
AMENDMENT TO THE AMENDMENT IN THE 

NATURE OF A SUBSTITUTE TO H.R. 3433 

OFFERED BY Ml. llllll 

Page 11, before line 12, insert the following (and 

make such conforming changes as may be necessary): 

(a) ELIGIBLE HUMAN DRUG APPLICATIONS.— 1

(1) DEFINITION.—Section 529(a) of the Fed-2

eral Food, Drug, and Cosmetic Act (21 U.S.C. 3

360ff(a)) is amended— 4

(A) by redesignating paragraphs (1) 5

through (4) as paragraphs (2) through (5), re-6

spectively; and 7

(B) by inserting before paragraph (2), as 8

redesignated, the following: 9

‘‘(1) ELIGIBLE SINGLE HUMAN DRUG APPLICA-10

TION.—The term ‘eligible single human drug appli-11

cation’ means a human drug application submitted 12

under section 505(b)(1) or section 351(a) of the 13

Public Health Service Act for a drug that— 14

‘‘(A) is for the prevention or treatment of 15

a rare disease or condition (as defined in sec-16

tion 526(a)(2)); or 17
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2 

‘‘(B) is not known to have the same mech-1

anism of action as any previously approved 2

drug for the same disease or condition.’’. 3

(2) CONFORMING CHANGE.—Section 529(a)(2) 4

of the Federal Food, Drug, and Cosmetic Act (21 5

U.S.C. 360ff(a)(2)) is amended by striking ‘‘a single 6

human drug application’’ and inserting ‘‘an eligible 7

single human drug application’’. 8

◊ 

VerDate Nov 24 2008 11:23 Jun 25, 2024 Jkt 000000 PO 00000 Frm 00002 Fmt 6652 Sfmt 6301 C:\USERS\WPBURKE\APPDATA\ROAMING\SOFTQUAD\XMETAL\11.0\GEN\C\H3433-FCD
June 25, 2024 (11:23 a.m.)

G:\P\18\H\FDA\H3433-FCD-AMD_02.XML

g:\V\E\062524\E062524.014.xml           (936522|2)



Amendment to the Amendment in the Nature of a Substitute to H.R. 3433 


Offered by M_. ______


Page 11, before line 12, insert the following (and make such conforming changes as may be necessary):


(a) Eligible human drug applications.— 

(1) DEFINITION.—Section 529(a) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360ff(a)) is amended— 


(A) by redesignating paragraphs (1) through (4) as paragraphs (2) through (5), respectively; and


(B) by inserting before paragraph (2), as redesignated, the following:


“(1) ELIGIBLE SINGLE HUMAN DRUG APPLICATION.—The term ‘eligible single human drug application’ means a human drug application submitted under section 505(b)(1) or section 351(a) of the Public Health Service Act for a drug that— 


“(A) is for the prevention or treatment of a rare disease or condition (as defined in section 526(a)(2)); or


“(B) is not known to have the same mechanism of action as any previously approved drug for the same disease or condition.”.


(2) CONFORMING CHANGE.—Section 529(a)(2) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360ff(a)(2)) is amended by striking “a single human drug application ” and inserting “an eligible single human drug application”.
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