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- days before the begmmng of or aur

~ Food and Drug Administration -
15630 Fishers Lane :

~ Room 1061 (HFA-305)
* Rockville, Maryland 20852

Re: Dkt No. 0IN-0103 -1'““’,"*"7‘:,’; e

' Intersectlon of 180-I

e ST . Faulding Pharmaceuticals

200 Eimora Aveniie - '
- Elizabeth, New Jersey 07207

and Pediatric Exclusxvf :

: k Pharmaceut:cal Co

| 'Dear Sir or Madam:

— Faulding Pharmaceutical Co.

(F euldmé) s‘zlbm1ts these comments in

eresponse to the Food a:nd Drug Ad:mmstratlon s FDA’ s) notwe pubhshed in

a8 the-Federal Reglster of May 21, 2001 66 Fed R?eg. 27983; Then‘otlce

i
i

‘invites comment on “whether peﬁia

‘ consecutlvely with- 180—day generic

A exclusivitt‘yiruﬁs ‘eonCUrreﬂﬂy or

:lrug exclus1 vity when a favorable court -

[ dec1sxon in a paragraph v patent ctﬂftﬂenge laws1 it is| 1ssued less than 180

The comments demonstrate that the

5 exclusivity have no effect on the Ha

" for abbreviated new drug applicatio

1g the pedlat ic e);icluslwty period.”

mtent of Congtess was that pedlatnc

e \ i
'ch-W X seffectlve date prowswns

3 (ANDAS) h)ther than to pr0v1de six

months of additional protection to NDA appli },a{ S as an incentive to

conduct pe;iiatrie drug studies.”

O/N-0/03

s
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To carry out this in’tentﬁ FDA s'héuld ;

¥

1nterva1 sufﬁ01ent to cancel any effcc “

| and 180 day exclus1v1ty should run cqmsrecut‘ch;

Backggound
1. Hatch-Waxman Act

A.

and Cosmetic Act (FDCA) to authonz

§ 355@)1_ » ANDAs rely oﬁ FDA’ s‘kﬁnni‘mg of safety|

in a full NDA under §§ 355(b) and (c).

i ht of reli

o'fpcdiéutric

‘ Thc Hatch— f

fl

ay 4 R

y gcnenc drug excluswlty by an

3‘ cxclusw1ty, ie. pcdlatnc cxclus1v1ty o

Vaxman Act amended the Food, Drug,

e approval of ANDAs for gencnc drugs 21 U S.C.

| and? effectiveness fo_r a drug approvcd

In exchange for granting this
inciuded two provisions beneficial to

certification to any patent that claims

\]DA app]'

the NDA ¢

§ 355(G)(2)(A)(vii). A paragraphIllc
approval until patent expirati'oh. A pTa
will not be infringed permits the ANE A

However, the ANDA applicant must §

cruﬁcatlo

rovide no

graph IV o

approvi

icants.’
dru

n de

?“éat‘o generic drug applicants, Congress

First, ANDAs must containa

& on which the ANDA relies.

fers the effectiveness of the ANDA

tification that a patent is invalid or -
0 be made effective immediately.

to the NDA applicant and patent

owner, who can sue the ANDA applic

30-month dcfcrral of effective ANDA:

1 All cifations designated “§ arg

approi}al

1021 U.S.

ant for ;im’ﬁi

&l#‘

Congress also provided patent
that was the basis for the 1984

term resto
law. See

§

(@)

Ta
351

ement and obtain an automatic

§ 355GV, )(B) and

I
|

sl .
unless otherwise noted.

|

ion, as part of the larger- compromlsc
S. C § 156.

e
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. approvals) of 5 years (for new chem1

G)(S)(B)(iii)tg Second, NDAs can»qﬁjluryqu exclus

NCES supported by new and essentlalr

by 'making a,parag‘raph IV cerﬁﬁcaﬁofi; The;ino‘e ::

during which approval of aisubscquenft ANDA 1ha

certification cannot -he‘made effective

pe'riod is triggered by ihe_ earlier of tw

applicant’s ANDA, ora court decision that the |

clinical inve

sivity periods (against generic

al .'e"n'ti‘tiesj (I\lCEs )) or 3 years (for Changes in non-

" ’;tigétions). § 355@)(5)(b5(ii)~;(iv)j.

' CongreSS provided an‘_i‘ncentiyrk“ﬁ'fora gen erlc drug company to challenge a patent

ive con51sts of a 180- day period

also contams a paragraph v

8 355(j)(5MB)(1V) This 180- day exclus1v1ty

0'events: m 5"

: Begi‘nnilng !

2. Pediatric Exclusivity .‘:

legislation to provide an incentive for

the use of drugs in children. See Bett

drug manufa

T Pharmabe {

Cong. (1992). The 1997 FDA Moderhi

u7at1 on Act

exclusivity” in exchange for the subn

3 If the patent is found to be vali

ssion of ped;

i and infring

ketmg of the genenc drug under the

patent 1$r invalid or not infringed.

n l§92, Congress considered

turers to developjscientiﬁc data on

'cals for Children Act, S. 3377, 102d

FDAMA) authorized “market

atric studies in NDAs. § 355a. The

 exclusivity consists of a 6-month extension of any exist{i‘ng period of Hatch-Waxman

|
|
I
I
|
|
[

2d, the effectiveness of the ANDA

approval is deferred until expi

ation of the p

atent.

i
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‘exclusivity or patent associated marke

: exclusivity;: § 355a(c).

Pediatric exclusivity is added to

“‘deeming” »tﬁe vori’ginal period“to‘ be a
| chemlcal entltles ‘“is deemed to be five
§ 355a(c)(1)(A) Pedlatne exclus1v1ty
stating that the protectedfperiod “shall

§ 355a(c)(2).

B. Generic Drug Exclusivit

protection,

Hatch—W‘
month 16
’ years.. ,aiit
1s’-added‘1“

_Be‘ extend

axman
ng

i si;

ed

and ¢

1
>

X MQa

by a

y Must be H

CT-pe

fany period of ophan drug

or orphan drug exclusivity by
riod, e.g., the ex‘clu‘sivity for new

nths rather than ﬁv‘e years.”

o ;ﬁptent associated ‘market protection by

period of six months.”

nized with

- Pediatric Exclusivity

The 180-day generic drug excl%us'ivity per

10(

fents that b

~ generic drug companies to challenge p

successful patent challenge eliminates

formulation, and fpossibly for all gener

Subsec_:tion (c) creates pediatric
approved NDAs. Tt is in that si

|

exclusivity

to conflict with 180-day generi¢
granted for pediatric studies in

 drug ex: Tug
NDAs an

fuation that pe

vity.

was

‘intended to be an incentive to

|

v
dia

ic versions of the,

I
vhen
tric exclusivity has the potential

they|

ocked generic drug marketing. A

a patent Ban Ler; at least for the challenger’s

listed NDA drug.

pediatric studies are submitted to

. Pediatric exclusivity is also
are first approved. § 355a(a).
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apphcant entlﬂed to 1t Althoug hlS
b l ""Hatch—Waxman provisions as enacted

comprormsew.' Congressvmayi‘n'ott haVe

Ly 51ibdm~ayfj'fr ;

in 1984.

" legislation would work in all possible

~assume that, fecogni'zihg that eoﬁlproJiﬁses' are |

effect to the 1984 law as written, incly

" in some circumstances by operation o

The same cannot be 'said of for

FDA interpreted the pediatric exclusi

180-day exclusivity. Unlike the 1984

years after the Hatch-Waxman Act is

obhgatlons and rewards of NDA and

was to encourage NDA applicants to ¢

drug exclusivity as runningﬂcbncurren
~ exclusivity period would do just that.

+ of the paragraph IV ANDA entitled t¢

. the effective date of ANDAs subject 4

outcomez](é fajmmalous itis. a pro uct of th

circumstance

'alw ays be usable by the ANDA ‘

' The Hatehf,WaXmanff Actﬁwas a legislative

foreseen how the specific provisions of the

s. However, it is reasonable to

erfect, ;Cong'ryess intended:FDA to give

- 'workings of the Hatch-Waxman provi Fions. Neve!

that exc

/ity provisior

lajy, the d» ' “

not a compre

tdihg forfs 31tutre of 180-day geﬁ’eric drug eerdsivity

f the Hatch-"ﬁlaxmaq prOvisio'ns\them'selves.
feiture of l'1‘8 ;fi—daj}'f exclusivity that would occur if

| enacted in 1997 as further llimitin'g

exclusivity provision, enacted 13

hensive scheme balancing the rights,

generic dﬁm;appli(:ants.‘ Congress’s sole purpose

‘onduct pedia

This effec »

180-day &

studies, not to modify the internal

b"heles"s, if FDA interpreted generic

tly with pe Jtric exclusivity, the 6-month pediatric

d eceur because effective approval
ivity would be deferred, whereas

would not be, thereby
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2 the advﬁn e

- compressing or completely eliminatin

v ‘,ANDA’to“have‘.overlater_ s,

That outcome would be eontra y to Congfes;;ional intent. According] , generic '-

| drug and pediaitric exclu31V1tymustbe harmomz'ed?by interpreting éeneriedrdg‘ and

pediatric exclusivity as running conse :utwely, not concurrently.

FDA is Vﬁilly'authetzizl‘ed by the emof the F])CAto adopt this intetprefaﬁon. As

we show below, failure to harmonize generic drug d pediatric exclusivity would

produce results at odds with the inten of Congr =ssgand>/incon5i5tent with the objectives of

- both the Hatch-Waxman Aet and the ‘edlatnc e‘xeﬁasivi'“cy provisiohs. of the FDAMA. If

C

they occurred, these results would be ttributable t ‘the agency s making ¢ subsequent”

paragraph v ANDA approvals effect ve under § 3@5(})(5)(B)(1V) exactly 180 days after a

- triggering c'ourtfdecisidn, rather than deferring eff f,tlve approval to account for the

effects of pediatric exclusivity on the Zprevious” ! agraph.IV ANDA. Yet the statute

 itself does net require FDA to make SITbsequeht J As effective on the 180th day. It
_requires only that subsequent ANDAs be made offective “not earlier than” 180 days after

a triggering court decision. The agengy thus has a Qlextu.al basis for delajin‘g ,e'ffective

approval of later-filed ANDAS to pre ot ve the generic drug echuSivity of theaﬁrio‘rity

- ANDA.




o determmed in the ﬁrst 1nstance by whe
_precise questlon at issue.” Chevron ULS

- Inc., 467US 837 842 43 (1984) At

~ overlapping pediatric exclusivity affeg
reasonable on its own terms, but, as w|
‘ Cohgres‘s’ by preventing what would ol

* incentive structure that does not serve

5 ijockets Management Branch e
" June 20, 2001 ' T
- Page7 -

An mterpretatwn based on"the plain

cons1stent w1th the Chevron test that t] 1€ v ali

. Natural Resources Defense Council,

intent of Congress,” id., that FDA has

such authori

leasf as ti F]
v effectlvenejss‘ ofisub"sequent Paragraph IV AND: s, |

IY.

)A’J authority to defer the

there is an “unambiguously expressed

within its discretion under the FDCA

id. at 844-‘45. Adopting an interpretat]

resents, at

on of § 5

~effective_‘éppreval of later-filed pafa;

phIV AN |

exclusivity provisions of the FDAMA{

iﬂ

jost,

Whether FDA’s exercise of that authorit ‘infa given case, _dr category of cases, is

question of reasonableness. See

lU)(?(B) and 35 -'5_(0) that defers
As byan intervel equal to any

ting the prio ty NDA would not only be

. now explain, it would give effect to the intent of

sviously be distortion of the Hatch-Waxman

a.hy discernil ?le objective of the pediatric
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Relatlonshm of the Hafc- ;

1 The pedlatrlc exclus1v1tv dﬁft ! gstra1 odi

| the proposed Better Pharmaceutlcals f

| as S. 3337. Under the bﬂl 1f an’ NDA

fap;;ﬁoaht

oT Chlldre 1 NGt

b

. .-defer effective _app:oval of an ANDA

under the applicable provisions of” thy :

“subsequent” paragraph IV ANDA we

initil “the e

FDCA.

uld have

In 1996, in S. 2178 and H.R. 42

‘incentive was changed to the one inco

- modified approach eliminated the freestanding 6

adding 6 months to existing exclusivif
“approach, Congress specifically identi
~ and attached 6 months to each if the a

submitted pediatric studies.

'p,ediatric study incentive to existing,

cpngressio

bee

“;,h;ltl
3337,

5s of

1 de

77, the ar

y and pate

pt

nt

pach

-

-m :)"Ivlthb

ified all existi

policant fo

This change carried out the legislative polic;

1a]

g €

r the NDA entitled to such a period

y-€s

ed pedlatrlc studles FDA was to |
n of 6 months from the earhest

- date on which the?,aoﬁroval of suchapuiiieationt. _i,oulg otherwise be: made effectlve
\ § 2 (proposed § 355a(a))

Except to defer its availability, this acﬂiros's4the-boamd .to\.‘.ling apprOach‘would‘fHave had no

effect on generic drug exclusiVity: ;The‘ :effeCtivenef "both the “previous” and the

ferred by 6 months.

to the pediatric vexclusivity‘
i)orated in‘ltlLLe FDAMA as enacted in 1997. The
exelusivity incentive in favor of
etlated.‘protection peﬁods. In this

xclusivity andprotection periods,

decision to limit the scope of the

tablished categories in which




~tolled for 6 months‘;;; '

of deferral. There is no indication tha

technical reasons. The Hatch-Waxman

g paragraph IV ANDA were éxtended b

unchanged the effectxveness of all AI D s

As a stnctly mechamcal matter

- ‘effectiveness of all ANDAs w1thm a category, §;J

mth"”hanllte

51'{01‘1iﬁg n‘ﬂé -l'{o further defef the

Sain d1v1dually enlarged each penod

an:

th1s draf

3

teehmque was adopted for any but

L

‘dlug prov151ons of the FDCA are

intricate; the chances of inadvertent cg

Hatch-Waxman peﬁod.

) and orpllap :

nfusion’ wer,

afters of

In adopting this approach, the

‘l_anguage saying that the effective date% of both tlie

unnecessary to do so, because they asﬁTJmed that

5 .For instance, a general tolling

approvals subject to an existing Hatch-Wax n
5-y

issue of interpretation with res
provision for new chemical en

submission rather than the effe¢tiveness of
§ 355()(5)XD)(ii). By restating|the S-yejF P

§ 355a(c)(1)(A)(), this issye w
pediatric extension for each Ha

and others to interpret a more general tol

v 6 months.

§3

le further

'the’

e redue’ed by’modlfymg .each ‘

S Sa(e); did not ineotporate specific
pfevlous and the subsequent
drafters may have believed it was

extensions would occur

ferring the effective date of all ANDA

an deferral would have raised an

sct to the :
ties, which i

ar ~l{atoh—Waxman exclusivity
defined in relation to ANDA
NDA approval See

|

riod as 5 1/2 years,

. Spelling out the mechanics of 6-month
1 period eliminated the need for FDA
ing rule for ANDA effectiveness.
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“shall

(B) If the drafters d1d not 1ncIude words th 1t

thelr faﬂu;re to do 50 is plamly a technica omi

g »““deﬂmning thf?f‘C'ong17«.3s_sifonally‘‘rrl’a1’1j ate

‘ as«enactéld in 'thé‘ 19‘84:vléw-.“ L

°rms "éihdt"condmons for 180-day excluswlty _

2. The intent'of,CQngrcSS must

~statute in reaéhirig its preliminary con

consecutively to pediatric ‘exctlusiifitn}'l;
letter pointed to court decisions that i
- FDA concluded that, in light of the col

guarantee that the 180-day period wou

Plaisier letter at 4.

.‘ﬁeggi"ven

‘lusion that

: ctFDA focused on the wrong.

3hentc drug exclu81v1ty does not run

That conclt ?ion ,Was explamed m a letter from

validated

E may not support an interpretation that
| specific ways that were ‘the’subj ect of’
Hatch-Waxman Act that is the source

*pediatric exclllsivity. In enacting% 35

>f the prol

5a, Congr

rt decisi%ns

‘Melinda Plaisier to Senator Orrin Hat(gp dated F :iv‘b' 1ary22, 2001 (“Plaisier letter”). The

agency interpretations of § 355G)(5)(B)

- intended, in part,»to; preserve the value| ‘fof 180-da§y exclusivity. According to the letter,

“‘the statute, as written, did not

Id be of use 1;30f the applicant who receiVed it.”

But those court decisions related to the Hatch-Waxman Act. As written, that law

preserves fthe”vah(& of 180-day cXcIﬁsivity in the

hé;court cleciSibné';‘ However, it is'not the 1984
?leﬁn at iSsue, b‘ﬁt the 1997 law adding

ess|clearly intended not to change the
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~ mechanics of the Hatoh-Waxman

= .inténdéd‘, only to add a Glmonth mce

 Children Act was first introduced in

ad

This is clear from the legislative ot

, Sp‘eni.ﬁc'ally;;~~the 'Bejt:te'rv !
draws on our successﬁﬂ
0l

exclusmty provision
. Cosmetic Act to grant ¢
-products for which FD|

- conducted.®

A House sponsor stated in 19

. Thisbill would estabhsE a 6-month

- exclusivity for new dru
pediatric studies at the 1
Human Services. Such

- out of an important part

Congress in ||

als.
with

Pharmaceut
experience;
the Federal
» months’ ;market
A-approved p

4 .

s whose
request of

m

the

'In 1994, Senator Kassebaum s

ated:

[T]ogefher with Senator

introducing the Better Pharmaceutica

This legislation provides

pharmaceutical companr;es to conduc

drugs which are develoj

L6

7

138 Cong. Rec. S16999 (daily
140 Cong. Red. E935 (daily ed

ed pnma{jly

ed. Oct. 5, 1992)

| patent protec

tive for Jeﬂiatric

992,

s Dodd, Hatch, at
Is fo
S a strong incentis
t pec

. May 16, 1994) (g

suudios,

. When the ,Bett,er_'PhaMacéuﬁCals for

\S‘en‘atcy_)r Kassebaum stated:

for Children Act
the marketmg

Food, Drug, and

ing exclusivity for

ediatric studies are

period of market h
ufacturers conduct
Secretary of Health and
studies would lead to appropriate
labeling of drugs for treating childr ;

dren and take the guesswork
of medical practice.” ”

1d Simon, I am
r Children Act.
ve for :

liatric trials for

for adults. It establishes
a 6-month market exclusthy for pharmac

seuticals for which

(Statement of Sen. Kassebaum).

Statement of Rep. Kriedler).

..

-




In 1996 she stated

The Better Pharmaceuﬁc
~ need for pedlatne use data
 manufacturers to conduct
approved drugs Manuf

. the drugs most urgently
‘an extra six months mar
o takmg this type of partn

needed mformatlon on p

I think it is about time,

pediatric studies at the re
- Human Services.

' : f Health and Human Se es.?

ls for Chlld{j‘e

g an mcentlve to :

‘pediatfricjs udies for new and

cturers who
eeded by our

rOv"d'e" pediatri'eda r
chlldren would recelve e

et exclus vity for their product. By =

I'Shlp approac
sdiatric us esi

the extra_authonty to off

" to ensure that companies|

In 1997, vSenator’Dodd‘st_eted: i

out of children’s medic
Children’s Act is a simp
prov1des a fair and reaso

or this type 0.

‘conduct sucl

h studies.

*h, we can get critically -

Prowdmg the FDA' with -
‘encoura §ement will help

e
o

r. Pres1dent,, we took the guesswork
ine. The Better Pharmaceuticals for

e solution to this problem i

companies to make the

products for use by chil
of market exclusivity for

10

In 1997, Representative Waxm |

o it
Upon completion of the
Secretary, the manufac

10

11

142 Cong: Rec. S11992 (daily ¢

143 Cong. Rec. S4277 (datty ed.

en. It grants

stated: 1

d. Sept. 30’, 1

1able mar}(et meentlve for drug
tra effort needed to test their

an addltlonal 6 months

drugs which/have undergone
quest of the %ecretary of Health and

studies and|their acceptance by the
rer would be/granted an additional

140 Cong. Red. S4165 (daily e . Apr. 12, 1‘9945 \Statement of Seu'. Kassebaum).

996) (Statement of Sen. Kassebaum).

May 9, 1997)‘(Statement of Sen. Dodd).

143 Cong. Rec. E1093 (daily ed. June 3, 1997) (Statement of Rep. Waxman).




6 months of

the request of the FDA ,onducts pe‘ ‘jatrlc studles to support

pedlatnc labelmg for. a clrug, either

B approval apphcatlon iss wmltted o’r'»lf ter.

These statements of congress1onal mtent

the purpose of pedlatnc excluswlty was to add 6

orphan drug exclusivity or patent I‘el'dll:u' protect;
remained the same despite the change in drafting ¢

ANDA effectiveness to particularized 6-month el ¢

intended not to modify the internal workings of

months to the 'eﬁfective date of all ANDAs subje

~

certification provisions of that 1984 law.

step toward a bette
' Laddrtlonal ’

b ore] the new drug
2

over a ﬁlVC year penod make clear that

'? m ’ uth<. to ex1st1ng Hatch—Waxman and

ionf The fact that these statements |

4 sﬂategy from a generafl; tolling rule for

gements demonstrates that Congress

the {,Hatc h—Waxman Act but only to add 6

ct t J»thﬁ exclusivity and patent

The statutory scheme of the Haﬁch‘-Wax

an Act was care‘.ﬁllly crated to balance

_the rights and obligations of NDA holc ers and gene ric drug applicants within an

incentive structure that encourages both drug inn

~ Abbott Labs. v. Young, 920 F.2d 984,985 (D.C.

ovation ‘and price competition. See

Cnrﬁil}990). ‘The patent certiﬁcation

provisions for ANDASs were a key element of fhﬁl; 84 incentive structure. The 180-day

'exclusivity incentive was a central feature of tho

B

se ﬂ;rowsions.
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'FDA"S‘»I”"‘éhﬂﬁhéryiPosmmas stated in the Plaiser: 180-day
,} exclusw1ty 1ncent1ve When pedratrrc exclus-ivﬁ:yl L

.”“prevrous paragraph IV ANDA’S ear| lesteffeclive fa

i fparagraph IV ANDA Thls would be an 1mportant :bhan ge in the relatlonshlp between

o 1paragraph IV ANDAs It Would sxgm 1cant1y dmn 1sh the value of 180 day exclusrv1ty

‘to the priority ANDA appllcant whlle \Frovidingh win ;'Eall advantage to all subsequen

paragraph IV«ANDA apphcants. FDA s po'sitiof‘i E’ould in short drstort the 1ncent1ve

- structure of the 1'98'4~1?avv.“,

There is no evidence that Congress, in the 1997 pediatr‘iceXclusivity provisions of

the FDAMA, intended to make such a signiﬁcaTt c 1ange in the 180-day exclusivity -

incentive of the 1984 law. Ifthat had |peen its inte t1,> C(jngress woul-d'p'resumably have

explained the policy basis for‘\altering the generic drug excluswlty part of the 1984 law as

~part of adding a 6-month incentive for pediatric st Egiles See, e.g., Amer Hosp Assoc. v.

NLRB, 499 U.S: 606, 613-14 (1991) (‘If this arner% jment had been intended to place the

important limitation on the scope of the Board’s rule making powers that petitioner

- suggests, we would expect to find some expressio of that intent in the legislative .

history.”). But the five year legislative history of tf-w e pe dlatnc exclusrv1ty provrslons is.
devoid of any such explanation. Instead, there is clear e v1dence that Congress intended

2. S Rep. No. 105-43, at 52 (1997).




only to defer effechve,ANDA approv by
e 11m1t the deferral to ANDAs subJ ect tc
5 penods Thus, Congress pIame 1ntedﬁed not tof

,« subsequent ;paragre_tph IV ANDAs to, e ach other.
o exclusivity —vi‘.e.,’ the earliest effective|
: 6¥month.pediatric excluSiifity ofn‘-the pﬂﬁoﬁty‘ Al\

e ‘fprotection period under § 3‘55(]')(5)(B) (iii).
 cannot be legally defended, ‘gi\}en the

- “successful defense” and “court decision” interp

‘Congress in 1984. Instead, they involyed FDA j

- In defending ;:hose in_terpretations:-FD Adid not

‘whenever 180- day excluswlty is trigg

both an extended excluswlty penod unider § 355(

" The Plaisier letter points to the

, .
provision. In those cases, the courts hi

k

red withi]

text of the s

21d that FI

involved the effect of pedietric exclusiy

ity unde;

ali

To give effect to this intent, FA should defer th

& §355‘(i)(5)(13)(i<})"; by Ma{evef le‘:ngAgj o‘fti‘meks

as eStab

na

(j)$ 5)(D) ,and an extended patent related ;

b4

S

tute

rth

£,

DAL

meaning of the statutory language of the 1984 law.

; e relatlonshlp of pnont and |
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- authors of.thevpediatric echuSiVity se( t’i'on — all o‘fp?vhom have wrltten the agency to
_express their dlsagreement w1th FDA’)s prelumr_aﬁrj view — clearly 1ntended that the only
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