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AMENDMENT TO H.R. 1503

OFFERED BY M . .

Page and line numbers refer to committee print dated March
28, 2019 (10:46 a.m.)

Page 3, line 1, insert “with respect to each patent
for which a claim of patent infringement could reasonably
be asserted if a person not licensed by the owner engaged
in the manufacture, use, or sale of the drug, and” after

“patent information,”.
Page 3, strike lines 14 through 17.

At the end of the bill, add the following:

[E—

SEC. 3. GAO REPORT TO CONGRESS.

(a) IN GENERAL.—Not later than one year after the
date of enactment of this Act, the Comptroller General
of the United States (referred to in this section as the
“Comptroller General””) shall submit to the Committee on
Energy and Commerce of the House of Representatives
a report on the patents included in the list published under

section 505())(7) of the Federal Food, Drug and Cosmetic
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Act (21 U.S.C. 355(3)(7)), including an analysis and eval-

[a—
S

uation of the types of patents included in such list and

[E—
[—

the claims such patents make about the products they
12 claim.
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1 (b) CONTENTS.

2

The Comptroller General shall in-

clude in the report under subsection (a)—

(1) data on the number of—

(A) patents included in the list published
under paragraph (7) of section 505(j) of the
Federal Food, Drug and Cosmetic Act (21
U.S.C. 355(j)), that claim the active ingredient
or formulation of a drug in combination with a

device that is used for delivery of the drug, to-

10 oether comprising the finished dosage form of
11 the drug; and

12 (B) claims in each patent that claim a de-
13 vice that 1s used for the delivery of the drug,
14 but do not claim such device in combination
15 with an active ingredient or formulation of a
16 drug;

17 (2) data on the date of inclusion in the list
18 under paragraph (7) of such section 505(j) for all
19 patents under such list, as compared to patents that
20 claim a method of using the drug in combination
21 with a device;

22 (3) an analysis regarding the impact of includ-
23 ing on the list under paragraph (7) of such section
24 505(j) certain types of patent information for drug
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3

1 product applicants and approved application holders,
2 including an analysis of whether—

3 (A) the listing of the patents described in
4 paragraph (1)(A) delayed the market entry of
5 one or more drugs approved under such section
6 505(j); and

7 (B) not listing the patents described in
8 paragraph (1)(A) would delay the market entry
9 of one or more such drugs; and
10 (4) recommendations about which kinds of pat-
11 ents relating to devices described in paragraph
12 (1)(A) should be submitted to the Secretary of
13 Health and Human Services for inclusion on the list
14 under paragraph (7) of such section 505(j) and
15 which patents should not be required to be so sub-
16 mitted.
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  Page 3, line 1, insert  with respect to each patent for which a claim of patent infringement could reasonably be asserted if a person not licensed by the owner engaged in the manufacture, use, or sale of the drug, and after  patent information,.   
  Page 3, strike lines 14 through 17.  
  At the end of the bill, add the following:  
  
  3. GAO report to Congress 
  (a) In general Not later than one year after the date of enactment of this Act, the Comptroller General of the United States (referred to in this section as the  Comptroller General) shall submit to the Committee on Energy and Commerce of the House of Representatives a report on the patents included in the list published under section 505(j)(7) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 355(j)(7)), including an analysis and evaluation of the types of patents included in such list and the claims such patents make about the products they claim. 
  (b) Contents The Comptroller General shall include in the report under subsection (a)—  
  (1) data on the number of— 
  (A) patents included in the list published under paragraph (7) of section 505(j) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 355(j)), that claim the active ingredient or formulation of a drug in combination with a device that is used for delivery of the drug, together comprising the finished dosage form of the drug; and 
  (B) claims in each patent that claim a device that is used for the delivery of the drug, but do not claim such device in combination with an active ingredient or formulation of a drug; 
  (2) data on the date of inclusion in the list under paragraph (7) of such section 505(j) for all patents under such list, as compared to patents that claim a method of using the drug in combination with a device;  
  (3) an analysis regarding the impact of including on the list under paragraph (7) of such section 505(j) certain types of patent information for drug product applicants and approved application holders, including an analysis of whether— 
  (A) the listing of the patents described in paragraph (1)(A) delayed the market entry of one or more drugs approved under such section 505(j); and 
  (B) not listing the patents described in paragraph (1)(A) would delay the market entry of one or more such drugs; and  
  (4) recommendations about which kinds of patents relating to devices described in paragraph (1)(A) should be submitted to the Secretary of Health and Human Services for inclusion on the list under paragraph (7) of such section 505(j) and which patents should not be required to be so submitted. 
 

