
H.L.C. 

COMPARATIVE PRINT 

In compliance with clause 12(a) of rule XXI of the Rules of the House of Representatives, this 
document was generated to show how legislative text that may be considered by the House pro-
poses to change existing law. It does not represent an official expression by the House and it 
should not be relied on in lieu of the legislative proposal to understand the proposed change(s). 

New matter is proposed in italics and existing law in which no change is proposed is shown 
in roman. Typesetting and stylistic characteristics, particularly in the headings and indentations, 
may not conform to how the proposed text, if adopted, would be executed in current law. This com-
parative print may not illustrate changes to tables of contents if the legislative text is proposing 
such a change(s). 

FEDERAL FOOD, DRUG, AND COSMETIC ACT 

* * * * * * * 

CHAPTER V—DRUGS AND DEVICES 

* * * * * * * 

SUBCHAPTER E—GENERAL PROVISIONS RELATING TO DRUGS AND DEVICES 

* * * * * * * 
SEC. 561B. INVESTIGATIONAL DRUGS FOR USE BY ELIGIBLE PATIENTS. 

(a) DEFINITIONS.—For purposes of this section— 
(1) the term ‘‘eligible patient’’ means a patient— 

(A) who has been diagnosed with a life-threatening disease or condition (as defined in 
section 312.81 of title 21, Code of Federal Regulations (or any successor regulations)); 

(B) who has exhausted approved treatment options and is unable to participate in a 
clinical trial involving the eligible investigational drug, as certified by a physician, who— 

(i) is in good standing with the physician’s licensing organization or board; and 
(ii) will not be compensated directly by the manufacturer for so certifying; and 

(C) who has provided to the treating physician written informed consent regarding the 
eligible investigational drug, or, as applicable, on whose behalf a legally authorized rep-
resentative of the patient has provided such consent; 
(2) the term ‘‘eligible investigational drug’’ means an investigational drug (as such term is 

used in section 561)— 
(A) for which a Phase 1 clinical trial has been completed; 
(B) that has not been approved or licensed for any use under section 505 of this Act 

or section 351 of the Public Health Service Act; 
(C)(i) for which an application has been filed under section 505(b) of this Act or section 

351(a) of the Public Health Service Act; or 
(ii) that is under investigation in a clinical trial that— 

(I) is intended to form the primary basis of a claim of effectiveness in support of 
approval or licensure under section 505 of this Act or section 351 of the Public Health 
Service Act; and 

(II) is the subject of an active investigational new drug application under section 
505(i) of this Act or section 351(a)(3) of the Public Health Service Act, as applicable; 
and 
(D) the active development or production of which is ongoing and has not been discon-

tinued by the manufacturer or placed on clinical hold under section 505(i); and 
(3) the term ‘‘phase 1 trial’’ means a phase 1 clinical investigation of a drug as described 

in section 312.21 of title 21, Code of Federal Regulations (or any successor regulations). 
(b) EXEMPTIONS.—Eligible investigational drugs provided to eligible patients in compliance with 

this section are exempt from sections 502(f), 503(b)(4), 505(a), and 505(i) of this Act, section 351(a) 
of the Public Health Service Act, and parts 50, 56, and 312 of title 21, Code of Federal Regulations 
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(or any successor regulations), provided that the sponsor of such eligible investigational drug or any 
person who manufactures, distributes, prescribes, dispenses, introduces or delivers for introduction 
into interstate commerce, or provides to an eligible patient an eligible investigational drug pursuant 
to this section is in compliance with the applicable requirements set forth in sections 312.6, 312.7, 
and 312.8(d)(1) of title 21, Code of Federal Regulations (or any successor regulations) that apply 
to investigational drugs. 

(c) USE OF CLINICAL OUTCOMES.— 
(1) IN GENERAL.—Notwithstanding any other provision of this Act, the Public Health Serv-

ice Act, or any other provision of Federal law, the Secretary may not use a clinical outcome 
associated with the use of an eligible investigational drug pursuant to this section to delay or 
adversely affect the review or approval of such drug under section 505 of this Act or section 
351 of the Public Health Service Act unless— 

(A) the Secretary makes a determination, in accordance with paragraph (2), that use 
of such clinical outcome is critical to determining the safety of the eligible investigational 
drug; or 

(B) the sponsor requests use of such outcomes. 
(2) LIMITATION.—If the Secretary makes a determination under paragraph (1)(A), the Sec-

retary shall provide written notice of such determination to the sponsor, including a public 
health justification for such determination, and such notice shall be made part of the adminis-
trative record. Such determination shall not be delegated below the director of the agency center 
that is charged with the premarket review of the eligible investigational drug. 
(d) REPORTING.— 

(1) IN GENERAL.—The manufacturer or sponsor of an eligible investigational drug shall sub-
mit to the Secretary an annual summary of any use of such drug under this section. The sum-
mary shall include the number of doses supplied, the number of patients treated, the uses for 
which the drug was made available, and any known serious adverse events. The Secretary shall 
specify by regulation the deadline of submission of such annual summary and may amend sec-
tion 312.33 of title 21, Code of Federal Regulations (or any successor regulations) to require the 
submission of such annual summary in conjunction with the annual report for an applicable 
investigational new drug application for such drug. 

(2) POSTING OF INFORMATION.—The Secretary shall post an annual summary report of the 
use of this section on the internet website of the Food and Drug Administration, including the 
number of drugs for which clinical outcomes associated with the use of an eligible investiga-
tional drug pursuant to this section was— 

(A) used in accordance with subsection (c)(1)(A); 
(B) used in accordance with subsection (c)(1)(B); and 
(C) not used in the review of an application under section 505 of this Act or section 

351 of the Public Health Service Act. 

* * * * * * * 
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