MEMORANDUM Department of Heallh end Homan Seevices
Public Heafth Service
Food and Drug Admblsiration
Center for Blologles Evaluation and Resexrch

Date: July 10, 2007

From: Marysnn R. Gollagher, Consuroer Sefety Officer 7115’r
Advenising and Promotionn] Lubeling Branch {(HFM-602)
Division of Case Manogemen

Through:  Ele Ibars-Pramt. Branch Chlef, APLB (HFM-602) o Ahr-Prutt
Rabent A, Sausville, Dicior, DCM (HEM-610)
To: Nisha Jamn, MD, OBRR/DH/CRE. (HPM-392)

Murk Shields, RPM, DAASOBRR, (HFM-180)

Suhject: Revitw of Proposed Proprietary Nerne WILATEAVILNATIV (Human Yon
Willebrand faclor end Human coagulniion factor VIID
BLA 125251

Recommendation:-WILATE - ACCEPTABLE
WILNATIV - UNACCEPTABLE

Ex | H

AFLB recomumends thal the praposed proprictary name WILATE (Hurman Yon Willebrmnd
foctor and Human cosgulation factor VI §s foumd Accepteble and WILNATTV (Human Von
Willetrand focior and Human coagulation factar VIT) is found Unacosptable.

Background:

Qn, May 7, 2007, Cclopharma submiiled a request [o 1 FDA Center for Blologles Evaluntion
and Research (CBER) Adverilsing and Promotional Labeling Beanch {(APLB} ta review the two
proposed propictary nomes WILATEWILNATTY (Human Vonr Willebrond Joclor and
Hurmn coagulation Ector VIII). This request was wubmitted 25 ar amendment 1o the WILATE

{Rurman Ven Witlcbrand foctor and Human Cosgulniion Factor VI{i} BLA.

The sponsor performed a wrademark scarch and filed the tradomark on Seplember 9, 2008 No
objeclions were filed and the propriciary names wesre reglviered on November 28, 2006.

Ratfenals (or uese of the proprisiary pames:

The sponsor*s rationsle for choosing WILATE
« "WIL" stcrm from Willebrand factor
= “ATE " refers to cozgulakion fzeior VIII

The sponsor's rotionale for choosing WILNATTY
* "WIL™ stems from Wilebrand focior
*  “NATIV" refers to the fact that during the manufacturing. the neive YWE/FVILL-
complex has been pizificd to 2 1;1 rtio.
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Pope 2 WILATE/WILNATIY PNR

WILATE/WILNATIY is a lumen plasma-derived, stable, high purity, doubke virus
inactivated concentrate of freaze-Stlsd FYII] and YWE. [t bs prepared using cryoprecipitate
harvested plaama callected in the U. 5. and s supplizd a3 o powder [or reconslitution and
infravenous infection. WELATE/WILNATIV & indleated in ndult and pediatric pstients for
the treatment 7 _h)(4j. .. of spomurcous and treuma-induced bleeding episode in scvere
Von Willebrend diseate (VWD) and in mild ard moderate VWD where use of DDAVP (1-
deaming-8-D-orginlne vasopressin/dcsmopressin) remment i incffective or contrsindicaed,

: b4 L

“ijd) ~ The meommended dasage ongu):ﬁ.a)frmmm is based on the blecdmg
sevgrily and varies between 20-60 1U/kg bedy weight {BW) and a matnterance dose af 20 b(4)
[U/kg every 12-24 hows by intravencus infusion n a hospial selimg, doctor's office, or self-
edminlstered The prestuct may be atored for 24 momshs a142°C to +8°C {36°F (0 46°F) and
protecied from light. Within this period WILATEWILNATTY may be storcd at any thme 6
months at foom tempealune (M. lempéralure not to exceed +25° C 777° F): however, the
thelf.life expires after siorage s room temp +25° Cf77°F.

Pro P 7]

1) Falgs or Misleading [21 CFR 20L.6 (a)}:
The proposed propeieary name WILATE Is not regarded (o be false or misleadlog,
however the proposed proprictery name WILNATIV b rcganded to be false or
misleading because it includes the inappropelare use of' 8 roman numsel "V and the
suffix also represents the route of adminisiration.

2)  Fanclicl [20CFR 201,10 (eX3)I:
A propriezary name would e found unacoeplable if it weie fanciful and implied that the
product hzd some unique cffectivencss. This product is 2 combinal fon of Hurmn Ven
Willebrand factor and Human coagulation factor VIIL The propased proprielary numes
WILATE end WILNATIV we not regurded 10 be fanciful and do not imply a unique
cormposiion. edvaeced formulalion. o7 superiority over cxisting products beyond 1hat
supponed by the deie.

3  Siwmlery In Speiling or Pronuaciation |21 CFR 201,18 (c) (5)I:
APLB has nal idenified any proprciary names swith similarily in spelling and
pronunclition with the ploposed proprietsty name WILATE and WILNATIV.

BCo datiopn:

APLB recommends thal the propased propriciary mmes WILATE be found accep(eble and
WILNATIV be found unacceptable.

I OBRR scocpts pur recommendalion that the propased propridary nnmes WILATE be found
seceptohle ond WIENATTV be found unacoepiable, please include 1he follkowing tex in your
letier to the mapalpeiurer:
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Page 3 WILATEWILNATIY PNR

We have comsidered your propossd propyistary mames WILATE and WILNATIV in
consuitation with CBER's Advenising and Promotional Labeling Branch (APLB) and conclude
that under 21 CFX, Part 201 1he prapased proprictary pamey WILATE be [oimd accepiable snd
WILNATIV be fourd unaceepiable. .

if you have nny questions regarding 1his review, please conlaci Maryann Gallagher at 301.827-
6330.

The following references were used:
1. hupisvwww ihonpophe.comypdrelibraripg (Elecironic Physicions' Desk Reflercoce
2007y

hizpthwww. fdp.govicderfab (Electranic Otange Booky tirough Jomvary 2007.
hepufwwrw. rxllsLcom (RXLLst)
Bitpwww asctssdaia (da.goviscripts/eder/drupsalfdatindex.cfm (CDER approvad drug

products dirpugh Fehruary 5, 2007)
5. hupifivww.focisandcomparlsons.comicfacts.nsp (Drug Facts and Comparisons)

Cal

6. hltpfunvw amn-anen org/smefpul Ametican Medical Association Website-Newly
Appmved USAN siems trovgh January 26, 20047,
7. v (CBER New BLA, 510(k) Devices, NDA and

PMA approvals isis through February 5, 2007,
8. AFPhA Hondbook ol Nenprescription Drugs, 131k Edition, ©2002
®. 2002 American Drvug Index.
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