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Rockville, MD 20852 -
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RE: Citizen Petition

Dear Sir/Madam:
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Please find enclosed Mylan’s Citizen Petition requesting the FDA to prohibit the
marketing and distribution of “Authorized Generics” until the expiration of the ﬁrst generic

applicant’s exclusivity period.

If you have any questions, please do not hesitate to cci)ntact, us.

cc: Janet Woodcock, MD, Center Director

Daniel E. Troy, Chief Counsel

2 004P- 0075
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Human Resources (304) 598-5406 Prociuct Development

Sincerely,

Stuart A. Williams

Gary J. Buehler, Director, Office of Generic Drugs
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February 17, 2004

VIA FEDERAL EXPRESS

Dockets Management Branch

Food and Drug Administration
Department of Health and Human Services
Room 1061

5630 Fishers Lane

Rockville, MD 20852

CITIZEN PETITION
EXPEDITED DECISION RE UESTED

The undersigned, Mylan Pharmaceuticals Inc. (“Mylan”) submits th1s Petition
under section 505 of the Federal Food, Drug and Cosmetic Act (“FDCA™), and 21 C.F.R.
§§ 10.30 and 10.35 to request the Commissioner of Ifood,and Drugs (hereinafter, the
“Commissioner”) to prohibit the marketing and distribution of “authorized generic”
versions of brand name products, until the expiration of any 180-day generic drug
exclusivity to which an ANDA applicant is entitled. (“Authorized generic” is a term of
art commonly used in the pharmaceutical industry to describe a drug produbf which is a
private label version of a brand name product supphed by the brand company. .) The basis
of this petition, as discussed in more detail below, is that authorlzed generic drugs are the
same as true “generic” drugs, and therefore, should be prohlblted from being marketed
during the exclusivity period. Allowing an authorized generic version to be marketed
during the exclusivity period is contrary to the letter and intent of the law. Because
Mylan and other ANDA holders are eligible for 180- days ‘of generic drug exclusivity for
“true” generic versions of several brand name drugs Mylan respectfully requests that
consideration of this Petition be expedited.

BACKGROUND

The first sponsor to file an abbreviated new dmg application (“ANDA”) for a
reference listed drug containing a challenge to the innovator’s listed patents covering that
drug product (“Paragraph IV ANDA”) becomes ehglble for 180-days of exclusivity
under 21 U.S.C. § 355(G)(5)(B)(iv) as to that product. Accordmgly, under the FDCA, any
subsequent ANDA applicant for that product would be 1nehg1ble for final approval until
180-days after the first commercial marketing of the product by the first Paragraph IV
ANDA applicant. 21 U.S.C. § 355(G)(S)B)Ev)(D). (For Paragraph v ANDA applications
filed before December 8, 2003, a final decision finding the patent to be invalid or not
infringed will also trigger the exclusivity.) The Conngessmnal intent of the exclusivity
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was recently highlighted by the Umted States Court of Appeals for the District of
Columbia. The Court noted “[t]o encourage the marketmg of Tow-cost generic drugs, the
1984 Hatch-Waxman Amendments to the Federa} Food Drug, and Cosmetrc Act grant
companies that successfully challenge drug patents ‘the right to sell thelr gener1c ‘drugs
without competition for 180 days.” Purepac Pharmaceutzcal Co. v. T ommy G Thompson,
et al., No. 02-5410, slip op. at 2 (Fed. Cir. January 20 2004) The emerging trend of
marketmg “authorized generics’ durlng the first generlc apphcant s exclus1v1ty period
will negatively affect the incentive given to generic manufacturers to challenge drug
patents. Publicly available information evidences ‘that brand companies have entered into
nuUMErous arrangements under which authorlzed generlcs WIH be Iaunched upon the entry
of a true “generic”. ,

A. Action Requested

This petition requests the Commissioner to prohlbxt the marketing and distribution
of “authorized generic” versions of brand name. drugs until the expiration’ of the first
generic apphcant s 180-day exclusivity period. The FDA has ample authority under
several prov1s1ons of law and regulations to prohibit the marketlng of such drugs during
the first generic applicant’s exclusrvxty period. Accordlngly, Mylan urges the FDA to
implement an authorized generic approval requirement, which would prevent the sale of

an authorized generic until the expiration of the true genenc apphcant s exclusrwty“

period.

B. ‘Statement of Grounds

Under a typical authorized generic scheme, a brand company hcenses a drug to a
company while continuing to market the same drug as a “brand” drug. The licensed
product is manufactured by the brand company, but 1t is packaged with the licensee’s
label and NDC number. Most importantly, the license typlcally does not permit the
commercial marketing of the product until after the commercial marketlng of the first
true AB-rated “generic” product has begun The arrangement 1s de51gned to crlpple the
Paragraph IV ANDA applicant’s exclusivity. :

Authorized genenc agreements are structured so that the product cornpetes with
the true “generic” version as opposed to competing agalnst the “pbrand” "W1th respect to
marketing and pr1c1ng The classification of authorized generlcs as true ¢ generlc drugs
though misleading, is critical to the brand company s sfrategy for entermg into such
arrangements. Because authorized generlcs are the “exact same drug (known 1o be
manufactured by the brand company), they are belng treated in the same manner as an
AB-rated “generic” drug, thus allowing unrestrrcted substl tion. In addition, by usmg a
generic pricing structure, authorized generlcs are dlrectly competmg with true ¢ “generics”
with respect to cost to consumners and relmbursement and rebate calculatlons by the
government. The companies entering into these transactlons “believe they can freat the
product sold to the licensee as a generlc for marketmg and pr1c1ng while avcndmg the
regulatory approval process undcr the FDCA
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-The FDA has Vlewed autha?tf“ geneﬂc i ‘ﬂ‘e aenerrcs On August 9, 7000
Teva Pharmaceuticals USA, Inc. (“Teva™) submitted g citizen petition requestlng the
FDA to determine that Mylan’s marketing of Pfizer’s erzctend‘ > re}ease nifedipine tablets
triggered Mylan’s 180-day exclusivity. See Teva’s Crtlzen tition (Docke't No. 00P-
1446, August 9, 2000). The FDA agreed with Teva and most 1mportantly noted that
Mylan’s Chairman, CEO, and President stated in a press release that Mylan was going to
be the first company to’ offer its customers a generic extended-release product. See
FDA’s Response to Teva’s Citizen Petition (Docket No. 00P-1446, February 6, 2001).
The FDA explained its ruling by stating that “whethéer Mylan markets the produc[t]
approved in its ANDA or the produc[t] approved is Pﬁzer s NDA is of little 1mport to the
statutory scheme; Mylan has begun commercial marketmg of gene[r]rc mfedlpme
permitting Mylan to market mfedrplne without trxggermg the beglnnmg of the exclusivity
would be inconsistent with the intent of the statutory’ scheme.” Mytan Pharmaceuticals
Inc. v. Tommy G. Thompson, et al, 207 F. Supp 2d 476 ND.WV. 2001) The
consequences of FDA’s actions resulted in converting an NDA under sectron 505(b) of
the FDCA into an ANDA under sectlon 505(]) ‘

Mylan believes the FDA has an obhgatlon to 1mplement a pohcy which is
consistent with exrstmg laws and regulauons to prohrblt the marketmg and distribution
of authorized generics until the expiration of the first” generlc ‘applicant’ s exclusivity
period. According to the FDCA, all AB-rated generré drugs must be approved by the
FDA as bioequivalent to the reference listed drug pnor to marketmg See 21 US.C. §
355(j). Although authorized generics lack the requrred AB- ratmg, they are perrmtted to
be marketed in the same manner as an AB-rated generlc and therefore, are fully
substitutable for the brand drug. Autﬁorrzed generlcs are allowed to be marketed as
“generics” for purposes of pricing and rermbursement/rebate calculatrons Mylan
believes, therefore, that authorized generics should be requlred to follow an approval
process prior to marketing.

~ The approval process need not be a burdensome requrrernent for erther the FDA
or the authorized generic appflcant For example the FDA could require the authorized
generic apphcant to submit a one-page app’hcatron to 1dent1fy the drstrrbutor and
manufacturer of the drug. If it is determined that no generic applicant is eligible for
4 exclusrvrty, the FDA would grant final approval to the apphcatlon On the other hand, if
a generic applicant is eligible for exclusivity, the FDA would” give tentatlve “approval to
the application until the exprratron of the first genenc app1lcant s exclusrwty perlod
In the alternative, the FDA could 1mplement a pohcy wh1ch requrres authorized
generics to be listed with the FDA (as currentIy requlred by the FDCA and 1mp1ernent1ng
FDA regulations) prior to commetcial rnarketmg “and fo wait until the’ explratlon of the
first generic applicant’s excluswrty period to market and distribute the' ‘authorized
~generic” version. Section 510 of the FDCA and 21 CFR part 207, requlre all
establishments (e.g., manufacturers, repackers and relapelers) upon first engagmg in the
 manufacture, preparation, propagation, compounding, or processing of human drugs to
register their establishments and submit hstmg information for all drugs in commercial
distribution. In addition, registrants must update hstlng 1nformatlon every June ‘and



December of each year to 1nclud<. mrormatlon fo g that have not been prev1ously
listed. See 21 U.S.C. § 510, see also 21 CFR. part1"2f)'7 “The failure to comply with
section 510 of the FDCA renders drugs misbranded. See 21 US.C. § 5(52(0) The
submission of this information heIps the FDA mamtam ‘a catalog of all human drugs in
commercial distribution in the United States. Bas“ onf existing statutory requlrements
the FDA could 1mplement a pohcy which would requlre Ilstmg of authorlzed generics
prior to commercial marketing and prohibit entry into the market until the explratlon of
the first generlc applicant’s exclusivity perlod
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The concepts discussed above are respectfully submltted as suggestlons Mylan
understands that the FDA may choose to implement a dlfferent procedure which

accomplishes the same objective. Mylan requests that ths very important 1ssue I‘GCGIVC
expedited attention.
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C. Environmental Impact
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The actions requested hereln are subJect to categorlcal exclusmn under 21 C FR.
§ 25.31.
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D. Economic Impact

An economic impact statement will be submltted at the request of them
Commissioner. "
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E. Certification

’ Bt i o
The undersigned certlﬁes that, to the best kno ge and behef of the
undersigned, this petition includes all information and views on which the petmon relies,

and that it includes representatlve data and mformatlon known to the petl‘uoner which is
unfavorable to the petmon : -
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Respectfully Subnutted

\CCbruam 17,2004 o WMM/

Date i Stuart A. Wﬂhams o
~ - Chief Legal Ofﬁcer
Mylan Pharmaceutlcals Inc.
~ 781 Chestnut R1dge Road
L Morgantown WV26505
1. i
D TeIephone (304) 599 25
1Facsun11e (304) 598 5408
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cc: wiencl.  Janet Woodcock, MD, UEhter Directt ;
Gary J. Buehler, OGD Director o :

Daniel E. Troy, Chief Counsel

3 ¥
, .
i 3
N i
’ H
1 4
1 i
¥ Kl
" i -
H b
N a
e i -
k ;
: {
. i
i ¥
3 .
IR
H 1]
B - H
¥ L
H
; i
:
- IS W
,
‘

'
1
k!
q
H

§-
4
[ §
i .
P .
f J N -
i o e
% i
) i M
i .
i - ]
f M -
[ ] ” -
o s
d
B B 2 i
¢ )
i
: i
H 1
H i
5 4
T L]
: - -
o -
I -
N 0
H
. !
i .
¢ i
H i
v :
£l
%
- i
H i
£ B
z 4
vk 1
¢ - 13 ”
11 K P
]
- 1,
i
. ]
: i
3 - . o
H f
i 1
: ;
» o
: i
“
s
B W
} .
H 4
- 1
: M
. ¢
- 4
'




