FAPII\NHINFLOORYWELC

H_02.XML

AMENDMENT TO H.R. 3962

OFFERED BY MR. WELCH OF VERMONT AND MR,

DEFAZ1I0 OF OREGON

In section 1128H of the Social Security Act, as

proprosed to be inserted by section 1451(a), insert after

subsection (e) [page 902, after line 19] the following

(and, redesignate subsequent provisions and cross-ref-

erences thereto accordingly):
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“(f) BAN ON GIFTS.—

“(1) IN GENERAL.—It is unlawful for .any_ap— 7

plicable manufacturer or distributor to offer or give

any gift (as defined in paragraph (2)) to a covered

recipient (or to an entity or individual at the request

of a covered recipient).
“(2) GirT.—
“(A) IN GENERAL.—TFor purposes of para;—
graph (1) and subject to subparagraph (B), the

term “gift” means any payment or transfer of

value described in subsection (g)(8) or anything -

else of value.
“(B) EXCLUSIONS.—Such term does not

include the following:
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1 “1) A péyment or ‘transfer of value
2 described in subsection (g)(8)(C), except
3 | that for purposes of this clause, in. apply-
4 | ing clause (i) of such subsection, ‘5’ shall
5 be deemed to be ‘$10°.
6 “(i) A gift provided to a covered re-
7 eipient if the covered recipient reimburses
8 the manufacturer for the cost at fair mar-I
9 ket value.
10 (1) Charitable contributions to a
11 nonprofit covered recipient—
12 Y “(I) to fund health care provided
13 to a patient for free or on an income-
14 sensitive sliding scale basis;
I5. H(II) for a charitable fundraising
16 . event sponsored by a health care .pron
17 vider to benefit third-parties; or
18 “(II1) to fand a fellowship or in-
19 . ternship for a medical student or resi-
20 dent, as long as ‘the fellowship or in-
21 ternship is not identified with the ap-
22  plicable manufacturer.
23 “(iv) Payment to the sponsor of a sig-
24 ‘ ~nificant edﬁcational, medical, scientific, or
f:\VHLC\t 10608\110608.407.xmi {45322117)
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policy-making conference or seminar, pro-

vided—

“(I) the payment is not made di-
rectly to a health care provider, unless
the provider is the sponsor;

“(II) funding is used solely for
bona fide edueational purposes; and

“(II1) all ﬁrogram content is ob-
jective, free from industry control,
and does not 'promote specific prod-
ucts.

“(v) Ilonoraria and payment of the

eXpeﬁses of a health care professional who

serves on the faculty at a bona fide signifi-

cant educational, medical, scientific, or pol-

i¢y-making conference or seminar, pro-

vided—

(45322117}

“(I) there is an explicit contract
with specific deliverables which are re-

stricted to medical issues, not mar-

‘keting activities; and

“(IT} the content of the presen-
tation, inclading slides and written
materials, is determined by the health

care professional.
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1 “(vi) For a bona fide clinical trial—

2 “(T) dirpct salary support per
3 principal investigator .and other health
4 ~care professionals per year; and

5 “(II} expenses paid on behalf of
6 mvestigators or other health care pro-
7 fessionals paid to review the elinical

8 trial.

9 “(vit) For a research projeét that con-
10 stitutes a systematic investigation, is de-
11 signed td develop or eontribute to general
12 knowledge, and reasonably can be consid-
13 ered to be of significant intereét or _Valué
14 to scientists or health care professionals
15 working in the particular field of nquiry—
16 ;‘(I) gross compensation;

17 “(10) .direct salary support per

| 18 ~ health care professional; and
19 ' “‘(II.I) expenses paid on behalf of
20 each heaith care professional.
21 “(viil) Payment or reimbursement for
22 the reasonable expenses, inclﬁding ﬁravel
23 and lodging-reléted expenses, neeeséary for
24 technical traning of individual health care
25 pro_fessionals_ on the use of a médical device
FAVHLCA 106094110609.407.xml (45322117)
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1 if the commitment to provide such ex-
2 penses and the amounts or categories of
3 reasonable expenses to be paid are de-
4 scribed in a written agreement betWeen the
5 health care provider and the applicable
6 .manufaeturer. |
7 “(ix) The provision, distribution, dis-
8 semination, or receipt of educational mate-
9 . rials and consultation, ithuding videos and
10 other items, for the purpose of ktechniea,_l
11 trainiﬁg of individual health care profes-
12 sionals .on the effective use of a covered
13 . drug, device, biological, or medical supply.
14. | “(x) Royalties and licensing fees paid
15 to health care providers in return for con-
16 tractual rights to use or purehaée a pat-
17 ented or otherwise legally reeognized dis-
18 covery for which the health eare provider
19 holds an ownership right,.
20 “(xi} Other reasoﬁable fees, payments,
21 subsidies, or other economic benefits pro-
22 vided by an applicable manufaéturer of
23 covered drugs, devices, biologicals, or med-
24 1cal sﬁpplies at fair market value.
FAVHLCHA 0609.\:! 10608.407.xml (45322117)
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1 - “(xil} Samples of a covered drug, de-
-2 vice, biological, or medical supply provided

3 to a health care provider for free distribu-
4 “ tion to patienfs.

5 “(xiii) The provision of reasonable
6 quantities of medical device demonstration
7 or evaluation units to a health care pro- |
8 vider to assess the appropriate use and
-9 function of the product and determine
10 quetlier and When to use or recommend
11 the product in the future.

12‘ “(xiv) The provision, distribution, dis-
13 s’emh;atibn, or receipt of peer-reviewed aca-
14 demic, scientific, or clinical articles or jour-
15 nals and other items that serve a gehuine
16 educational function provided to a health
17 care provider for the benefit of patients.

18 “(xv) Scholarship or other support for
19 medical students, residents, and fellows to
20 attgnd a si-gnifi-cant educational, scientifie,
21 or, poliéy—making conference or seminar of
22 a nationai, regional, or specialty medical or
23 other professional assocﬁation If the recipi-
24 ent of the scholarship or other support is
25 selectéd by the assdciation. —
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“(xvi) Rebates and discounts for cov-
ered drugs, devices, biélogieals, or medical
supplies provided in the normal course of
business. |
“{xvii) Labels a,pprovéd by the federal

Food and Drug Administration for covéred

drugs, devices, biologicals, or medical sup-

plies.
“(3) OTHER DEFINITIONS.—For purposes of
subsection:

“(A) BONA FIDE CLINICAL TRIAL.—The
term ‘bona fide clinical trial’ means a elinical
trial that has been reviewed by the Food and
Drug Administration,that .constitutes  “‘re-
search” as suach term is defined in section
46.102 of title 45 of the Code of Federal Regu-
ldtions, and that reasona,bly can be considered
to be of intefesf to seientisfs 61" health care pro-
fessionals working in the particular field of in-
quiry. |

“(B) CLINICAL TRIAL—The term ‘clinical
trial’ means any study é,ssessing-. the safety or
efficacy of covered drugs, devices, biolog'ieals, or
medical supplies admiﬁistefed alone or in com-

bination with other covered drugs, devices,

(45322117 -
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biologicals, or medical supplies or other thera-

pies, or assessing the relative safety or efficacy

of covered drugs, devices, biologicals, or medical

supplies in comparison with other covered
drugs, devices, biologicals, or medical supplies
or other therapies.

4‘(0) | SIGNIFICANT EDUCATIONAL, SCI-
ENTIFIC, OR POLICY-MAKING CONFERENCE OR
SEMINAR.—The term ‘significant educational,
scientific, dr policy-making conference or sem-
inar’ means an educational, scientifie, or poliey-
making conference or seminar that—

Y1) s accredited by the Accreditation -
- Council for Continuing Medical Education
or a comparable orgariization; and -

“(1) offers c_ontinui_ﬁg medical edu-
cation credit, features multiple presenters
on sclentific research, or is authorized by
the sponsoring association to recommend
or make policy.

“(4) CLARIFICATION.—Nothing in this sub-

section shall preclude the disclosure or reporting re-
quirements under this section for those items not

‘subject to paragraph (1).”.
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