 pay e fee. please Clich
hete

For e product you are iSSng. enter one of e Rliowing

Premarket NosScasion {5 1000) number
Fremarkel Applcaion (FLIA) number

Product Dewiopment Protocol (POP) number
Humanitasan Devics Exempson (HDE) number
invessgational New Drug (IND) nuamber

Hew Drsg ADpRcaBion (NDA) rumbed

1 you believe thé produd you Mo ESEng talls unosr enfoiCement GSCEEON Of DIEAMENAMENL, DMaSE CONL the
CORM Regravabon and Listng Heipdesy 3 1egis (@< 192 gov

B yOust (MriCe 15 An0mOE Nom FDA premanel nOBSCISON fequetemants lodve the Do emply

EThe produd IS 3 COMDBINIBON PIOGUCL DIEASE CNeCK e COMBINISON Product CRECKDOL 3nd Men CRcK
“Coninus™

| Enter the Premarket Submission Number:

' Click this box if your device is part of a combination product that includes a drug or biclogic %

€ CANCEL - fef Tusth vo LA L2 Ny » COuTHRL



Step 6: Answer Question

DRLM 4 A T

Device Registration & Listing Module

Creste a New Device Listing
Create a New Exempt Listing Got o @

Are all of the facilities manufacturing this product located in the United States?

£ YES Vfﬂ@

< BACK ¢ CANCEL - RETUSRN to MAR WL > CONToE



Step 7: Answer Dental Laboratory
Question (if you answered No on the
previous screen)

DRLM £ moa

Device Registration & Listing Module X

Create a biew Device LinBng
Dental Laboratory Question Got e @

|s this a product exparted to the United States from a dental laboratory located
outside of the United States?
& YES '\;\f%mo
- J

€ BACK « CANCEL - RETURN to MLAN MEWY > CONTEIE




Step 8: Enter string or product in text
box, then click radio button next to

product code

iy, § el

DRLM £ P ==

Gt volp (D

Shoden your S430Ch by using e Bar 0pBon. Type & word OfF words SeSCribing The device and chok Filer. A it of
proguct (odes and Names will 2pDeN Delow I yOU eV kNow T (OMeT DIGAUT CO0E BYDO T DIOOUCT CO08 In
e bon and chick Filler. Once you have selecied 2 product code and icentiBed I Hpe(s) of CoOMDINSEON Producks)

s deace i3 3 par of cick Coninue

Enter e Product Code of 3 word or words describing he device: [scalpel

> FLTER > CLEARFLTER

Displaying Page 1 of 1

S [—— Device/Product Name " Class Submission
Required

| Specialty Code

GENERAL AND
& |PLASTIC GDX SCALPEL, ONE-PIECE 1 S10{k) exempt
SURGERY
1 510(k) exempt

GEMERAL AND
T |PLASTIC GDZ HANDLE, SCALPEL
NV IR GREFY




Step 9: Check box that describes
combination product

CBSTETMCE
e oo ) mrc;nnmmm s £108)
B =t i
COSTETMCS
o 3 fhesmsde e a0 aimiy s Eodiimt 3 s=s
€ |rmusoLooy vl = CL® SCALP 2 S0
[ O L]
(o s SCALML A TRARDGE BEPEOCESIED (1) S

Please make a selection or selections below that most closely describe your combination product:
e COMWVENIENCE KIT OR CO-PACKAGE
[T PREFILLED DRUG DELIVERY DEVICE/SYSTEM (SYRINGE, FATCH, ETC.)

- . a P s - - — s

M CEVICE COATED MPREONATEDOTEMMSE COMBNAD DRy)

M ocEVICE COATED OR OTHERWISE COMBIED WITH BIOLOGIC

T DRUGBIOLOOIC COMBBATION

T SEPARATE PROCUCTS RECUMING CROSS LAMILMD

T POSSILE COMBIATION BASED ON CROBS LADELING OF SEPARATE PRODUCTS

™ OTvam TYPE OF PART 3 COMBIATION PRODUCT (G . DRUGDEVICEBIOLOMIC PRODUCT)

< BACK € CANCEL - RETURN to MAN MENY » CONTEIE

A | [
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Types of Combination Products

Convenience Kit Or Co-Package

Eref;lled Drug Delivery Device/System (Syringe, Patch,
tc.

Prefilled BioIogic Delivery Device/System
(Syringe,patch,etc.)

Device Coated/Impregnated/Otherwise Combined Drug
Device Coated Or Otherwise Combined With Biologic
Drug/Biologic Combination

Separate Products Requiring Cross Labeling

Possible Combination Based On Cross Labeling Of
Separate Products

Other Type Of Part 3 Combination Product (e.g.,
Drug/Device/Biologic Product)



Types of Combination Product (Cont’'d)

o Descriptions for type of combination
oroduct can be found at:
nttp://www.fda.gov/Combination
Products/AboutCombinationProducts/
ucmi101496.htm



http://www.fda.gov/CombinationProducts/AboutCombinationProducts/ucm101496.htm
http://www.fda.gov/CombinationProducts/AboutCombinationProducts/ucm101496.htm
http://www.fda.gov/CombinationProducts/AboutCombinationProducts/ucm101496.htm

Step 10: Select Facllity

DRLM ¢ ron st

Device Registration & Listing Module N

Create a New Dewce Listing
Select Facilities for the New Device Listing cut e @
[ Name and Address Registration Number
FDA
F g
Q% 1S Ree Hhmestues fwe P oS Registration Mumber Not Yet Asigned
Silver Spring . Maryland , 208903, UNITED
STATES

105 STATHE AT 1014, URGT B .

ALERET tiwe et . 030) | UMETED
STATES

I LT T I

€ CANCEL - RETURHN to MAIN MENU € BACK > CONTINUE



Step 11: Select Activity

" Repack or Relabel Medical Device
[T Remanufacture Medical Device

[T Export Device to the United States But Perform No Other Operation on Device




Step 12: Add Proprietary Name

Enter any peopnetary of brand names Mal your produd is distiSuted under. Shen dick Continue

Proprietary hName(s}.

Scalpel One ;|

< R Ve

~ Add Propristary Name

o Choy bt 10 download 3 sample spreadshest in the comect format

o Enled e proprielidy names nio e sample Excel 3prea0shed! and S0ve of N0 30 Excel
$pieadunest MR e1aCly 33 SNown @ e SaMple

o Be Sufe 10 Sve yOur SOMRICENENE 10 3 DEICE yOu Wl TEMEMDE 0N yOur ICCH Give

o Chck “Browse” 10 90 10 the Saved Spreadshesl Then ciick “Upiload™

» UPLOAD

€ BACK ¢ CANCEL - RETURN to MAN LW » COoaTERg



Adding Proprietary Names

o Firms can now use an excel
spreadsheet to upload proprietary
names for device(s)

o Sample format is read-only

o Need to download the spreadsheet
to add proprietary names to it

o Save on local or hard drive

o Click Browse and Upload into
FURLS/DRLM




Download Excel Template

Ender any propretary of brand names thal your produdt is Gisibuled under, then chck Coninue

Proprietary Name(s)
Scalpel One |

€ Remgove

§Alﬂw‘“

YDUWQ upload an Excel spreadsheet with the proprietary names for your device as follows:

lick here to download a sample spreadsheet in the correct format.
* Enterthe proprietary names into the sample Excel spreadsheet and save orinto an Excel
spreadsheet formatted exactly as shown in the sample
# Be sure to save your spreadsheet to a place you will remember on your local drive
* Click "Browse™ to go to the saved spreadsheet, then click "Upload

Browse_ I

> UPLOAD

< BACK < CANCEL - RETURN to MAN MEN > CONTMUE




Adding Proprietary Names: Sample
Format

5 57 ! [ Import ODF |5 Export GDF
Snagit (& | Window -
AB - i

| &

iai

A B = D E F G H I J

Listing Proprietary Names Please list one proprietary name per row. The listing proprietary name may not exceed 60
Scalpel Two alphanumeric characters. Cell A1 must contain a header or be left blank whether the
Scalpel Three spreadsheet is updated manually or created electronically from your database.

Your Scalpel
My Scalpel
And S0 On...

SHEHEEEARARNRNE

16

Save to a folder/location you will remember



Upload Excel File With Names

Enled any proprietary of brand names Tt your product is Gistibuled unded. Ten ciick Conlinue

Propnetary Name(s]
Scalpel One = |

€ Semcve

|
A A Proptetay larw

You €3N S0 uplond an Excal spreadanes! wilh The DIOpGEiay NaMes fof youl Gevice 43 follows

« Chick bty 1o downboad a sample spreadshes! in e comed fonmat

o Enler v proprietary names into e sample Extil spreadshest and 5ave of inld an Excel
S0RICANEHT MITRG SLICTy 25 SNHOWN i e 3 IMpie

o B8 Sue 15 L0ve voul SOMAMINGM 15 A BlACS vou willl FEMEMbar O voull ACl dfive
« Click "Browse™to go to the saved spreadsheet, then click "Upload’

f::‘ﬂocuments and Settings\drg\My Documents\Downloads\Listir| {Browse_:
» UPLOAD

€ BACK <« CANCEL - RETURNM to MAR MENU » COmTmug



Upload Excel File With Names - Result

O U, e T

STREtAry Of DEAnd NAMEd il yourr pIOOUCE 13 RNy

Enler any ¢

Proprietary Name(s}

Scalpel One
Scalpel Two
Scalpel Three
Your Scalpel
My Scalpel

£ Hemove

R Propretety listew

You Can Mso upload an Exci spreadihest wilh he propaeliny names Ior your Gevice as follows
o Chok hate to downioad 3 samplé spreadshesl in the commed formal

+ Enlar e propniatary names inlo e sampie Excs spresdshesl and s.ave of inld an Excsl
4! trmaled exaclly 33 $hown o e 30Mple

> S0 your spreadahest 10 3 pLACE yOuU Wl PeMEbDE ON YOI BT i

MOWEE 10 00 10 e Shved SDreadaNesl Then CCh UDIoST

| Browse. |

€ BACK € CANCEL - RETUSN 1o MAR MENY > CONTINUE



Adding Proprietary names: Sample
Format (cont'd.)

o Firms can generate their own file for
each listing as long as it is in the
same format

o Format is simple - all names must be
in Column A and cell A1 must either
be a header or blank.

o Proprietary names up to 60
characters now

o Working on increasing proprietary
name to allow 120 characters



Step 13: Review Listing

Review e ksting you selected If all of the informalion is comed. click Finish

Subwmissson | Product Propietany Facility Regeilr aBon Number .

Tl Sre
Foaigai Teg
[0 g adix SCALMEL On-PECH | Seaipal Trees Bggeatatios homter  Teat et dmgeed
Vo Somigad Heiamags Baistais

185 Saipes
ang e On

> EDeT

Certification Statement

%}' clicking the Finish button | certify that the registration and listing inforrmation for this medical device facility as
shown on this page is frue. | understand that the submission of any report that is false or misleading in any material
respect is aviolation of Section 301(q)(2), (21 U.S.C. 331(q)}2)) and may be a violation of 18 U.5.C 1001.

If any of the facilities included on this listing have not previously paid the annual registration fee for the current fiscal
year and are now required to pay the fee, you will be prompted to enter your Payment |dentification Mumber (PIN) and
Payment Confirmation Mumber (PCN) for each facility that must pay after you click Submit. If you are required to paythe
fee and have notyet purchased your PINIFCM, you mustwisit the FDA User Fee website and pay the annual
registration fee.

€ CANCEL - RETURN TO MAIN MEHU > FINISH



Step 14: Listing Confirmation

A . s FURLS HOME
DRLM _f‘(_ i;.—.:||_wj DRLM HOME
_“-“:L‘

Device Registration & Listing Module

Confirmation - Create a New Device Listing Get Help (2)

Be sure to print a copy of this page to maintain a record of the details about this new listing.

Mote: If this listing is for product{s) that will be exported to the United States from a CountrylArea outside the
L5, be sure to reference the listing number and your registration number on all shipping invoices.

Listing ||Submission| Product : Proprietary Facility Registration Number -
Number Type Code(s) pevcaitanas) Names Activities

Scalpel One
Scalpel Two
Scalpel
SCALPEL, Three Registration Mumber: Mot Yet
LiizEney. | et L ONE-PIECE Vour Aszigned.
Scalpsl [FepadiagerRelabelar]
My Scalpel
And So
On...

< RETURN TO MAIN MENU > ADD NEWV LISTING



Create Listing — Non-exempt
Combination Product

o Screen shots show what industry
sees when create listing for an
exempt combination product

o Screen shots show how to create
the listing via the “Create Listing for
Medical Devices” link found on
DRLM Main Menu



Steps: Create Listing — Non-Exempt
Combination Product

o Step 1: Log into FURLS/DRLM

o Step 2: Click on "Device
Registration and Listing”

o Step 3: Click on “"Continue” on page
with red text



Step 4: Enter Premarket Submission
Number

DRIM ., 4 ===

Create a New Device Listing
Enter Product Number Oet oo @

Important Notice: I you are required 10 pay an annual fegratralion user fee. you must visd the EDA Uper Fop
Whalle and pay B fee prior 10 registening your Baclly To delerming  you need 10 pay I fee, pleate CICK . . . .
here If device is combination

product in premarket
database, firm can go to the

For e product you aie laSng. enler one of e following

Pramancet NoSBcason (5100)) number

e PremarketAppicaton (PUA) rumber next screen where they
. Product Development Protocol (PDP) number . .

. Humanitanan Dewce Exemption (MDE) number |dent|fy the type of

B Investgalonal New Drug (IND) number . .

e MewDrug Apphcason (NDA) numbes combination product

¥ you bebeve e produd you e KsEng talls under enforCement BiECEBoN Of DIEAMENOMEnt. please contact he
CORH Regisiraiion and Lisng Helpdesk 3t registicam 10 gov

o your device is exempt Bom FDA premanet noScalion requirements, leave the bou emply

e proouct 1S 3 COMDENIBON DIOOUCL please Check The Combinason Proouct CReckDon 3nd Then ek
“Contnue”

A
Enter the Premarket Submission Number: |K931333 YA

Click this box if your device is part of a combination product that includes a drug or biologic ‘Ff ‘

< CANCEL - RETURN to MAM LENY » CONTEE



Step 5: Check type of combination
product

DRLM £ i

. AV o _\( FOA omone
Device Registration & Listing Module 2

Create a Hew Devce Listing

Produd codes 1of T NoN-Exbmpt device K931133

Medkcal Speciality 'm'm DevicaProduct Name Class
' SAmS NS TRADD
— = SRS Trali S25 v nETALROLYMER. |

Please make a selection or selections below that most closely describe your combination product:
[T CONVENIENCE KIT OR CO-PACKAGE

[T PREFILLED DRUG DELIVERY DEVICE/SYSTEM (S¥YRIMGE. PATCH, ETC)
[T PREFILLED BICLOGIC DELIVERY DEVICE/SYSTEM (SYRINGE,PATCHETC )
[ DEVICE COATEDIMPREGNATED/OTHERWISE COMBINED DRUG

\\UZ DEVICE COATED OR GTHERWISE COME INED WITH BIGLTGIC

I- DRUG/BIOLOGIC COMBINATION
[ SEPARATE PRODUCTS REQUIRING CROSS LABELING
[ FOSSIELE COMBIMATICH BASED OM CROSS LABELING OF SEFARATE FRODUCTS

[] OTHER TYPE OF PART 3 COMBINATION PRODUCT (E.G., DRUG/DEVICE/BIOLOGIC FRODUCT)

< BACK < CANCEL - RETURN to MAIN MENU > CONTINUE



Step 6: Select Facllity

DRLM ¢ ron st

Device Registration & Listing Module N

Create a New Dewce Listing
Select Facilities for the New Device Listing cut e @
[ Name and Address Registration Number
FDA
F g
Q% 1S Ree Hhmestues fwe P oS Registration Mumber Not Yet Asigned
Silver Spring . Maryland , 208903, UNITED
STATES

105 STATHE AT 1014, URGT B .

ALERET tiwe et . 030) | UMETED
STATES

I LT T I

€ CANCEL - RETURHN to MAIN MENU € BACK > CONTINUE



Step 7: Select Activity

" Repack or Relabel Medical Device
[T Remanufacture Medical Device

[T Export Device to the United States But Perform No Other Operation on Device




Step 8: Add Proprietary Name

Proprietary Hames
Enler any proprietary of brand names That your produdt is diatributed under, then ciick Conlinue

Proprietary Name(s),

Hip Model 4217 =

£ Rﬁave

# Add Proprietary Name

o Chok g 10 Gownioad 3 Sample SpMedENes! it e comect formal

+ Enter Bve propoetdry names into e sample Excel spreadshest and save of it an Excel
spreadshes! formaied ¢racly 33 shown in e 5ample

* Be sute 10 S3ve your SPIECINedt 10 3 PLACE you willl IMEMDET ON FOUT I0C Gfive

» Chck "Brows4” 10 g0 1o e saved spreadshesl hen ciick "Upload”

» UPLOAD

€ BACK € CANCEL - RETURN to MAN MEW » CONTERE



Step 9: Review Listing

Review e kaBng you selecied I 3l of Be informaBbon is comect cck Finish

Promarket
Product Propretary | Facty Regrstraton Mumber -
L g o Sastog Harmes Actines
L

Thapal
AL BOL YRR, e Mogel 4217 gt WomSur Ut Yat b

> EDIT

Certification Statement

Fd
Qt\‘T/EI:.-' clicking the Finish button | ceriify 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
respectis aviolation of Section 301 (q)(2), (21 U.S.C. 331(q)(2}) and may be a violation of 18 U.5.C 1001.

Ifany efthe facilities included on this listing have not previously paid the annual registration fee for the current fiscal
year and are now required to pay the fee, you will be prompted to enter your Fayment Identification Mumber (PIN) and
Payment Confirmation Mumber (P CN) for each facility that must pay after you click Submit. ITyou are required to paythe
fee and have not vet purchased your PIN/FPCN, yvau mustvisit the EDA User Fee website and pay the annual
registration fee.

€ CANCEL - RETURN TO MAN MENU » FEmsH



Step 10: Listing Confirmation

Confirmation - Create a New Device Listing Get Help (3D

Be sure to print a copy of this page to maintain a recard of the details about this new listing.

Mote: If this listing is for product(s) that will be exported to the United States from a Countryférea outside the
LS., be sure to reference the listing number and your registration number an all shipping invoices.

Premarket

Listi N Product : Proprieta Facility Registration Number -
na Submission Device Hame(s) P y LibED
Humber Code(s) Hames Activities
Humber

FROSTHESIS, HIF,
SEMI-CONSTRAINED,

D1Z8628 H931333 LFH METALFOLYMER, SR Registration Mumber: Not Yet Assigned.
POROUS [Repadiager/Relabeler]
UNCEMEMNTED

< RETURH TO MAIN MEHU > ADD MEW LISTING



Combination Product Rules

. If device is not a combination product
in premarket database, an error
message displays telling firm that it is
not.

. Firm can go ahead and list and
identify the type of combo product.




Error Message

Warning: According fo the FDA databasze, this premarket notification or approval was not submitted as a combination
product, If you still want to list this device as part of a combination product, please click Continue, otherwise, please
uncheck the box, then click Continue.

Important Nolice: ¥ you afe requared 10 pay an annuad regesirabion user fee, you must visd e EDA User Feg
Wbl and pay e fee prior 1o regeslening your a0ty To detenmane & you need 1o pay e e please ciCK

Fot he product you M EXSNg. enter one of e following

Premancet NoSScasion (510(k)) number

E
5
E
3
|

New Drog Applicaion (NDA) number

¥ you Delieve The pIOSGC you Sie BSSNg flly under SNfOrCEMENt GRCTEBON Of Preamendment, pleass contact he
CORH Registrasion and Listing Helpdesk a regkstcam ida gov
¥ your Gevice ks duempl rom FDA premadkel noBSCaBon requirements. ledve the bot emply

¥ the produd is 3 CombenaSon produd. please check he Combanaton Produd chedkbon and Shen clck
‘Conlfne”

Enter e Premarket Submission Number [BK000002
Caick tiis bon ¥ your Gevics i3 pA1 of 3 COMDINSSON PrOGUC Tl IMCUGES 3 NLg OF DIoIOgIC =4



Questions about Listing Combination
Products

o If you have any questions, please
contact the CDRH Registration and
Listing Helpdesk by email at
reglist@cdrh.fda.gov.



mailto:reglist@cdrh.fda.gov
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