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Medical Imaging and Technology Alliance (MITA) 

Fact Sheet on Federal and State Medical Device Marketing or „Sunshine‟ Disclosure Laws 

Updated November 16, 2011 

 

A new federal law called the “Federal Physician Sunshine Act” (Social Security Act § 1128G) 

soon will require certain manufacturers, including medical device manufacturers, to report 

payments to physicians and teaching hospitals anywhere in the country.  Manufacturers must 

report payments made from January 1, 2012, onward, and these reports will be publicly disclosed 

for the first time on September 30, 2013.  The new federal law is in addition to laws in five states 

that impose marketing restrictions and disclosure requirements on medical device manufacturers’ 

interactions with health care providers and institutions (HCPs).
1
, These laws arose from a general 

commitment to transparency in relationships between industry and physicians and have been 

presented as relevant to efforts to control the rising costs of health care.  This fact sheet briefly 

summarizes the federal Sunshine Act and the state marketing laws applicable to medical device 

manufacturers.  It also answers some frequently asked questions about how these laws might 

affect HCPs and includes an appendix with each jurisdiction’s requirements.   

 

Federal Sunshine Law 

The federal Sunshine Act regulates manufacturers; the law does not itself impose any obligations 

or restrictions on HCPs.  The law requires manufacturers to report the value, nature, purpose, and 

recipient of any payment to a physician or teaching hospital.  The law does not require any 

reporting for payments to imaging laboratories, ultrasonographers, or any other recipient, unless 

the payment was at the request of or designated on behalf of a physician or teaching hospital.  

The disclosure requirement has limited exceptions, and disclosure is generally required for meals, 

gifts, consulting payments and grants.  The federal law does not prohibit sales representatives 

from meeting physicians in their offices or impose any other restrictions on device 

manufacturers’ marketing practices.  Reports under the law will be made public online, but HCPs 

will have an opportunity to correct inaccurate reports before they are made public. 

 

State Disclosure Laws 

Like the federal law, the existing state laws apply only to manufacturers.  The laws vary in scope.  

Three states – California, Connecticut, and Nevada – require manufacturers to comply with a 

marketing code of conduct consistent with established industry standards (i.e., the MITA Code of 

Ethics which can be found at: http://www.medicalimaging.org/wp-

content/uploads/2010/06/MITA_2009CodeOfEthics.Approved19Mar09.pdf).   

 

Massachusetts and Vermont impose marketing requirements that are more restrictive than 

industry standards and specifically prohibit manufacturers from making certain payments to 

covered HCPs.  Among the best-known examples are the restrictions on business courtesy meals, 
                                                   
1
  Each of the state laws described in this fact sheet applies to both medical device manufacturers and 

pharmaceutical manufacturers.  There are similar laws in the District of Columbia, Minnesota and West 

Virginia that apply to pharmaceutical manufacturers only. 

http://www.medicalimaging.org/wp-content/uploads/2010/06/MITA_2009CodeOfEthics.Approved19Mar09.pdf
http://www.medicalimaging.org/wp-content/uploads/2010/06/MITA_2009CodeOfEthics.Approved19Mar09.pdf
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but these two state laws also prohibit payment for entertainment and recreational activities, , non 

bona-fide consulting relationships and certain types of support for medical education, among 

other restrictions.  None of the state laws impose any affirmative obligations on physicians to 

report or prohibit sales representatives from visiting physician offices.   

 

The laws in Massachusetts and Vermont also require the reporting and public disclosure of meals, 

gifts, grants, and certain other payments to certain HCPs licensed in those states.  Reports under 

Massachusetts and Vermont law are also made public online.  Under these laws, the penalties for 

impermissible payments or failure to make required disclosures apply only to manufacturers, not 

the HCP. 

 

Frequently Asked Questions  

 

The following FAQs address how the federal and state laws with specific restrictions and 

reporting requirements for medical device companies apply to some common interactions 

between manufacturers and HCPs.   

 

What are the entities that are required to report under the Federal Physician Payment 

“Sunshine Provisions?” 

The law requires drug, medical device, biological, and medical supply manufacturers to report 

payments and transfers of value made to physicians and teaching hospitals ("covered recipients"). 

It also requires manufacturers and GPOs to report ownership and investment interests held by a 

physician (or his or her immediate family members) in the manufacturer or GPO.  

When will federal data collection and reporting begin? 

Manufacturers and GPOs will begin collecting data on January 1, 2012.  Then, beginning March 

31, 2013, these entities must report required information on an annual basis (covering the prior 

calendar year) to the Secretary of Health and Human Services. 

What must manufacturers report about payments and transfers of value to physicians and 

teaching hospitals?  

The report must identify the following information about each payment or transfer of value: 

 The recipient (name; address; and, for physicians only, specialty and National 

Provider Identifier (NPI)) 

 The dollar amount or dollar value of transfer 

 The date the payment or transfer of value was made 

 The form of the payment or transfer of value (e.g., cash, in-kind items or services, 

etc.) 

 The nature of the payment or transfer of value (e.g., consulting fee, research, food, 

travel, etc.)  
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 If the payment or transfer of value relates to marketing, education, or research 

specific to a drug, device, biological, or medical supply, the name of the product 

must also be identified.  

The Secretary may announce additional reporting requirements by regulation.  

What is the scope of reportable natures of payment or transfers of value? 

The scope of reportable natures of payment or transfers of value includes consulting fees, 

compensation for non-consulting services, honoraria, gifts, entertainment, food, travel, education, 

research, charitable contributions, royalties or licenses, current or prospective ownership or 

investment interests, direct compensation for serving as faculty or as a speaker for a medical 

education program, and grants.    

The Secretary may broaden this scope by regulation to include additional natures of payments or 

transfers of value.  

What must manufacturers and GPOs report about physician ownership and investment 

interests?  

The report must include information about ownership or investment interests held by any 

physician (including interests held by his or her immediate family members) in the manufacturer 

or GPO other than interests held in mutual funds or publicly-traded securities. The report must 

identify the dollar amount invested by the physician, the value and terms of the 

ownership/investment interest, and any payment or transfer of value provided to the physician 

holding such ownership or investment interest. 

Are there any reporting exclusions? 

A number of items are excluded from the reporting obligation. Examples include:  

 Payments under $10, unless the aggregate amount paid to a covered recipient 

exceeds $100 in a calendar year;  

 Product samples and educational materials for the benefit of patients;  

 Loan of a covered device for a trial evaluation period under 90 days;  

 In-kind items provided for use in charity care;  

 Items or services provided under a contractual warranty (provided the warranty 

terms are specified in the purchase or lease agreement of the covered device); and 

 Discounts (including rebates).  

 

Which states already have physician payments disclosure laws? 

A number of jurisdictions, including the District of Columbia, Maine, Massachusetts, Minnesota, 

Vermont, and West Virginia already have disclosure laws which may be fully or partially 

preempted by the Sunshine Provisions’ reporting requirements.  
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Do state laws which also have reporting requirements still apply?  If so, under what 

circumstances?  

The federal Sunshine Provisions will supersede (i.e., preempt) those state disclosure laws which 

require the reporting of information of the same type as required to be reported by the Sunshine 

Provisions.  However, the Act does not preempt any state laws that require reporting of 

information not covered by or excluded from reporting under the Sunshine Provisions. 

Who will use this data?  

Because the data will be available to the public via the Internet, it will be used by a number of 

parties, including, but not limited to government agencies, the media, manufacturers, health care 

institutions, physicians, and patients. 

When will the payments be made public on the federal website? 

The Secretary will publish information regarding all reported payments and ownership interests 

to the public via the Internet on September 30, 2013 (and each June 30 thereafter).  Prior to such 

information being made public, the applicable manufacturer, GPO or covered recipient will be 

given 45 days to review the information to be made available and submit corrections. 

Can companies still provide HCPs a cup of coffee at a conference? 

 

All states permit companies to provide coffee or snacks for everyone who visits their booth at a 

conference.  By contrast, sales representatives in Vermont may not buy a cup of coffee for a 

particular covered HCP, and Massachusetts prohibits sales representatives from buying a covered 

HCP any meal (including a cup of coffee) outside of the hospital or physician office setting.   

 

Can a medical device company‟s vice president of sales take a covered HCP out to dinner 

at a restaurant in town to talk about their new product line? 

 

Vermont prohibits all business courtesy meals from manufacturers.  Massachusetts permits 

manufacturers to provide modest business courtesy meals, but only in a hospital or office setting, 

not in a restaurant – even if the restaurant is located near the hospital, or on the hospital campus 

but not in the main building. 

 

Will all food and drink a covered HCP accepts from manufacturers be reported publicly? 

 

Many food and drink expenditures are subject to disclosure.  Under the federal Sunshine Act and 

the Vermont and Massachusetts laws, each reported meal expenditure is disclosed to the public; 

however, the specific reporting requirements vary by jurisdiction.  The federal Sunshine Act will 

require manufacturers to report any individual expense of $10 or more, and if the total value of 

all payments and gifts to a particular HCP in a calendar year is $100 or more, then the 

manufacturer must report all of the payments and gifts, no matter what the value.  Vermont 
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requires the reporting of all allowable expenditures and permitted gifts (including meals in 

connection with consulting or product training) with an exception for refreshments at a 

conference booth.  In Massachusetts, food and drink expenditures with a value of $50 or more 

per transaction are reportable and are made public.   

 

If a physician is licensed in a state with a reporting law but has never practiced in the state, 

will a manufacturer‟s expenditures on that physician be reported to that state? 

 

Manufacturers still may be responsible for informing a state of payments and gifts to a physician 

even if the physician practice in the state rarely or not at all.  The Massachusetts marketing 

disclosure law applies to expenditures on any individual licensed to prescribe in that state even if 

the individual has never practiced in the state.  In contrast, Vermont does not require 

manufacturers to report payments to physicians unless they “regularly practice” in Vermont.  

 

 

In the states where gifts to covered HCPs are restricted, is a medical device sales 

representative still allowed to provide tickets to a concert or sports event to the HCP‟s 

office staff? 

 

No.  Gifts of entertainment or recreation to HCPs are prohibited in each of the states that have 

imposed gift bans, and these states are likely to view a manufacturer’s gift of entertainment or 

recreation to office staff in the same way they view a gift of entertainment or recreation to the 

HCP. 

 

Is a written agreement with a medical device company to serve on its scientific advisory 

board still legal?  Will the payments and meals a covered HCPs receives under the 

agreement be reported to the public? 

 

Written agreements that provide reasonable compensation and reimbursement in connection with 

bona fide advisory board services are still permissible in Massachusetts and Vermont.  Payments 

to HCPs for consulting in each of these states are disclosed by manufacturers and made available 

to the public.  Payments and other economic benefits to physicians for consulting services will be 

reported and made public under the Federal Sunshine Act as well. 

 

Are medical device companies still allowed to pay a hospital for clinical trial services in 

connection with an investigational new device study?  Will the payment the hospital 

receives for this work be made public? 

 

All jurisdictions continue to allow companies to compensate and reimburse hospitals for 

reasonable expenses in connection with services on a bona fide clinical trial.  The reporting 

requirements for clinical trial payments vary widely.  These payments are not reportable in 

Massachusetts.  Payments and reimbursement related to clinical trials are subject to reporting 
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under Vermont law and the federal Sunshine Act; however, these laws each have a provision 

which delays the public disclosure of clinical trial payments for up to four years.  

 

Under the state restrictions, are sales representatives allowed to give covered HCPs 

educational items such as a medical textbook for free?  Are these gifts reportable? 

  

Gifts of medical textbooks are allowed in Massachusetts and Vermont as permissible educational 

materials.  Permissible gifts of educational items are reportable and disclosed to the public under 

Massachusetts and Vermont law (and the federal Sunshine Act) as long as the value of the gift 

rises above the minimum value for reporting. 

 

Can a medical device company make a grant to a hospital to host a continuing medical 

education (CME) program?  Are these grants made public? 

 

Those state laws that contain marketing restrictions impose some limits on educational grants to 

sponsor CME programs.  Massachusetts permits grants in support of CME programs if the 

program is accredited by the Accreditation Council for Continuing Medical Education (ACCME) 

or equivalent standards, if the payment is made directly to the sponsor and not to a practitioner, 

and the company does not provide any advice or guidance to the sponsor regarding content or 

faculty for the program.  Similarly, Vermont allows grants for CME programs if the payment is 

not made directly to a health care provider, the event is accredited by the ACCME or a 

comparable organization, the funding is used for bona fide educational purposes or meals for 

participants, and program content is objective and does not promote a particular product.  Under 

the federal Sunshine Act, the educational grant would be reportable and disclosed to the public if 

made to a teaching hospital or if made to another entity at the request of or designated on behalf 

of a teaching hospital. 

 

Where can I find the Sunshine Provisions online? 

The federal Sunshine Provisions can be found at Section 1128G of the Social Security Act.  

http://www.ssa.gov/OP_Home/ssact/title11/1128G.htm

