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“The scarcity of global standards for
collecting, storing, classifying, analysing
and interpreting patient safety incident
reports as well as other clinical data, has
always been a major barrier to effective
reporting and learning.
To overcome this, the “Minimal
Information Model for Patient Safety
Incident Reporting” (MIM PS) was
developed to define a minimum set of
common data categories within a
universally applicable model to meet the
most basic information needs for
reporting patient safety incidents. It aims
to strengthen effective reporting by
identifying the key data features that
provide minimal meaningful learning.”
(http://www.who.int/patientsafety/imple
mentation/information _model/en/
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742 U.S.C.A. § 1320a-7h

(a) Transparency reports

(1) Payments or other transfers of
value

(A) In general

On March 31, 2013, and on the 90th
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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
recipient), shall submit to the Secretary,
in such electronic form as the Secretary
shall require, the following information
with respect to the preceding calendar
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 physician, the specialty
and National Provider Identifier of the
covered recipient.

(iii)) The amount of the payment or
other transfer of value.

(iv) The dates on which the payment or
other transfer of value was provided to
the covered recipient.

(v) A description of the form of the
payment or other transfer of wvalue,
indicated (as appropriate for all that
apply) as-

(I) cash or a cash equivalent;

(ID in-kind items or services;

(ITI) stock, a stock option, or any other
ownership interest, dividend, profit, or
other return on investment; or

(IV) any other form of payment or other
transfer of value (as defined by the
Secretary).

(vi) A description of the nature of the
payment or other transfer of wvalue,

indicated (as appropriate for all that



apply) as--

(I) consulting fees;

(I) compensation for services other
than consulting;

(ITI) honoraria;

(IV) gift;

(V) entertainment;

(VD) food;

(VID) travel (including the specified
destinations);

(VIII) education;

(IX) research;

(X) charitable contribution;

(XD royalty or license;

(XII) current or prospective ownership
or investment interest;

(XIII) direct compensation for serving
as faculty or as a speaker for a medical
education program;

(XIV) grant; or

(XV) any other nature of the payment
or other transfer of value (as defined by
the Secretary).

(vii) If the payment or other transfer of
value is related to marketing, education,
or research specific to a covered drug,

device, biological, 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) Special rule for certain payments or
other transfers of value

In the case where an applicable

manufacturer provides a payment or
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other transfer of value to an entity or
individual at the request of or designated
on behalf of a covered recipient, the
applicable manufacturer shall disclose
that payment or other transfer of value

under the name of the covered recipient.

(2) Physician ownership

In addition to the requirement under
paragraph (1)(A), on March 31, 2013, and
on the 90th day of each calendar year
beginning thereafter, any applicable

group
purchasing organization shall submit to

manufacturer or applicable
the Secretary, in such electronic form as
the Secretary shall require, the following
information regarding any ownership or
investment interest (other than an
ownership or investment interest in a
publicly traded security and mutual fund,
as described in section 1395nn(c) of this
title) held by a physician (or
of

physician (as defined for purposes of

section 1395nn(a) of this title) in the

an

immediate family member such

applicable manufacturer or applicable
group purchasing organization during
the preceding 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 interest.

(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 holding such an ownership or
the

@
through (viii) of paragraph (1)(A), except

investment interest), including

information described in clauses
that in applying such clauses, “physician”
shall be substituted for ‘covered recipient’
each place it appears.

(D) Any other information regarding
the ownership or investment interest the

Secretary determines appropriate.”

2 D HDOEE, [FANE T ITE OO
flifif Oz (payment or other transfer of
value) DEFR EFINEHE LTH D Th 5,

742 U.S.C.A. § 1320a-7h

(10) Payment or other transfer of value

(A) In general

The term “payment or other transfer of
value” means a transfer of anything of
value. Such term does not include a
transfer of anything 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 manufacturer is unaware of

the identity of the covered recipient.

(B) Exclusions

An applicable manufacturer shall not
be required to submit information under
subsection (a) with respect to the
following:

() A transfer of anything the value of
which

aggregate

1s less than $10, unless the

amount  transferred to,
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requested by, or designated on behalf of
the covered recipient by the applicable
manufacturer during the calendar year
exceeds $100. For calendar years after
2012, the dollar amounts specified in the
preceding sentence shall be increased by
the same percentage as the percentage
increase in the consumer price index for
all urban consumers (all items; U.S. city
average) for the 12-month period ending
with June of the previous year.

(i) Product samples that are not
intended to be sold and are intended for
patient use.

(iii) Educational materials that directly
benefit patients or are intended for
patient use.

(iv) The loan of a covered device for a
short-term trial period, not to exceed 90
days, to permit evaluation of the covered
device by the covered recipient.

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

(vi) A transfer of anything of value to a
covered recipient when the covered
recipient is a patient and not acting 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 profit
distribution from, or ownership or



investment interest in, a publicly traded
security and mutual fund (as described in
section 1395nn(c) of this title).

(x) In the case of an applicable
manufacturer who offers a self-insured
plan, payments for the provision of health
care to employees under the plan.

(xi) In the case of a covered recipient
who is a licensed non-medical
professional, a transfer of anything of
value to the covered recipient if the
transfer 1s payment solely for the
non-medical professional services of such
licensed non-medical professional.

(xii) In the case of a covered recipient
who is a physician, a transfer of anything
of value to the covered recipient if the
transfer is payment solely for the services
of the covered recipient with respect to a
civil or criminal action

or an

administrative proceeding.”
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