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Julie Kane Novartis Corporation

Vice President 230 Park Avenue
Ethics & Compliance New York, NY  10169

Tel 212 830 2474
Fax 212 830 2495

julie.kane@novartis.com

February 16, 2012

Marilyn Tavenner

Acting Administrator

Centers for Medicare & Medicaid Services

Department of Health and Human Services

Attention: CMS-5060-P

P.O. Box 8013
Baltimore, MD 21244-8013

RE: CMS-5060-P (Medicare, Medicaid, Children’s Health Insurance Programs: Transparency 
Reports and Reporting of Physician Ownership or Investment Interests)

Dear Acting Administrator Tavenner:

This letter is in response to your request for comments on the proposed rule1 published by 

the Centers for Medicare & Medicaid Services (“CMS”) to implement Section 6002 of the Patient 

Protection and Affordable Care Act,2 commonly known as the Sunshine Act.  This letter is submitted 

on behalf of Novartis Corporation, a New York corporation, which is a holding company that 

indirectly owns Novartis Pharmaceuticals Corporation (“NPC”), Sandoz, Inc. (“Sandoz”), Alcon 

Laboratories, Inc. (“Alcon”), Novartis Consumer Health, Inc. (“NCH”) and Novartis Vaccines & 

Diagnostics, Inc. (“NV&D”), all separate legal entities that market brand name and generic 

healthcare products and devices in the United States.  We appreciate the opportunity to provide 

these comments on the proposed rule.

NPC researches, develops, manufactures and markets innovative prescription drugs in the 
United States, used to treat a number of diseases and conditions, including cardiovascular, 

dermatological, central nervous system, bone disease, cancer, organ transplantation, psychiatry, 

infectious disease and respiratory. The Company’s mission is to improve people’s lives by 

pioneering novel healthcare solutions. 

Sandoz is a leader in generic pharmaceuticals, providing access to a broad portfolio of high-

quality, affordable medicines. Sandoz markets approximately 200 different generic drugs in the 

United States across a range of therapeutic areas. 
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76 Fed. Reg. 78742 (Dec. 19, 2011).
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42 U.S.C. § 1320a-7h.
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Alcon is a leader in the research, development, manufacturing and marketing of eyecare 
products, including ophthalmic pharmaceuticals, surgical devices and visoncare products.  Alcon has 
one mission:  to provide innovative products that enhance quality of life by helping people see better.

NCH is a leader in offering over-the-counter products for the treatment and prevention of 

medical conditions and ailments to enhance health and improve life every day. NCH has a robust 

portfolio of cough, cold, digestive health and pain management medication as well as analgesics, 

skin care products and smoking-cessation treatments. 

NV&D provides leading products to fight vaccine-preventable viral and bacterial diseases as 

well as sophisticated instruments, assays and software to test donated blood for infectious diseases 

before use in transfusions or other medical therapies. 

Although Novartis Corporation, NPC, Sandoz, Alcon, NCH and NV&D (collectively 

“Novartis”) are corporate affiliates, they are legally separate companies and operate on an arm’s-

length basis from one another3.  Novartis Corporation, NPC, Sandoz, Alcon, NCH and NV&D are 

part of the Novartis Group, under the leadership and ultimate ownership of Novartis AG, 

headquartered in Basel, Switzerland. 

I. Definition of “Applicable Manufacturer”

The proposed rule’s definition of “applicable manufacturer” is inconsistent with the statutory 

definition and would bring within the statute’s coverage certain foreign affiliates of U.S. 

manufacturers that Congress never intended the law to cover.  Novartis urges CMS to replace the 

proposed definition of “applicable manufacturer” with a definition that gives full effect to the statutory 

limitation that applicable manufacturers be “operating in the United States.”  In recognition of CMS’s 

reasonable concerns about the possibility of payments funneled by an applicable manufacturer 

through non-covered foreign affiliates, we also propose the creation of an additional reporting 

category to ensure that appropriately reportable payments are fully disclosed.

CMS does not have authority under the statute to adopt a definition of “applicable 

manufacturer” that extends to entities that are not “operating in the United States.”  The statute lays 

out two separate requirements that must be satisfied for an entity to be an “applicable manufacturer”: 

first, the entity must be the manufacturer of a covered drug, device, biological, or medical supply, as 

defined in the statute, 4 and second, the entity must be “operating in the United States.” 5   Congress’ 

decision to set these two requirements apart reinforces that the “operating in” requirement is an 

independent requirement that must be met in order for an entity to be covered as an “applicable 

manufacturer.”

CMS has proposed a new definition that disregards the “operating in the United States” 

requirement and instead would bring under the statute’s coverage all entities that produce or assist 

in the production, sale, promotion, or distribution of a covered product “for sale or distribution in the 

United States.” 6  CMS’s proposed definition would place the emphasis on the ultimate destination of 

the product, while reading out of the definition Congress’ original emphasis on whether an entity 
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Because we have endeavored to provide you with a consolidated response, this letter reflects 
information that has been provided by corporate affiliates for the purpose of providing comments on the 
proposed rule.
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Id. § 1320a-7h(e)(9).
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Id. § 1320a-7h(e)(2).
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76 Fed. Reg. at 78767 (Proposed 42 C.F.R. § 403.902).
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operates in the United States.  Such an expansive definition could bring under the statute’s coverage 

an entity that has no physical presence in the United States, maintains tax and corporate separation 

from the United States, and has few or no additional contacts here.  Deeming such an entity to be 

“operating in the United States” is not a permissible reading of the statute.

CMS explains in the preamble to the proposed rule that “we believe that any entity 

manufacturing covered drugs, devices, biologicals, or medical supplies for sale or distribution in the 
U.S. . . . 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 

supplies sold or distributed in the United States regardless of where the product is actually 

manufactured.”7  However, Congress, by its definition of “applicable manufacturer,” decided to 

exclude from the Sunshine Act’s coverage all entities that are not “operating in the United States.”  

That statutory limitation must be respected, and CMS does not have the authority to read language 

out of the statute based on its belief that a different definition is more appropriate.

Even if CMS’s proposed definition were consistent with the language of the statute, the 

statute itself must be read in light of the longstanding presumption against reading federal statutes to 

apply outside the United States.  This presumption restricts the range of interpretations an agency 

may give to a federal statute by assuming that Congress did not intend for a statute to apply outside 

the territorial jurisdiction of the United States unless Congress expresses an affirmative intent that it 

should.8  Congress did not include any such affirmative statement of intent in the Sunshine Act, and 

in fact states explicitly that an entity must be “operating in the United States” to be an “applicable 
manufacturer.”  The presumption against applying federal statutes abroad is particularly strong when 

doing so would create conflicting obligations under U.S. and foreign law, because it should be 

presumed that Congress would not create such a conflict unless it affirmatively states its intent to do 
so.  Applying the Sunshine Act to foreign conduct could create just such a conflict, for example, 

where manufacturers under the jurisdiction of the European Union are required to comply with 

European Union privacy laws that prohibit the transfer of personal data to countries, including the 
United States, deemed not to afford sufficient privacy protection to that data.  CMS is constrained by 

the assumption that Congress would not have created such conflicts in silence.

Finally, the proposed expansion of the definition of “applicable manufacturer” to include 

foreign companies would not advance the transparency goals underlying the Sunshine Act and 

would result in the submission of data that is irrelevant to U.S. operations.  This expansion would 
create a situation where a foreign manufacturer would be required to report expenditures on U.S. 

physicians for activities that have no nexus with the United States.  Reports which include data that 

are related only to an entity that is responsible for business outside the United States would 

undercut the ability to understand the interactions between companies and healthcare providers that 

Congress intended to illuminate.  

For all of the reasons above, Novartis opposes CMS’s proposed definition of “applicable 

manufacturer.”  Instead, to comport with the statutory requirement that an “applicable manufacturer” 

be operating in the United States, the final rule should define an “applicable manufacturer” as “an 

entity operating in the United States, or in a territory, possession, or commonwealth of the United 

States 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, 
                                                  
7

Id. at 78744.
8

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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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 or 

distribution in the United States, or in a territory, possession, or commonwealth of the United States.” 

We recognize, however, that the global nature of many healthcare businesses could lead to 
complications as to when an entity is operating in the United States.  We understand that Congress 

did not intend, for example, to permit manufacturers to conceal relationships with physicians and 

teaching hospitals in the United States simply by channeling those payments through a foreign 

affiliate that is outside the coverage of the statute.  Novartis firmly believes that permitting such 

practices would be contrary to the purpose and the spirit of the statute.

We propose, therefore, that CMS exercise its discretion under the statute9 to create a new 

reporting category for applicable manufacturers.  In this new reporting category, applicable 

manufacturers would be required to report, subject to any exclusions, all payments made by a non-

covered foreign affiliate to a covered recipient at the applicable manufacturer’s direction or request.  

This additional reporting obligation would effectively capture the payments that Congress intended to 

make public while respecting the limits that Congress imposed on the scope of the law.

II. Timing of Data Collection

We appreciate CMS’s acknowledgement that applicable manufacturers will need time 
following publication of the final rule in order to begin complying with data collection requirements.10  
Interpreting and applying the standards set forth in the final rule is a complex, multifaceted and time-
intensive process.  Novartis believes that a period of greater than 90 days after publication of the 
final rule is necessary to allow for data collection that is complete and accurate.

Novartis has dedicated substantial resources to the development of data collection systems.  
Efforts include statutory analysis, development of policies and procedures, alignment across 
corporate affiliates operating in the United States, assessment and upgrades to expense tracking 
systems, and training employees and consultants.  The complexities of the reporting requirements 
and the absence of regulatory guidance during these efforts mean that each aspect of our 
preparatory process will need further resources before systems can be implemented.  Although 
additional efforts would have been necessary no matter what the content of the regulatory guidance, 
the expansive interpretation of the reporting requirements in the proposed rule presents substantial 
additional challenges to implementation.

For U.S.-based operations that are clearly within the intended reach of the statute, 

implementation of the nuances of the reporting requirements as interpreted by CMS still will require 

substantial additional time.  On the most fundamental level, Novartis needs to ensure that our 
systems capture data on the individuals and entities that CMS concludes are “covered recipients.”  

Novartis greatly appreciates the agency’s willingness to provide the list of entities that meet CMS’s 

standards for a “teaching hospital.”11  Consistent with the comments of the pharmaceutical industry 

trade association, PhRMA, we request that CMS produce a comparable list of individuals that meet 

CMS’s standards for a “physician.”  These data are essential to accurate reporting and it will take 

substantial time to ensure that all Novartis systems capture information on all “covered recipients” as 

identified by CMS.  Furthermore, the proposed rule leaves substantial uncertainty regarding the 
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See 42 U.S.C. § 1320a-7h(a)(1)(A)(viii).
10

See 76 Fed. Reg. at 78743.
11

See id. at 78746. 
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breadth and detail of the reporting requirements.  The issues left open in the proposed rule (e.g., 

reporting methodology for research payments, extent of reporting for third party payments, allocation 

of meal expenditures, breadth of exclusion for educational items) touch on nearly every aspect of our 

data collection systems.  After decisions regarding these matters are resolved in the final rule, 

Novartis will commence the iterative processes of revising our policies, technologies and training to 

conform to these standards.  In light of these factors, Novartis requests that data collection 

requirements for applicable manufacturers operating in the United States not take effect until one 
hundred and eighty (180) days from the later of publication of the lists of covered recipients or the 

publication of the final rule.

As discussed above, the proposed expansion of the definition of “applicable manufacturer” to 
include legal entities that do not operate in the United States exceeds the agency’s statutory 
authority, and we urge CMS to reconsider this position.  If CMS is unwilling to reverse its position on 
this matter, however, it will be critical that the agency adopt an implementation timeline that 
recognizes that companies outside the United States:  (1) believed, based on the statutory definition 
of “applicable manufacturer,” that they would not be subject to these reporting requirements; and (2) 
have not been previously subject to the reporting obligations that apply to companies operating in 
the United States.  In the event CMS imposes reporting obligations on companies that do not 
operate in the United States, these entities would be starting the implementation process from the 
beginning and would need substantial time to comply with this unanticipated and burdensome 
mandate.  Accordingly, Novartis requests that any data collection requirements for companies not 
operating in the United States not take effect until one year after implementation of data collection 
requirements for manufacturers operating in the United States.

III. Meals Allocation

In accordance with the parameters set forth in the PhRMA Code, Novartis provides modest 
meals to healthcare professionals in connection with informational discussions.  These interactions 
allow for valuable exchanges of scientific and clinical information that enhance patient care.  
Through its efforts to comply with existing obligations in several states, the pharmaceutical industry 
has gained extensive experience in gathering data related to meal expenditures and calculating the 
per-recipient value of meals provided to healthcare professionals.  To meet its obligations under 
these state disclosure laws, Novartis has developed elaborate and robust systems to capture meals 
provided to healthcare professionals.  We request that CMS recognize that the data captured 
through these existing systems are sufficient to meet federal standards, as set forth in further detail 
below.

The preamble to the proposed rule provides that the cost of an in-office meal provided to a 
group of healthcare professionals should be allocated to physicians associated with the clinical 
group (e.g., physicians practice, hospital department) without regard to the value of the meal, if any, 
the physician consumed or whether the physician even attended the event at which the meal was 
served.12  This allocation standard would result in data that are frequently inaccurate.  Moreover, 
CMS does not discuss how to allocate the value of meals manufacturers provide to physicians in 
other settings.  In contrast, Novartis has developed systems that comport with the statutory 
requirements and reflect the actual value provided to individual physicians at Novartis events where 
a meal is served.  Novartis excludes from events and related meals those physicians for whom the 
event content is not appropriate (e.g., physicians whose use of the product discussed would be off-
label).  In addition, we respect the wishes of those physicians who elect to participate in our events 
but decline receipt of a meal.  Furthermore, Novartis conducts events for which the bona fide 
participants include individuals who are not physicians (e.g., nurses and study coordinators).  
Novartis has developed systems to capture who consumes the meal in connection with its events.  
The resulting data allow us to isolate the individual physicians who received a transfer of value from 
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Id. at 78748.
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the company and to calculate the actual value of the meal each physician received.  Such 
information is clearly consistent with the statutory requirement to report the nature and amount of the 
transfers of value to a covered recipient.13  Accordingly, Novartis asks CMS to confirm that 
manufacturers can meet their data reporting obligations for meals served in any setting by reporting 
the value of the meal consumed by each physician.  In addition, Novartis requests that CMS confirm 
that for in-office meals manufacturers may determine the value of the meal consumed by dividing the 
total meal cost among all individuals who attend the meal and reporting as a transfer of value the 
proportional cost to each of the physicians who consumed the meal. 

IV. Application of Exclusion Related to Over-the-Counter Products

Novartis endorses and asks CMS to finalize its proposal to exclude from the definition of 

“covered drug, device, biological, or medical supply” all drugs and biologicals that, by law, do not 

require a prescription to be dispensed.14  We agree with CMS that physicians and teaching hospitals 

have less influence over patients’ selection of over-the-counter products and believe that such 

products are therefore outside the intended scope of the statute.  In addition, because 

manufacturers that produce and market only over-the-counter products are unlikely to exert 

influence on covered recipients’ prescribing or purchasing decisions, excluding these manufacturers 
will make the published data more focused and more useful to the public.

We also ask CMS to confirm that the over-the-counter exclusion would apply to an over-the-

counter company that does not itself commercially sell, market, or make payments related to any 

prescription product, but works under contract with an applicable manufacturer with which it is not 

under common ownership to contract manufacture a prescription drug.  Under such contracts, the 

over-the-counter company’s sole function with respect to the prescription drug is to produce the 

physical product and ship it to the wholly independent company with the legal authority and 

regulatory responsibility for manufacturing the product.  Because the company that receives the 

product is itself an applicable manufacturer under the Sunshine Act, and the marketing, sale, 

distribution, etc. of the prescription product is conducted by that company or its affiliates, information 

about reportable payments or transfers of value related to the product will be subject to disclosure by 
that company.

In contrast, because the over-the-counter company does not share ownership with the 

applicable manufacturer of the product it is producing and does not itself commercially market, sell, 

or have any other involvement with that prescription product, the over-the-counter company will have 

no reportable payments related to the prescription product it produces.  However, the over-the-

counter company does make payments and other transfers of value to covered recipients with 

respect to its own over-the-counter products.  Were such a company to be subject to reporting 

obligations based on its incidental work as the contract manufacturer of a prescription product for an 

unrelated applicable manufacturer, the over-the-counter company’s reportable payments would 

consist entirely of payments related to over-the-counter products.  Yet CMS has made clear, and 

Novartis agrees, that such payments are beyond the scope of the statute and would only muddy the 

data that Congress intended to make available to the public.  We ask CMS to confirm that the statute 

was not intended to cover over-the-counter companies that serve as contract manufacturers for 

prescription drugs under these circumstances and that the over-the-counter exclusion also applies to 

these over-the-counter companies whose reportable payments relate exclusively to over-the-counter 

products.
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42 U.S.C. § 1320a-7h(a)(1)(A)(iii), (vi).
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Id. at 78745, 78767 (Proposed 42 C.F.R. § 403.902).
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V. Reporting Associated Product Name for Devices

CMS has proposed that if a payment or other transfer of value is related to marketing, 

education, or research specific to a covered drug, device, biological, or medical supply then the 

manufacturer must report the name “under which the product is marketed, since this name is 

probably most recognizable to the consumer.”15  CMS has further proposed that only a single 

product name be reported for each payment or other transfer of value.16

Novartis believes that reporting a single device name for an interaction that may involve 

multiple products does not support the transparency contemplated by the Act and may in fact distort 

the substance of many interactions.  For example, in the case of ophthalmic surgical devices, 

Novartis manufactures and sells in excess of one thousand different products, including large 

technically complicated equipment, small incisional instruments, sutures, disposable products and 

intraocular lenses, many of which are used in the same surgical procedure.  Reporting a transfer of 

value as if it were associated with a single device would misstate the nature of the interaction.  

Moreover, in many instances the marketed name of a device would be completely unrecognizable to 

the consumer, who, for example, is unaware of the marketed names of the many devices used in 

their sight-saving cataract surgery.  Consumers often know that they will have cataract surgery and 

would understand data stating that a transfer of value is related to cataract equipment but would not 

understand that a transfer of value was related to, by way of example, an OZIL TORSIONAL 

PHACO HANDPIECE. Therefore, we believe that CMS should provide device manufacturers the 

discretion to report product categories and/or therapeutic areas that consumers would be able to 

understand.  

* * *

Novartis thanks CMS for the opportunity to present these comments.  We understand the 

very significant task CMS has undertaken in implementing the Sunshine Act, and support these 

efforts.  If you have any questions related to our comments, please do not hesitate to contact me at
212.830.2474.

Very truly yours,

Julie Kane

Vice President

Ethics & Compliance

Novartis Corporation
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76 Fed. Reg. at 78747, 78768 (Proposed 42 C.F.R. § 403.904(b)(8)).
16

Id.
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