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AMENDMENT NO. Calendar No.

Purpose: To improve the bill.

IN THE SENATE OF THE UNITED STATES—116th Cong., 1st Sess.

S. 1895

To lower health care costs.

Referred to the Committee on and

ordered to be printed

Ordered to lic on the table and to be printed

AMENDMENT intended to be proposed by ﬁ . %d RK
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At the appropriate place in title II, insert the fol-
lowing:

SEC.2 . MISBRANDED DRUGS AND DEVICES.

Paragraph (a) of scction 502 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 352) is amended to
read as follows:

“(a)(1)(A) If its labeling is false or misleading in any
particular,

“(B) Health care economic information provided to
a payor, formulary committee, or other similar entity with
knowledge and expertise in the area of health care eco-
nomic analysis, carrying out its responsibilities for the se-

lection of drugs or devices for coverage, or reimbursement,
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shall not be. considered to be false or misleading under

this paragraph, or a violation of section 505 of this Act

or section 3561 of the Public Health Serviee Act, if" the

health eare ceononiie iuformation relates to an iudicﬂ_.tio'n

approved, eleared, or licensed under-seetion 505, 513, 510,

or 515 of this Act or under section 351(a) or (k) of the
Public Health Service Act-for such drug or device, is based
on competent and reliable scientifie evidence, and ineludes,
where applicable, a conspicuous and prominent statement

deseribing any material ditferenees between the health

care cconomice information and the labeling approved for
the dimg under section 505 of this: Act or under section
351 of the Public Health Service Act, or a device ap-
proved, cleared, or classificd under seetion 510, 513, or

515. The requiremeits set forth in seetion 505(a), 510(k),

513(£)(2), or 515(e), or i subscctions (a) and (k) of sec-
tion 351 of the Public Health Service Act shall not apply
to health care economic information provided to such a
payor, comimittee, or entity in accordance with this sub-
paragraph. Information thatis velevant to the substan-
tiation of the health eare economic mformation presented
pursuant to this subparagraph shall be made available to
the Secretary upon request,

“(C) Medical product development information pro-

vided to a payor, formulary committee, or other similar
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entity with knowledge and expertise in the area of health

care-economic-analysis, carrying out.its responsibilities for

the selection of drugs or devices for coverage or réimburse-

ment, shall not be: considered to be false or miskeading

under this subparagraph, or a violation of seetion 505 of

this Act or section 851 of the Public Health Sexvice Act,

if the medical product development information relates to

an investigational new drug or device or the investigational

use of an approved drag or cléared device, and is based

on information unbiased, factual, acenrate, and non-mis-
leading, and includes, where applieable a conspicuous and

prominent: statement describing any material differences

Letween the medieal product development information and
the proposed labeling submitting with the application for
the requested indicdation or use of the drug or device nnder
seetion 505 of this Act or under seetion 351 of the Public
Health Serviee Act, or deviee under seetion’ 510, 513, or
515 in cases that suel diug or device is. approved, cleared,
or elassified for another indieation. Information provided
to any payor, formulary committee, or other such similar
entity, shall include a conspicuous and promiment state-
ment consistent with subparagraph (2)(B)(1) that such
drug or device is hot approved, (il(}a,l--.ed,__ of licensced by the

Secretary.
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“(2)(A) For purposes of subparagraph (1)(B), the

term ‘health care economic information” means any anal-

ysis (including the clinival data, inputs, elinical or' other

assuinptions, methods, results, and other components un-

derlying or comprising the analysis) that identifies, neas-

ures, or describes the economic eonsequendes, which may
be ‘based on the separate or aggregated clinical con-

sequences of the represented health outeomes; of the use

of a drug or device. Such analysis may be comparative

to the use-of another drug-or deviee to another health care

intervention, or-to-no intervention, and may include nfor-

mation related to the duration of treatment, health care
setting, burden of illness, dosing regimerits, patient popu-
lations, snrrogate or intermediate endpoints, clinical out-
comes assessments and real wold evidence, comparative
cffeetiveniess, adherence, and other such information as
the Seerctary may determines appropriate.

“(B)(@) For purposes of subparagraph (1) (C), the
term “medical product development information’ means in-
formation related to an investigational new drug or deviee
or the hivestigational use of an approved drug or eledred
device, and may-include the following information—

“(I) product information; information about the
indication or indieations _S(_}ugl'lt;_ an anticipated

timeline for possible approval, clearance, or licensure
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of the product or of the new use; product pricing in-
formation; patient. utiliza‘tion projections; product-re-
lated programs or serviees; results from studies, in-
¢luding elinical studies of drugs or devices or bench
tests that deseribe performance; and

“(IT) other information as the Secretary may
determine appropriate, including any updated infor-
mation related to product developiment.

“(ii) The information described in subclanse (1) shall

be accompanicd by a clear statement that such product

is not. approved or safety and effectivencss is not yet con-

firmed, applicablé information related to the stage of prod-

net development: or elinical studies, study design, or other
suppleniental information that the Secretary determines

appropriate to include related to the unapproved produit

or unapproved use or uses of sueh approved product,

“(¢)(d) The information deseribed in clanse (A) does

not-include any analysis that relates only to an indication

that is not approved under section 505 of this Act or

ander section 351 of the Public Health Service Act for

stieh drug.

“(ii) The information desceribed in subparagraph
(2)(B) shall not inclade—
“(I) study ‘chavacterizations or characterizing

conelusions; or
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“(IT) information representing that an unap-
proved product is approved, cleared, or licensed, or
has otherwise bheen determined to be safe or effec-
tive, or information representing that an unapproved

use of an approved, cleared, or licensed product is

safe or etfective for tlie use for which it is being
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stndied.””,



