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Patricia Hameister, Chief Clerk
United States Senate Special Committee on Aging

Dear Ms. Hameister,

Eli Lilly and Company (“Lilly”) is pleased to submit this statement for a public round table dis-
cussion to be held by the United States Senate Special Committee on Aging regarding the im-
plementation of the final regulations of section 6002 (the “Sunshine Act”) of the Patient Protec-
tion and Affordable Care Act.

Lilly has been an industry leader with respect to disclosing payments to health care providers and
other recipients and has long supported increased transparency. In 2004, Lilly became the first
company to voluntarily make public its U.S. clinical trial data in the Lilly Clinical Trial Registry.
In 2007, Lilly became the first biopharmaceutical company to publicly report the funding it pro-
vides in the U.S. to institutions in the form of educational grants and charitable contributions to
support medical education, patient education and other activities that it believes increase health
care knowledge and improve patient care.

Currently, Lilly is tracking and reporting a wide range of financial interactions with U.S.-based
physicians pursuant to its Corporate Integrity Agreement (CIA) as well as State reporting obliga-
tions. Over the past several years, Lilly has gained extensive experience in defining new internal
and external processes, creating training and modifying IT systems to enable data tracking and
reporting. We have used this knowledge to provide comments that underscore practical imple-
mentation insights and suggestions regarding the proposed rule and the statutory interpretations
that CMS has shared. In addition, we have proposed clarifications we know will be necessary to
ensure consistency, reduce confusion, minimize unintended readings of the law, and substantially
improve implementation of the final regulations.

In the spirit of facilitating quality implementation of the Sunshine Act, Lilly would like to high-
light the following six points which should be addressed in the final regulations. The first two
points focus on implementation timing and a step-wise approach that will help facilitate the most
complete and accurate data collection and data reporting to CMS and consequently to the public.
The last four points focus on clarification of key issues that have been highlighted in comments
submitted by Lilly, PARMA and the Transparency and Disclosure Coalition®.

! The Coalition is a small working group of five pharmaceutical companies (AstraZeneca, Eli Lilly, Johnson &
Johnson, Merck, and Pfizer), each of which has been on the leading edge of efforts to disclose accurate financial
information about interactions with physicians and has been reporting detailed information about expenditures and
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1. The final rule should allow at least 180 days from publication until the commencement
of data collection.

The final rule should provide applicable manufacturers with at least 180 days to implement the
final rule. For the majority of applicable manufacturers, the process of implementing a compre-
hensive system for tracking and reporting will be new, complicated and necessarily imprecise
and iterative. When implementing the requirements of its CIA, Lilly learned first-hand, over the
span of 23 months leading up to its first full quarterly registry publication, that no reporting
scheme can contemplate or anticipate every possible implementation question.

Based on review of the proposed rule, notwithstanding the substantial efforts already undertaken
to enable current reporting, Lilly itself would need to revise many of its existing processes and
systems to address several areas where the proposed rule differs from the manner in which Lilly
is capturing and reporting data today (e.g. meal methodology, patient education materials, know-
ledge trigger for third party payments). There are simply a series of necessary steps required to
implement any change to business processes: first the requirements must be clearly defined
(which cannot occur until the final regulation is issued), then the requirements must be translated
into required changes on various impacted processes, then those required changes need to be
built into documented procedures and configured into IT systems, then those modified IT sys-
tems must be tested and validated to ensure they do what they are supposed to do, then the
people who use those procedures and systems must be trained. Each and all of these steps must
occur and must occur in linear order to effect the required changes. Consequently, the more the
final rule requires changes to the business and IT system rules already in place, the more com-
plex the implementation implications for manufacturers and the more lead time that necessarily
will be required.

2. The final rule could be implemented more effectively using a phased approach.

Lilly urges CMS to look at the phased implementation of Lilly’s CIA requirements and consider
a phased approach to enable manufacturers and CMS to manage the complexity of data collec-
tion and reporting in a more measured and controlled manner and to reduce the risk of error or
incomplete reporting. Phasing will yield better results for all interested parties, especially pa-
tients and physicians who expect and deserve these reports to be clear, meaningful and accurate.

Lilly suggests Sunshine data collection and reporting be divided into three phases.

Phase I, for which data collection could commence in early 2013, could include all direct pay-
ments from manufacturers to physicians and teaching hospitals. These direct payment data are
the most readily identifiable and accessible in most company systems. It is recommended that
Phase 1 direct payments not include payments for research made to Clinical Research Organiza-
tions (CROSs) or payments to reimburse expenses as the processes needed enable detailed report-
ing of these payments do not usually exist. For Lilly, a Phase I report of payments would dis-
close over 70% of the total dollars currently being reported by Lilly in our CIA registry. If we
were to assume a similar distribution for most manufacturers, focusing a Phase | implementation

other items of economic value they provide to physicians substantially in advance of the requirements of Section
6002. Each company has devoted significant resources to such efforts and has developed considerable experience
and expertise in addressing the complex issues involving such disclosures.
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on direct payments only (versus other transfers of value) would enable the public to have visibili-
ty to over 70% of what is targeted for disclosure under the Sunshine Act while providing appli-
cable manufacturers additional time to investigate and implement data collection processes and
systems that would be necessary to enable the next phases.

Phase 11 could reasonably commence 6-12 months later and could include all reimbursed ex-
penses as well as any indirect research payments made by CROs. Reimbursed expenses are sug-
gested to be separated from Phase | because reporting of such expenses will likely require mod-
ifications to billing and invoicing practices, expense re-categorization to align to Sunshine Act
definitions and requirements, and modifying IT systems to ensure that elements of such reim-
bursements get reported under the proper categories with the proper associated level of detail, all
as dictated by the yet-to-be-issued final rule. Payments made to CROs for research should be
included in this category for such reporting requires alignment of systems, training and new
processes for data collection by the CROs that are currently not in place. For Lilly, in 2011, of
all the value reported on Lilly’s payment registry, 21% represented payments to CROs for re-
search done by CROs. By the end of Phase I, there could be over 90% visibility into disclosure
required under the Sunshine Act.

Finally, Phase 111 could commence 12-18 months after Phase | and would complete the Sunshine
Act reporting requirements by adding disclosure of any non-cash transfers of value. Non-cash
transfers of value would include transfers such as business meals, travel and educational mate-
rials for physician benefit. Importantly, these non-cash value transfers represent a very small
percentage of total value transfers to be reported under the Sunshine Act. Specifically, for Lilly,
in 2011, of all the value reported on Lilly’s payment registry, only 8% represented non-cash val-
ue. On the other hand, to capture this data for such reporting requires significant business
process modifications. For instance, for some non-cash items, new processes will be required to
first assign a market value, then to record the distribution at the individual recipient level, and to
train personnel to identify situations where such capture is required. These types of processes do
not typically pre-exist in companies because such information and data is not needed for any
other business purpose. These processes are distinct from the processes that companies would
normally have in place to know about and record payments (the proposed focus of Phases I and

).

A phased approach would balance the goal of timely, quality and reliable public reporting with
the very real challenges faced by manufacturers in implementing comprehensive and complex
process and systems changes within the practical limitations of existing and unique organization-
al structures, systems, and practices of individual companies. It would also provide wide visi-
bility into over 90% of manufacturers’ spend in the first phase, thereby substantially and mea-
ningfully delivering on the goal of the Sunshine Act in providing greater transparency regarding
financial relationships with health care providers.

3. The standard of knowledge for reporting third party payments should be based on in-
fluence or control.

The proposed rule would require manufacturers to report payments and transfers of value made

to a covered recipient by a third party (i.e. indirect payments) even when the applicable manufac-
turer has no influence or control over the selection or engagement of the covered recipient.
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For example, Lilly may contract with a vendor to develop medical information software and not
be aware that the vendor will contract with a licensed physician to provide advice related to the
software. In this case, Lilly would have no transparency in the down-stream compensation to
any sub-contractors because such contracting was neither required nor influenced by Lilly.

Under the proposed rule, Lilly would have an obligation to proactively identify the relationship
between the vendor and the physician at any point during the contract period and report the pay-
ment (or some portion thereof) as an indirect payment by the manufacturer. This is an approach
that is different than what Lilly and other reporting companies employ today and would require
substantial changes in its existing processes to achieve. Further, such an expanded approach
would challenge the independence of third parties and their justifiable interest in protecting their
own dealings and compensation arrangements as proprietary and confidential.

Lilly urges that indirect payments be reportable only when the applicable manufacturer controls
or influences the selection of the covered recipients engaged by the third party.

4. The meal allocation methodology must be factual and workable.

The meal allocation methodology in the proposed rule is unworkable and inappropriate in several
ways: (1) It would require applicable manufacturers to undertake the operationally unmanagea-
ble task of identifying and attributing value to physicians that do not partake in a meal but are
employed by or associated with a group practice or department; (2) It would require allocation of
meal expenses to physicians with whom the applicable manufacturer does not actually interact
(and may be legally restricted from interacting); and (3) It would force attribution to physicians
and/or teaching hospitals of meal value provided to non-physician employees, functionally broa-
dening the statutory definition of “covered recipient.”

The final rule should not force manufacturers to attribute value to anyone who does not actually
receive a meal because it is factually inaccurate and therefore misleading and will result in dis-
putes and confusion regarding the reliability and accuracy of the reported data. Further, requir-
ing manufacturers to identify affiliations and employment relationships for persons attending
business meals adds an inordinate level of complexity in record keeping and related processes,
which will substantially increase the burden and cost relative to the added benefits of these in-
cremental disclosures. Finally, flexibility will be necessary to address variables such as opt-outs,
excess food, and no-shows.

5. The patient materials exclusion should be more broadly interpreted.

The Sunshine Act expressly excludes educational materials intended for patient use from report-
ing. In the proposed rule, however, CMS states that this exclusion is limited to written or elec-
tronic materials and does not include services or other items. CMS’s interpretation of the statu-
tory exclusion for educational materials is unnecessarily restrictive, and as a result, Lilly is con-
cerned that the continued availability of patient-centered programs and services (e.g., patient as-
sistance programs or patient starter kits) would be jeopardized, with a potential negative impact
on patient care.

For example, Lilly provides reimbursement support services that help patients understand their
insurance coverage prior to initiation of a particular drug therapy. Lilly also makes available pa-
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tient items such as starter kits and disease state resources (e.g., blood sugar logs; anatomical
models; nutrition books). Lilly strongly believes that provision of these programs, services, and
items do not constitute a “transfer of value” because they do not benefit physicians personally or
professionally. The physician is not the ultimate intended recipient of these materials; they are
provided to the physician as a “pass through,” so that the physician can make them available to
his or her patients.

Lilly therefore urges the final rule to (1) explicitly interpret the exclusion more broadly to en-
compass any materials, including programs, services, and items provided to covered recipients
for the direct use or benefit of patients or (2) further clarify that such programs, services, and
items do not need an express exclusion because they do not constitute transfers of value to cov-
ered recipients.

6. The definition of ‘applicable manufacturer’ should align with the statutory definition.

The proposed rule definition of “applicable manufacturer” would require companies to track and
report payments and transfers of value even if they are not operating in the United States. This
definition sweeps in many foreign affiliates that do not operate in the United States but that do
produce a covered product or a product component. These foreign affiliates are not preparing to
report under the statute. Lilly urges that the final rule align with the statutory definition of “ap-
plicable manufacturer,” which expressly includes a requirement for the manufacturer to be oper-
ating in the United States.

Finally, Lilly encourages CMS to recognize the need for ongoing communication with industry
throughout implementation of the final rule to help ensure clarity and consistency and to address
the implementation challenges or questions that will inevitably arise.

Lilly appreciates the consideration of these comments on CMS-5060-P by the Senate Special
Committee on Aging. We encourage CMS to continue to engage stakeholders as it evaluates the
proposed rule and its implementation. Lilly welcomes the opportunity to further share its expe-
riences and to provide any additional information that would be helpful. If you have questions,
please feel free to contact me at 317.655.1965 or ofarrell_elizabeth_g@lilly.com.

Sincerely,

Elizabeth G. O’Farrell
Senior Vice President, Policy & Finance
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