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MEMO					
December 20, 2011
To:       The Vision Council Members
From:   Ed Greene, CEO
RE:      Sunshine Law Reporting Requirements Delayed
		
Background:
On December 19, 2011, the Centers for Medicare and Medicaid (“CMS”) published proposed rules in connection with the federal payment sunshine law (the “Sunshine Law”),[footnoteRef:1]/ which was included within the federal health care reform law that was passed in March 2010.  The Sunshine Law imposes reporting obligations on manufacturers of medical devices who make payments to physicians or teaching hospitals.  The proposed rules represent CMS’ effort to define the scope and process for such reporting obligations.  Note that the rules are currently subject to public comment.  Final rules, incorporating or otherwise addressing such comment, are expected to be published next year.   [1: /	§ 6002 of the Patient Protection and Affordable Care Act of 2010. ] 

Summary:
The Sunshine Law anticipated an implementation date of January 1, 2012.  However, because of the delay in promulgating regulations, CMS has stated that it will delay implementation.  The proposed rules suggest that covered manufacturers will need to begin tracking payments 90 days following the date CMS publishes a final rule, with a partial year report due on March 31, 2013.
Interested parties can submit comments on the proposed rules until February 17, 2012.  After CMS reviews the comments, it will consider the comments and publish final rules.  It is possible that the final rules will be significantly different from the proposed rules.
The proposed rules define “physician” to include ophthalmologists and optometrists.  The proposed rules do not address opticians.
The proposed rules define “covered device” as any device for which payment is available under Medicare, Medicaid or the Children’s Health Insurance Program (“CHIP”).
1. The proposed rules only would only apply to medical device products requiring a premarket approval by or premarket notification to the Food and Drug Administration (“FDA”); this excludes most class I medical devices.
Any company that manufacturers any covered device will be responsible for reporting all payments to physicians and teaching hospitals even if those payments relate to non-covered devices.
Overview:
The proposed rules require all manufacturers of “covered” drugs, biologicals, devices and medical supplies to report all payments to or on behalf of physicians and teaching hospitals to CMS.  The definition of teaching hospital is any hospital that receives direct or indirect graduate medical education payments from CMS.  CMS will annually publish a list of such hospitals.
The proposed rules state that CMS is considering requiring manufacturers to begin tracking payments 90 days following the publication of final rules, with a partial year report due on March 31, 2013.  However, CMS solicited comments regarding the amount of time manufacturers will need following publication of the final rule and whether it will be feasible to submit the required information by March 31, 2013.
Manufacturers of covered products are required to report certain types of payments that are made to physicians and teaching hospitals as further described below.  Manufacturers are not required to report sales data even if sales are made directly to physicians or teaching hospitals.  Further, manufacturers are not required to report marketing or other payments that are made to persons other than physicians and teaching hospitals.
Further information regarding the requirements of the Sunshine Law follows.
Payment Reporting Obligations:
The proposed rules require that all manufacturers of covered products who provide payments or any other transfer of value to, or on behalf of, a physician or teaching hospital report to the CMS the following information:
The name of the physician or teaching hospital;
The business address of the physician or teaching hospital;
For physicians, the physician’s national provider identifier;
The amount/value of the payment or other transfer of value;
The dates on which the payment or other transfer of value was provided to the physician or teaching hospital;
A description of the form of the payment or transfer of value as:
· Cash or cash equivalent;
· In-kind items or services; or
· Stock, stock option, or any other ownership interest, dividend, profit, or other return on investment;
A description of the nature of the payment or other transfer of value as:
· Consulting fees;
· Compensation for services other than consulting;
· Honoraria;
· Gift;
· Entertainment;
· Food and beverage;
· Travel and lodging;
· Education;
· Research;
· Charitable contribution;
· Royalty or license;
· Current or prospective ownership or investment interest;
· Direct compensation for serving as faculty or as a speaker for a medical education program;
· Grant; or
· Other;
If a payment or other transfer of value is related to marketing, education or research specific to a device, the name under which the device is marketed;
If they payment or other transfer of value is made to an entity at the request of a physician or teaching hospital, the name of the other individual or entity that receives the payment or other transfer of value; and
Whether the payment or other transfer of value was provided to a physician who holds an ownership or investment interest in the applicable manufacturer.

The following are not considered to be payments or other transfers of value and therefore do not need to be reported:

An indirect transfer of value through a third party if the manufacturer is unaware of the identity of the ultimate recipient.
A transfer of anything the value of which is less than $10, unless the aggregate amount transferred to the covered recipient during the calendar year exceeds $100.
Product samples that are not intended to be sold and are intended for patient use.
Educational materials that directly benefit patients or are intended for patient use.
The loan of a covered device for a short-term trial period, not to exceed 90 days, to permit evaluation of the covered device by the covered recipient.
Items or services provided under a contractual warranty.
A transfer of anything of value to a covered recipient when the covered recipient is a patient and not acting in the professional capacity of a covered recipient.
Discounts (including rebates).
In-kind items used for the provision of charity care.
A dividend or other profit distribution from, or ownership or investment interest in, a publicly traded security or mutual fund.
In the case of an applicable manufacturer who offers a self-insured plan, payments for the provision of health care to employees under the plan.
In the case of a covered recipient who is a licensed non-medical professional, a transfer of anything of value to the covered recipient if the transfer is payment solely for the non-medical professional services of such licensed non-medical professional.
In the case of a covered recipient who is a physician, expert witness fees in connection with a civil or criminal action or an administrative proceeding.
Physician Ownership Reporting Obligations:
Manufacturers and group purchasing organizations (“GPOs”) must also submit information regarding ownership or investment interests in such entities held by physicians or immediate family members of physicians.  Despite this general obligation, ownership interests in publicly traded companies and mutual funds need not be reported.
Penalties:
Any applicable manufacturer that fails to accurately and completely submit the required information in a timely manner is subject to a penalty of between $1,000 and $10,000 for each payment that is not reported, with a cap of $150,000.  Any applicable manufacturer that knowingly fails to accurately and completely submit required information in a timely manner is subject to a penalty of between $10,000 and $100,000 for each payment that is not reported, with a cap of $1,000,000.
State Law Preemption:
These rules preempt state laws that require an applicable manufacturer to disclose or report, in any format, the type of information regarding the payment or other transfer of value required to be reported by these rules.  However, the preemption does not apply to information required to be reported to a governmental agency for public health surveillance, investigation or other public health purposes or health oversight purposes.
Moving Forward:
Members of The Vision Council should be aware that the final rules may be significantly different from the proposed rules.  Once final rules are published, we will provide additional guidance.
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