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AMENDMENT TO H.R. 4221

OFFERED BY M .

[Page/line numbers refer to the draft dated June 30, 2023
(11:58 a.m.)]

At the end of title I, add the following:

1 SEC. 113. IMPROVING NOTIFICATION PROCEDURES IN
2 CASE OF INCREASED DEMAND FOR CRITICAL
3 ESSENTIAL MEDICINES.
4 (a) NOTIFICATION REQUIRED.—
5 (1) IN GENERAL.—A manufacturer of a critical
6 essential medicine shall notify the Secretary, in ac-
7 cordance with subsection (b), of—
8 (A) an increased demand (other than an
9 anticipated seasonal surge) for such drug or an
10 active pharmaceutical ingredient, an excipient,
11 or any other input in the final dosage form of
12 such drug that is likely to lead to a shortage of
13 the drug or the active pharmaceutical ingre-
14 dient, an excipient, or any other immput in the
15 final dosage form of such drug; and
16 (B) the reasons for such increased de-
17 mand.
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(2) CONTENTS.—Notification under this sub-
section with respect to a critical essential medicine
shall include—
(A) the expected duration of the increased
demand; and
(B) such other information as the Sec-
retary may require.
(b) TIMING.—

(1) IN GENERAL.—A notice required under sub-

section (a) shall be submitted to the Secretary:
(A) not later than 30 days after the sub-
mission of the initial notification under para-
oraph (2); or
(B) if compliance with such deadline is not
possible, as soon as practicable.

(2) INITIAL NOTIFICATION WITH RESPECT TO
INCREASED DEMAND.—The manufacturer of the
critical essential medicine involved shall submit to
the Secretary an initial notification not later than 48
hours after the date on which there has been in-
creased demand for the critical essential medicine
for a period of at least 6 consecutive weeks.

(¢) DISTRIBUTION.—To the maximum extent prac-

24 ticable, the Secretary shall distribute, through such means

25 as the Secretary deems appropriate, information on the
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I increased demand for critical essential medicines to appro-
2 priate organizations, including physician, health provider,
3 and patient organizations, as described in section 506K
4 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
5 356e).
6 (d) REGULATIONS.—Not later than 18 months after
7 the date of the enactment of this Act, the Secretary shall
8 1issue final regulations to implement this section.
9 (¢) GUIDANCE.—
10 (1) IN GENERAL.—The Secretary shall issue
11 ouidance on the requirements for notifications re-
12 quired under this section. Such guidance shall spe-
13 cifically address—
14 (A) the ways in which manufacturers of
15 critical essential medicines can improve demand
16 predictability;
17 (B) what information manufacturers of
18 critical essential medicines should send to the
19 Secretary; and
20 (C) what communications from the manu-
21 facturer the Secretary would request with re-
22 spect to increases in demand following such no-
23 tifications.
24 (2) CONSULTATION.—In developing such guid-
25 ance, the Secretary shall consult with relevant stake-
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| holders, including manufacturers of critical essential
2 medicines and local, State, or Federal public health
3 officials.

4 (3) TimING.—The Secretary shall issue—

5 (A) draft guidance under paragraph (1)
6 not later than 120 days after the date of the
7 enactment of this Act; and

8 (B) final guidance under such paragraph
9 not later than 180 days after the date of the
10 enactment of this Act.

11 (f) DEFINITIONS.—In this section:

12 (1) The term ‘“eritical essential medicine”
13 means a drug that—

14 (A) 1s—

15 (1) life-supporting;

16 (11) life-sustaining; or

17 (ii1) intended for use in the prevention
18 or treatment of a debilitating disease or
19 condition, including any such drug used in
20 emergency medical care or during surgery
21 or any such drug that is critical to the
22 public health during a public health emer-
23 gency declared by the Secretary under sec-
24 tion 319 of the Public Health Service Act
25 (42 U.S.C. 247d); and
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1 (B) 1s not a radio pharmaceutical drug
2 product or any other product as designated by
3 the Secretary.
4 (2) The term “Secretary’” means the Secretary
5 of Health and Human Services.
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  At the end of title I, add the following: 
  
  113. Improving notification procedures in case of increased demand for critical essential medicines 
  (a) Notification required 
  (1) In general A manufacturer of a critical essential medicine shall notify the Secretary, in accordance with subsection (b), of— 
  (A) an increased demand (other than an anticipated seasonal surge) for such drug or an active pharmaceutical ingredient, an excipient, or any other input in the final dosage form of such drug that is likely to lead to a shortage of the drug or the active pharmaceutical ingredient, an excipient, or any other input in the final dosage form of such drug; and 
  (B) the reasons for such increased demand. 
  (2) Contents Notification under this subsection with respect to a critical essential medicine shall include— 
  (A) the expected duration of the increased demand; and 
  (B) such other information as the Secretary may require. 
  (b) Timing 
  (1) In general A notice required under subsection (a) shall be submitted to the Secretary— 
  (A) not later than 30 days after the submission of the initial notification under paragraph (2); or 
  (B) if compliance with such deadline is not possible, as soon as practicable. 
  (2) Initial notification with respect to increased demand The manufacturer of the critical essential medicine involved shall submit to the Secretary an initial notification not later than 48 hours after the date on which there has been increased demand for the critical essential medicine for a period of at least 6 consecutive weeks.  
  (c) Distribution To the maximum extent practicable, the Secretary shall distribute, through such means as the Secretary deems appropriate, information on the increased demand for critical essential medicines to appropriate organizations, including physician, health provider, and patient organizations, as described in section 506E of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 356e). 
  (d) Regulations Not later than 18 months after the date of the enactment of this Act, the Secretary shall issue final regulations to implement this section. 
  (e) Guidance 
  (1) In general The Secretary shall issue guidance on the requirements for notifications required under this section. Such guidance shall specifically address— 
  (A) the ways in which manufacturers of critical essential medicines can improve demand predictability;  
  (B) what information manufacturers of critical essential medicines should send to the Secretary; and 
  (C) what communications from the manufacturer the Secretary would request with respect to increases in demand following such notifications.  
  (2) Consultation In developing such guidance, the Secretary shall consult with relevant stakeholders, including manufacturers of critical essential medicines and local, State, or Federal public health officials. 
  (3) Timing The Secretary shall issue— 
  (A) draft guidance under paragraph (1) not later than 120 days after the date of the enactment of this Act; and 
  (B) final guidance under such paragraph not later than 180 days after the date of the enactment of this Act.  
  (f) Definitions In this section: 
  (1) The term  critical essential medicine means a drug that— 
  (A) is— 
  (i) life-supporting;  
  (ii) life-sustaining; or  
  (iii) intended for use in the prevention or treatment of a debilitating disease or condition, including any such drug used in emergency medical care or during surgery or any such drug that is critical to the public health during a public health emergency declared by the Secretary under section 319 of the Public Health Service Act (42 U.S.C. 247d); and  
  (B) is not a radio pharmaceutical drug product or any other product as designated by the Secretary. 
  (2) The term  Secretary means the Secretary of Health and Human Services.  
 

