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1636 AN _ACT To anend the Federal

Food, Drug, and Cosnetic Act with respect to the scope of new chemical exclusivity.
LN _THE _SENATE O _THE IINLTED

A BLLL To anond thg Caodgr ol

SHORFCLARI FYI NG HFE-THE MEANI NG OF NEW CHEM CAL ENTI TY.

Fhi-s(a) In Ceneral.--Chapter V of the Federal Food, Drug, and Cosnetic Act mayi s beanended-- eit-ed(1)
asin thesection —ERsW-Rg505 Frnrovationr(21 Ast——U. S. C

SEC-355)-- (A) in subsection (c)(3)(E), by striking ~“active ingredient (including any ester or salt of
the active ingredient)'' each place it appears and inserting ~"active noiety (as defined by the
Secretary in section 314.3 of title 21, Code of Federal Regqulations (or any successor requlations))'"';
2-(B) in subsection (j)(5)(F), by striking ~“active_ ingredient (including any ester or salt of the
active ingredient)'' each place it appears and inserting ~“active noiety (as defined by the Secretary in
section 314.3 of title 21, Code of Federal Regulations (or any successor requlations))'';

NEW C) CHEM-CAL| n EXCLUSIM-TYsubsection SGORE~(1)(2)(A)-- (i) by amending clause (i) to read as follows:
Chapter (i) Vnot later than 30 days after the date of approval of such applications-- """ (1) for a drug,
no active noiety (as defined by the Secretary in section 314.3 of title 21, Code of Federal

Fooed-Requl at i ons Brug—(0or akdany Cesheii-esuccessor Aestrequl ations)) +sof amerded—whi ch ()-has been
approved in sestiorany 5050t her {(2lapplication U-S~C-under this_section;

356)—0r A» (11) infor subsestiera )-3)E—Diol ogi cal -product, hRno eauseactive H-)—by
Striki-Rhg—active—i ngredi ent H-Reudi-hg—aRy—est-eF—oF—salt—of thewhi ch activehas i-hgredi-enrt)—Dbeen
anRdapproved hsert-hgi N —aeti-vweany rABi-etyot her (asapplication defH-hredunder by—the—Seeret-ary—i-hR—section

3-1-4-.-3351 of t-l-t-l-at he 24-Public CedeHeal th efServi ce FederalAct ; —Regu-ati-0Rs—(OF—aRy—SUCCESSO-

B)rand m(ll) s-u-bses-t—l—on—(—]—)—(-s-)-@li)——(-l—)—ln clause (ii), by s:-u-kl-ng—asu-ue—l-ng-pem-e;u—(-md-um-ng—a-n*
es-Ler—ar—s-aJ-t—of—Lhe—act-l-ue—l-ng-LQQ-em-)—a-nd—l nserting —ac-t-l-v-e or m-et-y-bl ol ogi cal (-asor oduct' '
definedbef ore by—t he Seecretaryperiod; —
successor—regulations)i )+

ard( D) HA—h—etabse—H—tdd—Dby s-t-H-kl-n-g. ndl ng —ae-t-l-uesubsectl on l—Fl-g-LGd-l—GFl-t—(_)_ (—I—FI-G-I—H-d-I—FI-g»IO a-n-yread
esteras ofoll ows: —sa = d d s 5

(O (s) nReferral subsestioento (-l—)+@+A-)+|—)—,—AdV| sory b-yConmttee --The st+ikingSecretary

—activeshal | - - i-hgredient " (1) -hekudi-nrgrefer anya esterdrug or saktbi ol ogical product to a Food and
Drug Admi nistration advisory commttee for review at a neeting of such advisory conmittee prior to the

activeapproval inAgredient)—of anrdsuch ihsertinhgdrug —aectiveor biological if it is-- ""(A) a drug, no
active noiety (as defined by the Secretary in section 314.3 of title 21, Code of Federal Regul ations (or
any successor egulations))——-requlations)) of which has been approved in any other application under
this section;

£Dror R (B) subsectiona (s)—biological Aproduct, theno matteractive precedi-Rg—paragaph—{L—by
Striki-hg—active—i ngredi ent H-Rekudi-Rg—any—est-er—oF—salt—of thewhi ch activehas i-hgredi-enrt)—Dbeen
andapproved ihserti-Rgi N —actweany awi-etyother (asapplication defH-redunder by—the—Sescretary—i-h—section
3;4-.-3351 of t-l-t-l-et he 21-Public CedeHealth ofServi ce FederalAct ; —Regu-ali-0RASs—(OF—aRy—SUCCESSO~

R
or “"(2) if the Secretary does not refer a drug or biological product described in paragraph (1) to a
Food and Drug Administration advisory committee prior to such approval, provide in the action letter on
the application for the drug or biological product a summary of the reasons why the Secretary did not
refer the drug or biological product to an advisory committee prior to approval.'':




380b{e 2 )--=360b(c) (2) (F)), Ay—ih—clause—{i)—by striking " “active ingredient (including any ester

or salt of the active ingredient)'' _each place it appears and inserting ~“active noiety (as defined by
the Secretary in section 314.3 of title 21, Code of Federal Regul ations (or any successor
regul ations))'"';

ahRd360n(a) (4)) (-G)—l-n—e-l-a-u-se—(-v-)—by s-t-H-kl-n-g. nendi ng —ae-t-l-ue ubgaragrag l—Fl-g-LGd-l—GFl-t—(_)_ (—I—FI-G-I—H-d-I—FI-g»IO
anRyr ead es-t-ex-as orf ol I OWS: —83 S s 5

(3) (0 is for-- (i) a human_drug, no active noiety (as_defined by the Secretary in section
S24La)4))-314. 3 (2iof U-S—C-title 21, Code of Federal Requlations (or any successor requlations)) of
whi ch has been approved in any other application under section 505(b)(1);

360ALa) 4O or by " (ii) st+iki-hga —activebi ol ogi cal i-hgredi-ent-product, H-Rekudi-Rgno aryactive
esteri ngredi ent e+—sakt—of thewhi ch astivehas i-hgredi-eni)—been andapproved FRserti-Agi n —astiveany
ABi-etyot her (asapplication d-e-f-l-nedunder by—the-Secretary—i-A—secti on 3143351 of tittethe 21-Public
CodeHeal th ef-Servi ce EederalAct . ' ' ; —RegulatigRrs—{(or—any—successor—regulatbions ) —

(4) in section S2%HHMA)IH-3+-529(a) (4) by (21 st+ikiwgl. S C. —asctive—i . : )

and21—{(5)—inA-sectionr-565Aa(AH(D (21 U S C

360bbb--360ff (a) (4)), 4afaydD))—Dby striking —actiesubpar agr aphs ihgredi-ent-(A) -hekudi-rgand ary(B)
es-t-er—o!—s-aJ—t—oi—t—he—ac-t—l—ue—l—ng-LedJ—en-t—)—and inserting —ac“—ue—nm—e:—y—(—as—dei—med—b-y—t he

Secretaryf ol | owi ng:

; X
<all=""(A) is for a drug or biological product that is for the prevention or treatnment of a rare
pedi atric_disease;

"(B)(i) is for such a drug-- " (1) that contains no active noiety (as defined by the Secretary in
section 314.3 of title 21, Code of Federal Requlations (or any successor regulations)) that has been
previously approved in _any other application under subsection (b)(1), (b)(2), or (j) of section 505;

(1) that is the subject of an application submtted under section 505(b)(1);

or ""(ii) is for such a biological product-- ~"(I) that contains no active ingredient that has been
previously approved in any other application under section 351(a) or 351(k) of the Public Health Service
Act ;

—

and " " (I1) that is the subject of an application submtted under section 351(a) of the Public Health
Service Act;''

and (5) in section 565A(a)(4) (21 U.S.C
360bbb-4a(a)(4)), by anmending subparagraph (D) to read as follows:

"(D) is for-- ""(i) a human drug, no active noiety (as defined by the Secretary in section 314.3 of
title 21, Code of Federal Requlations (or_any successor regulations)) of which has been approved in_any
ot her application under section 505(b)(1);

or " (ii) a biological product, no active ingredient of which has been approved in any other application
under _section 351 of the Public Health Service Act.''

(b) Technical Corrections.--Chapter V of the Federal Food, Drug, and Cosnetic Act (21 U S.C
351 et seq) is amended-- (1) in section 505 (21 U.S.C

355)-- (A) in subsection (c)(3)(E), by repealing clause (i);

and (B) in subsection (j)(5)(F), by repealing clause (i);

and (2) in section 505A(c) (D) (A(IN(I1) (21 U.S.C

355a() (D (A (I (1)), by striking ~"(c)(3)(D'' and inserting ~"(c)(3)(E)""

Passed the Senate Decenber 14, 2020.
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