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Ms. Marilyn Tavenner, Acting Administrator 

Centers for Medicare & Medicaid Services 

Department of Health and Human Services 

Attn: CMS-5060-P 

P.O. Box 8013 

Baltimore, MD 21244-8013 

 

 

       February 17, 2012 

 

 

 Re: File Code CMS-5060-P: Medicare, Medicaid, Children’s Health Insurance   

 Programs; Transparency Reports and Reporting of Physician Ownership or   

 Investment Interests; 76 Federal Register 78742 (December 19, 2011) 

 

 

Dear Acting Administrator Tavenner: 

 

The HealthCare Institute of New Jersey (HINJ) is pleased to submit these comments to the 

Centers for Medicare & Medicaid Services (CMS) regarding the agency’s proposed rule implementing 

section 6002 of the Patient Protection and Affordable Care Act (ACA), Transparency Reports and 

Reporting of Physician Ownership or Investment Interests. 

 

HINJ is a trade association that represents the research-based biopharmaceutical and medical 

technology community in New Jersey.  We are committed to encouraging innovation in support of new 

medicines, medical devices and technologies that advance global health, and pursuing measures to ensure 

that patients have access to those medicines, medical devices and technologies. 

 

HINJ’s mission is closely aligned with those of the Pharmaceutical Research and Manufacturers 

of America (PhRMA) and the Advanced Medical Technology Association (AdvaMed), which 

respectively count among their members many HINJ member companies.  The views expressed herein by 

HINJ supplement those respectively expressed by PhRMA and AdvaMed in their comments to CMS’s 

proposed rule.  

 

 We share PhRMA’s and AdvaMed’s view that the new reporting requirements in the ACA can 

bring greater public transparency to the collaboration between health care professionals and the nation’s 

biopharmaceutical and medical technology companies that develop new products.  We are pleased to add 

our voice to those supporting a regulatory framework for these reporting obligations that provides 

appropriate disclosure of such interactions in a manner that preserves the ability of those companies to 

continue to innovate and develop desperately-needed new medicines, medical devices and technologies. 
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As new and more sophisticated life-saving and life-improving medicines, medical devices and 

technologies are introduced at an increasingly rapid pace, it is important for the companies that develop 

them to gain insights from those who will dispense or use them, and for health care professionals to be 

educated on their use to ensure safe and proper utilization.  So that such interactions are conducted in a 

professional, ethical, and educational manner, PhRMA and AdvaMed each have adopted comprehensive 

voluntary codes of conduct that govern such relationships, the PhRMA Code on Interactions with 

Healthcare Professionals, and the AdvaMed Code of Ethics On Interactions with Health Care 

Professionals.  

 

We believe the reporting provisions in section 6002 of the ACA will help patients and the public 

better understand the complex and vital relationship between biopharmaceutical and medical technology 

companies and health care professionals.  However, in order that the objectives of section 6002 of the 

ACA are fully realized, it is critical that the rule implementing it be fully aligned with the ACA’s 

provisions.  In this regard, areas of concern in the proposed rule expressed by PhRMA and AdvaMed, 

with which HINJ agrees, include the following: 

 

From PhRMA 

 

 Whether certain definitions proposed by CMS inappropriately expand the rule beyond the scope 

of the statute. 

 Some provisions proposed by CMS may lead to improper attribution of payments and 

unnecessarily deviate from, or conflict with, current accepted industry practices and guidelines. 

 Due to complex legal structures and differing business arrangements, companies may need 

flexibility in their reporting obligations. 

 Premature public disclosure of some types of information may hinder innovation in new medical 

products and appropriate allocation of resources into continued innovation and research. 

 

From AdvaMed 

 

 Allowing reporting of a product category or therapeutic area in lieu of a market or scientific name 

of a single component product or a listing of multiple product names that have little to no 

meaning to patients. 

 CMS should publish proposed background text on relationships between manufacturers and 

physicians and teaching hospitals for public review and comment in advance of final 

promulgation. 

 Excluding from reporting educational materials that serve a genuine educational function for 

covered recipients, as they are deemed to “directly benefit patients.” 

 Clarifying the circumstances regarding reporting transfers to third-party recipients. 

 Allocating the value of food and beverages provided among all individuals who received the food 

or beverages, regardless of whether one or more individuals is a covered recipient. 
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With respect to implementation of the proposed rule, since CMS acknowledges that a final rule 

will not be published in time for companies to begin collecting information on January 1, 2012, as 

required by the ACA, CMS is considering a preparation period of 90 days after publication of the final 

rule.  HINJ shares the concern that 90 days will be insufficient time for both CMS and reporting 

companies to set up the complex systems necessary for full implementation of the rule, particularly if the 

final rule significantly broadens the requirements set forth in the ACA.  To address this issue, HINJ 

therefore requests that CMS provide significantly more than 90 days for operationalization of the final 

rule, and consider including mechanisms that would allow companies and CMS time to test and refine 

systems so that data, when published, is accurate and complete, and satisfies the requirements of the ACA 

and the final rule. 

 

 In any event, following full implementation, we expect that as applicable manufacturers prepare 

and actually submit their first reports to CMS, questions and concerns not previously anticipated may 

arise.  Therefore, following the initial reporting period, HINJ proposes that CMS provide another 

opportunity for stakeholders to provide input and comment.  This approach would enable CMS to provide 

additional clarification or procedures where needed to ensure consistent application among all reporting 

entities and an accurate understanding by consumers of the submitted information.  

 

Thank you for the opportunity to comment and for your consideration of our comments.  

 

 

Respectfully, 

 
Dean J. Paranicas 

President and Chief Executive Officer 


