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1. Login

o Health B Human Services

U.S. Food and Drug Administration
FOYA

Protecting and Promoting Your Health

Form FDA 3728

Useful Links

If you are @ domestic entity and are requesting o refund, we recommend that you create an account with the System for Award Management (SAM). SAM validates the registrant
information and efecronicaily shares the encrypted data securely with the FDA to fucilitte your refund. Click here to access SAM.

e User Fee System

Fomot Userhiame) Password?

Please be adised that the FOW User fee System will ke unavailabie from 4:00 AM E5T to 600 PM EST an Saturds Agrl 8 2017 feor
mainteance actits.

Please note the FDA' user fee arectt cord/limitis 524,999.99. You wil ot be abie to make an aniine payment vwith 3 crecit cardfor
paymerts cver thi it The ACH crline payment eption is st 2 eilatle for amounts eweeding the aredit crd fimit:
Piease rofe that il user foe LRLs that corfain 2 08 HTMLR o

4 fonger

3 1arlable, I you ave anyuser fee links tht contain foesfinapps saied as 3 bockmark or i your faiontes, plesse wpdkts it to replsce
Felastire8 with userfees (e.g. hites:fluserfees. fos. qovlOA HTM/furds jop). Foruser fee URLs, nawgate to

b fee ke

Need Help? Click Here For Assistance.




2. Select appropriate cover sheet
User Fee Website
Welcome Tara Phillips

Annual Establishment Registration

User Fee Description
hzl!nDlLJ?FA Establishment Registration User Fee FURLS Device Facility User Fee

2016 Cover Sheets

FY 2016 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2015 through September 30th, 2016.
User Fee Description

Generic Drug User Fee 2016 GDUFA Cover Sheets .

2017 Cover Sheets
FY 2017 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2016 through September 30th, 2017.
User Fee Description

/ANIMAL DRUG USER FEE 2017 ADUFA Pre-Market Cover Sheets
ANIMAL GEMERIC DRUG USER FEE 2017 AGDUFA Cover Sheets

Biosimilar User Fee 2017 BsUFA Cover Sheets

Generic Drug User Fee 2017 GDUFA Cover Sheats

Medical Device User Fee 2017 MDUFA Cover Sheets (PMA, 510k, etc.}
Prescription Drug User Fee 2017 PDUFA Pre-Market Cover Sheets

*To view the 2015 fees, please see the Federal Register Notices below:

GDUFA 2015 FR Notice

*To view the 2016 fees, please see the Federal Register Notices below:

GDUFA 2016 FR Notice

*To view the 2017 fees, please see the Federal Register Notices below:

ADUFA 2017 FR N
AGDUFA 2

017




3. Select options for cover sheet and select “Finish.” The system fills in the user contact information, calculates the required fee amount,

generates a unique payment identification number used by FDA to track the payment, and provides the user the option to electronically submit
the cover sheet and payment.
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U.S. Food and Drug Administration
FOA :

Protecting and Promoting Your Health

et Profie  Logout

Animal Generic Drug User Fee

|Animal Generic Drug User Fee Cover Sheet

Cancel Finish

oW [egens

Select an Application Type

W orginal

Select an Application Type
I Abbreviated New Animal Drug Application (ANADA) - under provisions of 512(0)(2) of the FFDCA
™ Abbreviated New Animal Drug Application (ANADA) of certain combination pioneer products approved under provisions of 512(d)(4) of the FFDCA

Waivers or Reductions?

I~ The sole purpose ofthe application is to support conditions of use for minor use or minor species [741(d)]

Gl Waiver No.

Cancel Finish



4, Instructions

[T —

ID,A\ U.S. Food and Drug Administration
== Protecting and Promoting Your Health

Animal Generic Drug User Fee

Vielcome to FOA's onlne. g Uses Fes Act { AGDUFE) cover shest process. FDA offers you the shityto complete an AGDURA cover shest onine and aubmit ¢ slectroncaly. The AGDUFA cover shest must axcompany sach ongnal sbbreuiated new animsl drug sppicaton subjact to fees. Once jo.
e A e o g e kg et M B o R oS ot e A YR e o o e et e AR b e A ot
process.

To property submi your appication and fee payment you must folow the folbwing 3 steps:
STEP 1 - COMPLETING COVER SHE}

@ the nine cuestors, Uihen 1o hae vrfesd ha sour nfomarion § comes cik Subm Gover Shest 1o FON',Thswil st the FDA AGDUPA cover shes form sbcroricaly
2, wi the nstructions to print, vﬁnlawi:knr\dmv\'fv Your recol
3. D[k Sbnﬂ}:\e Shest t DFDA and ol FDA lsa\wl\bassm the FDA.

STEP 2 - PAYMENT OPTIONS:

1. Meke your check payabe t the LS Food and Drug Admiisyatin and ncbide 1 copy of the FDA AGDURR cover shest, Plaase wrte the payment dentfication number (beginng vith "AG") on your check
© Mailyour check and one copy of the FDA AGDUFA cover sheet to:

The Food and Drug Administration

P.0. Box 579033

St. Louis, MO 63157-5000

(Wote: Aeese do noe send your gppheation

© ¥you prefer 1o sond 3 check bya courer, the courier maydelver the check and cover sheet to:

us Bank

Artn: Government Lockbox 979033
1005 Convention Plaza

St. Louis, MO 63101

(Note: Aessa do noe send your sppheation to this adress. onl your paymant tor courir deiveryony: Ganesce US Bank & 3144188013 i you hase any questbns concemig courir dehens)

¥ pming by e s, s rmysed your gyt b thefolbwing nfraten, Yo are s fr ary adrinratiscos e vithth o esig of o et Comaes your bk o francd o ra gt dtor e, e none tht the redens of sour st can e
bean wnti ful payment & receied. Abo inchide your user fas payment iden teston number from your GeT fes Cover Sieet when you sand payment by wre Tansfer, Plesm ensure that tha fes that your bank wil chage for the wie transfer is séded 1o jour fea p

US Department of Treasury
EAS NYC

bt
2 Liberty Street
N Vork, NV 10045

FDA Deposit Amount Number: 75060093
{5 Department of Tressury routing/transt number: 021030004
SWIFT Number: FRI

1

Peyigovean be used to subit secure anlhe payments for cover sheets to the FDA, Payments ean be mafe through the Automated Cearng House (ACH) method, which can come directly fram your bank axcourt or an etheck, The FDA has partnered with the LS Department of the Treasuryto us Payigov,
& web-based payment appication, for onine ekctrons payment, The Tremury has compied 3 compre hensiv Ist of Paygov FAQs which can be sccessed % o 92yg0 W W ebHe b HTML zbout il

STEP 3 - MAILING APPLICATICN AND COVER SHEET

Mal your ppicaton nd ncude one copy of the FDA AGDURA cover shest n ok one of the 2ppicaton when submittng to the FDA & the following address:

Food and Drug Administation
Center for Vet erinary Medicine
Doaiment Control Unit (HR/-199)
7500 Standish Place

Roduile, MD 20855

Animl Generic Drug User Fee Giver Shest Appication Ds tais

Animal Generic Diug User Fee
User Fees | Draft Qover Sheat | Preubus Goier o Profie | Logout




