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Depamnrcmoarurendnumn sweat» " ' ‘ dewfiommrmm" ‘
Food and Drug Administration . Expiration Delano/smote .

See 0M6 statemenlon Page 8.

PATENT INFORMATION iS'UBMIT-TED WITH THE FILING . ' ‘

OF AN :NDA, AMENDMENT; ORSUPPLEMENT

ForEach Patent-That Claims-a Drugsubstance
(Activelngredlent); Drug,Product-{annuletlon and Composition)

and/or-Method ofUse

0.125mg, 0.25mg, 1.0mg, 25mg

Extended Release Tablet

Thispatentdeclaration form is required to be submitted tothe Food and Drug Administration(FDA) with an NDA application,
amendment, or supplement as required by21CFR3M.53 at the address proVided In 21 CFR 314.53(d)(4).’~
Within thirty (30) days alter approval of an NBA orsupplement,orwithin thirty (30) day's 'ol issuance of-a new patent. a new patent

declaration mustbe submitted ‘pursusntto‘ 21. CPR 314.53(c)(2)(ii) with all of the required. Informationbase‘d on the approved NDA or
supplement.The information submittedin the declaration form submitted upon or-etter approval will battle only information relied

upon by FDAtorlistlng a patent In the Orange Bock.
For handwritten or typewriterversions (only) ofthis report:- If additional space is required forany narrative answer (is, one that
doesnot require a 'Yes" or'No“. response). please attachanadditionalpagereferencing thequestion number.
FDA will not listpatent information Ifyousubmitan Incompletepatent declaration or thepatentdeclaration indicates the
patent Isnoteligibleforlisting.

ForeachpetentsubmlttedforthependlngND/I.antendnrent,orsupplernentrelarenoedabove.youmusteub'nrltellthe
Information described below. Ifyou are not submittlng any patents for this pending NDA.amendment, «supplement.
completeabove section and sectioned and 6;

United Therapeutics Corporation

'-" W" available

dbunce@urtithercom

receive notice ofpetent certification undersection 505(1))(3)
and «mm ofthe Federal Food.Drug. and Cosmetic Act
and 21‘CF-R 314.52 and 314.95 (if patent ovmeror-NDA
applicant/holderdoesnotresideorhaveapiaceoi
business within the United States)
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Pumper»:' ‘ rear-heed" " above,provide‘' ‘m’e‘renowme‘nr‘ro‘nrsweh‘ehuredhrgerrbeuheehniaproduf' -erehwerirheuredor"

use”it”!mealibi-«bluependingNDA,mndrne‘m,or supplement.

Does thepreteritmthedrug ed‘ heethathis; aottvdihpredie'ntin the-dntgprodueti
described in ihe pending NDA.‘etne‘hdm‘ent.or- supplement?

' -V'3Doesihepelentclliinedrugw' 'I -matlsadiflmnipoiymorph - : .
ingrodientde‘ecflbod in the pending NDA; amendment. orsupplement?

' ' 'doyo'uoe'r' ihetesoflhedateonh declaration youitaveteet
data demonsh'ahngMedina product oonialningihepoiymorphwillperbnntheeeme asthedtug product
desaibedindteNDA7miypeofnestdate tequhdisdesuibedeim CFR314.53(b)

32.4 .Spootty the-'poiyrhorohic We) deimod'by the patent tor which you have meted results described in 2.3.

[2.5 Does"' hem»' " - rmaym‘m“riser-{he active megabit-wear. in he hmseesaw"* '7.” ' " ' '
(Compiete‘‘ ' 'meinfonnnilon'‘ in newon'' _4 below if (he‘peieni deims a pending method of using ih'e'pendin'gv
drug product tosumthe mm.)

2.6 ~‘Do‘ee’ihe'paten't r m’dttly'ln’itWidtd? "

5.7mpatehtreiero‘heedih 2.13:;gender wy-pi'ooess phanr is theprpdhotawinthe : '

patentnevei? (Mdnmlanuindoniyifmepaieniis a pmdud-by-ptooeu potent)

,3. DrugProducucmpoemmmen) ' ' '
3.1Mthntda‘fitedm'g pMuaasdefinedin 1 CF 3 4.3,in impending NDA‘amendment.

azrooeie'me'eatemidetm~ontyamntenrredrererr'r '

patent navei? (Maneuver/is tequlred oniy if mepatent is a product-bygone“patent.)

‘Shenmmueiemnmmmflonlnucflonlkrmhmoflndofudngmmdmgwodudbrwflchmvflhm~

wmnmummForuchmflngmfiodduumbymemmtmmmmmn
« . .7 «rememdehhmormmmodserueeforwhtchappmvamhehgoeuguh

hependingNOA.MemeMMorwppiement?

425mm can.We ' eewm drapetenr) " Does (no) the petent’oiaim e rumored that: ohim e
penang W010“ for wthdt’epprevel is being sought

inthepending NDA.amendinent,-oreuppiement? DYes

4.2. if the answer» 4.2-1; . Use: (Submit MIcatIonormomodofu'se‘irifennafionns'idenflfled spedficeflybt'lhe’pmposedlabefing‘.)
'Yes.’ identifywiih‘speci-
haunt. me with refer-
ence .to the pmpoud '
Who {arms drug
product.

ForthispendingNDAmmendlnenLorwppmni'mannoreleventpetenumdieimme'~95qu! w a Whirl); ’

dummfioamimoroompodflonwrmemodhiofm.mmmmwmhmewflmmmmbm D Yes
addudmminflingemcouiameoneuybeemmd«aweonnotfiwmdbymmoimepmennagedinme
mnufeeium,maubdmmpm
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a Declaration Certification

“6.1 ' WWWdeelms that this isanaccuratefandoernpleteaubmisslen of‘p‘atent inlonn'atien'for-the ND'A,"
amendment, «supplementpending under section”: ofth'e Federal Food,- Drug. and Cosmetic Act. This time-
sensltive patent‘lnformatien is submittedpunuant'te ,21 CFR314.511 attestth'ati am familiar with 21 CFR 314.53 and
this submission complies with the'raquirementsofthe maletlo‘rrd-verifyunderpenelty efpedury that the foregoing is
true and comet.

Warning: A willfully and knowingly-false statement is a criminal offense under-18 0.5.6. 1001.

6.2 Authorized signature‘ol NDA Applicant/Holder or Patent Owner (Attorney, Agent, Representative or Date Signed
otherAuthorized Oificial) (Provide Information below)

Diutaflynlgnedby Minimum

dbunce@unither.comonenmmm“WWW... 19August2013Date. 2013.08.19 15143103001”
MOVE: 'Ohiy' an NBA appllcaniiholder may subunit this declantlon directly to the FDA. Apatent ovr'rm time is not the NDA applicant!
holder is authorised to clan the declaration but may not 'eubrnlt It dlrectiy to FDA. 21 CFR 31‘.53(c)(4) and (ext).

Check applicable box and provide lnl'onnatlon below. ' '

E NDA Applicant/Holder E] NDA Ammonia/Holders Attorney. Agent (Representative) or other
Authorized Olflcial

[3 Patent Owner‘s Attorney, Agent (Representative) or Other Authorized
Official

Name

Dean Bunce. Executive Vice President Regulatory Affairs and Compliance, United Therapeutics Corporation

Research Triangle Park/NC

Q ; I t 9'3”“. :

(919)485-8350

‘ "a Mass (ilevailabie)
(919) 3l3- 1298 dbunce@unither.com

The public reporting burden for this collection of information has been estimated to average 20 hours per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information. Send
comments regarding this burden estimate or any other 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 Chief lnfennation Officer

1350 Piccard Drive, Room 400
Rockville, MD 20850

An agency may not conduct or sponsor. and aperson is no! required to respond to, a collection of
information unless it displays a currently valid OMB control number. 

Form FDA-minim ‘ ,, ' P3913
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INFORMATIONIAN!)llNSTRLlCTIONSiFORiFORM (35423.»
narEiirltNeoaM'AnON SUBMITTEDTWITHariiEi-Itattme

can-m ma. AMEND‘MENT‘ORSUPPLEMENT.-

General Information

' To submit patent information to the agency the appropriate
patent declaration form must be used. Two forms are available
for patent submissions. The approval status ofyour New Drug
Application will determine which form you should use.

Form 3542a should be used when submitting patent information
with original NDA submissions, NDA amendments and NDA
supplements prior to approval.

Form 3542 should be used after NDA or supplement approval.
This form is to be submitted within 30 days afler approval of an
application. This form should also be used to submit patent
information relating to an approved supplement under 21 CFR
314.S3(d) to change the formulation, add a new indication or
other condition of use, change the strength, or to make any other
patented change regarding the drug, drug product, or any
method ofuse.

Form 3542 is also to be used for patents issued after drug
approval. Patents issued afier drug approval are required to be
submitted within 30 days of patent issuance for the patent to be
considered "timely filed."

Only information from form 3542 will be used for Orange Book
publication purposes.

Forms should be submitted as described in 21 CFR 314.53.

Sending an additional copy of form 3542 to the Orange Book
Staff will expedite patent publication in the Orange Book. The
Orange Book Staff address (as of April 2007) is: Orange Book
Staff, Office of Generic Drugs OGD/l-[FD-610, 7500 Standish
Place, Rockville, MD 20855.

' The receipt date is the date that the patent information is date
stamped in the central document room. Patents are considered
listed on the date received.

’ Additional copies of these forms may be downloaded from the
lntemet at: http://www.fda.gov/opacom/morechoices/fdaforms/
fdajbrmsfitml.

First Section

Complete all items in this section.

1. General Section

Complete all items in this section with reference to the patent
itself.

1c) include patent expiration date, including any Hatch-Waxman
patent extension already granted. Do not include any
applicable pediatric exclusivity. The agency will include
pediatric exclusivities where applicable upon publication.

ld) Include full address ofpatent owner. If patent owner resides
outside the US. indicate the country in the zip code block.

1c) Answer this question if applicable. If patent owner and NDA
applicant/holder reside in the United States, leave space
blank.

2. Drug Substance (Active Ingredient)

Complete all items in this section if the patent claims the drug
substance that is the subject of the pending NDA, amendment, or
supplement.

2.4) Name the polymorphic form of the drug identified by the
patent.

2.5) A patent for a metabolite of the approved active ingredient
may not be submitted. If the patent claims an approved
method of using the approved drug product to administer the
metabolite, the patent may be submitted as a method of use
patent depending on the responses to section 4 of this form.

2.7) Answer this question only if the patent is a product-by-
process patent.

3. Drug Product (Composition/Formulation)

Complete all items in this section if the patent claims the drug
product that is the subject of the pending NDA, amendment, or
supplement.

3.3) An answer to this question is required only if the referenced
patent is a product-by-proccss patent.

4. Method of Use

Complete all items in this section if the patent claims a method of
we of the drug product that is the subject of the pending NDA,
amendment, or supplement (pending method of use).

4.2) For each pending method of use claimed by the patent,
identify by number the claim(s) in the patent that claim the
pending use of the drug. An applicant may list together
multiple patent claim numbers and information for each
pending method of use, if applicable. However, each
pending method of use must be separately listed within this
section of the form.

4.2a) Specify the part of the proposed drug labeling that is
claimed by the patent.

5. No Relevant Patents

Complete this section only if applicable.

6. Declaration Certification

Complete all items in this section.

6.2) Authorized signature. Check one of the four boxes that best
describes the authorized signature.
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