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Dear Acting Administrator Tavenner: 

PhRMA is pleased to provide comments to the Centers for Medicare and Medicaid Services 
(CMS) regarding the proposed rules to implement the Sunshine reporting provisions of the 
Affordable Care Act. Because of the complexity of the information that is to be collected - and 
eventually published - through this provision, it is essential for companies to have adequate 
regulations to follow. 

We remain supportive of transparency, and continue to playa constructive role in the 
implementation of the Sunshine provisions, but our comments do reflect some of our concerns 
with the CMS proposed rule from December. We address many issues in these comments, 
and provide specific suggestions for ways that the concerns we raise can be resolved in the 
final rule. In addition, we specifically recommend that CMS provide a further opportunity for 
stakeholders to comment on CMS proposals for both the format and the contextual information 
to be included in the public website on which all of the manufacturers' information will be 
posted. However, we recognize that many additional issues remain unaddressed and look 
forward to working with CMS on the next steps of implementation of this section of the 
Affordable Care Act. 

The members of my staff who worked directly on these comments, Marjorie E. Powell and 
Kendra A. Martello, will be pleased to answer any questions or to follow up on any issues that 
you or your staff may have as they review these comments. We look forward to the publication 
of the final rule for the reporting aspect of implementation of this provision. 

Sincerely, 

Pharmaceutical Research and Manufacturers of America 
950 F Street, NW, Washington , DC 20004 0 Tel: 202-835-34050 FAX: 202-715-7039 0 E-Mail: mspears@phrma.org 
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Marilyn Tavenner, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attn: CMS-5060-P 
P.O. Box 8013 
Baltimore, MD 21244-8013 

Re: File Code CMS-5060-P: Medicare, Medicaid, Children's Health Insurance 
Programs; Transparency Reports and Reporting of Physician Ownership or 
Investment Interests; 76 Federal Register 78742 (December 19, 2011) 

Dear Acting Administrator Tavenner: 

The Pharmaceutical Research and Manufacturers of America (PhRMA) is pleased 
to submit these comments to the Centers for Medicare & Medicaid Services (CMS) regarding the 
agency's proposed rule on transparency reports and reporting physician ownership or investment 
interests. PhRMA is a voluntary, nonprofit association that represents the country's leading 
biopharmaceutical research companies, which are devoted to inventing medicines that allow 
patients to live longer, healthier, and more productive lives. Last year, America' s 
biopharmaceutical research companies invested $67.4 billion in researching and developing new 
medicines. 

The purpose of the provisions in section 6002 of the Patient Protection and 
Affordable Care Act (ACA), Transparency Reports and Reporting of Physician Ownership or 
Investment Interests, I is to ensure that patients have meaningful and relevant information about 
the relationships between biopharmaceutical and medical device companies and health care 
providers. PhRMA supports transparency in interactions with health care providers and looks 
forward to working with CMS to help ensure that the statute is implemented effectively and 
consistent with these goals. 

I. Background 

Ethical relationships and interactions with health care professionals are critical to 
our mission of helping patients by researching and developing new medicines. An important 
part of achieving this mission is ensuring that health care professionals have the latest, most 
accurate information available regarding prescription medicines, which play an ever-increasing 

I Pub. L. No. 111-148, 124 Stat. 119,689 (2010) (codified at Social Security Act § 1128G (the "statute," the "Act," 
or "SSA")). 
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role in health care. Our companies' relationships with health care professionals are critical to 
achieving these goals because they enable us to: 

• conduct research, in collaboration with physicians, government, and private entities, to 
develop new compounds or medicines and to assess the safety and effectiveness of 
potential new medications and new uses for existing medications; 

• inform health care professionals about the benefits and risks of our medicines to help 
advance appropriate patient use; 

• support or provide scientific and educational information about diseases, medical 
conditions, and treatments; 

• support the general advancement of medical knowledge and scientific exchange; and 

• obtain critical feedback, including expanded experience and advice about the use of our 
medicines in patients through exchanges and consultation with physicians and other 
medical experts. 

In their interactions with the medical community, PhRMA member companies are 
committed to following all legal requirements and the highest ethical standards. FDA and other 
federal and state agencies regulate company research and marketing activities, and companies 
devote substantial resources to compliance with government regulations and ethical standards. 
We firmly believe that a health care professional's care of patients should be based, and should 
be perceived as being based, solely on each patient's medical needs and the health care 
professional's medical knowledge and experience. PhRMA has in place a voluntary "Code on 
Interactions with Health Care Professionals" (the "PhRMA Code,,).2 Updated and strengthened 
most recently in 2009, the PhRMA Code seeks to ensure that biopharmaceutical company 
engagement with providers is professional, ethical, and educational-and, ultimately, provides 
physicians with some of the tools they need to give their patients the best care possible.3 

Similarly, PhRMA' s "Principles on Conduct of Clinical Trials/Communication of Clinical Trial 

2 The PhRMA Code has been adopted by 58 companies. Although compliance with the PhRMA Code is voluntary, 
the Office of the Inspector General (OIG) of the Department of Health and Human Services has specifically cited 
the PhRMA Code as "a good starting point" for compliance with the anti-kickback laws. 67 Fed. Reg. 62057, 62063 
(Oct. 3, 2002). The OIG further stated that compliance with the PhRMA Code "will substantially reduce the risk of 
fraud and abuse and help demonstrate a good faith effort to comply with the applicable federal health care program 
requirements." 68 Fed. Reg. 23,731,23737 (May 5, 2003). In addition, a number of states have enacted laws that 
essentially codify the PhRMA Code with respect to interactions with health care professionals located or licensed in 
those states. For example, California law requires pharmaceutical manufacturers to adopt and post on their websites 
comprehensive compliance programs that comply with OIG guidelines and the PhRMA Code. CAL. HEALTH & 
SAFETY CODE §§ 119400-119402. 

3 PhRMA, Code on Interactions with Healthcare Professionals, http://www.phrma.orglaboutlprinciples
guidelines/code-interactions-healthcare-professionals (last visited Feb. 16, 2012). 
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Results," effective as of October 2009, reflects our members' commitment to the safe and 
appropriate conduct of clinical trials and to the accuracy and integrity of clinical data.4 

II. Introduction 

PhRMA remains committed to and supportive of the goals of transparency and appreciates the 
opportunity to comment on these proposed regulations. In general, PhRMA is concerned that 
some of the definitions proposed by eMS would inappropriately expand the rule beyond the 
scope of the statute. Specific examples are provided in greater detail below. Moreover, PhRMA 
is concerned that some provisions proposed by eMS could lead to improper attribution of 
payments and, further, unnecessarily deviate from or conflict with current accepted industry 
guidelines or practices. For example, the proposed mechanism for applicable manufacturers to 
report meals provided in physician offices will lead to improper attribution of payments by 
allocating the costs of food to physicians who did not receive food and who may not even 
practice in a specialty for which the medical product discussed at the event is appropriate. 
Additionally, due to complex legal structures and differing business arrangements, companies 
may need flexibility in their reporting obligations. This flexibility was recognized by the OIG in 
its guidance to industry for developing compliance programs. PhRMA appreciates eMS's 
proposal that companies may submit consolidated or separate reports and, as discussed more 
fully below, supports this proposal. Further, PhRMA urges eMS to adopt rules that avoid 
double or even triple counting of individual payments or transfers of value. This could happen 
with the proposed use of the indirect payment concept for the reporting of research payments to a 
teaching hospital and reporting of that same payment as an indirect research payment to a 
clinical study principal investigator. Double and even triple counting of individual payments or 
transfers of value could cause inaccurate and misleading information to be publicly disclosed, 
frustrating the purposes of transparency. Moreover, as a general matter, PhRMA urges that, in 
establishing a final rule, eMS be careful to avoid any definitions or reporting requirements that 
might disincentivize research into the development of new medicines or new uses for existing 
medicines. PhRMA also urges eMS to consider delaying disclosure of some types of 
information to the public in order to avoid hindering innovation in new medical products and to 
support appropriate allocation of resources into continued innovation and research. Premature 
disclosure of certain information could unintentionally disincentivize and disrupt early-stage or 
ongoing research important to the advancement of medical innovation and improved patient care. 
Finally, PhRMA urges eMS to consider granting applicable manufacturers at least 180 days to 
comply with the final regulations when they are issued, and possibly even longer in certain 
circumstances if the expansive statutory definitions proposed remain unchanged. Each of these 
points is discussed in greater detail in PhRMA's specific comments, below. 

4 PhRMA, Principles on Conduct of Clinical Trials/Communication of Clinical Trial Results (effective Oct. 1, 

2009), http://www.phrma.org/sites/defaultlfiles/800/042009_ clinical_ trialyrinciples _final. pdf. 
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The statute defines an "applicable manufacturer" as "a manufacturer of a covered 
drug, device, biological, or medical supply which is operating in the United States, or in a 
territory, possession, or commonwealth of the United States."s A "manufacturer of a covered 
drug, device, biological, or medical supply" is defined as "any entity which is engaged in the 
production, preparation, propagation, compounding, or conversion of a covered drug, device, 
biological, or medical supply (or any entity under common ownership with such entity which 
provides assistance or support to such entity with respect to the production, preparation, 
propagation, compounding, conversion, marketing, promotion, sale, or distribution of a covered 
drug, device, biological, or medical supply).,,6 

The statutory definition of "applicable manufacturer" therefore has two distinct 
requirements: (1) the manufacturer must be a "manufacturer of a covered drug, device, 
biological, or medical supply" and (2) the manufacturer must be operating in the U.S., or in a 
territory, possession, or commonwealth ofthe U.S. Under the statute, therefore, an entity is an 
"applicable manufacturer" only if it satisfies both distinct requirements. 

But the proposed rule would define an "applicable manufacturer" as "an entity 
that is-(1) Engaged in the production, preparation, propagation, compounding, or conversion of 
a covered drug, device, biological, or medical supply for sale or distribution in the United States, 
or in a territory, possession, or commonwealth of the United States; or (2) Under common 
ownership with an entity in paragraph (1) of this definition, which provides assistance or support 
to such entity with respect to the production, preparation, propagation, compounding, 
conversion, marketing, promotion, sale, or distribution of a covered drug, device, biological, or 
medical supply for sale and distribution in the United States, or in a territory, possession, or 
commonwealth of the United States.,,7 Merely producing a drug that is ultimately sold or 
distributed in the U.S., however, does not constitute operating in the U.S. 

1. eMS's Expansion of the Statutory Definition 

A fundamental principal of administrative law is that a regulation must be 
consistent with the statute under which the regulation is promulgated.8 The Act authorizes CMS 
to define those terms left undefined in the statute,9 but CMS may not amend those definitions set 

542 U.S.C. § 1320a-7h(e)(2). 

6Id. § 1320a-7h(e)(9). 

7 76 Fed. Reg. 78742, 78767 (Dec. 19, 2011). 

8 Us. v. Larionoff, 431 U.S. 864 (1977). 

9 SSA § 1128G(c)(1)(B). 
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forth in the statute. CMS's proposed rule, however, does just that by establishing a definition of 
applicable manufacturer that is inconsistent with the definition set forth by Congress in the Act. 

The proposed rule would eliminate the second prong of the statutory definition 
and replace it with an expansive definition that would render a manufacturer an "applicable 
manufacturer" ifit makes a covered product "for sale or distribution" in the U.S. This new 
definition shifts the focus from the extent of an entity's operations in the US. to the sale or 
distribution of the covered product in this country, a concept that is entirely absent from the 
statutory definition of an "applicable manufacturer." The preamble to the proposed rule likewise 
departs from the statute's text, explaining that "we believe that any entity manufacturing covered 
drugs, devices, biologicals, or medical supplies for sale or distribution in the US .... should be 
subject to the requirements of section 1128G of the Act," because the "opportunity for undue 
influence or inappropriate relationships caused by payments or transfers of value to covered 
recipients is the same for manufacturers of drugs, devices, biologicals, or medical su~plies sold 
or distributed in the U.S. regardless of where the product is actually manufactured."l Yet the 
decision to exclude entities that are not operating in the U.S. from the statute's coverage was 
clearly made by Congress. CMS does not have the authority to replace Congress's judgment 
with its own and read that limitation out of the statute. 

The mere fact that a foreign entity provides a payment or transfer of value to a 
covered recipient does not mean that the entity is operating in the US. and is therefore required 
to report that payment or transfer of value. For example, a foreign affiliate that produces a 
covered drug outside the U.S. that is eventually sold in this country is not operating in the US., 
even ifit occasionally engages U.S. health care professionals to provide advice related to its 
manufacturing operations. Thus, even if the foreign affiliate is considered to be providing 
"assistance or support" to the entity selling the drug in the US., it is not an applicable 
manufacturer because it does not satisfy both prongs of the statutory definition. Conversely, a 
manufacturer located outside the U.S. that provides "assistance and support" to an applicable 
manufacturer related to a covered product, and engages in direct sales and marketing activities in 
the US., meets the second prong of the proposed definition and is "operating in the U.S." by 
virtue of its direct U.S. activities. The manufacturer meets both prongs of the statutory definition 
and is therefore an applicable manufacturer in its own right. 

CMS's interpretive authority is also limited by the longstanding presumption 
against reading federal statutes to apply outside the borders of the U.S. The presumption is that 
Congress does not intend for a statute to apply outside the territorial jurisdiction of the US. 
unless it affirmatively expresses that intent. 11 Congress did not include any such affirmative 
statement of intent in the Act. Indeed, the evidence of Congress's intent is strongly to the 
contrary. The statute explicitly requires that an entity be "operating in the U.S." in order to be 

IO 76 Fed. Reg. at 78744. 

J J See, e.g., EEOC v. Arabian American Oil Co., 499 U.S. 244 (1991); Morrison v. National Australia Bank Ltd., 

130 S. Ct. 2869 (2010). 
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covered, indicating that Congress intended the statute to apply only where a manufacturer has 
significant contacts within the U.S. 

The presumption against extraterritorial application is reinforced where applying 
the statute abroad would lead to conflicts with foreign law and other adverse impacts that 
Congress is unlikely to have intended. CMS's application of the proposed rule to foreign 
conduct could have the kind of negative effects that the presumption is intended to prevent. For 
example, requiring manufacturers under the jurisdiction of the European Union (E.U.) to submit 
personal data of physicians or other individuals (including U.S. physicians whose data are stored 
in the E.U.) to the federal government could result in such manufacturers violating a number of 
E.U. privacy laws, including prohibitions on: (1) transferring personal data to a third country 
that does not afford adequate privacy protection (which the E.U. considers to include the U.S.); 
(2) disclosing personal data to a third party without a "legitimate" justification such as that 
individual's consent; or (3) processing personal data without notifying the country's privacy 
regulator. 12 The requirements made on "applicable manufacturers" under CMS's proposed rule 
would directly conflict with these European obligations, and requiring companies to get the 
necessary consents to comply with E.U. privacy laws could be unnecessarily burdensome. 
Importantly, purely U.S. legal obligations are not considered to supersede these European 
obligations to which companies established in the E.U. are subject. 

PhRMA further notes that, because U.S. and foreign affiliates are typically 
separate legal entities, the activities of a U.S. affiliate may have no bearing on those of the 
foreign affiliate. Foreign affiliates often maintain separate corporate officers and boards, who, 
under CMS's expansive approach, would be exposed to unforeseen extraterritorial liabilities 
under the Act's certification requirements for applicable manufacturers. Further, based on the 
statutory definition of "applicable manufacturer," many foreign entities, which often have 
entirely separate data collection systems, have not been developing systems or implementing 
procedures to facilitate compliance with the requirements of section ll28G of the Act. Creating 
these systems in response to an unforeseeable reading of the statute would require a significant 
and unexpected expenditure of time and resources, as discussed further in Section VI of these 
Comments (discussing the timing of implementation of the final rule). 

PhRMA Recommendation 

PhRMA therefore believes that CMS must revise its definition of "applicable 
manufacturer" to track the narrower statutory language- specifically, to reinstate the 
requirement that applicable manufacturers are only those manufacturers operating in the U.S. and 
to eliminate the reference to the sale or distribution of a covered drug in the U. S. PhRMA 
recognizes CMS's concern that some entities operating outside the U.S. may influence the 
activities of covered recipients with respect to covered drugs, partiCUlarly if those payments are 
made at the direction or request of the U.S. entity. Similarly, certain companies may be 

12 Directive 95/461EC of the European Parliament and of the Council of24 October 1995 on the protection of 
individuals with regard to the processing of personal data and on the free movement of such data, 1995 OJ. L 

280/31, Arts. 25, 26 (Nov. 23, 1995). 
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structured in a way that results in most payments and transfers of value being provided to U.S. 
covered recipients by foreign affiliates. Such payments or transfers of value, made at the 
direction or request of an applicable manufacturer, should be reportable. 

Rather than inappropriately expanding the scope of an "applicable manufacturer," 
PhRMA recommends that CMS clarify that payments or transfers of value made to a covered 
recipient by a foreign entity at the direction or request of an applicable manufacturer (i.e., a 
manufacturer of a covered drug operating in the U.S.) should be reported by the applicable 
manufacturer. 13 For example, if an applicable manufacturer and a foreign entity not otherwise 
operating in the U.S. jointly arrange an activity, such as a speaker program series featuring U.S. 
physicians as speakers but taking place outside the U.S., and payments are made by the foreign 
parent at the request of the U.S. entity, payments made by the foreign entity would be reportable 
by the applicable manufacturer. In this scenario, the foreign entity would not be an applicable 
manufacturer, as it is not operating in the U.S., and would thus not be required to report any 
payments or transfers of value directly, but the applicable manufacturer would report those 
payments made by the foreign entity at the request or direction of the applicable manufacturer. 
This approach would ensure that the definition of "applicable manufacturer" is consistent with 
the parameters established by Congress in the statute, namely that the applicable manufacturer be 
operating in the U.S., but it would also help assuage CMS's concerns regarding indirect 
influence exerted by ex-U.S. entities in making payments or other transfers of value to covered 
recipients for the benefit or at the direction of applicable manufacturers. 

2. Common Ownership 

The Act defines a "manufacturer of a covered drug, device, biological, or medical 
supply" as "any entity which is engaged in the production, preparation, propagation, 
compounding, or conversion of a covered drug, device, biological, or medical supply (or any 
entity under common ownership with such entity which provides assistance or support to such 
entity with respect to the production, preparation, propagation, compounding, conversion, 
marketin~, promotion, sale, or distribution of a covered drug, device, biological, or medical 
supply)." 4 The proposed rule would define "common ownership" as occurring "when the same 
individual, individuals, entity, or entities, directly or indirectly, own any portion of two or more 
entities." 15 CMS is also considering an alternative definition that would limit common 
ownership to "circumstances where the same individual, individuals, entity, or entities own 5 
percent or more of total ownership in two or more entities.,,16 

If CMS adopts 5 percent ( or less) as the threshold for common ownership, entities 
providing assistance or support to an applicable manufacturer with only a limited corporate 

13 See the discussion of indirect payments in Section IV.B of these Comments. 

14 42 U.S.C. § 1320a-7h(e)(9). 

15 76 Fed. Reg. at 78744. 

16 Jd 
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relationship to that applicable manufacturer would be required to track and report payments and 
transfers of value provided to covered recipients. For example, as part of collaboration 
agreements, larger manufacturers often acquire equity interests in development stage 
biotechnology companies or other small start-ups. Such collaborations provide needed funding 
for early stage research and development activities, often leading to the discovery of important 
new therapies. However, under CMS's proposed rule, even a small, pre-commercial company 
not engaging in any marketing or sales activities could be an applicable manufacturer subject to 
reporting requirements by virtue of the ownership interest held by the larger company, and the 
possible relationship of the small company's work to the applicable manufacturer's covered 
drug, device, biological, or medical supply. Such a requirement would create enormous 
operational and financial burdens for these small companies and may undermine financing of 
innovative research and development. 

PhRMA Recommendation 

PhRMA thus encourages CMS to look to the Internal Revenue Code, where the 
threshold for common ownership is generally between at least 50 and at least 80 percent, 
depending on the context. 17 Setting the threshold for common ownership as the holding of a 
majority interest for purposes of tracking and reporting payments and transfers of value provided 
to covered recipients would ensure that companies are not held responsible for the activities of 
those entities in which they hold only a minor ownership interest, and over which they 
effectively lack any control. In the event that multiple companies owned an equal share of 
another company, such that no one company had a majority interest (e.g., ajoint venture in 
which two companies each hold a 50 percent ownership interest in another company), the 
companies should have the flexibility to decide which company would report on behalf of the 
entity under common ownership. 

3. Consolidated versus Separate Reporting 

The proposed rule provides that an applicable manufacturer and an entity (or 
entities) under common ownership with the applicable manufacturer "may, but are not required 
to, file a consolidated report" of payments or other transfers of value to covered recipients. IS But 
the preamble states, "If two entities are under common ownership with one another, and both 
individually meet the definition of an applicable manufacturer ... , then we propose that the 
entities should report separately .... However, if only one company under common ownership 

17 See 26 U.S.C. § 1 563 (a)(l )-(2) (providing that (l) a group of corporations will be considered commonly owned if 
they are connected in a chain linked by at least 80-percent stock ownership by vote or value, and (2) corporations 
that are owned by five or fewer individuals, estates, or trusts will be considered commonly owned if those 
individuals, estates, or trusts own more than 50 percent of the stock of those corporations by vote or value); 26 
U.S.C. § 707(b)(l) (defining a controlled partnership as "(A) a partnership and a person owning, directly or 
indirectly, more than 50 percent of the capital interest, or the profits interest, in such partnership, or (B) two 
partnerships in which the same persons own, directly or indirectly, more than 50 percent of the capital interests or 
profits interests"). 

18 76 Fed. Reg. at 78770. 
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meets the definition of applicable manufacturer . .. and the other company is required to report 
[because it is under common ownership], then we propose that the affected entities can choose 
whether or not to report together.,,19 

PhRMA Recommendation 

PhRMA urges CMS to allow applicable manufacturers the flexibility to determine 
whether they and any entities under common ownership will submit separate or consolidated 
reports, regardless of whether the entities under common ownership independently meet the 
definition of an "applicable manufacturer." Given the diversity of corporate structures and 
arrangements, each applicable manufacturer faces a unique set of complexities in assessing how 
best to operationalize reporting requirements within its organizational structure and with alliance 
companies. For example, companies with affiliates that function largely independently often 
have separate, non-integrated systems for capturing transactions and, as such, might prefer 
separate reporting. This approach would respect the formalities of the corporate structure of 
these companies as separate legal entities, with different individuals bearing responsibility to 
certify reports. Other manufacturers may prefer a single, consolidated reporting system across 
affiliates. So long as all of the information is reported, CMS should give applicable 
manufacturers the flexibility to decide whether to submit separate or consolidated reports. 

B. Covered Drug, Device, Biological, or Medical Supply 

Section 1128G(e)(5) of the Act defines a "covered drug, device, biological, or 
medical supply" as any drug, biological, device, or medical supply for which payment is 
available under Medicare, Medicaid, or the Children's Health Insurance Program (CHIP). CMS 
proposes that covered products should include those products for which payment is available 
under one of the enumerated federal health care programs either separately, as part of a fee 
schedule payment, or as part of a composite payment rate. Further, CMS proposes to limit the 
scope of covered products to those drug and biological products that, by law, require a 
prescription to be dispensed. This limitation would exclude from the definition of "covered 
drug" over-the-counter (OTC) drugs and animal health products. 

1. Definition of "Covered Drug, Device, Biological, or Medical Supply" 

PhRMA appreciates CMS' s clarification regarding the scope of products covered 
by the reporting requirements and reiterates its support for a clear definition of covered products 
that includes only those products clearly reimbursable under a federal program. Further, 
PhRMA supports CMS' s proposal to limit covered drugs and biologicals to those products that 
require a prescription to be dispensed. Because covered products are limited to those that are 
clearly reimbursable under a federal health care program and subject to FDA regulation, PhRMA 
assumes that only FDA-approved products (and not active pharmaceutical ingredients (APIs), or 
other components such as non-active ingredients or product labels) can constitute covered 
products. In addition, products that are approved for marketing outside the United States would 

19 Id. at 78744. 
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not be covered products, even if a version of the same product was approved by FDA for 
marketing in the United States. Foreign-approved products bear distinct labels that are not FDA
approved, may be approved for different indications than their U.S. counterparts, may be 
marketed under different names, may be distributed by different entities, have different 
identification numbers (e.g., a U.S. National Drug Code (NDC) versus a Canadian Drug 
Information Number (DIN)), and are not eligible for reimbursement under Medicare, Medicaid, 
or CHIP. 

PhRMA Recommendation 

PhRMA requests that the final rule make clear that the term "covered drug" refers 
only to FDA-approved products clearly reimbursable under a federal health program, and does 
not include APIs or other components, or foreign approved products. 

2. eMS's "All-in" Rule 

In the preamble to the proposed rule, CMS states that manufacturers that 
manufacture both covered products and non-covered products (such as OTC products) must 
report all payments or transfers of value to covered recipients, whether or not associated with a 
covered product.2o CMS, thus, proposes to adopt an "all-in" approach to reporting, under which, 
once the reporting requirement is triggered by the manufacture of a covered product, an 
applicable manufacturer must report all payments and transfers of value to covered recipients the 
company makes, regardless of whether they relate to products that qualify as covered products 
under the statute. 

PhRMA appreciates CMS' s attempt to help simplify reporting requirements by 
adopting the "all-in" approach. PhRMA believes, however, that CMS should make certain 
exceptions to this "all-in" rule for payments and transfers of value associated with products 
clearly not contemplated by the statute as covered products, and for which there is a low 
potential for any appearance of inappropriate influence over physician prescribing patterns and 
other clinical decisions. Specifically, PhRMA believes payments and transfers of value 
associated with OTC and animal health products should be excluded from reporting, even if an 
applicable manufacturer also provides payments and transfers of value associated with a covered 
product. Drug manufacturers typically market these products primarily to non-covered recipients 
(e.g., the general public for OTC products and veterinarians for animal health products), and 
often rely on separate operating entities and commercial personnel to distribute and/or market 
them. The number of payments and transfers of value provided to covered recipients is typically 
minimal, and the potential influential value of these payments and transfers of value is quite low, 
but the resources required to implement data tracking, collection, and reporting systems related 
to these products would be significant. Further, the public could be misled by the reporting and 
publication of such data for only selected manufacturers in the OTC and animal health 
marketplace. 

20 Jd. at 78745 . 
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PhRMA therefore requests that CMS exclude from the scope of reporting 
payments and transfers of value associated with aTC and animal health products. If CMS is 
concerned that companies might leverage their relationships with covered recipients through 
aTC and animal health products to the benefit of their prescription products, this exclusion could 
apply only to payments and transfers of value made by a separate operating division or business 
unit (e.g., a consumer health division or an animal health business unit). 

C. Other Transfers of Value 

Under the Act, applicable manufacturers must report any "payment or other 
transfer of value" made to covered recipients. Section II28G( e)(1 O)(A) defines "payment or 
other transfer of value" broadly as "a transfer of anything of value." In the proposed rule, CMS 
does not further clarify the circumstances under which a transfer is considered "of value." 

1. Transfers Involving No Independent Market "Value" 

As discussed in further detail in Section IV.F of these Comments (discussing 
educational materials), manufacturers make available to physicians and patients a variety of 
resources related to the appropriate use of covered drugs and the underlying diseases and 
conditions they treat. These resources, whether medical information for physicians (such as 
clinical trial reprints and other medical information) or patient educational and training resources 
(such as patient starter kits or demonstration units to educate on administering medications), are 
aimed at improving patient care. While they are beneficial to patients and physicians, they do 
not have an independent, quantifiable market value. Because only transfers "of value" are 
reportable under the statute, PhRMA understands that informational resources provided to 
physicians are therefore not reportable. 

PhRMA Recommendation 

Given the multitude of interactions between physicians and manufacturers that 
involve provision of materials and resources that are not otherwise available "for sale" in the 
marketplace, PhRMA requests that manufacturers be permitted to make reasonable assumptions 
when making good faith determinations as to whether certain interactions involve a transfer of 
value to a covered recipient such that they must be reported. Further, manufacturers should have 
flexibility to develop and document the methodologies they use in making good faith 
determinations as to whether items, materials, and services have an independent, quantifiable fair 
market value and, if so, what that value is. These assumptions and methodologies could be 
included in an applicable manufacturer's assumptions document. To the extent this approach is 
inconsistent with CMS's understanding of reporting requirements, PhRMA requests that CMS 
provide specific guidance in the final rule as to how it expects companies to analyze and valuate 
these types of interactions, particularly in light of the significant penalties associated with any 
failure to report a specific transfer of value. 
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2. Pass-Through Materials Intended/or Patient Use 

Additionally, even where certain resources may have an independent, quantifiable 
value, often they do not benefit physicians personally or professionally, and therefore cannot 
accurately be characterized as transfers of value to a covered recipient. Materials for use by 
patients or clinical trial subjects do not constitute "payments or other transfers of value" to 
covered recipients, even when those materials may initially "pass through" a covered recipient 
who then provides the material to a patient. This is true whether such materials are considered 
educational, or for other purposes, so long as the materials and resources are intended for 
ultimate patient use. 

Educational materials intended for ultimate patient use include, for example, 
materials (e.g., pamphlets) discussing general disease states, overall wellness materials (e.g., 
preventive medicine and weight loss books), information on particular pharmaceutical products, 
information intended to assist patients in managing their conditions (e.g., modules on particular 
diseases), or materials intended to assist patients with using a particular medicine (e.g., an 
instructional DVD). Non-educational materials intended for ultimate patient use include, for 
example, materials that assist patients with using a particular medication (e.g., pill counters, cold 
packs for use with injectable drugs), materials that enhance a patient's comfort or experience 
with a medication (e.g., sharps disposal containers), or materials that foster a patient's ability to 
use a drug properly (e.g., spacers, nebulizers, and inhalers for use with asthma products). Also 
included in this category are items and materials provided in the context of clinical trials that 
may improve the efficiency of the study (e.g., specimen carriers), materials that assist with 
medication compliance or compliance with clinical trial protocols (e.g., tote bag in which to 
carry urine samples to the study site), items intended to provide comfort to trial subjects (e.g., 
blankets), and clinical trial items intended for trial subjects to take home (e.g., carbohydrate 
counter books, blood pressure cuffs, glucometers, portion measurement bowls, or pill counters). 
Any such items that "pass through" the hands of a covered recipient but which ultimately inure 
to the benefit of a patient or clinical trial participant do not represent a payment or transfer of 
value to a covered recipient. 

Furthermore, tracking these resources for reporting purposes would present 
significant operational complexities. The resources in question have no independent value to the 
covered recipient and are, in many instances, difficult to value at all. Moreover, the lack of 
independent value of such resources to covered recipients will raise complexities under the 
dispute resolution process, to the extent that covered recipients continue to accept these 
resources. And since these resources may be delivered to large group practices for distribution to 
an entire panel of patients, attributing a resource to a particular covered recipient would be an 
inaccurate characterization of the rationale for providing the resource to the covered recipient. 
The same is true for resources intended for use by clinical trial participants. As a clinical trial 
may involve a teaching hospital and/or feature multiple physicians as investigators, attributing 
materials, services, and items intended for a study participant to a particular covered recipient 
would be highly misleading and present operational difficulties that could lead covered recipients 
to refuse such pass-through materials and items intended to benefit patients. 
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Provision of these and similar items, materials, and resources involve no "transfer 
of value" to a covered recipient; the benefit goes solely to the patient. As such, PhRMA 
understands that these types of pass-through transfers are not reportable. In PhRMA's view, this 
approach applies to both educational and non-educational materials, as both categories can 
directly enhance patient care and/or the safety or comfort of clinical trial subjects, and do not 
result in a payment or transfer or value to the covered recipient. To the extent this approach is 
inconsistent with CMS' s interpretation of reporting requirements, PhRMA requests clarification 
from CMS as to why and how these types of items, materials, and resources should be designated 
as transfers of value to covered recipients. 

D. Covered Recipients 

1. Scope o/Covered Recipients 

Under section 1128G(e)(6) of the Act, a covered recipient means a physician or a 
teaching hospital, but it "does not include a physician who is an employee of the applicable 
manufacturer that is required to submit information under [the Act]." The Act defines 
"employee" as any individual who "would be considered to be an employee of the entity under 
the usual common law rules applicable in determining the employer-employee relationship" as 
applied by the Internal Revenue Service in applying certain sections of the Internal Revenue 
Code?1 But CMS proposes to define a covered recipient as "[a]ny physician, except for a 
physician who is an employee . . . of an applicable manufacturer." Based on this definition, 
PhRMA understands that the exemption for employees applies to employees of any applicable 
manufacturer. Thus, for example, if a company enters into a co-promotion agreement with 
another applicable manufacturer and provides a meal to employees from both companies, the 
manufacturer providing the meal would not be required to report a transfer of value for 
physicians employed by the other company because all recipients ofthe meal are employees of 
an applicable manufacturer. 

Section 1128G(e)(10)(B) of the Act also exempts from reporting requirements 
payments made to physician covered recipients solely for services related to civil, criminal, or 
administrative proceedings, payments made when a covered recipient is a patient and not acting 
in his or her professional capacity, and payments made to licensed non-medical professionals 
solely for non-medical professional services. The exclusion of employees from the definition of 
covered recipients, as well as the exclusion of payments made to certain covered recipients 
acting outside their capacity as medical professionals, reflects Congress's intention to capture 
only those payments and transfers of value that truly implicate the underlying transparency 
concerns of the Act. The reporting and publication of payments made to physicians acting 
outside their roles as medical professionals would do little to shed light on the financial 
relationships between manufacturers and practicing physicians, as such payments are unlikely to 
influence, or appear to influence, physician prescribing patterns or clinical decision making. 

21 SSA § 1128G(e)(7). 
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In keeping with the spirit of the Act's other exclusions, PhRMA requests that 
eMS explicitly limit physician covered recipients to those recipients acting solely within their 
role as physicians or medical researchers. Thus, for example, provision of meals or travel 
expenses to a physician in the context of a company's employee recruitment activities would be 
considered outside the scope of reporting requirements. This would allow the company to 
continue to extend to physician applicants the same confidentiality afforded non-physician 
applicants in the interview and hiring process. Payments and other transfers of value made to 
covered recipients sitting on the corporate boards of applicable manufacturers who are acting 
solely in their capacity as corporate officers and directors should likewise be excluded from 
reporting requirements. Payments and transfers of value made to retired former-employees of 
applicable manufacturers who happen to be physicians (for example, in the form of pensions or 
matching charitable donation programs) should likewise not be reportable. 

Similarly, interactions with covered recipients related solely to manufacturers' 
business development activities should be excluded from reporting requirements. For example, 
manufacturers often host dinners with personnel, including physician medical directors, of 
companies with which they are in discussions for purposes of in-licensing, out-licensing, 
acquisitions, or mergers. Reporting of these interactions and the compounds being discussed 
would involve public disclosure of sensitive, confidential commercial information. Publication 
of these and similar non-public interactions undertaken for business development purposes 
would alert competitors about a manufacturer's acquisition or other development plans. This 
would undermine innovation and may disincentivize companies from conducting important 
early-stage research or hinder discussions regarding legitimate business development activities. 

Finally, including such a broad definition of covered physicians would give rise to 
a number of operational difficulties and impossibilities. As illustrated above, companies interact 
with individuals in non-physician capacities in a multitude of ways. A definition of physician 
completely unanchored to the actual practice of medicine could result in an unreasonable 
expectation that applicable manufacturers should ascertain whether every single vendor or 
contractor retained in a non-medical or non-research capacity has a physician's license. 
Therefore, PhRMA requests that eMS clarify that the definition of "covered recipient" includes 
physicians only to the extent that they are acting solely within their role as physicians, and 
excludes physicians acting in other capacities, such as prospective employees, officers or 
directors of companies, retired former employees, advisors on or participants in business
development related activities, or employees of vendors engaged by the manufacturer.22 

2. Identifying Covered Physicians 

Section 1128G of the Act requires that applicable manufacturers report physician 
covered recipients' names, business addresses, specialty, and National Provider Identifiers 
(NPIs). In the proposed rule, eMS suggests that applicable manufacturers use the National Plan 

22 See the discussion of indirect payments in Section IV.B of these Comments. 
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& Provider Enumeration System (NPPES), which CMS maintains on its website, to identify 
physician covered recipients and their NPIs. CMS further proposes that if a physician is not 
listed in the NPI registry, the applicable manufacturer will be responsible for obtaining the 
physician's individual NPI number directly from the physician. 

PhRMA thanks CMS for making available a master list of physician NPI numbers 
for use in reporting. This list will be extremely helpful in ensuring consistency of reported 
information. Nevertheless, there remain a number of complexities associated with acquiring and 
reporting unique identifiers for individual physicians. For example, multiple physicians may 
have the same name; a single physician may be licensed in multiple states; a physician may be 
retired or on a sabbatical; or a physician may be associated with more than one, or no, NPI. 

PhRMA Recommendation 

CMS should thus clarify in the final rule that for any physician not listed in the 
NPPES NPI registry, or for whom a company cannot with a reasonable degree of certainty 
identify as the correct physician for purposes of reporting, applicable manufacturers may report 
instead the state license number associated with the address the manufacturer has on file for that 
physician. Companies should be required to download the NPI registry once annually, and 
should then be permitted to rely upon the data in the registry for purposes of reporting during 
that year. Because of the strict rules regarding doctor-manufacturer interactions and off-label 
promotion discussed more fully below, manufacturers should not be required to inquire with 
physicians regarding NPI numbers where those numbers are not easily identifiable in the NPI 
registry. 

3. Physician Specialty 

In the proposed rule, CMS states that applicable manufacturers should report only 
a single specialty for each physician and that, in doing so, manufacturers should use only the 
specialties available for the "provider taxonomy" field in the NPPES database. 

PhRMA has significant concerns with the requirement that companies report only 
the specialty listed in the NPPES database. Often, physicians have multiple specialties, their 
specialties are designated differently by different medical organizations, or their specialties 
evolve and change over time. A review of the NPPES database itself reveals that the database 
often lists multiple or conflicting specialties for any single physician. For example, a search 
result for a particular physician in the database indicates "Allopathic & Osteopathic Physicians" 
as a "Primary Taxonomy" for that physician, but when a user actually clicks on the physician's 
name and looks at the physician's entry in the database, the physician is actually listed as having 
a primary taxonomy of "Orthopedic Surgery," with a secondary taxonomy of "Specialist." 
Given this discrepancy, use of this system would likely cause a great deal of confusion regarding 
which entry a company would be required to use in reporting. Further, the specialties listed in 
the NPPES database are often inconsistent with the specialty types set forth in other lists, such as 
the Master File of the American Medical Association (AMA), which many companies use to 
develop their physician call lists. For example, while the NPPES lists "addiction medicine" as a 
specialty type under "internal medicine," the AMA's Master File lists "addiction medicine" as a 
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subspecialty under "psychiatry." This example is just one of many underscoring the reality that 
exclusive use of the NPPES database for physician specialty designations will in all likelihood 
lead to publication of confusing and potentially conflicting or inaccurate data. 

In addition, PhRMA is concerned that CMS's requirement that companies 
designate specialties that differ from their own records may force companies to report 
information that could be perceived as violative of FDA's prohibition on off-label marketing. 
Recent U.S. Department of Justice (DOJ) settlements involving allegations of off-label 
marketing have focused not only on the message delivered by a pharmaceutical manufacturer's 
representatives, but also on recipient physicians' specialties as well. Listed specialties may not 
be definitive and may change over time. For example, a physician with a specialty type listed as 
"psychiatry" may have refined her practice over the years to limit it to a pediatric population in 
the area of general medicine. Based on data inputs from various sources that identify this 
physician as a pediatric generalist, a company may promote its allergy medicine with a pediatric 
indication to this physician. However, under CMS ' s proposed regulations, the company would 
be required to indicate that the company was promoting the pediatric allergy drug to a 
psychiatrist. This designation is misleading. Moreover, the OIG or DOJ could view such 
information as a preliminary indication of off-label promotion, causing the government to 
misdirect enforcement resources, and the company to have to defend itself against such 
misdirected enforcement activity. 

Companies have undertaken extensive measures to reasonably identify 
appropriate specialty types based upon approved product labeling and indication(s) using data 
from third-party vendors, such as IMS and WoltersKluwer. These vendors rely on AMA data as 
well as other sources, including direct contact with physicians, to identify physician specialty 
types. In addition, companies often overlay additional controls during a refinement process 
wherein Legal, Compliance, Regulatory, Medical, and/or Sales Operations personnel all assess 
internal specialty designations. 

PhRMA Recommendation 

Given the extensive resources companies devote to ascertaining the most accurate 
specialty designation for the physicians with whom they interact, PhRMA urges CMS to allow 
companies to designate specialties based on this internal company information. Companies 
interacting with physicians are in the best position to designate the most appropriate specialty for 
purposes of reporting. In addition, this approach would lead to more accurate reporting and 
would likely reduce the number of disputes physicians initiate over the specialty designation. 

Alternatively, if CMS does not permit companies to designate a specialty based 
on their own information, PhRMA recommends that CMS acknowledge on the website that the 
information in the database may not accurately reflect the information in companies' records 
regarding physician specialty. 
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eMS proposes to publish a list of teaching hospital covered recipients on the 
eMS website once per year. PhRMA greatly appreciates this proposal and believes the use of a 
single list identifying the universe of reportable teaching hospitals will significantly improve the 
consistency and accuracy of reporting. PhRMA notes, however, that there is a great deal of 
variation with respect to naming and abbreviation conventions in hospital names. Such variation 
may make data collection and aggregation extremely difficult when, for example, a single 
institution uses a number of different abbreviations for its official name. Further, the use of 
varying naming conventions among reporting companies will make automation of aggregation 
and publication of data extremely difficult for eMS. There is similarly a great deal of variation 
with respect to the specific mailing addresses of these institutions. 

PhRMA Recommendation 

Given these complexities, PhRMA believes that, in addition to the master list of 
teaching hospitals and addresses, eMS should provide each hospital's tax identification number 
(TIN). This approach would allow companies to more easily verify and identify in reports the 
specific institution with which they are interacting. In addition, it would harmonize reporting 
across thousands of individual reporting companies, ensuring clear and consistent reporting, and 
enabling eMS to more efficiently and accurately aggregate and make public the reported 
information. 

IV. Issues Related to Identifying and Characterizing Reportable Information 

A. Payments for Research 

1. "Indirect" Research Payments 

PhRMA appreciates eMS's recognition that reporting payments and transfers of 
value for research activities is complicated and that special rules are necessary for these 
transactions. PhRMA is nevertheless concerned that eMS's proposed approach would 
unnecessarily complicate reporting and lead to confusion when the data are presented on the 
public website. 

The proposed rule distinguishes between payments for "direct" and "indirect" 
research. Under the proposed rule, direct payments and transfers of value for research are those 
where the payment or other transfer of value is provided directly to a physician or teaching 
hospital by an applicable manufacturer or contract research organization (eRO). Indirect 
payments and transfers of value for research are those where a research payment is made to a 
clinic, hospital (other than a teaching hospital), or institution conducting the research and that 
organization in turn pays the physician covered recipient (or multiple physician covered 
recipients) serving as principal investigator(s). eMS proposes that indirect payments should be 
reported under the name of the physician serving as principal investigator. Reports of indirect 
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research payments or transfers of value would also include the name of the research institution 
that received the payment or transfer of value.23 When a research payment is made to a teaching 
hospital, this approach would result in double reporting of the payment or transfer of value 
(because the payment or transfer of value would be attributed to both the teaching hospital, as a 
direct research payment or transfer of value, and the physician, as an indirect payment or transfer 
of value). 

More importantly, however, the notion of indirect research payments and transfers 
of value does not accurately describe the relationshi~ between manufacturers, research 
institutions, and the physicians conducting research. 4 A payment made by a manufacturer or 
eRO to a research institution may be used to fund, among other things, project management, 
clinical trial recruitment, patient enrollment, medical testing, data monitoring, institutional 
review board (IRB) expenses, or safety and pharmacovigilance activities. The principal 
investigator, who is often a salaried employee at a study site, may not receive any ofthe payment 
made by the applicable manufacturer to the research institution, even though proposed study 
budgets may rely in part on estimates of personnel and facility costs, such as laboratory operating 
costs. Similarly, other transfers of value provided to a research institution are for the purpose of 
conducting the study and not for the individual benefit of the principal investigator. As eMS 
notes in the proposed rule, these relationships are further complicated by the facts that a single 
study can have dozens of study sites, and that many studies use site management organizations 
(SMOs) to help manage research activities. Portions of payments to research institutions may be 
paid to these entities as well. Suggesting that a payment to a research institution is an "indirect 
payment" to the principal investigator misrepresents the relationship between the manufacturer 
and the principal investigator, and is likely to confuse, rather than provide clarity, to the public. 
If the public website suggests that principal investigators are receiving payments and transfers of 
value provided to eROs and research institutions, they may become unwilling to participate in 
research studies. This could chill research activities in the u.S. and delay the availability of new 
medicines on the market and the release of important clinical data to the medical community. 

PhRMA Recommendation 

To ensure that information about payments made in the research context is 
presented in a manner that is useful and meaningful to the public, PhRMA suggests that eMS 
reconsider the notion of reporting direct and indirect payments or transfers of value. PhRMA 
proposes that eMS instead require applicable manufacturers to report payments for research 
made by the manufacturer or eRO to any study site that is a teaching hospital or other site with a 

23 76 Fed. Reg. at 78749. 

24 PhRMA understands that many CROs are ill-prepared to begin collecting data for reporting by the applicable 
manufacturer, in part because they have not previously been engaged in tracking payments and transfers of value for 
reporting at the state level. PhRMA requests that CMS take into account the time CROs will need to establish 
tracking and collection systems as the agency develops an implementation timeline (discussed further in Section VI 

of these Comments). 
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physician acting as principal investigator or lead researcher (Le., a covered recipient)?5 
Manufacturers should also list the name of the principal investigator(s) on the protocol, but the 
payment to the research institution should not be included in the total aggregated amount of 
payments or transfers of value reported as made to the physician.26 Reporting in this manner 
would ensure that all payments made for research activities are accounted for, including research 
conducted by principal investigators, and it would make the public aware of those physicians 
who are involved in research activities. This approach is more consistent with the requirements 
of the statute, which does not distinguish between direct and indirect research. Moreover, it 
would not require applicable manufacturers to attempt to separate out the portion of a research 
payment, if any, that a principal investigator ultimately received. This approach is similar to the 
reporting utilized by the OIG for several companies that are currently reporting research 
payments under corporate integrity agreements (CIAs). 

2. Pre-Clinical Research 

PhRMA requests that CMS clarify that payments and transfers of value made for 
pre-clinical research (e.g., animal or laboratory research) should not reportable. This research is 
typically of a scientific, rather than medical, nature, and is therefore less likely to implicate 
prescribing behavior. For example, pre-clinical research often involves technical scientific 
assessments of the physical, chemical, or toxicological properties of certain compounds. Yet, 
this type of research is a critical step for companies in evaluating potential new therapies and 
drug technologies. Pre-clinical research is additionally often highly confidential and highly 
speculative. Disclosure of a payment or transfer of value associated with this type of early 
research would in many cases amount to the disclosure of confidential or proprietary information 
related to the development of new compounds and/or new areas of research for a company. Such 
disclosure could have a chilling effect on research and innovation going forward, as companies 
forced to make such disclosures may see less of an incentive to go forward with speculative 
early-stage research. 

PhRMA Recommendation 

PhRMA therefore requests that CMS clarify in the final rule that payments and 
transfers of value associated with pre-clinical research (e.g., animal or laboratory research) are 
not reportable under the Act. Alternatively, should CMS opt to require reporting of payments 
and transfers of value associated with pre-clinical research, these payments and transfers of value 
should be eligible for delayed publication, as are payments and transfers of value associated with 

25 In the context of pre-clinical research, studies are not typically conducted by a principal investigator; however, 
reporting should be consistent with general research reporting requirements if the lead researcher for the pre-clinical 
research is a physician (as compared to a scientist with a Ph.D.). 

26 The reporting template should be amended to accommodate this form of reporting. PhRMA notes that eMS 
should think carefully about how, if at all, to present this information on the public website, so as to avoid 
suggesting that the research payment or transfer of value was in fact a payment or transfer of value to the principal 
investigator. 
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clinical research. As discussed above, premature disclosures of details regarding pre-clinical 
research could undermine research and development incentives and limit the ability of 
companies to engage covered recipients to perform this important research. 

3. Investigator-Initiated Studies 

The proposed rule discusses "research" in the context of manufacturer-sponsored 
research. However, manufacturers may also provide support for investigator-initiated research. 
The manufacturer is not the sponsor of these studies, and they are typically ancillary to the 
company's own clinical development programs. Some companies treat payments and expenses 
for investigator-initiated studies much the same as they do for company-sponsored research, and 
maintain a single "research" database. Other companies have separate systems and records for 
investigator-initiated research. Still others provide support for this type of research through their 
grants program and manage all payments and expenses as grants. 

PhRMA Recommendation 

Given the variability with which companies manage support for investigator
initiated studies, PhRMA requests that CMS provide applicable manufacturers with flexibility in 
reporting payments and transfers of value associated with investigator-initiated research. Some 
companies might, therefore, report these payments and transfers of value as "research," while 
others might report them as "grants." 

4. Licensing 

As part of the drug-development process, companies often license compounds or 
drugs (often pipeline products) to other companies. Even though the licensor company may 
retain patent, NDA, or other rights to the product, the licensee is generally responsible for the 
development and commercialization of the product (though these arrangements can vary 
tremendously). The licensee does not act as the licensor' s agent in any way, and the licensor 
generally has no control over the activities of the licensee. Thus, for example, if an applicable 
manufacturer licenses for development a non-covered product (i.e., an unapproved compound) to 
a small biotechnology company that is not otherwise an applicable manufacturer, neither the 
licensor nor the licensee would have reporting obligations under the Act. A contrary result could 
have a chilling effect on start-up companies and non-profits conducting important research on 
rare diseases. 

PhRMA Recommendation 

PhRMA therefore requests that CMS clarify that, in such an arrangement, the 
licensor would not retain any reporting obligations with respect to payments or transfers of value 
provided by the licensee. Conversely, if two applicable manufacturers enter into a licensing 
agreement involving a covered product, the two companies should have the flexibility to decide 
between them which company would be responsible for reporting payments and transfers of 
value subject to the reporting requirements. 
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5. Provision of Study Drug, Materials, and Equipment 

In the proposed rule, eMS does not address whether provision of study drug and 
other materials or equipment to covered recipients for purposes of use in clinical trials would 
constitute a reportable transfer of value. PhRMA urges eMS to clarify in the final rule that 
provision of study drug, materials, and equipment is not considered a transfer of value and, 
therefore, is not reportable. Similar to the provision of product samples intended for patient use 
(and not intended for resale), which is excluded from reporting requirements under section 
1128G(e)(1)(B) of the Act, manufacturers conducting clinical research often provide study drug 
free of charge to be given to study participants. The study product is usually given to the 
principal investigator or study site, who then, in tum, distributes the product to study 
participants. No value is transferred to the covered recipient under these circumstances, and the 
product is provided purely for the use of participants in the clinical trial. Typically, the study 
drug is entirely conswned during the study. Similarly, manufacturers often provide other 
materials and equipment for use in studies (e.g., reagents or specimen collection containers). 
The quantities provided are limited to those needed to conduct the study, and the materials and 
equipment provided are intended to be used up during the course of the study. 

PhRMA Recommendation 

PhRMA urges eMS to clarify in the final rule that transfers of drug supply, as 
well as other materials and equipment, for purposes of clinical research will be treated the same 
as provision of product samples intended for patient use and will be excluded from reporting 
requirements. 

B. Indirect Payments 

Section 1128G(e)(10)(A) of the Act excludes the reporting of payments or other 
transfers of value that an applicable manufacturer makes indirectly to a covered recipient through 
a third party when the applicable manufacturer is unaware of the identity of the covered 
recipient. The proposed rule would therefore require applicable manufacturers to report any 
payment or other transfer of value provided to a covered recipient through a third party if the 
applicable manufacturer is aware of the covered recipient's identity. eMS proposes that an 
applicable manufacturer should be considered to be "aware" of the identity of a covered recipient 
if the applicable manufacturer has actual knowledge of, or acts in deliberate ignorance or 
reckless disregard of, the identity of the covered recipient. 

PhRMA agrees that there are certain circwnstances when payments made to a 
covered recipient through a third party are reportable. For example, if an applicable 
manufacturer engages a eRO to assist with a clinical study, payments made by the eRO to the 
teaching hospital conducting the study should be disclosed. Likewise, when a manufacturer 
engages a vendor to run the manufacturer' s promotional speaker program, payments made by the 
vendor to physicians as compensation for speaking services should be disclosed. Payments in 
both examples should be reported by the applicable manufacturer as indirect payments. 
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But adopting CMS's proposed knowledge standard would mean that almost all 
payments made to a third party who engages a covered recipient (e.g., a physician) could be 
reportable. Downstream recipients of payments are almost always ultimately "knowable" (albeit 
with significant delays and considerable expenditure of resources in some circumstances) if 
manufacturers undertake new and costly measures to learn about downstream distribution of 
funds and-if contractually able-request or compel third-parties to provide them with this 
information. Thus, under CMS's proposed standard, an applicable manufacturer that does not 
take steps to learn the identity of any recipient (and to identify any potential covered recipient) 
would be unreasonably open to challenge for acting in deliberate ignorance. In essence, CMS's 
standard of knowledge would override the "lack of awareness" exception. Moreover, requiring 
companies to actually acquire this knowledge would require communications and information 
exchanges that go far beyond the current practice in these types of relationships. Companies 
often contract with thousands of vendors; determining whether any of these contracts involve a 
payment to a covered recipient (and obtaining the information necessary to report that covered 
recipient) would be incredibly burdensome. 

Moreover, in certain circumstances, applicable manufacturers are- for important 
reasons-justified in ensuring that they have no knowledge of the identity of the covered 
recipient. A key example is industry support for continuing medical education (CME) programs. 
Manufacturers typically make these payments to the CME provider, who is solely responsible for 
engaging a physician to speak at the program and for any payment and/or reimbursement to the 
physician. FDA's Final Guidance on Industry-Supported Scientific and Educational Activities 
provides that industry support of CME is appropriate only when the program is independent and 
non-promotional?7 A key consideration in ensuring that such programs are independent is that 
the CME provider should have full control over the content of the program and the selection of 
speakers. Similarly, the Standards for Commercial Support published by the Accreditation 
Council for Continuing Medical Education (ACCME) emphasizes that decisions regarding 
content, teachers, authors, and participants must be made free of the control of a commercial 
interest. 28 

Another instance in which manufacturers should not know the identity of covered 
recipients receiving payment through a third party is when manufacturers engage a third party 
organization to conduct Risk Evaluation and Mitigation Strategy or REMS surveys of physicians 
regarding the safety risks of a product. These surveys may be required by FDA. In such cases, 
the likelihood of commercial influence is reduced if the manufacturer does not know the 
identities of the participating physicians. Likewise, knowing the identity of the individuals 
participating in market research could bias the research. The Code of Standards and Ethics 
issued by the Council of American Survey Research Organizations (CASRO) stresses the 

27 62 Fed. Reg. 64074 (Dec. 3, 1997). 

28 ACCME Standards for Commercial Support: Standards to Ensure Independence in CME Activities, 
http://www.accme.org/dir_docs/doc_ uploadl68b2902a-fb73-44d 1-8725-80aI504e520c _ uploaddocument.pdf (last 

visited Feb. 16,2012). 
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importance of maintaining the confidentiality of participant information.29 In all of these cases, 
requiring applicable manufacturers to inquire as to the identities of the covered recipients could 
call into question the independence of the CME, the integrity of the market research, or the 
degree of separation between the manufacturer and the activity in question. 

PhRMA Recommendation 

PhRMA therefore suggests that instead of the actual knowledge and deliberate 
ignorance standards CMS has proposed, CMS should consider a manufacturer to be aware of the 
recipient's identity when the applicable manufacturer (1) has, at the time that the manufacturer 
commits to make a payment or transfer of value to the third party, actual knowledge of the 
identity of the covered recipient and the fact that the covered recipient will receive some portion 
of the payment made to the third party, and (2) controls or influences the selection or 
engagement of the specific covered recipient. This standard will ensure that payments that 
implicate underlying transparency goals are reported, but it will not require disclosure of 
payments and transfers of value when, for strong policy reasons, manufacturers should not know, 
or be required to take measures to learn, the identity of the covered recipient. 

If CMS declines to adopt the two-part test suggested by PhRMA, the agency 
should clarify that its knowledge standard applies at the time the commitment to make the 
payment or transfer of value is made. Requiring manufacturers to follow up on every payment 
made to a third party could jeopardize the accuracy of the data submitted, as it would be difficult 
for manufacturers to match each payment to a covered recipient identified weeks, months, or 
even years later. 

C. Associated Products 

Section 1 1 28G(a)(1)(A)(vii) of the Act requires applicable manufacturers to 
report the name of the covered drug, biological, or medical supply associated with a particular 
payment if the payment is related to "marketing, education, or research" of a particular covered 
product. In the proposed rule, CMS recognizes that not every financial transaction between an 
applicable manufacturer and covered recipient will be associated with a covered product. CMS 
proposes to require that when a payment or transfer of value is "reasonably associated" with a 
covered product, an associated product must be listed in reporting that transaction. CMS 
additionally proposes to require companies to report only one covered product as related to a 
single transaction, even where there may be mUltiple related products. CMS is also considering 
allowing companies to report mUltiple covered products associated with a single transaction. 

PhRMA urges CMS to adopt the latter approach and allow companies to list 
multiple products associated with a single payment, when applicable. Allowing companies to 
list multiple products associated with a single transaction could, in many circumstances, more 
accurately capture the reality of physician-manufacturer interactions, and thus better inform the 

29 CASRO, CASRO Code of Standards and Ethics for Survey Research, http: //casro.org/codeofstandards.cfm (last 

visited Feb. 16, 2012). 
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public about them. For example, advisory boards are often convened to give advice on portfolios 
of products within a therapeutic area. Similarly, sales representatives may discuss more than one 
product in a single sales call and may offer a transfer of value (e.g., a meal that accompanies the 
representative's infonnational presentation) as part of that sales call. Thus, PhRMA 
recommends that CMS allow companies the flexibility to report multiple associated products 
with a single payment when companies deem this to be appropriate. 

Because the statute requires listing of an associated product (when applicable) 
only when the payment is related to "marketing, education, or research," PhRMA assumes that 
applicable manufacturers are required to list the name of an associated product only when the 
payments and transfers of value are provided in one of these three contexts. Thus, manufacturers 
should not be required to list any associated product for payments and transfers of value 
provided in contexts other than "marketing, education, or research," even when those payments 
are associated with a specific covered product. For example, often, manufacturers enter into 
agreements with physicians to help review products or compounds being developed by other 
companies for purposes of assessing licensing or acquisition potential. In these cases, not only 
does the reporting company have no legal rights in the associated products (as further discussed 
in Section IV.D of these Comments (discussing competitors' products)), but the payments are 
made for business development purposes which are distinct from "marketing, education, or 
research." Publication of infonnation regarding such interactions would reveal confidential 
commercial infonnation, potentially stifling important innovation. As such, PhRMA requests 
that CMS clarify that companies should not be required to report associated product names 
where the transaction does not involve "marketing, education, or research" activities. 

Finally, PhRMA agrees with CMS that not all transactions involve a particular 
product, and appreciates CMS making clear in the proposed rule that companies are not required 
to list an associated product for every reported transaction. For example, where a manufacturer 
makes a payment or transfer of value to a covered recipient conducting a study of a new 
indication for an existing product, the manufacturer would not list an associated product because 
the payment cannot fairly be characterized as associated with the existing product as approved 
for its particular indication. It may be confusing or misleading to suggest such a payment is 
associated with the approved product, where the research involves an entirely different, and as 
yet unapproved, use or patient population. 

PhRMA Recommendation 

For the reasons described above, PhRMA urges CMS to allow companies to list 
multiple products associated with a single payment, when applicable. CMS should clarify in the 
final rule that companies are not required to report associated product names where the 
transaction does not involve "marketing, education, or research" activities. To facilitate 
reporting of multiple associated products, when applicable, PhRMA recommends that the report 
fonnat be altered to include several additional fields in which reporting companies may insert 
several associated products all on a single payment line (for example, inclusion of five additional 
"associated product" fields for each transaction entry). The associated products should all be 
captured on a single payment line to avoid the appearance of reporting multiple payments for 
multiple products, where only a single payment was made. CMS should also ensure that its 
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method for aggregating payments on its public website does not give the false impression that 
applicable manufacturers provided multiple payments or transfers of value when the interaction 
involved multiple products. 

In addition, PhRMA requests that CMS provide additional clarity regarding how 
it would like companies to designate a "null" value when no associated product exists. CMS 
should address in the final rule or in operational guidance whether companies should designate a 
null value with a term, such as "N/A," or whether they should leave the field blank in such cases. 

D. Competitors' Products 

As discussed above, in Section III.B of these Comments, section 1128G(e)(5) of 
the Act defines a "covered drug, device, biological, or medical supply" as any drug, biological, 
device, or medical supply for which payment is available under Medicare, Medicaid, or CHIP. 
CMS proposes to limit the scope of covered products to those that, by law, require a prescription 
or prior FDA authorization to be dispensed. 

PhRMA is concerned, however, that the existing definition of "covered drug, 
device, biological, or medical supply" may require companies to report information about 
products for which they do not have any ownership or other legal rights. For example, 
manufacturers often enter into agreements with highly respected physicians to analyze the 
products of companies targeted for potential acquisition. Under the proposed rule, CMS would 
require applicable manufacturers to report these transactions and to identify the covered drug, if 
applicable, even though the manufacturer has no legal rights associated with the compounds 
involved. This type of disclosure could alert competitors that a company is considering pursuing 
acquisition of a specific company or compound. Dissemination of this type of confidential 
commercial information about companies' business development activities would undermine 
incentives to develop new products and stifle important innovation. Further, the public benefit 
from such disclosures would be minimal; information about payments related to covered 
products not owned by reporting manufacturers is unrelated to the manufacturers' marketing 
activities and thus unlikely to provide insight into physicians' prescribing patterns or clinical 
decision making. 

PhRMA Recommendation 

PhRMA therefore requests that CMS clarify in the final rule that applicable 
manufacturers need not report payments or other transfers of value associated with competitors ' 
products. This approach would protect confidential commercial information from premature 
publication, while adequately addressing the transparency goals of the Act. 

E. Meals 

Section 1128G(a)(1)(A)(vi) of the Act lists the categories for the nature of 
payment or other transfer of value that applicable manufacturers must use to describe each 
payment, including the category of "food and beverage." CMS explains in the proposed rule that 
each of the categories should be distinct and that only one nature of payment should be indicated 
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for each individual payment or other transfer of value reported.)O CMS states that "in instances 
where group meals are being provided in group settings (for example, buffet-style food in a 
physician's office), it may be more difficult to keep track of which covered recipients are 
partaking in the food and beverage," and thus proposes that "applicable manufacturers should 
report the cost per covered recipient receiving the meal (even if the covered recipient does not 
actually partake of the meal.,,)l CMS further proposes that "applicable manufacturers do not 
need to report any offerings of buffet meals, snacks or coffee at booths at conferences or other 
similar events where it would be difficult ... to definitively establish the identities of the 
individuals who accept the offerings. ,,)2 

1. Attribution of Meals 

As reflected in the PhRMA Code, PhRMA believes it is appropriate for 
pharmaceutical manufacturers to provide occasional, modest meals to health care professionals, 
including physicians, in connection with informational presentations. PhRMA believes the 
objective of transparency related to these meal-time interactions should be to accurately track 
transfers of value and disclose the true proportionate value provided to the physicians in 
attendance. As such, PhRMA believes manufacturers should have flexibility to devise 
appropriate meal allocation methodologies that most accurately reflect the nature of the 
interaction between manufacturer and covered recipient. 

PhRMA is concerned that certain aspects of the proposed rule will result in the 
publication of inaccurate or misleading information regarding provision of food and beverages to 
covered recipients. PhRMA believes that reports prepared under CMS's proposed meal 
allocation methodology would in many cases incorrectly reflect a transfer of value to physicians 
who were not, in fact, provided a meal by an applicable manufacturer, or would artificially 
inflate or deflate per person meal values. For example, under CMS's current proposed 
methodology, a $60 meal provided to three physicians, one nurse, and one company 
representative at a group practice of 10 physicians would be reported at $6 per physician (i.e., 
$6011 0 physicians = $6/physician). However, these reported values would neither be an accurate 
assessment of the amount of money spent on the covered recipients who attended the meal, nor 
an accurate portrayal of who actually received value. Moreover, by excluding non-physician 
attendees from the methodology and attributing their proportionate share to physicians, CMS 
effectively proposes to include in the reporting requirement transfers of value to non-covered 
recipients. PhRMA believes this is an impermissible expansion of the statute, is misleading to 
consumers, and will increase the number of disputes brought by covered recipients. 

Further, Congress could not have intended to require each company to 
individually investigate and monitor the membership of various physician entities over time. 
Such a requirement would pose operational challenges to manufacturers in maintaining data 

30 76 Fed. Reg. at 78748. 

311d. 

321d. at 78748-78749. 
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about large, multi-disciplinary group practices. There are no readily available databases that 
accurately identify all individuals associated with a group practice, department, or other such 
entity. Indeed, manufacturers may be prohibited by law or policy from interacting with 
physicians practicing in certain specialties that are not appropriate for on-label use of a particular 
product. For example, a manufacturer that does not have products indicated for use by children 
may permit its representatives to interact with only general practitioners and not pediatricians in 
a multi-disciplinary practice group. Under the proposed rule, however, this manufacturer would 
not only need to add pediatricians to its databases and track and monitor their information, but 
would also be required to directly engage those prohibited physicians to confirm their NPI 
numbers and other reportable information. The proposed meal attribution requirements would 
give the public false and misleading information about which physicians manufacturers interact 
with, which is counter to the objectives of transparency. Manufacturers and eMS likely would 
also be overwhelmed with requests from such physicians for clarification and claims that the 
information reported was incorrect. 

The proposed approach would also make it impossible for manufacturers to honor 
opt-out requests from physicians who wish to decline such transfers of value or who are 
prohibited from receiving transfers of value by state law or institutional policies. 

PhRMA Recommendation 

In reporting meals, therefore, applicable manufacturers should have the flexibility 
to devise a methodology for allocating meal expenses based on manufacturers' internal practices 
and policies. Manufacturers should be able to exercise discretion in implementing policies and 
procedures to exclude attendees from the allocation who do not, in fact, partake in the meal 
offered, who affirmatively choose to opt out of the meal, or who respond affirmatively to an 
invitation but nevertheless fail to attend the event. In addition, manufacturers should have the 
flexibility to design meal allocation methodologies they deem most reasonable for situations 
involving group practices, teaching hospitals, and other circumstances where both covered and 
non-covered recipients potentially partake of a meal. Given that manufacturers' systems for 
tracking meals vary considerably, any other- potentially more rigid- approach to meal 
allocation is likely to be highly burdensome for some subset of manufacturers because it will 
require them to reconfigure their systems for tracking meals to comply with CMS's bright-line 
approach. No single approach will work for all manufacturers without requiring them to expend 
considerable time and resources to update these systems; thus CMS must allow manufacturers 
some flexibility in reporting meals. 

While PhRMA believes that granting companies the flexibility to devise meal 
allocation methodologies they deem most appropriate and accurate would result in the most 
sensible reporting of transfers of value in the form of meals, PhRMA also recognizes the need 
for some unifying principles to guide all companies in doing so. PhRMA believes that 
companies should develop methodologies that: (1) allocate value in accordance with reasonable 
fair market value assumptions; and (2) report only the value that their methodology would 
reasonably attribute to each covered recipient. In addition, companies should adequately 
document their meal allocation methodologies and apply them uniformly to all reported meals. 
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2. Relationship to State Laws and Institutional Policies 

PhRMA asks that eMS also consider the implications of the proposed rule on 
state law compliance and institutional ethics rules. If manufacturers are required to attribute 
meal values to physicians who did not actually receive a meal, they will most assuredly submit 
reports inaccurately suggesting that meals were provided to physicians licensed in states such as 
Vermont, where these meals are prohibited, and to state and federal employees who are under 
similar meal restrictions. For example, if a manufacturer invited a doctor licensed in Vermont 
who is on the staff at a hospital in New Hampshire to an educational presentation at that hospital 
(but notified the physician that he or she cannot partake in any food), under eMS's proposal, 
even if the doctor did not eat, the manufacturer would still have to submit a report indicating that 
the doctor received the meal. Not only would this be plainly misleading, it would result in the 
publication of a report falsely indicating that the company had potentially violated Vermont law 
by providing a meal to the Vermont-licensed doctor. 

3. Provision of Meals at Conferences 

PhRMA supports eMS's proposal to exclude from tracking and reporting 
obligations for meals provided at conventions or in similar scenarios where it is impractical or 
impossible for manufacturers to know the identity of the physicians receiving the meal. 33 While 
PhRMA acknowledges that manufacturer-provided meals to invited attendees in "closed door" 
symposia should be tracked and reported, PhRMA believes eMS is correct to recognize that 
manufacturers are not in a position to track more fluid, "open door" situations, such as general 
buffets or take-away meals provided and managed by convention organizers. 

PhRMA Recommendation 

In the final rule, eMS should similarly clarify that manufacturers are not expected 
to identify unknown physicians at events open to the general public, such as a manufacturer
organized health fair where granola bars are provided. PhRMA supports final regulations that 
provide appropriate flexibility for manufacturers to capture and report only those scenarios 
where they exercise control over recipients of food. 

4. Nature of Paymentfor Meals 

Finally, PhRMA supports eMS's proposal to allow manufacturers to make 
reasonable determinations about which nature a payment or transfer of value should fall into 
based on the circumstances. For example, reimbursement to a physician for an airport lunch 
consumed while traveling to a clinical study committee meeting pursuant to a consultant 
agreement could reasonably be allocated to "food," "travel," "consultant fees" or "research." 

33 This logic also argues against attribution of meals to group practices, departments, or other groupings of 
physicians who do not, in fact, participate in a meal. 
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Manufacturers should have the flexibility to select amongst such potentially 
overlapping nature of payment categories, as long as their selections are consistent and made in 
accordance with a documented, auditable methodology. 

F. Educational Materials 

Section 1 1 28G(e)(lO)(B) of the Act excludes from reporting requirements 
"[ e ]ducational materials that directly benefit patients or are intended for patient use." In the 
proposed rule, eMS states that such "[e]ducational materials must consist of materials (such as 
pamphlets) that directly benefit patients or are intended for patient use." eMS further clarifies 
that "this exclusion is limited to 'materials' (including, but not limited to, written or electronic 
materials) and does not include services or other items.,,34 eMS is considering and solicits 
comment as to whether "certain materials provided by applicable manufacturers to covered 
recipients to educate the covered recipients themselves, but which are not actually given to 
patients (for example, medical textbooks)" should be interpreted to fall into the exclusion?5 

PhRMA appreciates that eMS recognizes that educational materials provided to 
covered recipients can directly benefit patients and/or be intended for patient use, and appreciates 
eMS's willingness to consider excluding these materials from reporting requirements. Given the 
important role such materials can play in enhancing patient care and public health, PhRMA 
believes it is vitally important that the final rule avoid any unintended chilling effect upon the 
provision of such items, materials, and services. 

1. Interpreting the Term "Materials" 

eMS proposes to interpret the word "materials" as used in the exclusion for 
educational materials to include written or electronic materials, but not "services or other 
items.,,36 Such a narrow interpretation is inconsistent with the statutory intent and could lead to 
potentially inconsistent interpretations by applicable manufacturers. More specifically, it is 
unclear from the proposed rule what eMS conceives of as being within the scope of "other 
items." While "items" and "materials" are similar, they are not mutually exclusive. PhRMA 
urges eMS to clarify this potentially misleading statutory construction. 

Likewise, PhRMA seeks consideration from eMS as to its interpretation of 
"materials" as being exclusive of "services." For example, pharmaceutical manufacturers often 
provide reimbursement support services which help patients to understand their insurance 
coverage prior to initiation of a particular drug therapy. Patients can fully understand whether 
step therapy is required prior to coverage of a particular drug, as well as any patient cost-sharing 

34 76 Fed. Reg. at 78751 . 

35Id. 

36 I d. 
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like deductibles and copays. This information allows patients to not only be informed by their 
provider about the safety and efficacy of a therapy, but also to understand financial and 
formulary implications, all towards assisting patient access to appropriate medicines. This 
information provides tangible benefits to patients who are often facing serious illness and 
confused or ill-informed about the complex reimbursement landscape. PhRMA urges CMS to 
analyze such issues based on whether the resource in question provides an educational benefit to 
patients or is intended for patient use, not whether the resource constitutes "material," rather than 
an "item" or "service." 

PhRMA does not view educational resources provided to covered recipients
whether materials, services, or other items- as payment or transfers of value, but rather as part 
of the responsibility its members have as part of their FDA-regulated role as manufacturers to 
communicate appropriate information to covered recipients. These communications are subject 
to FDA jurisdiction when offered proactively (for example, FDA's guidance on Good Reprint 
Practices for the Distribution of Medical Journal Articles and Medical or Scientific Reference 
Publications on Unapproved New Uses of Approved Drugs and Approved or Cleared Medical 
Devices limits what materials may be disseminated to physicians), and subject to First 
Amendment protections, as well as the FDA's own regulations regarding scientific exchange, 
when offered in response to an unsolicited question from a health care professional. PhRMA's 
members consider it an obligation to provide truthful and evidence-based information in 
response to questions from health care professionals, and current legal safeguards, as well as the 
self-regulation provided by the PhRMA Code itself, serve as existing constraints on what 
materials may be given to providers. Accordingly, there is no need for additional regulation of 
educational resources provided to covered recipients. Indeed, any such reporting requirement 
may lead to a chilling effect on the dissemination of useful and appropriate materials for 
manufacturers who may confront operational difficulties in tracking such resources, and for 
covered recipients reluctant to accept such resources if acceptance will lead to a report of a 
payment or transfer of value, even though entirely appropriate and permitted by FDA and under 
the First Amendment. 

PhRMA Recommendation 

PhRMA therefore recommends that CMS clarify in the final rule that educational 
"materials" will be interpreted broadly to include all items, materials, services, and resources that 
provide an educational benefit to patients. 

2. Educational Materials/or Use By Covered Recipients For or Witlt 
Patients 

As CMS notes in the proposed rule, certain educational materials, such as 
pamphlets, instruct and inform patients about their disease state and mode of therapy. Likewise, 
applicable manufacturers may provide-and covered recipients may use with patients in the 
provider setting--other educational resources, such as anatomical models, wall charts, and 
injection demonstration pillows, to educate patients about their diseases and teach proper 
medication use. These materials are educational in nature and directly benefit patients. 
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Accordingly, such resources should also be covered by the reporting exclusion for educational 
materials. 

Further, as eMS recognizes in the proposed rule, other educational materials, 
such as textbooks, impart knowledge to physicians, resulting in improved patient care, which 
"directly benefit[s] patients.,,37 Often, this information presents new data on drug safety or 
efficacy, the timely dissemination of which can affect patient care. PhRMA appreciates eMS's 
willingness to consider whether medical textbooks should be interpreted as educational materials 
that directly benefit patients. Because a textbook given to a covered recipient can immediately 
affect patient care, PhRMA urges eMS to clarify in the final rule that medical textbooks fall 
within the educational materials exclusion. 

Applicable manufacturers also rely on reprints of scientific or medical journal 
articles and informational sheets and brochures to communicate new data to physicians. These 
materials convey the most up-to-date, evidence-based guidelines for patient care. While 
textbooks may take years to reflect the prevailing medical literature, reprints can affect medical 
practice patterns immediately. In the case of emerging safety data, reprints and informational 
sheets can be crucial in avoiding widespread misuse of a particular pharmaceutical. Similarly, 
full issues of medical journals are often dedicated to presenting the latest information on a 
particular disease or drug. For example, the Journal of the American Medical Association yearly 
publishes an entire issue dedicated to HIV / AIDS. These journals playa critical role in providing 
physicians a perspective on the latest trends and clinical data. Accordingly, consistent with its 
position that textbooks should be excluded from reporting, PhRMA urges eMS to exclude all 
similar educational materials, including reprints, informational sheets, journal editions, and 
journal subscriptions, from reporting. Each format provides physicians with timely medical 
knowledge that is vital to practicing modem medicine, and all are fundamentally similar to one 
another. Reprints are merely the building blocks for journals, which themselves are the building 
blocks of medical textbooks. What differentiates them is the timeline in which they are 
published and disseminated. A policy that excludes textbooks should not treat reprints, 
informational sheets, and journals differently. Therefore, PhRMA urges eMS to exclude all 
such educational materials from reporting requirements. 

PhRMA Recommendation 

PhRMA recommends that eMS clarify in the final rule that the Act's "educational 
materials" exclusion covers all educational materials for use by covered recipierits for or with 
patients that directly benefit patient care. As such, the exclusion should cover educational 
resources for use with patients (e.g., anatomical models and wall charts), as well as resources 
that educate covered recipients regarding standards and best practices for patient care (e.g., 
medical textbooks, reprints, informational sheets, and journals). 

37Id. at 78751. 
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Section 1128G( e)(1 O)(B)(viii) of the Act excludes from reporting requirements 
the provision of in-kind items used for the provision of charity care. In the proposed rule, eMS 
defines "charity care" as "services provided by a covered recipient specifically for a patient who 
cannot pay, where the covered recipient neither receives, nor expects to receive, payment 
because of the patient's inability to pay.,,38 eMS clarifies that the exception does not include 
"the provision of in-kind items to a covered recipient, even if the covered recipient is a charitable 
organization, for the care of all of the covered recipient's patients (both those who can and 
cannot pay).,,39 

PhRMA appreciates eMS's recognition in the proposed rule of the extensive 
philanthropic activities undertaken by manufacturers to provide necessary resources to 
underserved and underprivileged patients. As a threshold matter, PhRMA is interpreting the 
definition of applicable manufacturer to exclude the activities of separate corporate foundations 
administering philanthropic activities. These foundations are not manufacturers, and even with a 
liberal reading of the second prong of the statutory definition, do not provide assistance and 
support to manufacturing activities. 

However to the extent that these activities are undertaken by an applicable 
manufacturer, PhRMA urges eMS to clarify that the definition of charity care includes the 
provision of services and items not only for patients who cannot pay, but for all low-income 
patients who might have difficulty paying. PhRMA believes this interpretation is consistent with 
the statutory intent, as most programs providing charity care offer services not only for those 
who cannot pay, but also for those for whom payments would represent a significant financial 
hardship. 

Many manufacturers have numerous programs aimed at helping not only the 
neediest, but also the uninsured or underinsured in securing vital medicines. For example, Gary 
Pelletier, director of Pfizer's patient assistance programs group explained that Pfizer helps 
Medicare patients through "hardship exceptions" under which patients who meet "income 
eligibility criteria" qualify for "medicine for free through the end of the calendar year." 40 In 
addition, Pfizer's MAINTAIN (Medicines Assistance for Those who Are in Need) program was 
initiated in 2009 "in response to the economic crisis," and provides free medicines to 
unemployed patients.41 From 2005 to 2010, PhRMA member companies spent over $23 million 
on similar patient assistance programs that provide free product to uninsured and underinsured 
patients. Likewise, manufacturers often provide emergency relief during natural or other 
disasters in the form of free medicines. If the costs of such free product are attributed to 

38 Id at 78776. 

39Id at 78751. 

40 Pamela Yip, Drugmakers cover those who can 't afford to pay, DALLAS MORNING NEWS (Feb. 12,2012). 

41Id. 
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physicians, they may be unwilling to accept drugs provided pursuant to a patient assistance 
program, which would significantly limit the availability of the assistance. Yet, a narrow reading 
of the charity care exclusion might cause a manufacturer to interpret the exception to require 
reporting of much of the assistance provided through these programs, as well as other charity 
care, as transfers of value to physicians. Such an interpretation of the statute would do little to 
further the cause of transparency, while potentially doing great harm to the provision of valuable 
services to the neediest of patients. 

PhRMA Recommendation 

In light of the statutory language and the common understanding of the term 
"charity care," PhRMA assumes that the exclusion of charity care from reporting requirements 
covers the provision of items and services intended for patients who cannot pay, as well as for 
patients for whom treatment costs would be a significant financial burden. PhRMA requests that 
eMS clarify in the final rule that this is the correct interpretation of the charity care exclusion. 

H. Date of Payment 

Section 1128G(a)(l)(A) of the Act requires that applicable manufacturers report 
with respect to each payment or transfer of value "the dates on which the payment or other 
transfer of value was provided to the covered recipient." The Act does not further define the 
concept of "date of payment." In the proposed rule, eMS states that, in the case of payments 
provided over multiple dates, such as consulting agreements with monthly payments, applicable 
manufacturers should "use their discretion over whether to report the total payment on the date 
of the first payment as a single line item, or to report each individual payment as a separate line 
item.',42 eMS is also considering requiring manufacturers to report multiple payments in a 
single consistent manner. 

eMS's proposal that applicable manufacturers be afforded discretion regarding 
the way in which they report payments or transfers of value over multiple dates is appropriate. 
In addition to the example provided by eMS in its notice of proposed rulemaking, numerous 
similar situations exist where the payment or transfer of value could be viewed as having been 
provided over multiple dates. Additional examples include the payment of a consulting fee to a 
physician who participates in a multi-day steering committee meeting regarding a clinical study, 
and the reimbursement of airfare for round trip flight with travel on different days in connection 
with a physician's participation in an advisory board. 

While eMS's proposal to require applicable manufacturers to report multiple 
payments in a single consistent manner seems reasonable on its face, such a requirement would 
be extremely difficult for manufacturers to apply in practice. Such a requirement could be 
workable if all instances of multiple payments were recorded in the same business system; 
however, even records of payments or transfers of value that appear to be similar may be 
embedded in different systems that use different dates to identify the transaction. 

42 76 Fed. Reg. at 78747. 
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For example, if a physician is required to travel by air to attend a multi-day 
advisory board meeting, the payment or transfer associated with his or her flight could be 
handled in different ways. The manufacturer could book the travel for the physician using its 
travel agency and the report from the travel agency's system may identify the payment or 
transfer of value as having occurred on the date the manufacturer paid for the flights or the date 
either of the flights occurred. Alternatively, if the physician booked and paid for his or her own 
flight and then sought reimbursement from the manufacturer for the cost of the airfare, the date 
of the payment or transfer of value generated by the manufacturer's financial accounting 
software would not be the date of either of the flights but rather the date upon which the 
manufacturer issued the expense reimbursement check to the physician. The date of the payment 
or transfer of value associated with either approach represents an accurate reflection of the 
manufacturer's interactions with the physician. Requiring manufacturers to adhere to a single, 
consistent manner to report the date would require manual adjustment of records generated by 
one or both systems, an approach that is not viable in practice. 

PhRMA Recommendation 

PhRMA therefore supports CMS' s proposal to permit applicable manufacturers to 
exercise discretion in connection with the way they report the date of payment for payments or 
transfers of value that could be viewed as having occurred on multiple days. Providing 
companies with the flexibility to choose the approach that best suits their needs and existing 
systems accomplishes the goal of providing transparency without placing an undue burden on 
manufacturers. 

I. De Minimis Exception 

Section 1128G(e)(10)(B) of the Act excludes from reporting requirements 
transfers of value less than $10, unless the aggregate amount transferred to a covered recipient 
exceeds $100. In the proposed rule, CMS states that applicable manufacturers should not report 
any payments or transfers of value ofless than $10 individually, and that all such small payments 
and transfers of value that add up to over $100 in the same nature of payment category should be 
reported as one total amount for that category.43 

PhRMA appreciates CMS's attempt to simplify reporting for applicable 
manufacturers by proposing that small payments or transfers of value should be aggregated by 
nature of payment category, rather than reported individually. PhRMA is concerned, however, 
that CMS's systems may be overwhelmed, and the public may be confused, by the incredibly 
large volume of records concerning these small transactions. Both Congress and CMS have 
recognized, through the statute and proposed rule, that certain small transactions are not really at 
the heart of the goal of transparency, and that pUblication of large amounts of relatively 
unimportant data may overshadow or undermine the more significant data contained in reports. 
Importantly, the more complex aggregation and reporting becomes, the greater the potential for 
inaccuracies or mistakes in data analysis and processing. In addition, PhRMA believes that 

43ld at 78750. 
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reporting of these small payments is likely to significantly increase the volume of disputes over 
reported data. Most transactions of less than $10 involve the provision of meals to covered 
recipients; as discussed further in Section IV.E of these Comments (discussing meals), because 
ofCMS's requirements regarding meal allocation, companies expect this to be an area where 
significant disputes arise. 

PhRMA Recommendation 

Therefore, just as CMS recognized the complex nature of reporting food and 
beverages provided in a group meal or conference setting and provided some flexibility in that 
context, PhRMA believes CMS should take a flexible approach to determining the most 
appropriate and meaningful way to handle de minimis payments. For example, CMS might 
consider requiring that companies track these payments and transfers of value but not process or 
report the data for publication. Under such an approach, CMS would retain the ability to conduct 
audits of the raw data on de minimis payments and transfers of value should the agency so 
choose, but these entries would not unnecessarily confuse or clutter the public website. 
Alternatively, CMS might consider requiring processing and reporting of the de minimis data, 
but omitting that data from publication. CMS might also consider requiring companies to report 
de minimis payments or transfers of value associated only with certain nature of payment 
categories, for example, excluding reporting of de minimis payments for meals. Any of these 
approaches would eliminate the potential for public confusion over the large volume of data, as 
well as decrease the likelihood of disputes. Ultimately, PhRMA urges CMS to devise an 
approach that would both serve the Act's transparency goals, while at the same time ensuring 
that data are reported and published in the most useful and appropriate way. 

If CMS does opt to require reporting and publication of payments of less than 
$10, PhRMA urges CMS to allow those payments to be reported individually, in the same 
manner as all other payments, rather than requiring companies to report all the small payments as 
a single, aggregated payment. Reporting a number of small payments as a single large payment 
gives rise to a number of reporting complexities. For example, it is unclear what date would be 
the relevant date of payment for an aggregated payment. Similarly, it would be difficult to 
characterize a number of small, distinct payments under a single nature of payment category. 
Both companies' internal data tracking and processing systems, as well as CMS' s proposed 
report format, would be ill-suited to report aggregated information in single entries in this 
manner. For these reasons, PhRMA urges CMS to allow companies the flexibility to report each 
small payment separately should they choose to do so. 

In the proposed rule, CMS states that the dollar amount cut-off for de minimis 
payments will be increased by the same percentage as the percentage increase in the CPI for all 
urban consumers for the 12-month period ending in June of the previous year. CMS proposes to 
publish the updated threshold amounts annually on its website. Should CMS continue to require 
reporting and publication for de minimis payments, CMS should align the de minimis threshold 
amount with the reporting period, applying a single threshold amount at the beginning of each 
year, and not adjust that amount in accordance with the CPI until the reporting cycle for the 
following year begins. To change the threshold amount mid-year would create unnecessary data 
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collection burdens, essentially creating an entirely new reporting period half-way through the 
year for which manufacturers would have to adjust their system filters. 

V. Report Submission, Correction and Publication 

A. Pre-Review 

In the preamble to the proposed rule, CMS suggests that applicable manufacturers 
provide covered recipients with an opportunity to view information about payments and transfers 
of value made to the covered recipient that the manufacturer is planning to submit to CMS as 
part of its annual report. The covered recipient would then be able to correct the information 
before it is submitted to CMS. 

PhRMA recognizes that a pre-review period could assist some manufacturers in 
compiling accurate data for inclusion in their annual reports and might also benefit their 
relationships with covered entities. But for most companies, allowing covered recipients to pre
review the data would be administratively burdensome, costly, and unrealistic given the difficult 
challenge of compiling, validating, and disclosing the data, all within the proposed 90-day 
implementation period.44 Some companies estimate that they will have over 100,000 covered 
recipients for which they submit information about payments and transfers of value, and over 
one million reportable line items. Given the large number of covered recipients and transactions, 
a pre-review process for these companies would be logistically impossible. Facilitating such a 
pre-review process would require that companies develop a secure system for review, including a 
secure log-on and password function for covered recipients, as well as the infrastructure 
necessary to address any queries related to the data. Given the time frame established for 
reporting, companies are unlikely to be able to establish such complex systems prior to the 
reporting deadline. Moreover, most covered recipients receive payments or transfers of value 
from many different applicable manufacturers. Conducting a separate pre-review of each 
company's data (likely involving gaining secure access to and visiting each company's website) 
could be an extremely time-consuming process for covered recipients, and there is no way to 
know how many covered recipients would actually take advantage of this opportunity. 

PhRMA Recommendation 

PhRMA recommends that CMS preserve the option for companies to offer a pre
review, but that the pre-review process remain optional. Under this approach, companies that 
wish to provide pre-review would be able to do so, but no company would be required to do so. 
All covered recipients would still have the opportunity to review their data during the 45-day 
review period. 

44 See Section VI of these Comments, discussing CMS's proposed 90-day implementation time frame in more detail. 
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Both the statute and the proposed rule provide for at least a 45-day period in 
which covered recipients can review and correct information about payments and transfers of 
value submitted by applicable manufacturers. In the proposed rule, eMS suggests that covered 
recipients who wish to dispute data submitted to eMS should be able to obtain the applicable 
manufacturer's contact information from the agency, but the covered recipient would be required 
to reach out to the manufacturer to resolve the dispute. eMS is also considering requiring 
applicable manufacturers to collect and report whether covered recipients would like to be 
notified by USPS or email of the processes for their review. This approach would be 
unnecessarily complicated for covered recipients. 

PhRMA Recommendation 

PhRMA instead recommends that the public website contain a form that covered 
recipients could use to dispute information reported by applicable manufacturers. The form 
would be linked to the submitted data (e.g., a "Dispute this Data" button next to each line item) 
and would be available only to the covered recipient to whom the payment or transfer of value 
was made. When a covered recipient completed and submitted the form, a copy of the form and 
the disputed record would be sent to the manufacturer for review and adjudication and a copy 
would be sent to eMS. Manufacturers would provide their preferred contact information when 
submitting reports to facilitate this process. Each dispute submission would have a unique 
identifier, and the covered recipient would identify his or her preferred address for 
communication. Sending information about disputed data to eMS would allow eMS to monitor 
the number and types of disputes submitted; eMS could then refine the reporting process based 
on the types of disputes submitted. Once the applicable manufacturer resolved the dispute or 
determined that the dispute could not be resolved, the manufacturer-and not the covered 
recipient- would notify eMS of the resolution. eMS would then be responsible for amending 
any data submitted, based on the outcome, prior to making the data available to the public. 

PhRMA further notes that 45 days is unlikely to be enough time- particularly in 
the first year- for covered recipients to review the data and submit any disputes to applicable 
manufacturers and for manufacturers to review and adjudicate the disputes. This short time 
period is compounded by the fact that manufacturers have no way of knowing how many 
covered recipients will dispute their data. PhRMA therefore recommends that, for the first 
reporting year, covered recipients have 45 days to review the data and submit reports and 
manufacturers have an additional 45 days to adjudicate the disputes. To ensure adequate time to 
address disputes during the second 45-day period, covered recipients would be permitted to 
initiate a dispute only during the first 45-day period. This approach is consistent with the 
statutory provisions giving eMS an additional three months, for the first year of reporting, to 
make the submitted data publically available. After the first year, eMS could hold a public 
meeting to review the dispute-resolution process and address ways to improve the process in 
future years. 
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Section 1128G(c)(l)(C)(ix) of the Act does not contain any requirement that 
reporting companies address or resolve disputes. That section merely requires that covered 
recipients have "an opportunity to review and submit correction to the information submitted . . . 
for a period of not less than 45 days prior to such information being made available to the 
public." As such, it is PhRMA's understanding that companies may exercise discretion in 
determining processes for dispute resolution, including making reasonable determinations as to 
those circumstances under which disputes will not be investigated or resolved. 

PhRMA Recommendation 

Notwithstanding the fact that companies are not statutorily required to address or 
resolve disputes, PhRMA recommends that CMS consider establishing a threshold amount under 
which companies might reasonably elect not to resolve disputes. Addressing every dispute 
arising over small amounts of money would be extremely resource intensive, and is unlikely to 
significantly further the ultimate goal of transparency. Thus, where the value in dispute is $100 
or less (or some other appropriate threshold), CMS should clarify that reporting companies may 
reasonably elect not to resolve such disputes. 

2. Publication of Disputed Data 

Finally, CMS suggests in the proposed rule that if a dispute cannot be resolved, 
the agency will make both the original submission from the applicable manufacturer and the 
modified information provided by the covered recipient available on the public website. PhRMA 
does not believe it is appropriate to list two separate sets of data in such circumstances and urges 
CMS to publish only the data originally provided by the manufacturer. PhRMA is concerned 
that publication of multiple reports for single data points will lead to confusion and do little to 
further the goal of transparency. Because reporting companies ultimately have the legal 
obligation to ensure reporting of correct data- and, indeed, are subject to significant penalties 
under the Act for failing to do so-PhRMA believes the report made public should be the report 
submitted by the applicable manufacturer. 

PhRMA Recommendation 

Where disputes cannot be resolved, PhRMA believes it is enough to indicate on 
the public website that the data is disputed; however, PhRMA does not believe it is advisable to 
publish two entirely different data sets for a single transaction. Thus, PhRMA recommends that 
CMS state in the final rule that, where a dispute is not resolved, CMS will publish the data 
submitted by the applicable manufacturer, but will designate the data as disputed. 

C. Delayed Publication 

The proposed rule would allow applicable manufacturers to designate certain 
information related to research payments and transfers of value as eligible for delayed 
publication. However, CMS proposes to limit eligibility for delayed publication to payments and 
transfers of value made in the context of a clinical investigation or a product research or 
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development agreement. eMS would require such agreements to include a written statement or 
contract between the applicable manufacturer and the covered recipient and a written research 
protocol. 

1. Submission 0/ Data Subject to Delayed Publication 

The delayed publication provisions would require manufacturers to report a 
payment or transfer of value even ifit is subject to delayed publication. This approach means 
that a payment or transfer of value that is eligible for the full four-year delay would need to be 
reported four times prior to publication. Applicable manufacturers would therefore need to 
repeatedly report large volumes of data that would not be published. eMS in tum would need to 
separate these payments and transfers of value from those that are subject to publication and 
securely store the information to ensure that it is not inadvertently disclosed. Given the purposes 
underlying delayed publication (i.e., to "maintain confidentiality for proprietary information 
relating to development of new drugs, devices, biologicals, and medical supplies"), the 
consequences of premature disclosure could be significant. 

PhRMA Recommendation 

PhRMA proposes that companies with data regarding payments and transfers of 
value subject to delayed publication not be required to report this information until the delayed 
publication period has expired and the data are appropriate for publication. Applicable 
manufacturers would instead submit a certification in their annual reports stating that they had 
information subject to delayed reporting and that they would report the information at the 
appropriate time. This approach would ease the administrative burden on eMS associated with 
the submission of information not subject to pUblication and help guard against inadvertent 
disclosure of confidential information. 

2. Delayed Publication/or Other Payments and Trans/ers 0/ Value 

The proposed rule would limit those payments and transfers of value that are 
eligible for delayed publication to certain research payments and transfers of value (i.e., those 
related to a clinical investigation or a product research or development agreement). eMS notes 
that delayed publication is intended to help maintain confidentiality for proprietary information 
relating to development of new drugs, devices, biologicals, and medical supplies. In the 
preamble to the proposed rule, eMS recognizes that disclosure of certain relationships for bona 
fide research or investigation activities could damage a manufacturer's competitive and/or 
proprietary interests. 

For the same reasons that research payments and transfers of value should be 
eligible for delayed publication, other types of payments and transfers of value are also 
appropriate for delayed publication. For example, payments to physicians who serve on data and 
safety monitoring committees in connection with clinical trials and study steering committees 
may be classified as "consulting fees ." Yet, these services are provided in connection with a 
research project and are subject to the same concerns regarding confidentiality and proprietary 
information. 
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Similarly, payments and transfers of value made in the context of business 
development opportunities often involve highly confidential company activities. In such a 
case-and as eMS notes in the preamble, as described above-disclosing even the fact of a 
payment to the key opinion leader could signal the company's interest in the new product, which 
could move market share and affect the company's competitive interests. Payments made to 
covered recipients regarding new uses of an approved product, i.e., those for which the 
manufacturer is seeking or considering seeking approval from FDA, should also be eligible for 
delayed publication, because the company's efforts to obtain approval for a new indication is 
often a confidential matter. In fact, companies often require physicians engaged as consultants to 
provide advice regarding new indications to sign nondisclosure agreements. 

The limitations of the delayed publication provisions would likewise exclude 
many payments and transfers of value made for pre-clinical research (e.g., laboratory and animal 
studies). This research is often not conducted pursuant to a research protocol, yet it is a critical 
step for companies in evaluating potential new therapies and drug technologies. Pre-clinical 
research is often highly confidential and highly speculative. Disclosure of a payment or transfer 
of value associated with pre-clinical research could amount to the disclosure of confidential or 
proprietary information related to the development of new compounds and/or new areas of 
research for a company. 

PhRMA Recommendation 

PhRMA therefore proposes that all research payments and transfers of value
including for pre-clinical research and for consultants engaged for related activities and to advise 
on new uses of approved products-be subject to the delayed publication provisions. Similarly, 
payments and transfers of value related to business development, such as acquisitions of stock or 
assets, collaborations, and licensing arrangements and similar transactions, would be eligible for 
delayed publication provided the transaction actually occurs. If the transaction is not completed, 
applicable manufacturers should not be required to report those payments at all. 

3. Optional Delayed Publication 

In some cases, applicable manufacturers may prefer not to take advantage of 
delayed publication for certain payments and transfers of value. For example, some companies 
that are currently reporting payments or transfers of value without a delayed publication option 
may find it easier to handle all of their data in the same manner. 

PhRMA Recommendation 

PhRMA therefore requests that delayed publication be explicitly optional for 
manufacturers and that for those who choose not to delay publication, payments and transfers of 
value would be published in the same year they are reported. 
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D. Context Provided on eMS Website Regarding Relationships Between 
Health Care Providers and Applicable Manufacturers 

The proposed rule notes that CMS is required to provide background or other 
helpful information on relationships between manufacturers and physicians and teaching 
hospitals. This information is intended to help consumers who use the website to understand 
why legitimate payments or transfers of value are made by manufacturers to physicians or 
teaching hospitals and communicate that a payment does not necessarily indicate that the 
receiving physician or teaching hospital has any conflict of interest. CMS states in the proposed 
rule that it welcomes comments regarding both the details of such information and the format in 
which the information should be displayed. 

The information that accompanies the vast array of data that will be available 
about any single physician, any teaching hospital, manufacturer, or third party recipient of any 
indirect payment will be useless to individual consumers unless CMS provides clear and 
understandable descriptions of the nature of the relationships between manufacturers and health 
care providers. This information must also carefully describe how these relationships enable 
manufacturers to communicate vital information to health care providers about the use of 
medicines, and to conduct research that is essential to bringing new medicines to patients. The 
contextual information can be seen as the fulcrum on which the benefit of the entire transparency 
effort hinges. If the contextual information is not accurate, unbiased, relatively complete, and 
written in non-technical language, the website will present useless, or worse, incorrect and 
confusing information to consumers. Both the shorthand term for the provision, "sunshine," and 
the word, "transparency," in the name of the statutory provision establishing the reporting and 
publication requirements, highlight the importance of the contextual information- the database 
will not provide either sunshine or transparency unless it presents the specific information 
regarding payments and other transfers of value to physicians in a clear, understandable, and 
relevant context. 

Relationships between drug manufacturers and health care providers may take 
many different forms, most of which are not familiar to the general pUblic. The website will 
therefore need to explain the different roles that a health care provider may assume with respect 
to a drug manufacturer, including but not limited to principal investigator for clinical research, 
member of a Biosafety Monitoring Committee for clinical research, consultant or member of an 
advisory board for a specific product or class of products, presenter on behalf of a drug's sponsor 
at an FDA Advisory Committee, speaker for or attendee at a peer education program, educational 
or scientific grant recipient, and recipient of a meal that accompanies an in-office educational 
program. 

A recent telephone survey of more than 500 AMA members, conducted by KRC 
Research and supported by PhRMA, clearly illustrates the benefits of interactions between 
physicians and biopharmaceutical company representatives. For example, more than 90 percent 
of the physicians responded that interactions with manufacturers' representatives allow them to 
learn about new indications for approved medicines, potential side effects of medicines, and both 
emerging benefits and risks of medicines. In addition, 84 percent of physicians said that 
interactions with representatives allow them the opportunity to provide feedback to a 
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pharmaceutical company about their experiences with a specific medicine. Large majorities also 
found information from company representatives to be up-to-date and timely (94 percent), useful 
(92 percent), and reliable (84 percent).45 

The survey also revealed that physicians consider a broad range of factors in 
making their prescribing decisions, with almost all respondents relying on their clinical 
knowledge and experience, as well as a patient's response to a particular medicine. More than 
80 percent reported that they take into consideration a patient's insurance factors, such as 
formulary and prior authorization requirements. The survey also found that nearly 8 out of 10 
physicians view pharmaceutical research companies and their sales representatives as useful 
sources of information on prescription medicines. The survey found that physicians consider a 
range of sources useful for staying informed about medicines. In addition to biopharmaceutical 
representatives and company-sponsored peer education programs, independent continuing 
medical education courses, peer-reviewed medical journals, and other physicians were also cited 
as useful sources of information. CMS should consider including this information as part of its 
educational and contextual communications to the public on this issue. 

PhRMA Recommendation 

Because of the importance of the website, CMS should not finalize the site's 
content, or even the structure of the content, without seeking specific comments from 
stakeholders. In fact, the views of covered recipients, whose information will be publicly 
disclosed, will be critical in considering the presentation of this information to the public. 
Therefore, PhRMA urges CMS to establish a process involving notice and comment, separate 
from and in addition to the current rulemaking, to solicit feedback and guide its development of 
the statutorily mandated contextual information for the website. 

E. Technical Comments Regarding Reporting Format and Submission 

1. Report Format 

In the proposed rule, CMS provides a sample reporting template and proposes that 
companies submit reporting data electronically in a comma-separated value (CSV) format, with 
each line item in the dataset representing a unique payment or other transfer of value. 

PhRMA Recommendation 

PhRMA believes that a pipe-delimited format would be a more appropriate format 
for data submission. Under the comma-separated value format CMS is proposing, commas 
would be used to separate values. However, because commas are often imbedded in the text of 
fields (for example, commas are often used in addresses and names), also using commas to 
separate values could give rise to errors in data processing. Because the pipe character is rarely 

45 KRC Research, Survey of Physicians About Pharmaceutical and Biotech Research Company Activities and 
Information (March 2011), http://www.phrma.org/sites/defaultlfiles/987Ikrcsurveyofphysicians _ I .pdf. 
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used in text, PhRMA believes its use as a delimiter would aid eMS in providing the most 
accurate, complete data possible by greatly reducing the proclivity for errors in data processing. 

PhRMA appreciates eMS's provision of a sample reporting template and requests 
that eMS harmonize the sample reporting template with the required information fields and 
terminology included in the final rule. 

2. Report Files 

In the proposed rule, eMS states that, should a single file have insufficient 
volume, applicable manufactures may submit as many files as necessary to provide complete 
data. PhRMA appreciates eMS's proposal to allow companies to submit mUltiple files, as 
submissions are likely to include large amounts of data that may not fit onto a single file. 

PhRMA Recommendation 

In light of the potentially large number of files eMS will receive, PhRMA 
recommends that eMS consider establishing a uniform naming convention for all files submitted 
to the agency to avoid confusion or duplication. For example, eMS might consider assigning 
each reporting company a unique alpha-numeric code to be used in the file names of all 
submissions. Alternatively, eMS could require companies to establish their own four to five 
letter unique code (for example, for publicly traded companies, a stock ticker symbol) to be used 
as the first digits of all submitted file names. In addition, PhRMA recommends that any file 
naming conventions eMS establishes should include indicators of period of submission, date of 
submission, and submission version number. 

3. Data Security 

Neither the statute nor the proposed rule addresses how eMS will ensure the 
security of reporting data. Ensuring the integrity of data- that it is properly and completely 
transferred, and that the party purporting to report the data is the actual party transferring the 
data-is of paramount importance in furthering the ultimate goal of transparency. Indeed, to the 
extent eMS opts for delayed publication, rather than delayed reporting, for research payments, 
the importance of protecting the integrity and security of the confidential commercial 
information reported to the agency will be even more vital. 

PhRMA Recommendation 

PhRMA therefore urges eMS to establish a secure method by which companies 
may transfer files to the agency that accommodates large file sizes and would meet the needs of 
both large and small companies. For example, eMS could establish a process by which 
companies log on to eMS's website to securely upload files. Alternatively, eMS could establish 
a file exchange protocol (FXP) through which encrypted data may be securely transferred to the 
agency. The process for submission should provide companies with a notification confirming 
receipt of the files, including confirmation of the record count and file size of data received. 
Because of the potential for glitches in data transfer or processing, PhRMA recommends that 
eMS provide for a trial period during which companies may send test files to the agency to 
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ensure data is transferred and processed properly. It is important to establish the reliability of the 
file transfer system prior to initiating the first 45-day review period to avoid unnecessary 
inefficiencies associated with covered recipients' review of incomplete or inaccurately 
transferred data. 

Finally, PhRMA wishes to emphasize that once eMS has published the final rule 
and established the information required to be collected and reported, both applicable 
manufacturers and the agency itself will have to address a substantial number of technological 
issues regarding how the data will be transferred, reviewed, stored, and publicized. PhRMA 
therefore recommends that eMS engage with a professional systems integration company to 
assist the agency in implementation. Additionally, eMS might consider establishing an advisory 
group comprised of representatives from applicable manufacturers and a professional systems 
integration company to advise the agency during its implementation of appropriate systems and 
controls associated with data collection, correction, and publication. 

VI. Implementation Timing 

In the proposed rule, eMS acknowledges that a final rule will not be published in 
time for companies to begin collecting information on January 1,2012, as required by the statute. 
eMS is therefore considering a preparation period of 90 days after publication of the final rule. 

PhRMA appreciates eMS's recognition that data collection cannot begin until 
after the final regulation is published; however, PhRMA is concerned that 90 days will not be 
enough time for both eMS and reporting companies to set up the systems necessary for full 
implementation of the rule. This is particularly true should the final rule significantly broaden 
the requirements set forth in the statute. As discussed more fully in Section III.A (addressing 
eMS's expansion of the definition of "applicable manufacturer"), Section IV.B (addressing 
eMS's expansive reading of the standard of knowledge for indirect payments), and Section IV.E 
(addressing eMS's proposed meal attribution approach), the proposed rule significantly expands 
reporting requirements beyond those expected based upon the statutory language. 

President Obama's January, 2011, Executive Order 13563 specifically requires 
eMS to assess all costs and benefits of available regulatory alternatives and, if regulation is 
necessary, select regulatory approaches that maximize the net benefits and reduce costS.46 

However, PhRMA believes that eMS's estimate of the anticipated costs and regulatory impact of 
the proposed rule is too conservative in light of the significant operational changes compliance 
with the rule will require. For example, the collection of each new data point will require 
substantial changes to all relevant source systems, in addition to establishment of primary 
systems aggregating and reporting data. Establishing a new field to capture additional 
information about transactions requires not only a change to all source systems' hardware and 
software, but also meticulous testing and training to ensure data is being accurately and 
adequately captured. As such, PhRMA believes eMS's estimate that, on average, fewer than 

46 Executive Order 13563, Improving Regulation and Regulatory Review, 76 Fed. Reg. 3821 (Jan. 21, 2011). 
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two full-time employees will be needed for each applicable manufacturer submitting a report is a 
dramatic underestimation. 

In addition to the resources required to set up the systems necessary to ensure 
compliance with the reporting requirements, manufacturers will need to devote significant 
additional resources to training thousands of employees on data capture protocols and the proper 
use of systems, maintaining systems in compliance with regulatory requirements, and addressing 
feedback and other communications from covered recipients and other interested parties 
regarding reported information. Providing sufficient time for implementation is essential to 
ensuring the integrity of the data included in the reports. The goal of transparency will be 
furthered only by provision of accurate, complete reports. However, reports will be accurate and 
complete only if CMS grants companies sufficient time to set up the necessary systems and 
controls to track, aggregate, process, and report data accurately. For example, PhRMA 
understands that a number of companies under CIAs (implemented in steps over multiple years) 
needed between 10 and 40 full-time employees and from two to three years to establish the 
systems to capture, store, prepare for posting, and then post information similar to that required 
under section 1128G, without the expansions proposed by CMS in the proposed rule. 

Further, companies often use third-party vendors, who will also need to come into 
compliance with the regulatory requirements. These vendors are often not applicable 
manufacturers themselves and are therefore unfamiliar with the Act's reporting requirements and 
the systems necessary for compliance. Similarly, many companies conduct research through the 
use of CROs. PhRMA understands that many CROs are ill-prepared to begin collecting data for 
reporting by the applicable manufacturer, in part because they have not previously been engaged 
in tracking payments and transfers of value for reporting at the state level. Yet, if CROs are 
unable to come into compliance during the allotted preparation period, companies will be forced 
to choose between ceasing important research activities or providing accurate, timely reports. 
Such a choice may chill research activities. 

In sum, PhRMA believes CMS' s estimated burdens for applicable manufacturers, 
both in year one and in subsequent years, are substantially lower than the actual burden 
associated with implementation of the rule. Full implementation of the final rule will require 
both reporting companies and CMS to establish, test, and maintain a series of complex systems 
required to collect, transfer, aggregate, and maintain large amounts of complicated data. 
PhRMA therefore believes that CMS should provide significantly more than 90 days for 
operationalization of the final rule. 

PhRMA Recommendation 

PhRMA urges CMS to grant companies a preparation period of at least 180 days 
after publication of the final rule. PhRMA believes a period of at least 180 days would give 
companies the time needed to operationalize fully the reporting requirements in a way that would 
result in the most accurate, complete reports. Importantly, as discussed more fully in Section 
III.A (addressing CMS's expansion of the definition of "applicable manufacturer"), Section IV.B 
(addressing CMS's expansive reading of the standard of knowledge for indirect payments), and 
Section IV.E (addressing CMS's proposed meal attribution approach), should CMS opt to adopt 
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a final rule that expands reporting requirements beyond those was expected based upon the 
statutory language, companies may need additional preparation time. For example, should eMS 
choose to include a broad definition of applicable manufacturer and common ownership in the 
final rule, which PhRMA continues to believe, is outside the scope of the statutory language, 
PhRMA believes eMS will need to grant a preparation period of at least an additional year for 
foreign affiliates to come into compliance. 

Further, PhRMA notes that certain best practices under the Sarbanes-Oxley Act47 

limit any changes in company systems during the final quarter of the calendar year. As a result, 
many companies implement a system "lock down" during the last quarter of the calendar year 
and do not permit any new changes to company systems during this period. A failure to follow 
this "best practice" could undermine companies' ability to gain approval from external auditors 
regarding these companies' internal controls for purposes of securities filings. Thus, depending 
on the timing of publication of the final rule, eMS should consider whether to grant an 
additional amount of preparation time beyond 180 days to avoid requiring companies to make 
systems changes during the fourth quarter of the calendar year. 

Finally, PhRMA notes that the final rule does not contemplate the ongoing 
implementation issues associated with new reporting requirements arising in the normal course 
of business. For example, new reporting obligations may arise in the context of company 
licensing activities, mergers, or acquisitions. PhRMA urges eMS to grant companies flexibility 
in developing reasonable implementation timelines to ensure compliance for newly acquired 
companies or divisions. Specifically, companies should be permitted to contact eMS directly 
with individualized plans for implementation after finalization of such corporate transactions. 

VII. Preemption 

Section 1128G(d)(3) of the Act preempts any state or local law requiring 
reporting of the same type of information concerning payments or other transfers of value made 
by applicable manufacturers to covered recipients. State and local governments are prohibited 
from requiring separate reporting of any information regarding payments or transfers of value 
that is required to be reported under section 1128G of the Act, unless such information is being 
collected by a federal, state, or local governmental agency for public health surveillance, 
investigation, or other public health purposes or health oversight. eMS does not further define 
the terms "public health surveillance, investigation, or other public health purposes" in the 
proposed rule. 

PhRMA is concerned that, absent cabining through a regulatory definition or 
preamble clarification, the exemption provided for information collection related to "public 
health purposes" may be so broad as to swallow the preemption rule entirely. While surveillance 
and investigation are traditional public health-related activities and clearly fall under most 
accepted definitions of public health, the phrase "public health purposes" is undefined, beyond 
the scope of most definitions of public health, and overly broad. PhRMA therefore urges eMS 

47 Pub. L. 107-204, 116 Stat. 745 (2002). 
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to narrow the definition of public health to avoid having the preemption exception swallow the 
rule. 

Perhaps the most widely accepted definition of public health, adopted by the 
Public Health Functions Working Group and Steering Committee of the U.S. Department of 
Health and Human Services (HHS), identifies the mission of public health as to "promote 
physical and mental health and prevent disease, injury, and disability." Under the Committee's 
definition, the characteristics of public health include that it "prevents epidemics and the spread 
of disease, protects against environmental hazards, prevents injuries, promotes and encourages 
healthy behaviors, responds to disasters and assists communities in recovery, and assures the 
quality and accessibility of health services.,,48 The Committee identifies ten essential services of 
public health: 

1. Monitor health status to identify community health problems; 

2. Diagnose and investigate health problems and health hazards in the community; 

3. Inform, educate, and empower people about health issues; 

4. Mobilize community partnerships to identify and solve health problems; 

5. Develop policies and plans that support individual and community health efforts; 

6. Enforce laws and regulations that protect health and ensure safety; 

7. Link people to needed personal health services and assure the provision of health care 
when otherwise unavailable; 

8. Ensure a competent public health and personal health care workforce; 

9. Evaluate effectiveness, accessibility, and quality of personal and population-based 
health services; and 

10. Research for new insights and innovative solutions to health problems.49 

Notably, none of these purposes are of the type that state legislators have used to 
justify state marketing reporting requirements, and none of the state reporting requirements could 
reasonably be said to further any of these public health purposes. 

Limiting the public health exception to the types of activities set forth in the HHS 
definition would appropriately cabin the public health exception to the preemption provision. 

48 HHS, Public Health Functions Working Group and Steering Committee, "Public Health in America" (1994), 
http://www.health.gov/phfunctions/public.htm. 

49 1d. 
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Under such a rule, for example, a state could ask a specific manufacturer for information about 
physicians and other health care professionals who had eaten sandwiches purchased from a 
restaurant under investigation for a public health concern. Likewise, states could ask a 
manufacturer of a specific drug, or all manufacturers of drugs within a specific class, to identify 
physicians who had completed a manufacturer-sponsored educational program related to the 
prescribing or administration of a drug intended to treat an emerging disease. States could not, 
however, essentially write the preemption provision out of the Act by requiring manufacturers to 
submit information about payments and transfers of value to physicians and teaching hospitals 
under the guise of protecting the public health interests of the residents of the state. 

PhRMA Recommendation 

PhRMA recommends that eMS adopt a definition of public health in the final 
rule that would clarify the limited nature of the term and illustrate which state and local activities 
may fall under the preemption exemption. eMS should additionally provide some examples of 
the types of public health activities intended to be encompassed by the exception. 

VIII. Conclusion 

PhRMA appreciates the opportunity to comment on these proposed regulations 
and the significant efforts by eMS in the development of the proposed, and ultimately final, 
regulations. The importance of ensuring continued, positive interactions between manufacturers 
researching and developing innovative medical products and treatments and the physicians and 
teaching hospitals participating in that research (while also providing direct patient care in many 
instances) argues for thoughtful consideration of the potentially significant issues raised by 
PhRMA and other stakeholders that may submit comments on the proposed rule. PhRMA thus 
urges eMS to take as much time as it deems necessary to fully consider all comments received 
before issuing final regulations. PhRMA also urges eMS to resolve any potentially differing 
positions in favor of transparency reporting to consumers that is: (1) accurate, (2) will allow for 
meaningful comparisons of the data; (3) provide for data that are appropriately allocated to a 
particular covered recipient; (4) avoids multiple counting of any single payment or transfer of 
value; (5) is operationally workable for both eMS to administer and the companies subject to 
reporting; and (6) that does not have the unintended consequence of undermining our nation's 
expansive and productive research and development programs and the vital jobs which those 
programs provide. The research and development activities that PhRMA member companies 
conduct are essential to developing new and better treatments for the diseases and conditions 
patients face, and serve to advance and improve the public health worldwide. 
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If CMS has any questions on any PhRMA recommendations or would like to 
discuss any of these issues further, we can be reached through email or telephone - Marjorie 
Powell, mpowell@phrma.org (202-835-3517), or Kendra Martello, kmartello@phrma.org (202-
835-3549). 

Sincerely, 

&c.(~ 
Senior Assistant General Counsel 

49 

Kendra A. Martello 
Assistant General Counsel 


