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Federal and State Marketing Restrictions and Disclosure Obligations 

Applicable to Device Manufacturers 

As of November 16, 2011 

 

Laws with Specific Marketing Disclosure Requirements and Public Disclosure of Reports 

Federal Sunshine Law 

Covered recipients: Physicians and teaching hospitals. 

Covered manufacturers: Manufacturers of a covered drug, device, biological, or medical 

supply. 

Marketing restrictions:  None. 

Reporting requirements:  Covered manufacturers must annually report the value, form, 

nature, and recipient of any “payment or other transfer of value” 

made to a covered recipient, or to any entity or individual at the 

request of or designated on behalf of a covered recipient. 

The law excludes the following from reporting: (1) transfers of 

anything whose value is less than $10, unless the aggregate value 

of all items transferred to a particular covered recipient in a 

calendar year exceeds $100; (2) product samples that are not 

intended to be sold and are intended for patient use; (3) educational 

materials that directly benefit patients or are intended for patient 

use; (4) loans of covered devices for a short-term evaluation 

period; (5) items or services provided under contractual warranty; 

(6) transfers to a covered recipient who is a patient and not acting 

in the professional capacity of a covered recipient; (7) discounts, 

including rebates; (8) in-kind items used for the provision of 

charity care; (9) dividends or other profit distributions or 

ownership or investment interests in a publicly traded security and 

mutual fund; (10) payments for the provision of health care to 

employees under an employer’s self-insured plan; (11) transfers to 

a covered recipient who is a licensed non-medical professional for 

non-medical professional services; (12) transfers to a covered 

recipient for services with respect to a civil or criminal action or 

administrative proceeding. 

Massachusetts 

Covered recipients: Any person “authorized to prescribe, dispense, or purchase 

prescription drugs or medical devices in [Massachusetts], including 

a hospital, nursing home, pharmacist, health benefit plan 

administrator or a health care practitioner.” 
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“Health care practitioners” include (1) a person who prescribes 

prescription drugs for any person and is licensed to provide health 

care in the commonwealth, (2) a partnership or corporation 

comprised of such persons, and (3) an officer, employee, agent or 

contractor of such person acting in the course and scope of his 

employment, agency or contract related to or in support of the 

provision of health care to individuals.  

Covered manufacturers: Pharmaceutical or medical device manufacturing companies. 

Marketing restrictions:   Yes.  Covered manufacturers must adopt a “marketing code of 

conduct” for interactions with Massachusetts-licensed health care 

practitioners that is in compliance with the Massachusetts law.  

Code requires, at a minimum, compliance with AdvaMed or 

PhRMA Code and includes further restrictions on business 

courtesy meals, support for medical education, payment of 

expenses in connection with product training and education and 

compensation and reimbursement in connection with consulting 

arrangements. 

Reporting requirements: Yes.  Covered manufacturers must annually report “the value, 

nature and purpose and particular recipient of any economic 

benefit valued at $50 or more provided in connection with their 

sales and marketing activities” directly or through their agents to 

any covered recipient, with certain exceptions.  “Sales and 

marketing activity” is broadly defined to include “the provision of 

any fee, payment, subsidy or other economic benefit with a value 

of at least $50.” 

Vermont 

Covered recipients: Health care professionals, hospitals, nursing homes, pharmacists, 

health benefit plan administrators, and any other person authorized 

to dispense or purchase for distribution prescribed products in 

Vermont, as well as members of the Green Mountain Care board.   

“Health care professionals” include (1) a person authorized by law 

to prescribe or recommend prescribed products, who regularly 

practices in Vermont, and who is licensed to provide or is 

otherwise lawfully providing health care in the state; (2) a 

partnership or corporation made up of the persons described above; 

or (3) an officer, employee, agent, or contractor of a person 

described above.  “Prescribed products” are drugs or devices as 

defined by the Food, Drug, and Cosmetic Act or biological 

products as defined by the Public Health Service Act, for human 

use. 



 

   

    

 

3 

Covered manufacturers: Pharmaceutical, biological product, and medical device 

manufacturers 

Marketing restrictions:   Yes.  Covered manufacturers may not offer or give any gift to a 

covered recipient.  “Gift” is defined as “anything of value provided 

to a health care provider for free;” or “any payment, food, 

entertainment, travel, subscription, advance, service, or anything 

else of value provided to a health care provider” unless it is an 

“allowable expenditure” or the health care provider reimburses the 

cost of the item or service at fair market value.  “Allowable 

expenditures” include certain payments in connection with medical 

education, research, medical device training, royalties and 

licensing fees, expenses related to interviews and other economic 

benefits provided at fair market value. 

Reporting requirements: Yes.  Covered manufacturers must annually report “the value, 

nature and purpose and recipient information of any allowable 

expenditure or permitted gift . . . to any health care provider . . . 

academic institution, nonprofit hospital foundation, or 

professional, educational, or patient organization representing or 

serving health care providers or consumers located in or providing 

services in Vermont,” with the exception of royalties and licensing 

fees, rebates and discounts, reasonable interview expenses, and 

refreshments at a conference booth.  Vermont has also enacted a 

statute that will require the disclosure of samples (including 

vouchers and coupons) provided to covered recipients beginning in 

2012. 

 

Laws Without Specific Marketing Disclosure Requirements and No Public Disclosure 

California* 

*By its terms applies only to pharmaceutical companies, but the definition include manufacturers 

of devices that may be dispensed by prescription only.  Accordingly, many medical device 

companies have undertaken compliance 

Marketing restrictions:   Each pharmaceutical company must adopt a comprehensive 

compliance program that is (1) in accordance with the 

“Compliance Program Guidance for Pharmaceutical 

Manufacturers” dated April 2003 and issued by the United States 

Department of Health and Human Services Office of Inspector 

General; (2) includes policies for compliance with the 

Pharmaceutical Research and Manufacturers of America’s “Code 

on Interaction with Healthcare Professionals” and (3) includes a 

specific annual dollar limit on gifts, promotional materials and 
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other items or activities that may be given to an individual medical 

or health care professional. 

The compliance program and declaration must be available to the 

public on the company’s website and through a toll-free telephone 

number. 

Connecticut 

Marketing restrictions:   Each pharmaceutical and medical device company must (1) adopt 

and implement a code that is consistent with, and minimally 

contains all of the requirements prescribed in, the Pharmaceutical 

Research and Manufacturers of America’s “Code on Interaction 

with Healthcare Professionals” or AdvaMed’s “Code of Ethics on 

Interactions with Health Care Professionals” as such codes were in 

effect on January 1, 2010; and (2) adopt a comprehensive 

compliance program in accordance with the guidelines provided in 

the “Compliance Program Guidance for Pharmaceutical 

Manufacturers” dated April 2003 and issued by the United States 

Department of Health and Human Services Office of Inspector 

General. 

Nevada 

Marketing restrictions:   Companies that sell or market drugs or medical devices must adopt 

a written “marketing code of conduct.” 

Each company must submit annually: (1) a copy of its marketing 

code of conduct or indicate the company uses the PhRMA code or 

AdvaMed Code “without modification”; (2) a description of its 

training program; (3) a description of its investigation policies; (4) 

the name, title address, telephone number and electronic mail 

address of its compliance officer; and (5) certification that it has 

conducted its annual audit and is in compliance with its marketing 

code of conduct. 

 

 

 


