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physician) with a direct or an indirecü ownership or investment
interest in the hospital.

"(6) CunmtcATloN.-Nothing in this subsection shall be
construed as preventing the Secretary from revoking a hos-
pital's provider agleement if not in compliance with regulations
implementing section 1866.".
(b) E¡.¡Foncpr,rENT.-

(1) E¡rsunn¡c coMpLrANcE.-The Secretary of Health and
Human Services shall estabìish policies and procedures l,o
ensure compliance with the requirements described in sub-
section (iXl) of section 1877 of the Social Security Act, as
added by subsection (aX3), beginning on the date such require-
ments first apply. Such policies and procedures may include
unannounced site reviews of hospitals.

(2) Auurc.-Beginning not later than November l, 2011,
the Secretary of Health and Human Services shall conduct
audits to determine if hospitals violate the requirements
referred to in paragraph (l).

SEC. 6002. TRANSPANDNCY REPORTS AND REPORTINC OF PfiYSTCI.AN
OWIYERSIfl P OR INVESTMENT INTERESTS.

Part A of title XI of the Social Securiry 
^cL 

(42 U.S.C. 1301
et seq.) is amended by inserting after section 1128F the following
new section:
.SEC. TI28G. TRANSPARENCY REPORTS AND REPORTING OF PHYSI.

CIAN OT+'NERSHIP OR I}TVESTMENT INTERESTS.

"(a) Tn¡¡,lspennNcY REPoRTS.-
"(1) P¡vMr¡,¡Ts oR orHER TRANSFERS oF VALUE.-

"(A) Iw GENERAL.-On March 31, 2013, and on the
90th day of each calendar year beginning thereafter, any
applicable manufacturer that provides a payment or other
transfer of value to a covered recipient (or to an entity
or individual at the request of or designated on behalf
of a covered recipienü), shall submit to the Secretary, in
such electronic form as the Secreiary shall require, the
following information with respect to the preceding cal-
endar year:

"(i) The name of the covered recipient.
"(ii) The business address of the covered recipient

and, in the case of a covered recipient who is a physi-
cian, the specialty and National Provider Identifier
of the covered recipient.

"(iii) Ihe amount of the payment or other transfer
ofvalue.

"(iv) The dates on which ¿he payment or- other
transfer ofvalue was provided to the covered recipient.

"(v) A descripüion of the form of the payment or
other transfer of value, indicated (as appropriate for
alì that, apply) as-

"(I) cash or a cash equivalent;
"(II) in-kind items or services;
"(III) stock, a stock option, or any other owner-

ship interest, dividend, prolìt, or other return on
investment; or

"(IV) any other form of payment or other
transfer of value (as defìned by the Secretary).
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"(vi) A description of the nature of the payment
or other transfer of value, indicated (as appropriate
for all that apply) as-

"(I) consulting fees;
"(II) compensation for senrices olher than con-

sulting;
"(III) honoraria;
"(IV) gif[
,.(V) entertainment;
'(VI) food;
"(VII) üravel (including the specified destina-

tions);,.(VIII) education;
"(IX) research;
"(X) charitable contribution;
"(XI) royalüy or license;
"(XII) current or prospective ownership or

investment interest;
"(KII) direct compensation for serving as fac-

ulty or as a speaker for a medical educatìon pro-
gram;

"(XIV) granü; or
"(XV) any other nature of the payment or other

transfer of value (as ilefìned by the Secretary).
"(vii) If ühe payment or other transfer of value

is related to marke0ing, education, or research specihc
to a covered drug, device, biologicaì, or medical supply,
the name of that covered drug, device, biological, or
medical supply.

"(viii) Any other categories of information
regarding the payment or other transfer of value the
Secretary determines appropriate.
"(B) Spncnr. RUI,E FoR cERTAIN pAyMENTs oR orHER

TIìANSFERS OF VALUE.-In the case where an applicable
manufacturer provides a payment or other transfer ofvalue
to an entiüy or individual aC the request of or designated
on behalf of a covered recipient, the applicable manufac-
turer shall disclose ¿hat payment or other transfer of value
under the name ofthe covered recipient.
"(2) hrvstcr¡N olvNcRstÍtp.-In adâition to the requirement

under paragraph (lXA), on March 31, 2013, and on the 90th
day of each calendar year beginning thereafter, any applicable
manufacturer or applicable group purchasing organization shall
submit to the Secretary, in such electronic form as the Secretary
shall require, the following information regarding âny owner-
ship or investment interest (other than an ownership or invest-
ment interest in a publicly traded security and mutual fund,
as described in section f877(e)) held by a physician (or an
immediate family member of such physician (as delìned for
purposes of section f877(a))) in the applicable manufacturer
or-applicable group purchasing organization during the pre-
ceding year:

"(A) The dollar amount invested by each physician
holding such an ownership or investment interest.

"(B) The value and terms of each such ownership or
investment in[erest.
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"(C) Any payment or other transfer of value provided
to a physician holding such an ownership or investment
interest (or to an entity or individual at the request, of
or designated on behalf of a physician hoìding such an
ownership or investment interest), including thè informa-
tion described in clauses (i) through (viii) of paragraph
(lXA), except that in appìying such clauses, 'physician'
shall be substituted for 'covered recipient' each place it
appears.

"(D) Any other information regarding the orvnership
or investment interest the Secretary determines appro-
priate.

"(b) PSNALT¡ns FoR NoNcoMpLrANcE.-
"(1) FÆLuns ro REPoRT.-

"(A) IN cENERAL.-Subject to subparagraph (B) except
as provided in paragraph (2), any appìicable manufacturèr
or applicable group purchasing organization that fails to
submit informalion required under subsection (a) in a
timeìy manner in accordance with rules or regulations
promulgated to carry out such subsection, shall be subject
to a civjl money penalty of not less than $1,000, but not
more than $10,000, for each pa-vment or other [ransfer
of value or ownership or irrvestment interest not reported
as required under such subsection. Such penaltv shall be
imposed and collected in the same manner as civil money
penalties under subsection (a) ofsection ll2BA are imposed
and iolìected under that section.

"(B) LlultertoN.-The'total amount of civil money pen-
alties imposed under subparagraph (A) with respect to
each annuaì submission of information under subsection
(a) by an applicable manufacturer or applicabìe group pur-
chasing organization shaìl not exceed $f50,000...(2) KNOWI¡.¡C FAILURE TO REPORT,-

"(A) I¡¡ cENERAL.-Subject to subparagraph (B), any
applicabìe manufacturer or applicable group purchasing
organization that knowingl! fails to submit information
required under subsection (a) in a timel¡r manner in accord-
anôe with ruìes or regulations promuigated to cârry out
such subsection, shall be subject [o a civil money penalty
of not less than $10,000, but not mo¡'e than $100,000,
for each payment or other transler ol value or ownership
or investment inlerest not reported as requiled under such
subsection. Such penalty shall be imposed and collecl.ed
in the same manner as civil money penalties under sub-
sec0ion (a) ofsec¿ion 11284 ale imposed and collected under
that section.

"(B) Lt¡urlreno¡¡.-The total amount of civil mone¡, pen-
alties imposed under subparag'aph (A) rvith respecl to
each annual submission of information under subsection
(a) by an applicable manulacturer or applicable group pur-
chasing organization shall not exceed $1,000,000.
"(3) Use oF FUNDS.-Funds collected by the Secretary as

a result of the imposition of a civil money penalty under this
subsection shalì be used to carrv out this section.
"(c) PnocnnuR¡S FoR Strul¡rssôN or INFoRMATIoN ¡\ND PuBr-¡c

Avrumurl¡ry.-
"(l) It.l cuNEnnL.-
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"(A) Es'resl.tsxnnNr.-Not later than October l, 201f,
the Secretar-v shall estabìish procedures-

"(i) for applicable manufacturers and applicable
group purchasing organizations to submit information
to the Secretary under subsection (a); and

"(ii) for the Secretary to make such information
submitted available to the public.
"(B) Dnpn¡lr¡oN oF renus.-The procedures estab-

lished under subparagraph (A) shall proräde for the defìni-
tion of terms (other than those terms defined in subsection
(e)), as appropriate, for purposes ofthis section.

"(C) Puallc AvAILABILITy.-Except as provided in
subparagraph (E), the procedures established under
subparagraph (AXii) shall ensure that, not later than Sep-
tember 30, 2013, and on June 30 of each calendar yeár
beginning thereafLer, the information submitted under êub-
section (a) with respect to the preceding calendar year
is made available through an Internet website that-

"(i) is searchable and is in a format that, is clear
and understandable;

"(ii) contains information that is presented by the
name of the applicabìe manufacturär or appliäable
group purchasing organization, the name ofthe covered
recipient, the business address ofthe covered recipient,
the specialty of the covered recipient, the value of
the payment, or other transfer of-value, the date on
which the payment, or other transfer of value was
provided to the covered recipient, the form of the pay:
ment or other transfer of value, indicated (as appro-
priate) under subsection (a)(l)(A)(v), the nature olthe
payment or other transfer of vaìue, indicated (as appro-
priate) under subsection (a)(1XA)(vi), and the name
of the covered drug, device, biological, or medical-
supply, as applicable;

"(iii) contains information that is able to be easily
aggregated and downloaded;

"(iv) contains a description of any enforcement,
actions taken to carry out this section, including any
penalties imposed under subsection (b), during thè pre-
ceding year;

'(v) contains background information on industry-
physician relationships;

"(vi) in the case of information submit&ed with
respect to a payment or other transfer of value
described in subparagraph (EXi), lists such information
separately from the other information submitted under
suþsection (a) and designates such separately listed
information as funding for clinical researbh;

"(vii) contains any other information the Secretary
determines would be helpful to the average consumer;

"(viii) does not contain the National Provider
Identifier of the covered recipient, and

"(ix) subject to subparagraph (D), provides the
applicable manufacturer, applicable group purchasing
organization, or covered recipient an opportunity to
review and submit correctionC to the infór:mation sub-
mitted with respect to the appìicable manufacturer,
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applicable group purchasing organization, or covered
recipient, respectively, for a period of not ìess than
45 days prior to such information being made available
to the public.
"(D) CmnrprcATIoN oF TrME pER¡oD FoR REvrEw ANn

coRREcTIoNS.-In no case may the 45-day period lor review
and submission of corrections to information under
subparagraph (CXix) prevent such information from being
made availabìe to the public in accordance with the dates
described in the matter preceding clause (i) in subpara-
graph (C).

"(E) DsLAyEn pUBLIcATIoN FoR pAyMENTS MADE pURSU-

ANT'TO PRODUCT RESEARCH OR DEVELOPMENT AGREEMENTS
AND CLI NICAL IÌ{VESTIGATIONS._

"(i) IN ceNeneL--In the case of information sub-
mitted under subsection (a) with respect to a payment
or other transfer of value made to a covered recipient
by an applicable manufaclurer pursuant to a product
research or development agreement for services fur-
nished in connection with research on a potential new
medical technology or a new application of an existing
medical technology or the development of a new drug,
device, biological, or medical suppìy, or by an appìicabìe
manufacturer in connection with a clinical investiga-
tion regarding a new drug, device, biological, or medical
suppìy, the procedures established under subparagraph
(AXii) shalì provide that such inlormation is made
availabìe to the public on the lìrst date described in
the matter preceding clause (i) in subparagraph (C)
after the earlier of the following:

"(I) The date of the approval or clearance of
the covered drug, device, biological, or medical
supply by the Food and Drug Administration.

"(II) Four calendar years after the date such
payment or other transfer of value was made...(ii) CoNr¡onNTrAI,Ifi oF INFORMATIoN PRIOR To

PUBLIcA'rtoN.-Information described in clause (i) shall
be considered confidential and shall not be subject
to disclosure under section 552 oftitle 5, United States
Code, or any other similar Federaì, State, or local
law, until on or after the date on which the information
is made availabìe to the public under such cìause.

"(2) CowsulrATIoN.-In establishing the procedures under
paraglaph (1), the Secretary shalì consult with the Inspector
General of the Department of Health and Human Services,
affected industry, consumers, consumer âdvocates, and other
interested parties in order to ensure that the information made
availabìe to the public under such paragraph is presented in
the appropriate overall context.
"(d) Ar'¡r.¡.¡ru- RepoRrs ¡,r¡o Rel.rr¡oN To SIATE Lnws.-

"(l) AN¡.¡..rel RËpon'r ro coNGrìESs.-Not later than April
I of each year beginning with 2013, the Secretary shall submit
to Congress a report that includes the following:

"(A) The information submitted under subsection (a)
during the preceding year, aggregated for each applicable
manufacturer and applicable group purchasing organiza-
tion that submitted such information during such year
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(except, in the case of information submitted with respect
to a payment or other transfer of vaìue described in sub-
section (cXlXEXi), such information shall be included in
the first report submitted to Congress after the date on
which such information is made available to the pubìic
under such subsection).

"(B) A description of any enforcement actions taken
to carry out, this section, including any penalties imposed
under subsection (b), during the preceding year.
"(2) ANNuru. REpoRTs To srATES.-No[ later than Sep-

tember 30, 2013 and on June 30 of each calendar year therè-
after, the Secretary shall submit to States a report that includes
a summary of the information submitted under subsection (a)
during,the preceding year with respect to covered recipients
in the State (except, in the case of information submitted with
respect to a paJ¡ment or other transfer of value described in
subsection (cXlXEXi), such information shall be included in
the first report submitted to States afler the date on which
such inl'ormation is made availabìe to the public under such
subsection).

"(3) Reurroru To srArr LAws.-
"(A) IN GENETìAL.-In the case of a payment or other

transfer of value provided by an applicable manufacturer
that is received by a covered recipient (as defined in sub-
section (e)) on or after January 1,2012, subject to subpara-
graph (B), the provisions of this section shall preempt
an-v statute or regulation of a State or ol a political subdivi-
sion of a State that requires an applicable manufacturer
(as so delìned) to disclose or report, in any format, the
type o[ information (as described in subsection (a))
regarding such payment or other transfer ofvaìue.

"(B) No pREE¡vrFrIoN oF ADDTTToNAL REeuTREMENTS.-
Subparagraph (A) shalì not preempt any statute or regula-
tion of a State or of a political subdivision of a State
that requires the disclosure or reporting of information-

"(i) not of the type required lo be disclosed or
reported under this section;

"(ii) described in subsection (eXl0XB), excepü in
the case of information described in clause (i) of such
subsection;

"(iii) by any person or entity other than an
applicable manufacturer (as so defined) or a covered
recipient (as defined in subsection (e)); or

"(iv) to a Federal, State, or local governmental
agency for public health surveillance, invèstigation, or
other public health purposes or health oversìght pur-
poses.
"(C) Nothing in subparagraph (A) shall be construed

to limit the discovery or admissibility of information
described in such subparagraph in a crirninal, civil, or
administrative proceeding.
"(4) CoNsuurATroN.-The Secretarv shall consult with ¿he

Inspector General of tbe Department-of Health and Human
Services on the impìementation of this section.
"(e) D e¡'r¡.¡lrro¡¡s.-In this section:

"( 1 ) Applrce¡Lc GRoup puRcHAS¡Nc oRGANTZ¡\'r'roN.-The
term 'applicable group purchasing organization' means a group
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p-urchasing organizâtion (as delined by the Secretary) that pur-
chases, arranges for, or negotiates the purchase of a covöred
drug, device,- biological, or medical supply which is operating
in the United States, or in a üerritory, possession, or cbmmon-
wealth of the United States.

'(2) AppLIcABLE MANUFAcTURER.-The term'apolicable
manufacüurer' means a manufacturer of a covered druË.'dev¡ce.
biological, or medical supply which is operating in thä Uniæd
States, or in a territory; pirssession, or commoìwealth of the
United States.

"( 3 ) CLI¡,I¡cAL INvESTtcATro¡.¡.-The term'cli nical investi ga-
tion' means any experiment involving I or more human sub-
jects, or materials derived from human subjects, in which a
drug or device is administered, dispensed, or used.

"(4) Cownsn DEVIcE.-The term 'covered device' means
any device for which payment is available under title XVIII
or a State plan under title XIX or )O(I (or a waiver of such
a plan).

"(õ) CovenrD DRuc, DEv¡cE, BroLoGrcAL, oR MED¡cAL
supply.-The term 'covered drug, device, biological, or medical
suppfy' means any drug, biologiõal product, device, or medical
suppìy for which payment is available under title XVIII or
a State plan under titìe XIX or )O(I (or a waiver of such
a plan).

"(6) Cownsp REcTPTENT.-
"(A) IN cENERAL.-Except as provided in subparagraph

(B), the term'covered recipienf, means the folìowiñg: -
"(i) A physician.
"(ii) A teaching hospital.

"(B) Exclusto¡¡.-Such term does not, include a ohvsi-
cian who is an employee of the applicable manufaðtrirer
that is required to submit informãiion under subsecüion
(a).
"(7) Etvlpt oyse.-The term 'employee' has the meaning

given such term in section 187?(hX2).
"(8) KNowrNcr.y.-The term 'knowingly' has the meaning

given such term in section 3729(b) of title 31, United Stateé
Code.

'(9) MRNurncrunrn oF A covERED DRUc, DEVrcE,
BIOLOGICAL, OR MEDICAL SUpPLy.-The term 'manufacturer of
a covered drug,. device, biological, or medical supply' means
any entity which is engaged in the production, pieparaüion,
propagation, compounding, or conversion of a covered drug,
device, biological, or medical supply (or any entity undõi
common ownership with such entity which provides assistance
or support to such entity with respect to the production,
preparation, propagation, compounding, conversion, marketing,
pro.motion, sale, or distribution of a covered drrg, devicè,
biological, or medical supply)...(IO) PeyvnxT oIì o'I}IER TRANSFER oF VALUE._

"(A) I¡.¡ cENERAL.-The term 'payment or other transfer
of value' means a ùransfer of anyùhing of value. Such term
does not include a transfer of anytliing of value that is
made indirectly to a covered recipient through a third
party in connection with an activity or service in the case
where the applicable manufacturèr is unaware of the
identity ofùhe covered recipient.
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"(B) ExclusroNs.-An applicable manufacturer shall
not be required to submit information under subsection
(a) with respect to the following:

"(i) A transfer of anything the value of which is
less than $10, unless the âggreþate amount transferred
to, requested by, or designated on behalfofthe covered
recipient by the applicable manufacturer during the
calenda¡ year exceeds $100. For calendar years after
2012, fhe dollar amounts specified in the preceding
sentence shall be increased by the same pèrcentagõ
as th-e percentage increase in the consumer irice indõx
for all urban consumers (all items; U.S. city average)
for the l2-month period ending wirh June óf ttre pie-
vious year.

"(ii) Product sampìes that are not intended to be
sold and are intended for patient use.

"(iii) Educational materials that directlv benefir
patients or are intended for patient use.

"(iv) The loan of a covered device for a short-
üerm trial pe-nod, not !o exceed 90 days, to permit
evaluation of the covered device by 

- the cõvered
recipient.

"(v) Items or services provided under a contractuaì
warranty, including the replacement, of a covered
deyice, where the terms of the warranty are set forth
in the purchase or lease âgreement for the covered
device.

"(vi) A transfer of anything of value to a covered
recipient when the covered recipient is a patient and
not âcting in the professional capacity of a covered
recipient.

"(vii) Discounts (including rebates).
"(viii) In-kind items used for the provision of

charity care.
"(ix) A dividend or other profrt distribution from,

or ownership or investment interest in, a publicly
traded security and mutual fund (as described in sec-
tion 1877(c)).

"(x) In the case of an applical¡le manufacturer
who offers a self-insured plan, þâyments for the provi-
sion ofhealth care to employees under the plan.

"(xi) In the case of a covered recipient who is
a licensed non-medical professional, a transfer of an-v-
thing of value to the covered recipient if the transfår
is pa¡rment solely for the non-medical professional sen,-
ices of such licensed non-medical profeisional.

"(xii) In the case of a covered recipient who is
a physician, a transfer ol anything of vatue to the
covered recipient if ¿he transfer is payment solely for
the services of the covered recipient-with respeót to
a civil or criminal action or an administrative pro-
ceeding.

"(11) hryslcn¡¡.-The term 'physician' has the meaning
given that ierm in section 1861(r)."-


