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In the preamble, CMS discusses that common ownership is meant to include certain companies
that are under ‘common ownership’ with an entity that meets the definition discussed for
applicable manufacturer – even if the company is not involved in the manufacturing process.

CMS is contemplating using a definition for common ownership as an instance where an
individual or entity owns 5% or more of the total ownership.

The preamble also suggests that if numerous companies are under common ownership and all
companies independently meet the definition of applicable manufacturer, each company would
be required to report individually. So, company A and B are both owned by C and all (A, B,
and C) meet the definition of applicable manufacturer, each would report separately.

However, if only one company meets the definition of manufacturer and the other companies are
required to report as a result of a common ownership scenario, then companies can decide
whether or not to report together. CMS is seeking comment on this subject.

Another nuance in the preamble is the concept of an “all in” approach. If an applicable
manufacturer is selling at least one product that meets the definition of a “covered” product, all
payments or transfers of value to a covered recipient must be reported. So, if an entity
manufacturers over the counter medicines (which do not meet the definition of covered drug) and
ONE pharmaceutical product that does meet the definition of a covered drug, all
payments/transfers to a covered recipient must be reported – not just those payments associated
with the one pharmaceutical product that is considered a covered drug.

76 Fed. Reg. 78744 (proposed December 19, 2011)
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In the preamble, CMS proposes that they will publish a list of hospital covered recipients
once per year. This list is essential in the eyes of CMS as it may not be immediately
apparent to an applicable manufacturer whether a particular hospital meets the CMS
proposed definition. Additionally, there is no published database currently available with
this information.

The list that is published by CMS is proposed to also include the name and address of
each teaching hospital.

CMS seeks comments on this proposal.

76 Fed. Reg. 78746 (proposed December 19, 2011)
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It is outlined in the preamble that payments or other transfers made at the request of or
designated on behalf of a covered recipient should be reported under the name of the
covered recipient. Additionally, CMS proposes that applicable manufacturers report the
name of the entity or individual that received the payment. So, if Physician Jones
requested that payment be made to Jones Family Practice, the transaction would be
reported under Physician Jones and would include an additional data field showing that
the check was paid to Jones Family Practice.

76 Fed. Reg. 78746 (proposed December 19, 2011)
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Within the preamble, CMS talks about the proposal to have applicable manufacturers
utilize the NPPES website to identify key data fields. Specifically, this data set would be
used to obtain the physician’s primary practice location address as the business address;
specialty would also be identified using the field named “provider taxonomy”; and the
physician’s individual NPI number. CMS maintains this NPPES website. This is another
area in which CMS seeks comment on the proposed methodology.

76 Fed. Reg. 78746, 78747 (proposed December 19, 2011)
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Currently the proposed rule lays out that each payment must be reported under one of
these categories. One of the challenges may be in the instance where a physician is paid
a flat fee – which includes consulting, travel, meals, etc. As proposed, an applicable
manufacturer will be required to ‘un-bundle’ these payments to reach each area
separately. The thought is that this will help to ensure greater consistency with the
database because applicable manufacturers will separate all payments, rather than each
applicable manufacturer combining payments differently.

In the preamble, CMS seeks comment on an alternative approach of allowing a payment
or other transfer of value for an activity that is associated with multiple segregable
categories to be reported as a single lump sum acknowledging that this may be better
aligned with certain existing business processes, although it might make the public
disclosure database more confusing for end users. CMS is also requesting comment on
the costs that may be associated with this approach.

76 Fed. Reg. 78747 (proposed December 19, 2011)
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The name of the covered product would be included 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 would be the name under which this covered
product is marketed. If the marketed name has not yet been selected, the applicable
manufacturer must indicate the scientific name. It is recommended that only a single
product name can me associated with an individual payment.

CMS is considering allowing an applicable manufacturer to report multiple product
names related to a single payment as this may be less burdensome on manufacturers
given that financial relationships are not specific to one product only – but this would
make aggregating payments by product difficult for CMS. CMS is seeking comment on
this approach.

The preamble does highlight that if an applicable manufacturer is not reporting the name
of the drug, device, biological, or medical supply as appropriate, then the applicable
manufacturer may be subject to penalties.

76 Fed. Reg. 78747 (proposed December 19, 2011)
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Within the preamble, CMS acknowledges that the proposed rule may not cover all
circumstances in which applicable manufacturers make payments or other transfers of
value to covered recipients for research-related activities (for example, post-market
research, other research or studies not conducted pursuant to a written agreement, or
those studies without a research protocol).

CMS solicits comment regarding which existing category or nature of payment would
apply to these other types of research.

76 Fed. Reg. 78749, 78750 (proposed December 19, 2011)
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This proposed methodology results in redundant reporting when payment is made to a
teaching hospital. The preamble lays out that research payments provided to teaching
hospitals and ultimately to physician covered recipients (as principal investigator) must
be reported for both the teaching hospital covered recipient, and the physician covered
recipient. The payment to the teaching hospital will be reported as a direct research
payment in the full amount. The payment will also be reported as an indirect research
payment to the physician covered recipient in the full amount – even though CMS
acknowledges that the physician is known to be receiving only a portion of the payment.

Given that the exact amount received by the physician as an indirect research payment,
CMS will report this amount separately and will not include this amount in an aggregated
totals for the physician.

These payments will be aggregated for any teaching hospital covered recipients as the
teaching hospital received the funds as a direct research payment.

CMS is seeking comment in regards to this proposal.

76 Fed. Reg. 78749 (proposed December 19, 2011)
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As noted in the preamble, CMS is considering whether to require the reporting of the
immediate family member’s relationship to the physician, as well as the immediate
family member’s name, in order to bring additional transparency to the nature of the
relationship.

CMS is cautious in this regard due to privacy concerns. If the information will not be
made public, is it worth the additional collection of information?

CMS is seeking input regarding this item.

76 Fed. Reg. 78752 (proposed December 19, 2011)
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The preamble suggests that CMS will allow applicable manufacturers to submit a
document describing the assumptions used when compiling the data. This document is
not mandatory and may be submitted with the CSV file. These documents will not be
posted on the public website in order to alleviate any concerns regarding proprietary
information.

CMS is considering and seeks comment on whether or not they should make the
submission of this assumptions document mandatory. CMS has acknowledged that many
of the categories are similar, therefore the assumptions document can help CMS to
understand any assumptions made by the applicable manufacturer when classifying
payments or other transfers of value.

76 Fed. Reg. 78748 (proposed December 19, 2011)
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CMS is considering requiring that all applicable manufacturers and applicable GPOs
register with CMS, regardless of whether they have information to report. This would
be coupled with the requirement that for applicable manufacturers and applicable GPOs
that have NO payments or transfers of value and/or ownership or investment interests to
report would still be required to submit an attestation signed by the CEO, CFO or CCO.

CMS seeks comment on both the benefits and burdens of this consideration and intends
to finalize the rule based on comments received.

76 Fed. Reg. 78753, 78754 (proposed December 19, 2011)
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