
 

 
 
February 16, 2012   
 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Room 445–G 
Hubert H. Humphrey Building 
200 Independence Avenue SW 
Washington, DC  20201 
 
42 CFR Parts 402 and 403 
[CMS–5060–P] 
RIN 0938–AR33 
 
Medicare, Medicaid, Children’s Health Insurance Programs; Transparency Reports and 
Reporting of Physician Ownership or Investment Interests 
 
Proposed rule 
 
Dear Secretary Sebelius: 
 
The Association of Clinical Research Organizations (ACRO) represents the world's leading 
clinical research organizations (CROs).  Our member companies provide a wide range of 
specialized services across the entire spectrum of development for new drugs, biologics and 
medical devices, from pre-clinical, proof of concept and first-in-man studies through post-
approval and pharmacovigilance research.  With more than 75,000 employees engaged in 
research activities around the world, ACRO advances clinical outsourcing to improve the quality, 
efficiency and safety of biomedical research.  Each year, ACRO member companies conduct 
more than 11,000 clinical trials involving nearly two million research participants in 115 
countries. 
 
As stipulated in Section 6002 of the Patient Protection and Affordable Care Act (PPACA or the 
Act), not later than October 1, 2011 the Department of Health and Human Services (HHS or the 
Department) was to have established procedures by which applicable manufacturers and 
applicable group purchasing organizations would submit information relating to payments or 
other transfers of value made to physicians or teaching hospitals.  Although the first covered 
reporting period was not scheduled to begin until January 1, 2012 (and has now been further 
delayed), ACRO member companies have been working with their clients – pharmaceutical and 
biotechnology research sponsors – to begin gathering information on such payments since early 
in 2010.  [On average, each of our member companies works with more than 500 research 
sponsors – applicable manufacturers – annually, so we have a broad and unique understanding of 
how research payments are made.]  Notwithstanding this early start, in the absence of a final  
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implementing regulation and associated guidance, current efforts by manufacturers and CROs to  
comply with the reporting requirements of Sec. 6002 are causing expensive restructuring of  
financial reporting systems and implementation of new technical solutions in a process that, as of 
today, remains based largely on guesswork. 
 
For CROs, nearly all payments made to physicians and teaching hospitals on behalf of applicable 
manufacturers are “pass-throughs” for research; that is, the conduct of clinical trials.  In the hope  
of streamlining and standardizing data gathering and reporting, ACRO initiated discussions 
regarding the development of a reporting template that could be used across the drug 
development enterprise.  Of course, use of such a template would rely on, and of necessity be 
consistent with, a regulation issued by HHS to implement Sec. 6002.  In hopes of fostering 
development of that regulation, and the consultation with affected industry called for in Sec. 
6002, as early as November 2010 ACRO wrote to CMS’s (Centers for Medicare and Medicaid 
Services) Center for Program Integrity to suggest the convening of a stakeholder meeting to 
gather input from the regulated parties, including pharmaceutical and biotechnology companies, 
along with CROs, hospitals and physicians.  We were disappointed that our suggestion of broad 
stakeholder consultation was not taken up. 
 
We do note that CMS initiated an Open Door Forum teleconference in March of 2011 and that 
the agency met with representatives of ACRO member companies on May 25, 2011.  However, 
we remain concerned that CMS did not seek sufficient consultation and feedback from the 
affected industry, an impression strongly supported by the inadequate and confusing explanations 
relating to payments and transfers of value for research in the above-referenced proposed rule.  
Nonetheless, ACRO thanks the Department for issuing a proposed rule on December 19, 2011 
and we appreciate the opportunity to submit the following comments. 
 
Comments Focused On Research 
 
As noted in our letter of April 7, 2011 to CMS, ACRO strongly believes that payments made by 
manufacturers to fund (support or purchase) legitimate research activities, including those 
activities related to the conduct of clinical trials should have been exempted from the Act (and 
from the implementing regulation) as there is no evidence that such payments bias prescribing or 
other practice behavior.  Quite unlike payments or other transfers of value that might support 
activities that benefit (and potentially influence) physicians and teaching hospitals without 
requiring an actual exchange of value between the payor and the payee, payments made to 
support or purchase clinical research activities from physicians and teaching hospitals are, 
simply, fair-market payments for goods (e.g., laboratory tests) and services (e.g., physical 
examinations).  It is for this reason that several State “sunshine” statutes, such as Vermont’s, 
exclude from reporting payments made for bona fide research activities, and ACRO strongly 
believes that such payments should no more be included in a public database than should 
payments made to physicians and teaching hospitals by CMS itself to purchase goods and 
services for Medicare beneficiaries.   
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Failing to exempt payments for legitimate research activities from the requirements of the  
proposed rule will have deleterious effects on the research enterprise in the United States.  A  
2010 survey of US physicians who conduct clinical trials (investigators) showed that 24 percent  
would be less likely to participate in research or would not participate at all if the revenues (note: 
not revenues in excess of expenses or ‘profits’, but gross revenues – which is what the proposed 
rule would require) were disclosed by HHS.  One reason for this, we believe, is physician 
concern that the data will be highly susceptible to misinterpretation.  Stated differently, the 
survey findings suggest that the US is in danger of losing one-quarter of its clinical investigators, 
which will slow innovation and delay the delivery of needed treatments for patients. 
 
Having reviewed with CMS staff in May 2011 the complexity of the flow of research payments 
from manufacturers and CROs through a wide variety of vendors and intermediaries to a 
terminus, typically, at the teaching hospital or physician practice group, ACRO recognizes the 
proposed rule’s attempt to capture that complexity by introducing the notion of direct and 
indirect research payments.  Regrettably, however, we are entirely confused by the methods 
the proposed rule suggests for reporting research payments.  Acknowledging that such 
reporting is likely to be complicated, the rule variously indicates that: 
  

� direct research payments would reflect total payments made by manufacturers or CROs to 
covered recipients, including all items and activities associated with the research project, 
not only the physician’s time and services; 

� payments that include both direct and indirect research payments would report (the 
same?) total costs paid to teaching hospitals and ultimately to physician covered 
recipients, regardless of whether a salaried physician actually receives any actual income 
for the conduct of the research;  

� payments made to clinics, hospitals (except for teaching hospitals) and other 
organizations that facilitate the conduct of research, such as site management 
organizations (SMOs), that are reported under the rubric of indirect research “should also 
include the name of the entity or individual that received the payment”, which 
presumably means that HHS will have in its data a multitude of non-covered recipients, 
from physician practice groups to non-teaching hospitals to SMOs; and  

� “end users would understand” that total payments made to teaching hospitals would 
include a wide range of good and services, but that attributing full research payments to 
individual physicians “could be misleading” and that HHS will figure out a way to not 
include such total payments into the aggregated payment amount attributed to an 
individual physician. 

 

Not only are the requirements for the reporting of direct and indirect research payments 
inconsistent, misleading and sometimes frankly contradictory, ACRO believes that requiring the 
reporting of many indirect payments would exceed the specific legislative language of the Act 
relating to payment or other transfers of value.  Under the Act, manufacturers are required to 
report indirect payments and transfers that are made to a third party at the request of the 

physician or designated on behalf of the physician.  As we will explore in more detail below,  
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many payments related to research, such as travel and food costs, are not made at the request of a 

covered recipient or designated on behalf of a covered recipient, but are entirely incidental and  
thus not reportable under the Act.  For instance, if physicians participating in a multi-site clinical 
trial program travel to an investigator meeting to review and train on the research protocol, as is 
typical and necessary, any travel or food or other related costs of the meeting occur incidentally  
to the physician’s participation in the research project, and are neither “requested by” nor 
“designated on behalf of” the physician – typically such costs are not even attributed to 
individual covered recipients (i.e., to Dr. Jones as opposed to Dr. Johnson, at a meeting that 
includes 20 physicians) for accounting purposes.  Similarly, the proposed rule’s intention to 
capture payment data relating to non-covered recipients, such as non-teaching hospitals and 
SMOs, exceeds the legislative authority conveyed by Sec. 6002. 
 
Related to the issue of direct and indirect payments for research, the proposed rule presumes a 
level of visibility by manufacturers and CROs into medical practices and hospitals involved in 
the conduct of clinical research programs that simply does not exist today.  We believe that CMS 
should replace the proposed standard for research payments or transfers of value with a 
regulation that provides that in instances where a manufacturer (or CRO on its behalf) does not 
know the value of specific payments or imputed benefits that are presumed to flow to individual 
covered recipients and the payment or transfer is not made at the request of a covered recipient or 
designated on behalf of a covered recipient, such payments or transfers are not reportable.  To 
illustrate, to the extent that a manufacturer’s visibility into payments for research stops at the 
physician practice group or teaching hospital – and does not continue down to the specific dollar 
amount (whether gross or net ‘payment’) that ultimately flows to investigator A or B or C, the 
report that should be made to the Department by the manufacturer is of the total amount paid to 
covered recipients and there should not be any further effort required to derive or impute sub-
amounts or divisions among physician recipients, to the extent that the manufacturer is not aware 
of those payments or transfers of value today.   
 
In brief, ACRO believes that CMS would do best to ‘go back to the drawing board’ in its 
proposals for the tracking of research-related payments and transfers of value – and that it do so 
by starting with the principle that payments and transfers of value pertaining to research should 
be tracked and reported to the level of visibility that exists today.  Because of the confusing and 
highly complex reporting requirements proposed, and resulting inability for us to comment 
constructively on an understandable and tangible proposal, we strongly urge CMS to issue a 
second proposed rule for comment before moving to finalize a regulation to implement the Act. 
 
CMS’s misunderstanding regarding manufacturer visibility into the details of payments and 
transfers of value for research services displayed in the proposed rule would create an enormous 
compliance burden, not only for manufacturers but on the physicians and hospitals who would be 
asked to report back to manufacturers the distribution of both direct and indirect payments to-
the-penny, because that is the level of transparency that manufacturers will now believe they 
must have.  Related to this point, we note that in its estimate of compliance costs CMS projects 
only minimal costs for physicians and hospitals relative to their ‘review’ of payment amounts  
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reported by manufacturers, a paradigm that we believe misses entirely the very substantial costs 
that will be incurred by covered recipients in order to put in place new financial tracking systems  
and to create a level of detail (‘transparency’) that is considered unnecessary today.  (We have 
seen estimates of as much as 80 hours of time for physicians to review and negotiate  
manufacturer-reported amounts, let alone providing entirely new levels of detail relating to the 
distribution of payments within medical and research entities.)  In practical terms, the proposed  
rule would force physicians to function as accountants or auditors to verify financial information  
that has nothing to do with the delivery of care or conduct of research within a medical practice 
or hospital.   
 
The proposed rule takes the approach that what the Act calls “natures of payment” should be 
considered and reported in segregable categories.  We disagree.  ACRO believes that all 
payments and transfers of value associated with a research project should be aggregated under 
the category of research, even if some of the transfers of value come in the form of food, travel, 
equipment, and the like.  Simply, if a payment or transfer of value occurs incidentally to a 
research project – again, if physicians participating in a multi-site clinical trial program travel to 
an investigator meeting to review and train on the research protocol – the transfer of value would 
not occur at all absent the physician’s participation in the research project.  Thus, to the extent 
that such payments or transfers are tracked to specific covered recipients, we believe the travel, 
food and other costs should be reported as research payments.  By contrast, the Agency’s 
proposal to allocate such costs across multiple physicians would be arbitrary and expensive, 
provide minimal value to an individual trying to understand payments for research from 
manufacturers to physicians and teaching hospitals.  (One specific impact of the proposed rule’s 
contrary approach of segregable categories is that manufacturers would report research payments 
that could be delayed from publication for up to four years, even as the arbitrarily associated 
payments made for research-related food and travel would be separated and made publicly 
available in the normal reporting cycle, a distinction that would be misleading and inconsistent 
with the intent of the law to protect competitive information.) 
 
As an alternative, CMS might consider narrowly defining research to exclude products which 
have not yet been approved for any use by the FDA.  Likewise, research that is mandated by the 
FDA or another regulatory authority, such as REMS (risk evaluation and mitigation strategies) 
studies or the maintenance of a registry to which physicians contribute data might also be 
exempted.  A narrow definition of research would significantly reduce the regulatory burden, 
protect highly-sensitive competitive information and still address the Act’s intent to limit a 
perception of undue influence on physicians. 
 
Finally, ACRO is very much concerned that under the proposed rule the payment and transfer of 
value data related to research to be reported to the Department, and ultimately to the public, is 
likely to be incomplete at best, terribly inaccurate at worst.  We are specifically concerned about 
the potential for double and even triple counting of research payments that flow “directly” to 
teaching hospitals and “indirectly” to intermediary organizations such as SMOs and then 
“indirectly” again down to physician investigators.  We agree with the AMA and other physician 
societies that “CMS’s proposal to estimate or impute attribution even when there is no direct  
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transfer or a qualifying indirect transfer is beyond its statutory authority, violates basic principles 
of due process, and is inconsistent with congressional intent… Furthermore, we oppose efforts to  
attribute the total manufacturer payment/transfer of value for research when in many cases only a 
very small percentage could reasonably be attributed to a physician even were CMS to segregate  
these amounts into a separate reportable column on the public website as suggested in the 
Proposed Rule.”     
 
Selected Specific Comments 
 
§ 403.902   Definitions 
 
Common ownership – Typically CROs are not engaged in the “production, preparation, 
propagation, compounding, conversion” of covered drugs, devices, biologics or medical supplies.   
However, in some instances CROs may provide assistance or support to an applicable 
manufacturer in the “marketing, promotion, sale, or distribution” of covered drugs, devices, 
biologics or medical supplies.  On such occasions ACRO is concerned that a CRO might  
‘become’ an applicable manufacturer, with reporting obligations of its own, under the extremely 
broad definition of common ownership in the proposed rule, which would apply, we believe, 
whenever two entities (e.g., a manufacturer and a CRO) have common investors.  To provide an  
example: if a venture capital group owns any part of a manufacturer and owns any part of a CRO 
that provides support or assistance in the marketing, promotion, sale or distribution of covered  
drugs, devices, biologics, etc., to that manufacturer, it appears to us that under the definition in  
the proposed rule both the manufacturer and the CRO would be considered entities with reporting 
obligations.  ACRO does not believe that this outcome would be consistent with the circumstance 
that we believe the Act was intending to capture – presumably, the provision of payments and 
transfers of value by a subsidiary of a manufacturer – and we request that this definition be 
clarified to read: “Common ownership means entities in which more than 50 percent of each 
entity is owned, by the same individual, individuals, entity, or entities, directly or indirectly.” 
 
Covered recipient means—“(1) Any physician, except for a physician who is an employee... of 
an applicable manufacturer....”  Throughout the proposed rule CMS makes clear that in regard to 
research CROs make payments on behalf of manufacturers and can be treated interchangeably 
with manufacturers; for example, payments are made to an institution conducting research “either 
by an applicable manufacturer or a CRO entity” [FR 78749].  As we have argued previously, 
both in person and in writing, just as physicians who are employees of applicable manufacturers 
are excluded from the definition of “covered recipient,” so also physicians who are employees of 
a CRO or who provide research services on a contract basis to a CRO should be similarly 
excluded.  [As a point of reference, ACRO member companies count more than 4,500 M.D.’s, 
Ph.D.’s and PharmD’s among their employees, or approximately 6 percent of their workforce.] 
 
For example, CROs employ and contract with physicians as medical directors and medical 
monitors, and as investigators in Phase I clinical trial units, but none of these physicians are 
receiving “payments or other transfers of value” consistent with the intended meaning of the Act.  
CRO physician employees and contractors are certainly not receiving either direct or indirect  
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payments or transfers of value from manufacturers for research services, but instead are working  
for the CRO, just as a physician working for a manufacturer is.  Thus, we believe that (1) above 
should read, “Any physician, except for a physician who is an employee... of an applicable 
manufacturer, or in the case of payments or transfers of value for research, an employee of 
or a person who provides research services on a contract basis to a CRO entity; or”. 
 
§ 403.904   Reports of payments or other transfers of value 
 
ACRO notes that the proposed rule does not contain a definition of payment nor do the rules for 
categorizing natures of payment include a category for the provision of “treatment” by a 
physician or teaching hospital (which is obviously a good thing, lest manufacturers begin to  
incur reporting obligations for all manner of payments, such as those made to support employee  
health programs).  As we stated previously in our letter to CMS of April 7, 2011, a regulation  
that implements the Act should clearly exclude payments made by manufacturers to physicians 
or teaching hospitals for injuries or complications from research-related injuries.  Reporting of 
such amounts would be misleading, as they would reflect payments made by the applicable 
manufacturer for medical care, not research.  We would appreciate a clarification on this 
particular “research-related” issue in a final rule. 
  
Reporting and the Costs of reporting 
 
While the proposed rule contains ‘templates’ for the reporting of payments/transfers of value and 
ownership/investment interests, ACRO continues to believe that a template that clearly  
encourages standardized reporting by manufacturers is required at this point.  Today, every 
applicable manufacturer has its own specific format for how “it” wants to see payment 
information.  As a result, there is an enormous lack of consistency within the industry, and a 
great deal of cost being incurred by all, including manufacturers, CROs, hospitals, and  
physicians.  For example, some manufactures are programming IT systems based on what 
reporting requirements might be (ability to upload data directly to a governmental system, for 
instance), while others are expecting CROs or physicians or hospitals to figure out how the 
information is to be presented.  Consistency in format would not only reduce costs incurred by 
the affected parties but, as importantly, would likely produce more complete and more accurate 
data to be made available publicly by the Department. 
 
The proposed rule estimates that the first-year cost of compliance will be $224 million, with the 
bulk of costs borne by manufacturers.  CMS further estimates that physicians and teaching 
hospitals will expend approximately $18 million in reviewing and correcting (negotiating on) 
manufacturer payment reports – we believe that that figure represents a serious understatement of 
costs and, as noted above, the Agency has simply ignored the very substantial costs that will be 
incurred by covered recipients in order to put in place new financial tracking systems in order to 
create a level of payment detail that is simply not in place today.  Based on reports from member 
companies, ACRO estimates that the costs of compliance to large, full-service CROs alone 
will be on the order of $8 and $10 million in the first year, and at least $5 million annually on 
an ongoing basis, numbers nowhere to be found in the proposed rule.   
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Timing of Implementation 
 
Finally, the proposed rule appears to presume that the reporting of payments and transfers of  
value can be easily implemented within 90 days of a final rule being issued. We submit this is not 
the case and there should be a lag of at least 15 months, as envisioned in the legislation, before  
reporting is required.  Because the financial systems of research and healthcare organizations are  
designed for calendar year reporting, ACRO strongly believes that reporting of payments and 
transfers of value related to research should begin at the beginning of a calendar year – meaning 
January 1, 2013 or January 1, 2014, depending on when a rule is finalized – with the first reports 
due in March of the following year.  Initiating the system with partial year reporting would not 
only be impractical and costly, but likely to lead to non-representative, potentially misleading 
data. 
 
 
 
ACRO appreciates this opportunity to provide our comments on the proposed rule and we look 
forward to working with CMS and the affected industry toward developing a reporting system 
that supports transparency without creating undue compliance burdens for those involved in the 
development of new biomedical products.  We hope to see the next version of an implementing 
regulation without further delay. 
 
Respectfully submitted, 
 
 
 
 
Douglas Peddicord, Ph.D. 
Executive Director 


