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Purpose of Paragraph IV Certifications
and Notice Letters

= Background of Hatch-Waxman

Roche Products Inc. v. Bolar Pharmaceutical
= 733 F.2d 858 (Fed. Cir. 1984)
= Any testing work for FDA approval will infringe patent
= Extends patent term
= Results in delay of generic entry into market

Hatch-Waxman Enacted (1984)
= Allows testing related to FDA approval 35 U.S.C. 271(e)(1)
= Balances interests of Big Pharma and Generics
= Incentive for early entry of generics (180 day exclusivity)
= Protection of Brand Patents (automatic 30 month stay)
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Purpose of Paragraph IV Certifications
and Notice Letters (continued)

= Paragraph IV Certification

Tells the FDA that the patent listed in the Orange Book is invalid
or not infringed by the ANDA product

= Orange Book Listings ("Listed Patents”)
FDA Web Page
NDA Owner
Multiple Patents
Includes Additional Notes and Information
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Zlecinmic Orangy Book Home Page Page | of

Electronic Orange Book

Approved Drug Products
h
Therapeutic Equz:lence Evaluations

Current through July 2006

** |n arder ta prov de timely consunar information an generis
drnugs, tho Cwactronic Oranje Beok will be updated daily as new
gEnETic apprcvals CoCUr.

Refer tc FA Q for addtional infonmatien.

Annual Editon
FAGQ
Search by Activa Ingrediant  Search by Applicant Holder
Search by Proprietary Name Search by Application Number
Search by Patent

The products in this list have been approved undar saction 303 of the Federal Food, Drug, and Casmaetic Act.
Drug questions email: DRUGINFO@UDER FDA. GOV

U.S. Departrment of Health and Human Services
Fuad and Drug Adminjistration
Center for Drug Evalusation and Resoarch
Office of Phamaceutical Science
Office of Gonerle Drugs

WS vawee fda. gavrederdnbidelant him 0941 1200t
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Electronic Orange Book Query

search by Propristary Name:

{Type in part or all of name;}
3elect the list you would like to search:
4 Rx (Prescripton Drug Products}

" OTC (Cver-the-Counter Drug Products)
.. Disc {Discontinued Drug Products}

Suhn:l'i!_ I ..E ear I

Return to the Electronic Oranae Book Home Page!

wpsiweaw. Ida povicdersobldoes/ quarstn. hem 0% 172000
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*ropriviany Namce Searck
>roprietary Name Soarch Results from "OE_Rx" table far query on “paxil.”
IE

Appl RLO Activa

Dosage Form; Strength
Ao Lodo Ingrediant Route
120710 Yas PAROXETINE SUSPENSION; ORAL EQ 1CMG
HYDROCCHLOKIUE BASE/SML
BellERE] Mo PAROXETINE TABLET, EXTFND=D EQ 12.9MG
HYDROCHLORIDE RELEASE: CRAL BASE
320825 Ho PARJXETINE TABLET, EXTENDED EQ 25MG
HYDROCH_CRIDE RELEASLC; ORAL BASE
12c935 Yo: PARIJIXETINE TABLET. EXTENDED EQ 37.5MC
HYDROCHLORIDE RELEASE; ORAL BASE
220031 AB Nn  PARIXNE IINE TABLET; CRAL EQ 16MG
HYDROCGHLORIDE BASE
220031 AB My  PARIJXETINE TABLET: CRAL EQ 2CMG
HYDROCHLORIDE BASE
%20031 AB HNo PARCXETINC TABLET: ORAL EQ 3CMG
HYDROCHLORIDE BASE
220031 AB Yeos PARCXETINE TABLET; ORAL EQ 40MG
BASE

HYJROCHLORIDE

2eturn to Elecronic Orange Bogr Homre Page

Page 1 of :
Praprietary Applicant

Name

PAXIL GLAXQSMITHKLINE
PAXIL GR GLARGSMEI HKLINE
P;J_(IL C_R G_'LAXOS.MITH-I:(LI;E
PaXIL CR GL;KOSIIIT:KL-I-NE
PAXIL  GLAXOSMITHKLINE
PaXIL GI.;.xo;MI;H.Kr:N;
PAXIL  GLAXDSMITHKLINE
PAXIL  GLAXOSMITHIKLING

FDA/Center far Nnug Evaluation and Res=arch
OFice of Generic {}rugs
Duvision of _abelirg =nd Pragran Suppoit
Upczals Frequancoy:
Orarye Bock Data - Monthly
Genaric Drug Produst Informatien & Paton: Informaticn - Daily
Trange Back Data Updated Through July, 2005
Patent and Garerle Drug Produnt Rata Last Updated: Septarrper 08, 2006

Wpsfveww inessla fdz goviscriptsicdersobidoc saempin.clm
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Jzangze [exiak Desail Rocord Seach Pagc 1 of ©
iearch msuits from the "OB_Rx™ table far query on "020710."

Aclive Ingredient: FPAROXETINE HYDROCHLORIDE
Dzeage Farm;Roule: SUSPENSION; ORAL
Froprietary Nanme. PAXIL

Appecant: GLAXOSMITHKLINE
Sr2ngth. EC 19PAC BASESSML
Appucalion Number: 0207140

Proouct Number: o1

Approval Dawe: Jun 25. -987
Reference istec Drug Yes

RXOTC!DISCNE: RX

FE Code:

Patant mnd ExclL sivity 10T ior this product: View

et to Elsciron ¢ Orarnge Buok Home Psge

FDA/Cenas for Drug Evaluaticn and Research
e ef Generic Drugs
0 visicn of Label ng and Pregram Support
Jodate Frequency:
Orange Beok Data - Manthly
Generic Drug 2roduct Infarmation & Patent Information - Daily
Qrangs Book Daiz Updated Through July, 2006
Paten: and Generic Drug Prodact Dala Last Updated: September 03, 2006

s accessdata dli.goviscripsiaderubidaesiobdatail. efm 2 A ppl_No= 2R 7 IR TARLE1=0B 1x 0971 1:200¢
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*zeznt and TExclusiviy Search Results

latent and Exclusivity Search Resultz from guery on Appl No 020710 Pro<iuct 001 In the OB_RXx list.

>atent Data

Appl
No
122710
12971C
JZ371C
L0070
2120714
jzeFio
120710
2R A0
JZ0T10
120710
26710
zZeo
Jze o
Jz0
P v Lol
1207130

Prod
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N
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o001
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00l
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001

Patant

Nao
4F21 725
4721723 PED
57853140
57B449*FED
58311436
5811432G6°PED
5372132
98/21327PED
5900423
S9CQAZZ*rPED
6+21291
5321291
2121231°PED
E121281°PED
B13528%
B13232EBS"PED

sxclusivity Data

here is no unexplred exclusivity for this preduct.

widibora: informaticn:

Patent
Explration
DEC 29.2006

JuUn 23,2007
JAN B, 2009
JUL 08.2009
SEP 22,2015
MAR 22,2056
MAY 19.2015
MOV 19,2015
MAY 19,2015
NOW 18.2015
MeR 17,2017
MAR 172017
SEF 17,20°7
SEP 17,207
mMAaY 19,2015
NOW 19,205

Drug Substance Drug Product Patent Use

Claim

Claim

CTode

uU-285

uU-288
U-431

U-3s8
u.as28

Page 1 of .

1. Patents are putlished upon recolpl by :Fa Cranpge Book Staf ard may not reflact the official receipt cate as descaribed Ir 21
CEid 314 53(c)i5).

patent 2'ai-ns as submilied by -ta sporsor and ara detriled in the gbove iable
3. Pateats lisled piur lo August 18, 2303 are flagged with method of use clalms only as applicadle and subimited by Lhies

SpOnsor. Thcso palants Mmay nat be Aagged with respedt to other dalms wnlck: may apply

2. Patents submitted cn FDA Fomr 3542 and lisied after Avgust 28, 2003 will heve cne to three peient cades irdicating saecfic

4. TFED and PED represant pediairic excluslvily. Paterts wilh pediat-ic sxclusivity granted efler August 18, 20C3 will be
infycAared with “PeD as wae done priar te August 138, 2003, Patents wilth *PED added after Aagust 18, 2003 wil nol contain
any information ralative to the pa:ent #s=lf other thar the *FED extens on. infomation ralated spec heally o ihe patant will be
vunveyud on the original patent only.

5. U.S. Patenl Nos. RE264381 and RF3A520 are keing relisied for Zocor {NDA, 1%-76E) pLrsuanl 1o the wacision anc relatad
ovder in Ranbaxy Labs. v. Laavitl. No. 05-1338 (D.D . April 30, 2006) Thne *4d1 and 'S20 patents w il remaln Isied In
Approved Druy Products with Therapesutic Equlvalence Evaluations urti any apslicatla pericds al sxclusivity pursuani to
secton S05(KS)Biv) of the Federal Food, Drug, and Cusrrdtic £ hava baen triggarad and run, unless the sgency’s
eopsal of zhe decision to the U.S. Sourt of Appeals for the District of Calumbia i3 dacided in the agency's favo- before the
exclusivity pericds have cxpirsd. Whila the pstents remain listed. any sew or pending ANDA referencing Zoccr must contain
patent certf.catlons to these patanie. For addilional infornation on thls matter, please iefer Lo Docked Nes. 2065P-0008 ard
20000046,

mpriwaes accessdala. (dagonviseniplsederfobidocs/patexclunew. cftnZAppl_Ne=0207 F0& M roduct_No=001_. (%1 1,200t
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Purpose of Paragraph IV Certifications
and Notice Letters (continued)

= Types of Certification Letters

21 U.S.C. § 355 ()(2)(A)(Vii)

Paragraph I, No Listed Patent

Paragraph II, Patent has expired

Paragraph III, Will Wait for Patent to Expire
Paragraph IV, Patent Not Valid or Not Infringed

St. Onge Steward Johnston & Ree
. R‘ o J

ns LLC



Purpose of Paragraph IV Certifications
and Notice Letters (continued)

Combining Different Paragraphs in Single
Certification

First, Certification is Sent to FDA

= Includes Statement Applicant Will Send Notice Letter,
355(3)(2)(B)(i)

= Within 20 days of FDA receipt of new filing; or at time
of any ANDA Amendment to Certification,

355 (J)(Z)(B)(H)

= Notice Letter to each patent owner and holder of
approved application (NDA),

355 (3)(2)(B)(iii)

(multiple patents can mean multiple patent owners)
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Purpose of Paragraph IV Certifications
and Notice Letters (continued)

= Dates Triggered by Notice Letter

45 days for NDA and Patent Owner to Sue Applicant

If Lawsuit filed, Automatic 30 Month Stay on Final FDA
Approval unless lawsuit is resolved

Benefit 180-Day Exclusivity Period

= First ANDA filer is entitled to 180-day exclusivity over
subsequent ANDA filers

= “"Authorized Generics”
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters

= Minimum Statutory Requirements, 21
U.S.C §355 (5)(2)(B)(iv)
Notice shall

= (I) state application contains bioavailability or bioequivalence
studies

= (IT) “include a detailed statement of the factual and legal
basis of the opinion of the applicant that the patent is invalid
or will not be infringed.”

= Where does this “opinion” come from?
=What is a "detailed statement”?
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters (continued)

= Where does this “opinion” come from?

Inside Attorneys
Outside Attorneys
Suppliers
Should Come Early in Development Process
= Little Guidance on How Detailed is "Detailed Statement”

FDA and Courts have both punted

Must have some rational reasonable basis

= Baseless non-infringement/invalidity position could be basis for
willfulness (attorney fees)

= Typically reflects a patent opinion letter
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters (continued)

Non-Infringement
= Patent claims control, each claim important
= Only need one missing limitation (Literal/ DOE)
= Types of Patents
= Composition/Molecule (API)
= Formulation
= Dosage Form
= Method of Manufacture
= Method of Treatment
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters (continued)

Invalidity/Unenforceability

= Types
= Anticipation
= Obviousness
= Enablement
= Fraud on Patent Office

= Difficult to prove, because of increased burden

= Strategically not as effective against competitors
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters (continued)

= Strategies for “"Detailed” Statement

Fewer Facts, Detail and Argument
= May provoke lawsuit
= Does not reveal litigation strategy
= Narrows potential discovery
= Risk willfulness finding
More Facts, Detail and Argument
= May avoid lawsuit by showing strength of case
= Needs to coincide with litigation strategy
= Broadens potential discovery
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Requirements and Strategies for Paragraph
IV Certifications and Notice Letters (continued)

= Offer of Confidential Access
21 U.S.C. 355 (3)(5)(C)(i)(III)

ANDA Applicant offers confidential access to application to
allow evaluation for possible infringement

Separate document
= Includes contract terms similar to those in a Protective Order

= Limits persons entitled to access and use of information

= Other terms: disposition of information, accidental disclosure,
choice of law, signature confirmation of agreement to terms

Permits ANDA Applicant to file a Declaratory Judgment
Action after 45 days, 355()(C)(i)(I)(cc)
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Effect of Certification and Notice Letters
on Litigation

= Use of Certification and Notice Letters at Trial

Positions during litigation should be consistent with
reasons for non-infringement and invalidity given in Notice
Letter; inconsistencies can weaken legal arguments

Notice Letter can be Evidence of non-willfulness by
showing due care and reasonable belief patent is not
infringed or invalid

= Narrows discovery issues and Waiver of attorney client
privilege communications

= Must have good faith belief of non-infringement/invalidity at
time of filing ANDA
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Effect of Certification and Notice Letters
on Litigation (continued)

= Difference Between Opinion Letters and Notice
Letters

Opinion Letters are sent between Attorney and Client and
are protected by Attorney-Client Privilege

= Can include information sent by Inside Attorneys as well as
Outside Attorneys

Notice Letters are not privileged communications and are
subject to discovery

= Notice Letters should be marked “Confidential” and include a
confidentiality statement to protect information in “Detailed
Statement”
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Effect of Certification and Notice Letters
on Litigation (continued)

= Pre-Launch Litigation v. Post-Launch Litigation

Pre-Launch
= Filing of ANDA is act of infringement
= No monetary damages

= Relief is an injunction against FDA final approval and sale of
product

Post-Launch

= Commercial Litigation (make, use, sell, import, offer to sell)

= “"At Risk Launch” Monetary damages based on sales (trebled
if willful infringement)

= Injunction against continued making, using , selling
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CONCLUSION

=Involve Lawyers Early in Drug Development Process
and be confident in your non-infringement and
invalidity positions prior to filing ANDA
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