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February 17, 2012 
 
VIA ELECTRONIC SUBMISSION 

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; 76 Federal Register 78742 (December 19, 2011) 

Dear Acting Administrator Tavenner: 
 

Pfizer Inc (Pfizer) thanks the Centers for Medicare and Medicaid Services (CMS) for the 
opportunity to provide comments on its proposed regulations to implement Section 6002 of the 
Patient Protection and Affordable Care Act (ACA), titled Transparency Reports and Reporting of 
Physician Ownership or Investment Interests (the “statute”). 1   

 
Pfizer has a longstanding commitment to openness and transparency.  Pfizer believes 

that, through meaningful disclosures accompanied by appropriate context, patients and other 
stakeholders can gain an appreciation for the nature and value of our business practices, research 
activities, and relationships with health care professionals and organizations.  We believe these 
relationships are critical to advance the discovery, development and sale of important medicines 
which aid in the fight against disease.   

 
Pfizer currently discloses payments and certain other non-cash transfers of value 

provided to U.S.-licensed physicians and related entities, including research institutions,2 and as 
such we are uniquely positioned to comment on the proposed regulations.  Pfizer believes that to 
succeed as intended, the regulations must result in disclosures that accurately depict the financial 

                                                 
1   Section 6002 of the ACA creates Social Security Act (SSA) §1128G. 
2  These disclosures comply with obligations set forth in Pfizer’s August 2009 Corporate 
Integrity Agreement with the Office of the Inspector General (OIG) of the U.S. Department of 
Health and Human Services.  They are viewable on our public website at 
www.pfizer.com/workingwithhcp by clicking “Payments to Health Care Professionals”.  
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interactions and working relationships between manufacturers and covered recipients, while also 
being operationally feasible for manufacturers and CMS.  Pfizer offers these specific comments 
and recommendations in support of those objectives3:  

 
 CMS’s regulations must clearly define “covered recipient” to provide certainty 

as to which physicians and entities are within the scope of reporting 
requirements.  Final regulations must enable applicable manufacturers to 
recognize when their tracking obligations are triggered and for recipients, in 
turn, to know if they are subject to disclosure.   

 CMS’s proposal to extend the definition of “applicable manufacturer” to include 
non-U.S. manufacturers that are not operating in the United States would 
impermissibly expand the scope of the statute and impose global operational 
burdens with minimal benefits to the goals of transparency. 

 CMS’s proposal that “applicable manufacturers” under common ownership must 
file separate reports is unnecessarily burdensome and will increase confusion 
regarding the relationships between reporting entities.   

 CMS’s proposed awareness standard for indirect payments is overbroad and 
would include situations where an applicable manufacturer does not control or 
influence the selection of any covered recipient to receive any specific payments 
or transfers of value. 

 CMS’s proposed “group practice” meal allocation methodology would require 
manufacturers to report transfers of value to physicians who have not, in fact, 
been offered a meal, imposing prohibitively difficult identification and tracking 
obligations and fostering misperceptions about such interactions. 

 CMS’s proposal that research payments be categorized as both “direct research” 
and “indirect research” (depending on the receiving entity or individual) would 
result in double reporting and confusion about the true recipients of those funds. 

 Pfizer believes that meals valued at less than $10 will constitute a 
disproportionate share of the data and will distract from data reflecting more 
meaningful interactions.  Pfizer encourages CMS to consider options regarding 
application of the de minimus rules in this area, if and to the extent permitted by 
the statute. 

 

                                                 
3   CMS has solicited comment on over 60 separate matters in its preamble to the proposed rule, 
and there are many other important issues about which CMS did not specifically request 
comment.  Pfizer’s comments herein are focused on carefully selected topics which we believe 
are particularly critical to successful implementation of the statute.  We also wish to refer CMS 
to additional comments submitted by King & Spalding on behalf of the ad hoc Transparency and 
Disclosure Coalition (of which Pfizer is a member) and we are supportive of comments being 
submitted by our industry trade groups. 
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 Pfizer believes that CMS should give manufacturers the option to identify 
multiple covered products (if any and as applicable) associated with a payment 
or transfer of value in order to provide a more accurate portrayal of such 
interactions.   

 Pfizer wishes to confirm that manufacturers have the option not to delay the 
disclosure of research payments if desired.  

 Pfizer believes that the proposed implementation timeline of 90 days post-final 
regulations is insufficient and supports a minimum 180-day implementation 
period (and up to one year for non-U.S. entities if the requirements are extended 
globally). 

 Pfizer wishes to stress the importance that appropriate contextual information be 
presented on CMS’s disclosure website to describe the nature of relationships 
and interactions between manufacturers, physicians and teaching hospitals. 

To address each of these topics in more detail, we respectfully offer the following 
comments for consideration. 

 
1. Additional Clarity Is Required Regarding the Definition of Covered Recipients 

 
A.   CMS Should Limit “Physicians” To Those Actually Practicing in the U.S. 
 
The statute references Section 1861(r) of the Social Security Act, which defines 

“physician” in relevant part as doctors of medicine or osteopathy, dentists, podiatrists, 
optometrists, and licensed chiropractors who are “legally authorized to practice . . . by the 
State in which he performs such function or action” (emphasis added).  Based on this statutory 
definition, we believe it is reasonable for CMS to limit “physician” covered recipients to 
physicians licensed and practicing medicine in the United States and, accordingly, we urge CMS 
to expressly define “covered recipient,” in relevant part, as “any physician practicing in the 
United States, or in a territory, possession, or commonwealth of the United States.”   

 
This approach would appropriately exclude retired physicians or those who otherwise are 

not practicing from the scope of “covered recipients,” such as M.D.s who do not see patients or 
do not work in a health care setting.  It would exclude non-practicing physicians who serve as 
board members of an applicable manufacturer,4 as well as those who work as employees of non-
healthcare-provider entities such as CROs and professional services vendors.  It would further 
exclude physicians who no longer live or practice in the United States, but nonetheless maintain 
a license here.   
                                                 
4  As Pfizer does not believe Congress intended to capture non-practicing physicians serving on 
manufacturer boards of directors in the statute’s reporting obligations, Pfizer also supports 
excluding payments or transfers of value to them by either interpreting the “covered recipient” 
exclusion for employees of applicable manufacturers to apply to them (see SSA 
§1128G(e)(6)(B)), or broadening the exclusion for payments or transfers of value provided to 
physicians solely for providing non-medical professional services accordingly (see SSA 
§1128G(e)(10)(B)(xi)).    
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We believe this proposed approach is consistent with the letter and intent of the statute, 

given that individuals not performing a medical function or action in the United States are 
neither involved in providing health care to patients in the United States, nor are they otherwise 
prescribing the use of covered products to beneficiaries of Medicaid, Medicare or CHIP. 

 
B.   Pfizer Supports CMS’s Proposal to Publish a List of Teaching Hospitals 
 
Pfizer is supportive of CMS’s proposal to annually publish a list of entities it deems to be 

“teaching hospitals” within scope of the statute.  See 76 Fed. Reg. 78745-46.  In addition to 
providing the name and address for each teaching hospital, we urge the agency to provide a 
unique identifier for each entity on the list (e.g., tax identification number) to ensure that 
manufacturers submit aligned data about the same teaching hospitals. We also urge CMS to 
make clear that any institution not appearing on the agency’s list of teaching hospitals is not to 
be deemed a “covered recipient” for the relevant reporting period.  This approach will help avoid 
confusion among applicable manufacturers and the entities themselves as to whether and when 
they are subject to the statute’s requirements.        
 
2. Foreign Affiliates that Are Not “Operating in the United States” Should Not Be  
 Considered “Applicable Manufacturers” 

 
 CMS proposes to define “applicable manufacturer” broadly as an entity that is either:   

 
(1) engaged in the production, preparation, propagation, compounding, or conversion of 
covered drugs, devices, biologicals, or medical supplies 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 such an entity, which provides assistance or support to 
such entity with respect to the production, preparation, propagation, compounding, 
conversion, marketing, promotion, sale, or distribution of covered drugs, devices, 
biologicals, or medical supplies for sale or distribution in the United States, or in a 
territory, possession, or commonwealth of the United States.   

 
76 Fed. Reg. 78743-44, 78767.  In the preamble to the proposed rule, CMS clarifies that “we 
believe that any entity manufacturing covered drugs, devices, biological, or medical supplies for 
sale or distribution in the U.S. . . . should be subject to the requirements of section 1128G of the 
Act . . . regardless of where the product is actually manufactured”. 76 Fed. Reg. 78744 

 
 However, CMS’s proposed definition would ignore Congress’ limitation in the definition 
of “applicable manufacturer” that reporting entities be “operating in the United States, or in a 
territory, possession, or commonwealth of the United States.” SSA §1128G(e)(2).  Such an 
interpretation would be impermissible under the statute and contrary to the longstanding 
principle that Congress may legislate foreign entities’ business activities only when it clearly and 
affirmatively expresses the intention that a law have extra-territorial effect. See EEOC v. Arabian 
American Oil Co., 499 U.S. 244 (1991); Morrison v. National Australia Bank Ltd., 130 S. Ct. 
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2869 (2010).  Here, Congress not only failed to express an intention that the statute would 
broadly apply to foreign entities, it affirmatively indicated that manufacturers must be operating 
in the United States for reporting obligations to attach.  
 

The importance of requiring such express Congressional intent is evidenced by the 
significant, unnecessary burdens that such an interpretation would pose on United States-based 
global manufacturers like Pfizer.  The vast majority of Pfizer’s interactions with U.S. physicians 
and teaching hospitals occur through its operating entities located within the United States.   
Pfizer’s foreign affiliates have only infrequent interactions with U.S. physicians, and when they 
do, the interactions rarely relate to issues connected to the provision of health care in the United 
States.  Nevertheless, CMS’s proposed definition would subject nearly any Pfizer entity in the 
world involved in the manufacturing or marketing of a covered product sold or distributed in the 
United States to the statute’s tracking and reporting obligations, even if such entity itself has no 
operations within the United States. 
 
 Requiring entities that do not operate within the United States to develop the 
infrastructure necessary to comply with the statute would be unduly burdensome on global 
companies like Pfizer.  Enhancing the financial and tracking systems of foreign affiliates that 
have few (if any) interactions with U. S. physicians to capture data on payments or transfers of 
value at the detailed level required by the statute would require tremendous financial investment 
and would take a significant time to implement, with little to no corresponding contribution to 
the disclosure database and the goals of transparency.5  
 

Recognizing Congress’s clear intent to limit the reach of statute, considering the 
tremendous operational and financial burdens, and in light of the minimal interactions these 
entities have with U.S. physicians (and much less teaching hospitals), we strongly recommend 
that affiliates not operating in the United States not be encompassed by the definition of 
“applicable manufacturer”.     
 

Finally, we wish to acknowledge that CMS expresses concern about payments or 
transfers of value flowing to U.S. covered recipients through non-U.S. affiliates.  To alleviate 
that concern, we recommend CMS make clear that such payments or transfers of value by 
foreign affiliates or other entities not operating in the United States that are made at the direction 
of an applicable manufacturer operating in the United States be reported under the name of the 
U.S.-operating applicable manufacturer that directed the payment or transfer of value to the 
covered recipient as an indirect payment.  Importantly, however, we believe those foreign 
affiliates should not be deemed to be “operating in the United States” merely by virtue of their 
making indirect payments to U.S. covered recipients at the direction of the U.S. applicable 

                                                 
5  If the definition of “applicable manufacturer” is deemed to have broad applicability to foreign 
affiliates as contemplated by CMS, we recommend such affiliates be required to disclose only 
direct payments for at least an initial implementation period of one year, given the heightened 
challenges of adapting global financial and information technology systems to track non-cash 
items of value. 
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manufacturer, or to the extent they may engage U.S. covered recipients for their own local 
purposes unrelated to the U.S. operations.     

3. Applicable Manufacturers Under Common Ownership Should Have Flexibility to 
File Consolidated Reports  
 
CMS proposes that each entity meeting the first paragraph of the definition of “applicable 

manufacturer” (as described above) must file its own transparency report, regardless of whether 
it is under common ownership with another applicable manufacturer that also meets the first 
paragraph of the definition of “applicable manufacturer”. 76 Fed. Reg. 78744, 78770.  We 
believe the proposed approach would be confusing to covered recipients and the general public, 
as well as impractical and needlessly costly for manufacturers.  Pfizer, for example, has a myriad 
of legal entities holding manufacturing facilities which are under the “common ownership” of 
U.S.-based Pfizer Inc, many of which have names that would not be recognizable as Pfizer to the 
general public or covered recipients (e.g., Pharmacia Hepar Inc, a Pfizer-owned manufacturing 
entity located in Ohio).   

 
In addition, not allowing for consolidated reporting would place a significant burden on 

many manufacturers which, like Pfizer, have designed spend tracking systems and processes 
(including document retention requirements) to consolidate U.S.-based transactions and 
payments with a central corporate entity responsible for driving policy and  implementation of 
systems and controls. Requiring manufacturers to structure fragmented systems and processes 
would be unduly burdensome, increasing the risk of inconsistencies and errors across related 
entities and offering little benefit to public transparency.  Moreover, requiring separate reporting 
would unnecessarily burden related entities to obtain multiple corporate certifications to the 
accuracy of systems, processes and data which are (or could be) centrally managed by one of the 
related applicable manufacturers designated with such responsibility.   

 
We strongly recommend CMS permit, but not require, two or more applicable 

manufacturers that are under common ownership with one another (regardless of which 
paragraph of the definition of “applicable manufacturer” each meets) to file a consolidated report 
with a single certification, rather than a separate report and certification for each legal entity. 

 
4. The Exclusion for Indirect Payments Through a Third Party Must Be Reasonably 

Construed and the Proposed Awareness Standard is Overbroad 
 
The statute provides a tracking and reporting exclusion for a “transfer of anything of 

value that is made indirectly to a covered recipient through a third party in connection with an 
activity or service in the case where the applicable manufacturer is unaware of the identity of the 
covered recipient.”  SSA §1128G(e)(10)(A).  Meanwhile, in its preamble to the proposed rule, 
CMS proposes that an applicable manufacturer would be deemed to be aware of the identity of a 
covered recipient if it has “actual knowledge of, or acts in deliberate ignorance or reckless 
disregard of, the identity of the covered recipient.”  76 Fed. Reg. 78751, 78767-68.   
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Pfizer believes that the statute’s “unawareness” exclusion is a logical and appropriate 
limitation to the tracking and reporting obligations.   Practically speaking, to the extent a 
manufacturer makes a payment to a third party and that third party uses some portion of those 
funds to compensate a covered recipient unknown to the manufacturer, the manufacturer should 
not be expected to seek out information about such transfers.   

 
However, CMS’s proposed interpretation would seem to convert the “unawareness” 

exclusion into an broad awareness obligation.  Stated differently, while an “unawareness” 
standard is a discrete and logical exclusion from reporting, an extrapolated “awareness” standard 
as a reporting obligation, without more, is confusing, overbroad, very difficult to implement and 
could lead to inconsistent approaches across applicable manufacturers.  We strongly oppose such 
an interpretation, as it could be read by manufacturers to imply that indirect transfers have 
occurred in a myriad of third party interactions which we believe were not intended by either 
Congress or CMS to be within the scope of the statute.   

 
There are many routine situations in which manufacturers furnish payments to third 

parties service providers, which in turn utilize and compensate their own employees or 
independent contractors (some of whom may be U.S.-licensed physicians) in connection with the 
services pursuant to confidential agreements between them.  For example, a manufacturer might 
engage a management consulting vendor to assist with a clinical operations process redesign 
project, where the vendor’s project team includes an employee who is a licensed physician of 
whom the manufacturer is literally “aware.”  Similarly, a manufacturer may engage a CRO to 
perform clinical trial site management services which includes assignment of a medical monitor 
resource who is a U.S.-licensed physician.  

 
Pfizer strongly believes that such situations do not result in indirect payments from 

manufacturers to covered recipients, even if the manufacturer is or becomes “aware” of the 
identities of such physician employees or independent contractors.  In those cases, the third party 
maintains all the rights and privileges of an employer/procurer of its personnel, including the 
right to control, hire/engage, discipline, determine and negotiate compensation for, compensate, 
and terminate such personnel.  Further, in most, if not all of these situations, the physician 
employee or contractor receives fixed compensation from the third party that does not vary based 
on any payments made by an applicable manufacturer to the service provider.  Thus, it would be 
both confusing and disingenuous to report that any payment was made to, or received by, the 
physician indirectly from the manufacturer.   

 
Instead, consistent with what we believe Congress and CMS intended, Pfizer 

recommends that the final regulations define an awareness standard that focuses on whether an 
applicable manufacturer controls or influences the selection of a particular covered recipient and 
intends for that covered recipient to receive a corresponding payment or transfer from a third 
party (typically in the form of a pass-through payment).  For example, where a manufacturer 
engages a third party to provide services and requires the third party to make payments to a 
particular covered recipient (or recipients) to assist in providing the services, the payment would 
be reportable.  Building on the CRO example above, if a manufacturer engages a CRO to 
perform site management services and further directs the CRO to subcontract with and 
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compensate a specific physician (who, in most cases, the manufacturer would have otherwise 
engaged directly) to provide medical monitoring support, such payments to the covered recipient 
would be reportable by the manufacturer.  

 
We believe such a standard would appropriately address Congress’s and CMS’s 

reasonable desire to include within the disclosure requirements those payments to covered 
recipients facilitated through third parties, while also appropriately recognizing those situations 
in which a manufacturer has no power to determine whether a particular covered recipient might 
receive a payment (or a portion thereof) that it provided to a third party, and does not controls or 
influence any such use of funds by the third party.   

 
Also, critically, this standard would avoid the unintended consequence of negatively 

impacting funding scenarios specifically and carefully designed to avoid even a hint of any 
manufacturer influence over a covered recipient.  For example, in adherence with Accreditation 
Council for Continuing Medical Education (ACCME) guidelines on commercial support, it is 
standard industry practice for manufacturers to provide unconditional Medical Education Grants 
to independent third party medical education providers, which in turn are solely responsible for 
the selection of, and any payment to, physician faculty.  Although we are, or could easily 
become, literally aware of the identity of the selected faculty, per the ACCME guidelines, our 
policies strictly prohibit any Pfizer employee from being involved in their selection or payment, 
or in the development of any associated content.  If CMS were to require that such funding be 
reported by Pfizer as if we provided it to the faculty members, it would be a gross 
misrepresentation of Pfizer’s involvement in those activities and would not appropriately 
recognize the substantial measures taken by the industry to ensure Continuing Medical Education 
activities are wholly independent.      

 
Finally, CMS has proposed that “awareness of the identity of the covered recipient by an 

agent of the applicable manufacturer will be attributed to the applicable manufacturer.”  76 Fed. 
Reg. 78751.  We are concerned about the ambiguity created by this proposal.  Pfizer agrees that 
the statute should apply to situations where a manufacturer engages a third party to perform 
services that involve providing payments or transfers of value to covered recipients on the 
manufacturer’s behalf (or otherwise holding itself out as a representative of the manufacturer), 
such as where a manufacturer engages a contract sales force to market and sell its products on its 
behalf in the United States.   

 
However, insofar as CMS does not define “agency,” we are concerned the proposal could 

be read to require applicable manufacturers to track and report third parties’ interactions with 
covered recipients in situations not contemplated or intended by the statute.  For example, 
manufacturers often use third party market research service providers specifically to ensure that 
the manufacturer and any physicians surveyed and nominally compensated are blinded to each 
other’s identities, so as to prevent any inference of influence or bias (e.g., double-blinded market 
research).  In these, and other similar situations, the third parties are not empowered to make 
payments as “Pfizer representatives” or otherwise legally bind the Company, and do not in any 
way hold themselves out as Pfizer representatives – to the contrary, they hold themselves out as 
employees of the third party – and as such, they are not legal agents of Pfizer.  Pfizer strongly 
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believes payments to independent third parties not acting in the capacity of a legal agent – and 
where the manufacturer does not control or influence any downstream payments or transfers to a 
particular covered recipient – are rightly covered by the statutory exclusion for payments where 
the manufacturer is unaware of the identity of any covered recipient who may indirectly receive 
part of such payments.     

 
5.   Meal Allocations Should be Limited to Physicians Who Are Actually Provided a 

Meal and Should Account for Both Physician and Non-Physician Attendees 

 CMS proposes that when manufacturers provide food and beverages to covered recipients 
in a group setting such as the office of a physician group practice, manufacturers should allocate 
and report the meal cost to all and only the covered recipient members of the group, regardless of 
whether non-covered recipient individuals (e.g., office staff) also attended the meal and 
regardless of which covered recipients in the group actually attended the meal.  See 76 Fed. Reg. 
78748.  CMS provides an example that if a manufacturer provides a $25 breakfast to a solo 
practitioner and his/her office staff, the entire $25 should be allocated and reported to the 
physician, regardless of the number of individuals who actually attended the breakfast.  Id.  
Similarly, if a manufacturer provides a meal to 5 physician members of a 10 member group, we 
understand CMS proposes the manufacturer must allocate an equal portion of the total value of 
the meal to each of the 10 physicians, rather than only the 5 to whom the meal was actually 
provided.   
 
 As described below, we believe CMS’s proposed approach would result in an inaccurate 
and misleading representation of these interactions.  To address these concerns, we believe that 
applicable manufacturers should be required to report only on physicians who actually attend a 
meal, and the value attributed to each such physician should be representative of the value he/she 
actually received, accounting for both covered recipient and non-covered recipient (e.g., office 
staff) meal attendees.  We believe such an approach would achieve the letter and intent of the 
statute and would not artificially distort the true nature of these interactions.    
 

CMS’s proposed methodology would require manufacturers to report a meal value that 
would not, in fact, be representative of the value conferred to the physician attendees as 
individuals.  Instead, the reported amount would be artificially inflated if the total value is not 
allocated among all individuals (including non-covered recipients) who actually partake in the 
meal, and artificially deflated if allocated to additional individual covered recipients who were 
not provided the meal.  These competing calculations would require manufacturers to report 
values that are highly inaccurate representations of the value actually conferred to covered 
recipients, with some values being disclosed at multiples of the true per-person allocation and 
others not being disclosed at all due to dilution of value across a large group of covered 
recipients (thus falling below the $10 de minimus).  We believe these results are inconsistent 
with, and would not achieve the intent of, the statute. 
 

We also have serious concerns about potential misperceptions that would occur from  
reporting meals to non-attendee physicians merely by virtue of their affiliation (e.g., group 
practice) with other physicians to whom we did, in fact, provide a meal.  Manufacturers are of 
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course prohibited by the Food, Drug, and Cosmetic Act from promoting products for indications 
not on the FDA-approved labeling.  Accordingly, Pfizer has adopted policies and controls that 
restrict our colleagues’ interactions with physicians practicing in certain specialties outside those 
that would typically use a product for its labeled indication(s).  A requirement that manufacturers 
attribute meal values to physicians to whom no meals were provided, coupled with the 
requirement to identify the covered product (if any) associated with a meal interactions, could 
falsely suggest that manufacturers are having interactions with, and promoting certain products 
to, physicians practicing in such excluded specialties.  

 
Similarly, given that some states prohibit or otherwise restrict the provision of meals to 

physicians licensed to practice in those states, expanding the meal attribution requirements to 
include non-meal-attendee physicians at large practice groups (e.g., operating in multiple states) 
could incorrectly give the impression that manufacturers are providing meals to physicians 
licensed in those states in violation of state prohibitions.  

 
At the very least, CMS’s proposed methodology is likely to spur disputes by those 

disclosed physicians who did not actually partake in a meal, which would be burdensome for 
covered recipients, applicable manufacturers, and CMS to resolve, particularly given the 
potential high volume of such situations.6    

 
 Finally, CMS’s proposed approach would present a tremendous operational challenges by 
requiring applicable manufacturers to learn and accurately maintain a database of the 
membership of physician group practices across the country – some of which may include 
hundreds of doctors in multiple locations and multiple states.  Our research has been unable to 
identify any such database currently in existence.    Given the trend toward physician group 
consolidation and the fact that membership changes over time, such that the composition of a 
group at the time of a meal may differ from the time of reporting, CMS’s proposed approach 
would be nearly impossible to implement with any degree of accuracy.    
 

Again, Pfizer strongly believes that a better, more accurate methodology is for meal 
values to be divided across all attendees (including non-covered recipients), and that applicable 
manufacturers should report only on physicians who actually attend a meal.   
  
6.   CMS Should Establish a Methodology for Reporting Research Payments that 

Avoids Double Counting and Does Not Misrepresent Actual Recipients 
 
 Pfizer applauds CMS for recognizing that reporting payments or other transfers of value 
for research activities may be complicated, as research typically involves large payments 
covering numerous activities and parties.  See 76 Fed. Reg. 78749.  Pfizer also supports 

                                                 
6  CMS’s proposed approach would also undermine manufacturers’ efforts to honor requests by 
particular physicians to “opt-out” of being provided meals (or other transfers of value) 
specifically to alleviate any unwanted misperceptions they might encounter from our disclosures, 
since many would be disclosed nonetheless in connection with meals that they did not, in fact, 
receive.      
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identifying the covered recipient principal investigators (if any) associated with research 
payments to institutions, which is consistent with the approach reflected in Pfizer’s current 
disclosures on our public website (as demonstrated below).  Pfizer disagrees, however, with 
CMS’s proposal to require that manufacturers report such payments both as “direct research” 
payments when provided directly to a physician or teaching hospital and separately as “indirect 
research” payments to the associated principal investigator (regardless of which entity received 
the “direct research” payment).  See 76 Fed. Reg. 78749-50, 78768-69.   
 

CMS’s proposal that applicable manufacturers characterize research payments as 
“indirect research” payments to principal investigators when (a) the manufacturer has no 
awareness whether the institution (or other third party conducting the research) will provide any 
portion of the payment to such physician covered recipients and (b) in the vast majority of such 
situations, the physicians are employees of the research institution and receive fixed 
compensation irrespective of an applicable manufacturer’s research payments to their third party 
employer, would inaccurately suggest that those funds had in fact been received by the 
physicians in their individual capacities as income.  Simply put, it would be inaccurate and 
misleading to imply that such payments are “indirect” payments to the principal investigator.  
Pfizer suggests that instead of identifying these principal investigators as recipients of “indirect 
research” payments, it would be more accurate and transparent to simply disclose them as an 
“associated principal investigator” (or “principal investigator” or “associated researcher” or the 
like). 
 
 We are further concerned that CMS’s proposed approach would result in double reporting 
(at minimum) of research payments to teaching hospitals.  For example, a single payment of 
$10,000 to a teaching hospital acting as a clinical study site would be reported as a $10,000 
“direct research” payment to the hospital and a $10,000 “indirect research” payment to the 
associated principal investigator.  In this situation, we understand CMS’s proposal would require 
multiple reporting entries such as the following:  
 

 
 

Such multiple reporting could lead to confusion about the amount of payments being 
provided to covered recipients and the entities actually paid, and could easily create aggregation 
issues7 (whether aggregating payments made to particular covered recipients or aggregating 
payments a particular applicable manufacturer furnished to covered recipients).   

 
                                                 
7  In any case, we agree with CMS that such research payments to institutions should not be 
included in the aggregation of payments or transfers of value provided to associated principal 
investigator covered recipients. 
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Instead, Pfizer supports reporting and disclosing each research payment only once, in a 
format which clearly identifies the specific research institution that received the funds (i.e., 
directly) and the name of the physician principal investigator at the institution supporting the 
research without any implication that that physician received any of those funds individually.  
Pfizer uses this approach in its current disclosures of research payments.  The example below 
shows how we would present the same research payment scenario described above:      
 
 

 
 
 

We urge CMS to adopt a similar approach on its disclosure website (when developed) to 
provide the most accurate representation of these relationships.   
 
7. Reporting Transfers of Value Less Than $10 Does Not Advance CMS’s and 

Manufacturers’ Goals of Transparency 
 
 The statute provides that small payments or transfers of value less than $10 do not need 
to be reported, except when the total value of payments or transfers provided to a covered 
recipient during the applicable calendar year exceeds $100.  SSA § 1128G(e)(10)(B)(i).  CMS, in 
an effort to simplify reporting for applicable manufacturers, further proposes to require that such 
small value transfers be reported as an aggregate amount for each particular nature of payment 
category per covered recipient, rather than as individual line items.  76 Fed. Reg. 78750-51. 
 

Pfizer acknowledges that the statute may not provide great flexibility to CMS in its 
definition of these de minimus rules.  However, Pfizer also applauds and supports CMS’s 
proposal to exclude from tracking and reporting requirements those meals, snacks or coffee 
provided at conference booths and similar events.  See 76 Fed. Reg. 78748-49.  Pfizer agrees 
with CMS that it is difficult to definitively establish the identities of recipients in these sorts of 
fluid settings, and we would further emphasize that such transfers are quite often valued at less 
than $10 (e.g., a cup of coffee; a granola bar).   

 
If and to the extent CMS may identify additional options around tracking, reporting and 

other requirements for such low value meal transactions, Pfizer strongly urges CMS to consider 
such options.  Pfizer has been applying the stated $10/$100 de minimus approach to our own 
disclosures beginning in 2010, and our experience indicates that meal transactions under $10 
represent a disproportionate volume of the data with a negligible corresponding impact on the 
total dollars and number of unique physicians disclosed.  Accordingly, we believe that these low 
value data may do little to advance the objectives of transparency and, more likely, will clutter 
CMS’s public database. 

 
Specifically, an analysis our of database demonstrated that of the approximately 1.95 

million transactions reviewed to compile our 2010 report, approximately 46% were meal 



 
Centers for Medicare and Medicaid Services   
Page 13 
 
 
transfers of less than $10 to physicians and their staff.8  Even when the data is further refined to 
reflect only payments and transfers of value to disclosable recipients (e.g., physicians and 
research institutions), we determined that approximately 39% of the remaining transactions were 
meals of less than $10. 

 
Meanwhile, despite constituting such a significant proportion of the volume of 

transactions encompassed in database, meals of less than $10 constituted only 1% of the total 
dollars disclosed in our 2010 report.  Furthermore, if those small value transfers were removed 
from the dataset entirely, 99.9% of the identified physicians would remain in our disclosure for 
having also received payments or transfers of value of $10 or more.  Simply put, if not further 
limited, these small value meal transfers will constitute a very significant volume of the data that 
CMS will be required to intake and process for disclosure, with little impact on the total dollars 
or identities of physicians disclosed.   

 
Again, Pfizer acknowledges that the statutory de minimus rules may not provide great 

flexibility.  However, we would encourage CMS to consider whether options exist, such as: not 
requiring manufacturers to include meal transfers under $10 in their reports to CMS9; not 
including these items in CMS’s public database; implementing a materiality standard to trigger 
the dispute resolution and correction process which excludes low value transfers; and applying a 
similar materiality standard (as CMS appears to contemplate) for the imposition of any statutory 
penalties.    

 
Finally, while we appreciate CMS’s aggregation proposal is intended to simplify 

manufacturers’ reporting of payments or transfers less than $10, if such low value transfers 
remain reportable, Pfizer requests that manufacturers be permitted to report them as individual 
line items like any other entry.  The proposal to aggregate these transfers would create 
unnecessary complexities around identifying the date(s) of payment or transfer and the 
associated covered product(s), and would generally require manufacturers to implement a 
fragmented approach to processing data flowing through the same systems which would increase 
costs and the potential for error. 

8. Contents of Reports 
 

A.   Manufacturers Should Be Permitted to List Multiple Covered Products 
Associated with Relevant Payments or Transfers 

 
 The statute requires applicable manufacturers to report the name of the covered drug, 
device, biological, or medical supply (if any) associated with a payment or other transfer of 
value, if the payment or other transfer of value is related to ‘‘marketing, education, or research’’ 
of a particular covered drug, device, biological, or medical supply.  SSA § 1128G(a)(1)(A)(vii).  

                                                 
8  Pfizer’s current meal value methodology allocates the total cost equally among all meal 
attendees, including both physicians and non-physicians. 
9  Information about such transfers could be maintained by the manufacturers and be made 
available for review by CMS upon request or audit. 
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CMS proposes that applicable manufacturers report only one covered drug, device, biological, or 
medical supply as being related to a payment or other transfer of value, even though there may 
be multiple products related to the interaction. 76 Fed. Reg. 78747, 78768.   
 

We appreciate the operational difficulties CMS would face if more than one product is 
listed (mostly with respect to aggregation), but are concerned that requiring only one product to 
be reported could result in grossly inaccurate representations of interactions that, in fact, relate to 
multiple products.  Under such an approach, in many situations, not only would applicable 
manufacturers be forced to choose one product from among several products, but it is likely that 
the product often chosen as a default would be a primary product.  In the aggregate, we believe 
that the data will be skewed toward such products, disproportionally associating them with 
payments and other transfers of value to the exclusion of other products that were also discussed. 
 
 For these important reasons, we urge CMS to permit manufacturers to list multiple 
covered products associated with particular payments or transfers.  Alternatively, we would 
request that CMS not require identification of any single covered product in a multi-product 
interaction, and instead provide a designation of “related to multiple products” (or similar).   
 

Finally, given that the statute and CMS recognize that not all payments or transfers of 
value pertain to a covered drug, we also ask CMS to permit manufacturers to indicate “none” in 
situations where no covered product is involved, such as where a meal is provided to a physician 
during a non-product disease state presentation, or where a manufacturer makes a charitable 
donation to a non-profit teaching hospital to support a community health initiative wholly 
unrelated to marketing, education, or research of a covered product.  
 

B.   Manufacturers Should Have the Option Not To Delay Publication of 
Research and Development Payments  

 
 We appreciate CMS’s proposal that applicable manufacturers be required to indicate on 
their disclosure reports which payments or other transfers of value made in connection with 
certain product research and development activities should be granted a delay in publication, 
recognizing that applicable manufacturers are in the best position to make that determination. 76 
Fed. Reg. 78756, 78770.  We further respect and appreciate that the delay in publication has been 
provided in an effort to reasonably protect confidential information about applicable 
manufacturers’ product research and development efforts.   
 

Some manufacturers (including Pfizer), however, do not expect to seek a delay in the 
disclosure of this information, preferring instead that it be made publicly available along with 
other information reported for the relevant period.  Pfizer prides itself on its significant, 
meaningful investments in innovation and the development of new treatments and therapies, and 
we anticipate being comfortable with the disclosure of our research-related payments without 
delay.  Indeed, Pfizer’s current public disclosures include research payments which, for example, 
accounted for 71.5% of all payments and transfers we disclosed through the first three quarters of 
2011.   
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To the extent that CMS’s proposed rule would provide that “[t]he absence of this 
indication in the report” will result in all payments being publicly posted by CMS (see 76 Fed. 
Reg. 78771), we understand that manufacturers that do not wish to delay CMS’s publication of 
their research and development payments can simply not flag such payments as being subject to 
delay to effectuate that desire.  We request that CMS confirm our understanding in this regard. 
 
9. The Proposed Implementation Timeline Would Not Allow Manufacturers Sufficient 

Time to Prepare for Tracking and Reporting Obligations   
 
 In the notice of proposed rulemaking, CMS notes that it is considering a 90-day 
preparation period following publication of the final rule before first tracking would be required 
to begin.  76 Fed. Reg. 78743.  While we recognize that a minimum 90-day preparation period 
appears to be envisioned by the statute, we believe 90 days would be insufficient to make 
necessary preparations and adjustments.   
 
 As noted above, Pfizer is a longstanding advocate of transparency and has been reporting 
detailed information about payments and other items of value provided to physicians and 
research institutions for over two years now.  As such, Pfizer is uniquely positioned to comment 
on the significant resources, obstacles, inherent complexities and wide-ranging efforts required 
to implement a compliant tracking and reporting regime on a national scale.10  Moreover, even 
given Pfizer’s current capabilities, implementation of expansive requirements that layer 
additional complexity on our current scope of reporting – particularly if manufacturers are 
required to comply with significant new disclosure obligations not provided by the statute, as 
addressed in our comments above – would take considerable time.   
 
 As a general matter, the preparations that Pfizer will need to undertake after the issuance 
of a final rule will include, among other things: (1) making necessary adjustments to source 
systems where data is initially captured; (2) making necessary adjustments to systems that pull 
data from source systems for purposes of compiling data to develop the annual reports; (3) 
making necessary adjustments to policies and processes that govern how expenses are tracked 
and reported; (4) issuing communications to affected company personnel regarding how 
expenses must be tracked and reported; (5) training affected personnel on relevant requirements; 
(6) making necessary changes to our core master database of covered recipients to reflect data 
points that will need to be captured; (7) updating contracts, notices, and other external 
communications to ensure that covered recipients are aware of Pfizer’s obligations to report the 
information; and (8) testing the changes made.  Each of these steps takes time and is essential to 
                                                 
10  Pfizer’s disclosure initiative is an ongoing, enterprise-level commitment involving thousands 
of colleagues and dozens of systems.  In the year prior to Pfizer’s first disclosure on March 31, 
2010 (covering the second half of 2009), we have estimated our initial implementation costs 
were approximately $10.6M and involved 39 full time equivalents (FTEs) – significantly greater 
than CMS’s estimate of 5 to 15 FTEs for larger applicable manufacturers.  We believe that 
smaller companies will also need significant FTEs to comply with the statute and final rules, in 
excess of the ½ FTE contemplated by CMS. To put this in perspective, we recently acquired a 
small pharmaceutical company which had employed 4 FTEs just to manage their state reporting 
requirements.  
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being able to provide accurate, quality data to CMS.  Based on many of the complex provisions 
of the proposed rule, and in anticipation of further changes in the final rule, we believe 
manufacturers, including Pfizer, would need at least 180 days to appropriately and effectively 
accomplish the necessary tasks.   
 
 Furthermore, if entities based outside the United States are required to track and report 
notwithstanding whether they actually operate in the United States (as currently proposed by 
CMS despite the statute’s terms), we believe we would need substantially more than 180 days to 
reasonably prepare those foreign entities to comply.11  We ask, therefore, that if CMS does not 
revise the proposed definition, the agency consider a phased implementation for entities that are 
not based in the United States.  We believe we would need at least one year after the issuance of 
final regulations to effectively put in place the necessary policies, processes, and information 
technology systems for all Pfizer entities that could be affected across the world, and would 
further recommend that such affiliates be required to disclose only direct payments during their 
first year of data collection given the heightened challenges of adapting global financial and 
information technology systems to track non-cash items of value.     
  
10. Robust Educational Content on CMS’s Website Will Be Critical to Facilitating 

Public Understanding 
 

Pfizer reiterates the critical need – as required by the statute (see SSA § 1128G(c)(2)) – 
for CMS to provide contextual educational background on its disclosure website, in order to help 
laypersons, consumers, journalists and other stakeholders to recognize and understand the critical 
role that manufacturer-health care professional collaborations play in scientific innovation, drug 
development, information exchange, and the general advancement of public health.  Without 
appropriate context, the payment data reported by CMS may have limited utility to a public not 
versed in the medicine discovery process and unaware of the importance of collaboration to 
maintaining a healthy innovation ecosystem.  Additionally, we are strongly concerned that if our 
need to interact and work with physicians and teaching hospitals is not well understood, health 
care experts may be less inclined to work with our industry for fear of backlash and 
misperceptions by media and patients.   

Pfizer previously provided some specific suggestions to CMS on this point in our 
comment letter submitted in connection with the Special Open Door Forum dated April 7, 2011, 
and we encourage CMS to consult Pfizer’s and other companies’ current disclosure websites for 
insights on how the nature and value of these relationships may be described. 

 
*    *    *    * 

 

                                                 
11  We note that CMS’s full time equivalent estimate does not account for its proposed broadened 
definition of “applicable manufacturer” outside the United States.  Global companies like Pfizer 
would be required to invest substantial additional resources in their foreign entities under such a 
definition.   
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 Pfizer appreciates this opportunity to comment on CMS-5060-P.  Should you have any 
questions related to these comments or wish to request any additional information about our 
experience in reporting relationships with health care professionals and institutions, please feel 
free to contact me or Saira Sultan, Senior Director of Reimbursement and Regulatory Affairs, at 
202-360-9985.  

 
 
With kind regards, 
 

                                                                    
 
    Sandra J. Beaty 
    Sr. Vice President, Public Affairs and Policy 
    Pfizer Inc 
 
 
 
 
 
 
 
 
 
 
 
 


