
AMENDMENT TO THE AMENDMENT IN THE 

NATURE OF A SUBSTITUTE TO H.R. 6624 

OFFERED BY MR. DAVIDSON OF OHIO 

Page 3, line 24, in the subsection heading strike 

‘‘Exception’’ and insert ‘‘Exceptions’’. 

Page 3, beginning line 25, strike ‘‘to information’’ 

and insert ‘‘to the following:’’ 

(1) Information 1

Page 4, after line 2, insert the following: 

(2) Any export, reexport, or in-country transfer 2

conducted for the purpose of drug safety evaluations 3

by recognized public health agencies in a foreign 4

country of concern, including for the preparation 5

and submission of applications to regulatory authori-6

ties to conduct clinical trials or obtain and maintain 7

marketing approval in a foreign country of concern. 8

(3) Any export, reexport, or in-country transfer 9

conducted for the purpose of trial activity related to 10

drug development or therapeutic use, such as the ad-11

ministration of uniquely tailored drugs for individual 12

use. 13
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(4) A deemed export, or deemed reexport, as 1

such terms are defined under sections 734.13 and 2

734.14 of title 15, Code of Federal Regulations. 3

(5) During the period beginning on the date of 4

the enactment of this Act and ending on January 1, 5

2029, any activity carried out pursuant to a contract 6

or other agreement which was in effect on and after 7

such date of enactment. 8

Page 5, beginning line 1, strike subparagraph (A). 

Page 5, beginning line 10, strike subparagraph (C). 

◊ 
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Amendment to the Amendment in the Nature of a Substitute to H.R. 6624


Offered by Mr. Davidson of Ohio


Page 3, line 24, in the subsection heading strike “Exception” and insert “Exceptions”. 


Page 3, beginning line 25, strike “to information” and insert “to the following:”


(1) Information

Page 4, after line 2, insert the following: 


(2) Any export, reexport, or in-country transfer conducted for the purpose of drug safety evaluations by recognized public health agencies in a foreign country of concern, including for the preparation and submission of applications to regulatory authorities to conduct clinical trials or obtain and maintain marketing approval in a foreign country of concern.

(3) Any export, reexport, or in-country transfer conducted for the purpose of trial activity related to drug development or therapeutic use, such as the administration of uniquely tailored drugs for individual use.


(4) A deemed export, or deemed reexport, as such terms are defined under sections 734.13 and 734.14 of title 15, Code of Federal Regulations.


(5) During the period beginning on the date of the enactment of this Act and ending on January 1, 2029, any activity carried out pursuant to a contract or other agreement which was in effect on and after such date of enactment.


Page 5, beginning line 1, strike subparagraph (A).


Page 5, beginning line 10, strike subparagraph (C).
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 Offered by  Mr. Davidson of Ohio 
  
 
 
    
  Page 3, line 24, in the subsection heading strike  Exception and insert  Exceptions.  
  Page 3, beginning line 25, strike  to information and insert  to the following: 
 
  (1) Information
 
  Page 4, after line 2, insert the following: 
 
  (2) Any export, reexport, or in-country transfer conducted for the purpose of drug safety evaluations by recognized public health agencies in a foreign country of concern, including for the preparation and submission of applications to regulatory authorities to conduct clinical trials or obtain and maintain marketing approval in a foreign country of concern.
  (3) Any export, reexport, or in-country transfer conducted for the purpose of trial activity related to drug development or therapeutic use, such as the administration of uniquely tailored drugs for individual use.
  (4) A deemed export, or deemed reexport, as such terms are defined under sections 734.13 and 734.14 of title 15, Code of Federal Regulations.
  (5) During the period beginning on the date of the enactment of this Act and ending on January 1, 2029, any activity carried out pursuant to a contract or other agreement which was in effect on and after such date of enactment.
 
  Page 5, beginning line 1, strike subparagraph (A). 
  Page 5, beginning line 10, strike subparagraph (C). 

