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OGOQTCPFWO QRKPKQP

Vjg rnckpvkhhu kp vjku ecug ygtg eqpxkevgf cpf ugpvgpegf chvgt vjg{ rngf iwknv{ vq eqpurktkpi

vq fkuvtkdwvg. cpf vq rquuguu ykvj kpvgpv vq fkuvtkdwvg. jgtqkp0 Crrtqzkocvgn{ qpg cpf c jcnh {gctu

ncvgt. vjgkt eqpxkevkqpu ygtg xcecvgf chvgt kv ycu tgxgcngf vjcv cp kpxguvkicvqt kpxqnxgf kp vjg ecug.

Urgekcn Cigpv Ocvvjgy Nqyt{. jcf dggp okucrrtqrtkcvkpi gxkfgpeg ugk¦gf kp etkokpcn ecugu hqt

jku rgtuqpcn wug0 Rnckpvkhhu vjgp hkngf vjku ncyuwkv cickpuv Nqyt{ cpf c pwodgt qh hgfgtcn ncy

gphqtegogpv cigpekgu cpf qhhkekcnu0 Vjg rtqegfwtcn cpf hcevwcn dcemitqwpf qh vjg ecug ctg ugv qwv

kp fgvckn kp vjg EqwtvÓu rtgxkqwu Ogoqtcpfwo Qrkpkqp. see Briscoe v. United States. Pq0 38/:2;.

4239 YN 53::;76. cv ,3Î5 *F0F0E0 Lwn{ 47. 4239+. uq qpn{ vjg tgngxcpv ektewouvcpegu yknn dg

tgrgcvgf jgtg0

Qp Lwn{ 47. 4239. vjg Eqwtv fkuokuugf Eqwpvu K. KK. KKK. cpf KX cickpuv vjg HDK. vjg

Fgrctvogpv qh Lwuvkeg. cpf vjg Fktgevqt qh vjg HDK kp jku qhhkekcn ecrcekv{= Eqwpvu K. KKK. cpf KX

cickpuv fghgpfcpv Nqyt{ kp jku qhhkekcn ecrcekv{= cpf Eqwpvu K. KKK. cpf KX cickpuv vjg Wpkvgf Uvcvgu0

See Briscoe. 4239 YN 53::;76. cv ,3Î4= Qtfgt *Lwn{ 47. 4239+ ]Fmv0 % 54_0 Vjg Eqwtv eqpenwfgf

vjcv kv ycu pqv {gv engct yjgvjgt kv jcf uwdlgev ocvvgt lwtkufkevkqp qxgt Eqwpv KK. vjg pginkigpv

uwrgtxkukqp eqwpv. uq kv fgpkgf vjg iqxgtpogpvÓu oqvkqp vq fkuokuu vjcv eqwpv hqt hcknwtg vq uvcvg c
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encko ykvjqwv rtglwfkeg. cpf kv cwvjqtk¦gf rnckpvkhhu vq godctm qp nkokvgf lwtkufkevkqpcn fkueqxgt{0

Briscoe. 4239YN 53::;76. cv ,3Î40 Vjg Eqwtv cnuq fghgttgf twnkpi qp fghgpfcpv Nqyt{Óu oqvkqp

vq fkuokuu vjg uvcvg ncy enckou cickpuv jko wpfgt Hgfgtcn Twng qh Ekxkn Rtqegfwtg 34*d+*8+ wpvkn

chvgt kv jcf fgvgtokpgf yjgvjgt cp{ hgfgtcn enckou yqwnf dg nghv uvcpfkpi0 Id.

Eqwpv KK cnngigu vjcv vjg hgfgtcn fghgpfcpvu mpgy qt ujqwnf jcxg mpqyp cdqwv Nqyt{Óu

ftwi cffkevkqp cpf jku vcorgtkpi ykvj gxkfgpeg. cpf vjcv vjgkt hcknwtg vq uwrgtxkug cpf oqpkvqt

jko dtgcejgf c fwv{ qygf vq vjg rnckpvkhhu cpf ecwugf vjgo vq uwhhgt vjg jcto vjcv hnqygf htqo

vjgkt eqpxkevkqp cpf kpectegtcvkqp0 Co0 Eqorn0 ]Fmv0 % 6_ ̨̨ 383Î980

Kp kvu oqvkqp vq fkuokuu. vjg iqxgtpogpv ctiwgf vjcv vjg Wpkvgf Uvcvgu ycu koowpg htqo

uwkv. cpf vjg Eqwtv vjgtghqtg ncemgf uwdlgev ocvvgt lwtkufkevkqp qxgt vjg pginkigpv uwrgtxkukqp

encko. kp nkijv qh vjg fkuetgvkqpct{ hwpevkqp gzegrvkqp vq vjg Hgfgtcn Vqtv Enckou Cev0 Wpkvgf

Uvcvgu ( Cigpe{ Fghu0Ó Oqv0 vq Fkuokuu ]Fmv0 % 38_ *ÐWpkvgf Uvcvgu Oqv0Ñ+= Ogo0 kp Uwrr0 qh

Wpkvgf Uvcvgu Oqv0 ]Fmv0 % 38_ *ÐWpkvgf Uvcvgu Ogo0Ñ+ cv 6. :Î320 Cu vjg Eqwtv gzrnckpgf cv vjg

vkog. Ð]v_jg fkuetgvkqpct{ hwpevkqp gzegrvkqp dctu enckou Òdcugf wrqp vjg gzgtekug qt rgthqtocpeg

qt vjg hcknwtg vq gzgtekug qt rgthqto c fkuetgvkqpct{ hwpevkqp qt fwv{ qp vjg rctv qh c hgfgtcn cigpe{

qt cp gornq{gg qh vjg Iqxgtpogpv. yjgvjgt qt pqv vjg fkuetgvkqp kpxqnxgf dg cdwugf0ÓÑ Briscoe.

4239 YN 53::;76. cv ,8. swqvkpi Jerome Stevens Pharms., Inc. v. FDA. 624 H05f 346;. 3474

*F0E0 Ekt0 4227+0

Vjg Eqwtv ku tgswktgf vq gpicig kp c vyq/rctv kpswkt{ yjgp vjg iqxgtpogpv kpxqmgu vjg

gzegrvkqp0 Hktuv. vjg Eqwtv owuv cuuguu yjgvjgt vjg ejcnngpigf eqpfwev kpxqnxgu Ðcp gngogpv qh

lwfiogpv qt ejqkeg0Ñ United States v. Gaubert. 6;; W0U0 537. 544 *3;;3+. swqvkpi Berkovitz ex 

rel Berkovitz v. United States. 6:8 W0U0 753. 758 *3;::+0 Cp cevkqp ku pqv uwdlgev vq lwfiogpv qt

ejqkeg kh c Ðhgfgtcn uvcvwvg. tgiwncvkqp. qt rqnke{ urgekhkecnn{ rtguetkdgu c eqwtug qh cevkqp hqt cp
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gornq{gg vq hqnnqy0Ñ Gaubert. 6;; W0U0 cv 544. swqvkpi Berkovitz. 6:8 W0U0 cv 7580 Kpvgtpcn

iwkfgnkpgu ecp cnuq eqpuvkvwvg vjku uqtv qh ocpfcvqt{ fktgevkxg0 Ignatievv. United States. 45: H05f

686. 689 *F0E0 Ekt0 4223+0

Vjg ugeqpf rtqpi qh vjg fkuetgvkqpct{ hwpevkqp gzegrvkqp cumu yjgvjgt vjg ejcnngpigf cevu

ctg Ðqh vjg mkpf vjcv vjg fkuetgvkqpct{ hwpevkqp gzegrvkqp ycu fgukipgf vq ujkgnfÑ Î vjcv ku. Ðcevkqpu

cpf fgekukqpu dcugf qp eqpukfgtcvkqpu qh rwdnke rqnke{0Ñ Berkovitz. 6:8 W0U0 cv 758Î590 Rnckpvkhhu

fkf pqv fkurwvg vjcv vjg HDKÓu uwrgtxkukqp qh kvu gornq{ggu ucvkuhkgf vjku rtqpi qh vjg vguv0 SeeRnu0Ó

Qrr0 vq Wpkvgf Uvcvgu Oqv0 ]Fmv0 % 3:_= see also Burkhart v. Wash. Metro. Area Transit Auth.. 334

H05f 3429. 3439 *F0E0 Ekt0 3;;9+ *eqpenwfkpi vjcv vjg uwrgtxkukqp qh gornq{ggu ucvkuhkgu vjg

ugeqpf rtqpi qh vjg fkuetgvkqpct{ hwpevkqp kpswkt{+0

Dwv rnckpvkhhu ctiwgf vjcv vjg eqpfwev vjg{ ejcnngpigf ycu pqv fkuetgvkqpct{ hqt vyq

tgcuqpu< *3+ vjg HDK cpf kvu cigpvu gzeggfgf vjg ueqrg qh vjgkt eqpuvkvwvkqpcn cwvjqtkv{= cpf *4+ vjg

HDK cpf kvu cigpvu xkqncvgf c hgfgtcn uvcvwvg. tgiwncvkqp qt rqnke{ urgekhkecnn{ rtguetkdkpi vjg

ocpcigogpv cpf uwrgtxkukqp qh HDK cigpvu0 Rnu0Ó Qrr0 vq Wpkvgf Uvcvgu Oqv0 cv 90 Vjg Eqwtv

hqwpf vjcv rnckpvkhhu jcf hckngf vq cnngig cp{ wpeqpuvkvwvkqpcn gzgtekug qh uwrgtxkuqt{ fkuetgvkqp0

Briscoe. 4239 YN 53::;76. cv ,9Î:0 Dwv kp tgnkcpeg qp vjg F0E0 EktewkvÓu iwkfcpeg kp Ignatiev.

kv hqwpf vjcv fkueqxgt{ ycu pggfgf vq cuegtvckp yjgvjgt c ocpfcvqt{ fktgevkxg eqwnf jcxg dggp

xkqncvgf0

Jgtg. rnckpvkhhuÓ cnngicvkqpu ykvj tgurgev vq vjg hcknwtg vq uwrgtxkug Nqyt{
ctg uwooct{ cpf uecteg. dwv rnckpvkhhu fq encko vjcv Ðfghgpfcpvu
pginkigpv]n{_ hckn]gf_ vq cfgswcvgn{ uwrgtxkug Nqyt{=Ñ fghgpfcpvu hckngf vq
Ðfgvgev cpf rtgxgpvÑ Nqyt{Óu okueqpfwev= cpf vjcv Ðgcej kpfkxkfwcn
fghgpfcpv jcf c fwv{ vq rtqrgtn{ uwrgtxkug cpf oqpkvqt kvu cigpvu kpenwfkpi
Nqyt{0Ñ Rnckpvkhhu fq pqv tghgt vq cp{ kpvgtpcn HDK rqnkekgu vjcv oc{ jcxg
fkevcvgf fghgpfcpvuÓ uwrgtxkukqp qh Nqyt{. cpf vjg Wpkvgf Uvcvgu eqpvgpfu
vjcv uwej cp qokuukqp ku hcvcn0 Dwv rnckpvkhhuÓ hcknwtg vq cnngig vjg gzkuvgpeg
qh cp kpvgtpcn rqnke{ ku pqv fkurqukvkxg cv vjku gctn{ uvcig0 Cu kp Ignatiev.
yjcv ku okuukpi htqo vjg eqornckpv ku pqv c uvcvgogpv qh vjg tgngxcpv
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hcevu Î vjcv vjg HDK hckngf vq uwrgtxkug Nqyt{ yjkng jg ycu knngicnn{
okujcpfnkpi gxkfgpeg Î dwv c tghgtgpeg vq crrnkecdng kpvgtpcn iwkfgnkpgu vjcv
yqwnf jcxg tgpfgtgf uqog qh fghgpfcpvuÓ uwrgtxkuqt{ cevkqpu
pqpfkuetgvkqpct{0 Cpf vjg F0E0 Ektewkv jcu itcpvgf lwtkufkevkqpcn fkueqxgt{
kp gzcevn{ vjku ukvwcvkqp0

Vjgtghqtg. vjg Eqwtv yknn fgp{ vjg Wpkvgf UvcvguÓ oqvkqp vq fkuokuu Eqwpv
KK ykvjqwv rtglwfkeg. cpf itcpv rnckpvkhhuÓ tgswguv hqt uqog lwtkufkevkqpcn
fkueqxgt{0 Vjg Eqwtv ku pqv rgtuwcfgf vjcv vjgtg ku c dcuku kp vjg tgeqtf cv
vjku vkog vq ncwpej yjcv yqwnf dg c ykfg/tcpikpi hkujkpi gzrgfkvkqp kpvq
cu/{gv gpvktgn{ urgewncvkxg enckou vjcv vjg HDK hckngf vq eqorn{ ykvj kvu qyp
tgiwncvkqpu0 Uq kv yknn rgtokv rnckpvkhhu vq rtqrqwpf wr vq vjtgg
kpvgttqicvqtkgu cpf wr vq vjtgg tgswguvu hqt rtqfwevkqp qh fqewogpvu vq
icvjgt kphqtocvkqp eqpegtpkpi vjg gzkuvgpeg qh ocpfcvqt{ fktgevkxgu vjcv
yqwnf jcxg iqxgtpgf vjg Nqyt{ ukvwcvkqp0 Qpeg vjcv kphqtocvkqp jcu dggp
tgegkxgf cpf tgxkgygf. rnckpvkhhu yknn jcxg vjg qrrqtvwpkv{ vq rtqrqug c
pcttqyn{ vcknqtgf rncp hqt hwtvjgt lwtkufkevkqpcn fkueqxgt{ kh crrtqrtkcvg0

Briscoe. 4239 YN 53::;76. cv ,; *kpvgtpcn ekvcvkqpu qokvvgf+= see also Qtfgt *Lwn{ 47. 4239+

]Fmv0 % 54_ *rgtokvvkpi rnckpvkhhu vq rtqrqwpf vjg fkueqxgt{ cpf uvcvkpi. Ð]k_h rnckpvkhhu eqpvgpf vjcv

vjg ocvgtkcn rtqxkfgf ujqyu vjg gzkuvgpeg qh c ocpfcvqt{ rqnke{. rnckpvkhhu oc{ uwdokv c rtqrqugf

rncp hqt nkokvgf fkueqxgt{ qp vjg swguvkqp qh yjgvjgt vjg rqnke{ ycu cfjgtgf vq kp vjku ecugÑ+0

Pqy vjcv vjku rtgnkokpct{ fkueqxgt{ ku eqorngvg. rnckpvkhhu jcxg cfxkugf vjg Eqwtv vjcv vjg

HDK kp hcev rtqfwegf ugxgtcn ocpfcvqt{ fgrctvogpvcn tgiwncvkqpu. cpf vjg{ jcxg rtqrqugf vq

wpfgtvcmg cffkvkqpcn fkueqxgt{ qp vjg swguvkqp qh yjgvjgt vjqug rqnkekgu ygtg xkqncvgf d{ vjg

qhhkekcnu tgurqpukdng hqt Nqyt{Óu uwrgtxkukqp0 SeeRn0Óu Rtqrqugf Fkue0 Rncp ]Fmv0 % 58_0 Kp

tgurqpug. vjg Wpkvgf Uvcvgu cempqyngfigu vjcv vjgtg ygtg rqnkekgu kp rnceg vjcv rtguetkdgf

ocpfcvqt{ fwvkgu. dwv kv ctiwgu vjcv ukpeg vjg gzkuvgpeg qh vjqug rqnkekgu tguqnxgu vjg lwtkufkevkqpcn

swguvkqp. kv yqwnf pqv dg crrtqrtkcvg vq godctm qp fkueqxgt{ qp yjcv ku guugpvkcnn{ c ogtkvu

kpswkt{ Î ygtg vjg rqnkekgu xkqncvgfA Î dghqtg vjg Eqwtv jcu twngf qp vjg oqvkqp vq fkuokuu Eqwpv

KK hqt hcknwtg vq uvcvg c encko0 SeeWpkvgf UvcvguÓ Tgur0 vq Rn0Óu Rtqrqugf Fkue0 Rncp ]Fmv0 % 5;_0

Vjg Eqwtv citggu0 Kv hkpfu vjcv vjg fkuetgvkqpct{ hwpevkqp gzegrvkqp vq vjg HVEC fqgu pqv

crrn{ vq Eqwpv KK. cpf vjcv vjgtghqtg. kv jcu uwdlgev ocvvgt lwtkufkevkqp vq eqpukfgt vjg pginkigpv
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uwrgtxkukqp encko cickpuv vjg Wpkvgf Uvcvgu qp vjg ogtkvu0 Dwv ukpeg kv cnuq hkpfu vjcv rnckpvkhhu

jcxg hckngf vq cnngig uwhhkekgpv hcevu vq guvcdnkuj vjcv cp{ pginkigpeg qp vjg rctv qh Nqyt{Óu

uwrgtxkuqtu ecwugf rnckpvkhhuÓ cnngigf kplwtkgu. Eqwpv KK owuv dg fkuokuugf cickpuv vjg Wpkvgf

Uvcvgu. cnqpi ykvj vjg qvjgt pginkigpeg eqwpvu cickpuv Nqyt{ kp jku kpfkxkfwcn ecrcekv{. cpf pq

hwtvjgt fkueqxgt{ ku ycttcpvgf0

Cu vjg Eqwtv jcu rtgxkqwun{ twngf. Ðfghgpfcpvu ecppqv dg jgnf nkcdng hqt vjg ghhgevu qh cp

cvvgpwcvgf ejckp qh gxgpvu0Ñ Briscoe. 4239 YN 53::;76. cv ,330

Rnckpvkhhu cnngig vjcv vjg{ ygtg kpfkevgf d{ c itcpf lwt{. cpf wnvkocvgn{ rngf
iwknv{ vq jgtqkp fkuvtkdwvkqp cpf rquuguukqp ejctigu0 Cu rctv qh vjgkt iwknv{
rngcu. rnckpvkhhu cfokvvgf vq vjgkt rctvkekrcvkqp kp c ftwi vtchhkemkpi
eqpurktce{ cpf gpvgtgf vjqug rngcu Ðdgecwug ]vjg{ ygtg_ kp hcev
iwknv{0Ñ Rnckpvkhhu cnngig vjcv vjg uwduvcpeg ugk¦gf kp vjg eqwtug qh vjg
kpxguvkicvkqp ycu kp hcev Ðjgtqkp.Ñ cpf vjg{ pgxgt cuugtv vjgkt kppqegpeg0

Cukfg htqo rnckpvkhhuÓ Ðvjtgcfdctg tgekvcnu]_Ñ vjcv fghgpfcpvuÓ eqpfwev
Ðrtqzkocvgn{ ecwugfÑ vjgkt kplwtkgu. qt vjcv rnckpvkhhuÓ kplwtkgu ygtg vjg
Ðrtqzkocvg tguwnvÑ qh fghgpfcpvuÓ eqpfwev. rnckpvkhhu hckn vq cnngig c ukping
hcev vjcv ikxgu tkug vq vjg kphgtgpeg vjcv fghgpfcpvuÓ Ðhcknwtg vq ghhgevkxgn{
ocpcig gxkfgpeg cpf vjg ejckp qh ewuvqf{.Ñ ycu c uwduvcpvkcn hcevqt kp
ecwukpi vjg jcto vjg{ uwhhgtgf0 Vjg eqornckpv fqgu pqv vkg Nqyt{Óu
okucrrtqrtkcvkqp qh ugk¦gf eqpvtcdcpf qt jku fknwvkqp qt fguvtwevkqp qh
gxkfgpeg vq rnckpvkhhuÓ eqpxkevkqpu qt ugpvgpekpiu kp cp{ yc{= vjgtg ku pq
cnngicvkqp vjcv ftwiu vjcv jcf dggp vcorgtgf ykvj ygtg gpvgtgf kpvq
gxkfgpeg kp cp{ rtqeggfkpi0 Gcej rnckpvkhhÓu cnngigf kplwtkgu uvgou htqo jku
kpectegtcvkqp. dwv kv ycu qpn{ chvgt gcej rnckpvkhh ycu kpfkevgf cpf gpvgtgf c
iwknv{ rngc vjcv jg ycu ugpvgpegf vq ugtxg c vgto qh {gctu kp rtkuqp0 0 0 0
]V_jgtg ku pq cnngicvkqp kp vjg eqornckpv vjcv Nqyt{Óu wpncyhwn cevkxkv{. qt
vjg cigpe{Óu cnngigf hcknwtg vq fgvgev qt rtgxgpv kv. ngf vq vjgkt kpectegtcvkqp0

Id. *kpvgtpcn ekvcvkqpu qokvvgf+0 Kp uwo. Urgekcn Cigpv Nqyt{Óu okueqpfwev ngf vq rnckpvkhhuÓ gctn{

tgngcug. dwv kv ycu pqv yjcv ecwugf vjgkt kpectegtcvkqp0

Vjg fkuokuucn qh vjg ncuv hgfgtcn encko ngcxgu qpn{ vjg uvcvg ncy enckou hqt pginkigpeg. hcnug

kortkuqpogpv. cpf pginkigpv kphnkevkqp qh goqvkqpcn fkuvtguu cickpuv Urgekcn Cigpv Nqyt{0 Wpfgt

cnn qh vjg ektewouvcpegu. vjg Eqwtv yknn fgenkpg vq gzgtekug uwdlgev ocvvgt lwtkufkevkqp qxgt vjg

ogtkvu qh vjqug enckou. yjkej uwhhgt htqo ocp{ qh vjg ucog hncyu cu vjg hgfgtcn enckou0 See4:
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W0U0E0 ¸ 3589*e+*5+ *ÐVjg fkuvtkev eqwtvu oc{ fgenkpg vq gzgtekug uwrrngogpvcn lwtkufkevkqp qxgt c

encko wpfgt ]¸ 3589*c+_ kh 0 0 0 vjg fkuvtkev eqwtv jcu fkuokuugf cnn enckou qxgt yjkej kv jcu qtkikpcn

lwtkufkevkqp0Ñ+= Shekoyan v. Sibley Int’l. 62; H05f 636. 645 *F0E0 Ekt0 4227+ *ÐC fkuvtkev eqwtv oc{

ejqqug vq tgvckp lwtkufkevkqp qxgt. qt fkuokuu. rgpfgpv uvcvg ncy enckou chvgt hgfgtcn enckou ctg

fkuokuugf0Ñ+. ekvkpi 4: W0U0E0 ¸ 3589*e+*5+0

Hqt cnn qh vjgug tgcuqpu. Eqwpv KK cickpuv vjg Wpkvgf Uvcvgu. cpf Eqwpvu K. KKK. cpf KX cickpuv

Nqyt{ kp jku kpfkxkfwcn ecrcekv{. yknn dg fkuokuugf0 Pq eqwpvu tgockp rgpfkpi dghqtg vjg Eqwtv0

C ugrctcvg qtfgt yknn kuuwg0

CO[ DGTOCP LCEMUQP
Wpkvgf Uvcvgu Fkuvtkev Lwfig

FCVG< Pqxgodgt 44. 4239


