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-_AMENbMENT‘To H.R. 1937 RE: "SIZE, SHAPE AND COLOR"
| OFFERED Bf.MR.'FRANK L i
'.Qn pséesa add the follow1ng new sectlon°
 -SEéTION.2- Tltle 21 of the. U S Code is amehded‘.by_e
'adding the follow1ng new subsectlon after Subsectioh (k);
Wfl) Notwithstahding any other provisioﬁ of Fedefal.or
oState law (excepting sﬁbsequent Fedefai laws referring
.:to this subsection), if a drug product is marketed |
‘pursuant to a Federal approval under thls Tltle, the
;manufacturer, dlstrlbutor,'or ﬁlspenser of the product'
_shaiiinot; on account ofithe-produot's'Size; shape,
 :color, or'apéearence characte:istios (othe:_than the
_s:imprint'of.aetfadeﬁarked.hame or stbol;:or an FDA
. number), be liable to claims that'(a} the-pfoduot
':dlrectly, lndlrectly or in a contrlbutory fashlon
1nfr1nges upon any proprletary rlghts, under federal,
: state, or common-law, of any manufactu:er cr o
&istributor“of eICOmpetitive product, or (b) it. '
"otherw1se represents in a false and mlsleadlng

' manner the 1dentlty, source or orlgln of the product "
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L rPage_Z; line 22, insert before the period the following:

_f',‘exeeﬁt'that in the caSe of a patent for a new drug, the

Xﬁf(ﬁ' term of the patent shall not be extended for more than three

;“) o

WL

& . "Page 6, insert after line 9 the followingi

, years" _ s ‘
‘ U}ﬂﬂ ( "' . Page 5 1ine 10,”strike out”?’hew drug,'!
¢’

1 | f‘;(B) ﬁith respect'fo:a producr which isea neﬁ

| 27 jdrug (as that term is definedein.sectioniZQirof the.
3 | Federal-?qdd,_brug, and Cosmetie Acﬁ); a period

| 4 .beginning with'the filihg efgah aﬁpiicatien'for the
-5 © drug under §ection 505(b).9f such Ac£ and"endiﬁg.on
6 -.the date the application.iSwapproved 'which period-~
7 -"(1) shall be establlshed by an order

- 8 issued by the Secretary of Health and Human

 9" '-:.Serv1ces after a proceedlng before the Secretary
,10 _ 1n which the_holder of the patent forzthe-drug
11 shall.establieh';he'filing and approval dates
_121' ‘and shall deﬁonetrate tﬁaf the holder of_the”

13 '_ﬁatent acted with reasonable diligence to secure;'
14 _such approval, and _ | _ _

15 .H"(ll) shall -be reduced by any perlod

16

.f'between the flllng ‘and approval of the
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‘1 | ;application during.which;.as-deterﬁined'by the
2 Secretary, the holder of the patent did not act
3  with reasonable diligence‘to-secure'apprbval'of
4 the application;

‘_Rédesignate the succeeding éubﬁéragraﬁhs~accordingly.,.



