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Overview

State Regulation of Prescriber-Identifiable Data
– Vermont Law And Court Ruling
– Other jurisdictions
– Key issues

Other Recent Legislation Affecting Detailing
– Massachusetts Marketing Restrictions
– Vermont Gift Ban and Revised Reporting Requirements
– HITECH

Q&A
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Vermont Law and Court Decision



Challenged Provisions

PID – Unless the prescriber consents, pharmacies, insurers, and others 
may not sell, license, exchange for value, or permit the use of,
regulated records containing [PID], for marketing or promoting a
prescription drug.  Manufacturers “shall not use prescriber-identifiable 
information for marketing or promoting a prescription drug” absent 
prescriber consent.
Advertising – Manufacturers may not “to present or cause to be 
presented in the state a regulated advertisement if that advertisement 
does not comply with the requirements concerning drugs and devices 
and prescription drug advertising in federal law and regulations under 
21 U.S.C., Sections 331 and 352(n) and 21 Code of Federal 
Regulations, Part 202.”
Manufacturer Fee – Manufacturers must pay a fee to fund evidence-
based education regarding therapeutic and cost-effective utilization of 
prescription drugs.
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Key Legislative Findings

“[Pharmaceutical] marketing programs are designed to increase 
sales, income, and profit.  Frequently, progress toward these goals 
comes at the expense of cost containment activities and possibly the 
health of individual patients.”

“Public health is ill served by the massive imbalance in information 
presented to doctors and other prescribers.”

“Nearly one third of the five-fold increase in U.S. spending on drugs 
over the last decade can be attributed to marketing induced shifts in 
doctors’ prescribing from existing, effective, and lower cost (often 
generic) therapies to new and more expensive treatments, which 
often have little or no increased therapeutic value.”
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Key Legislative Findings (cont’d)

“Prescriber-identified data increase the effect of detailing programs.  
They support the tailoring of presentations to individual prescriber
styles, preferences, and attitudes.”

“Prescriber identified databases of prescribing habits encourage 
pharmaceutical companies to increase the quid pro quo nature of 
relations between pharmaceutical sales representatives and 
prescribers.  Pharmaceutical companies use prescriber identity 
data-mining to target increased attention and manipulative practices 
toward those doctors that they find would lead to increased 
prescriptions and profitability, including high prescribers, brand loyal 
prescribers, doctors that show themselves willing to prescribe new 
medicines, and doctors who are shown to be especially susceptible 
to sales messages.”
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Court’s Ruling

Plaintiffs challenged restrictions on sale/use of PID as 
violations of First Amendment.

Court rejected Vermont’s argument that the law did not 
attempt to regulate speech.
– “[T]he whole point of [the legislation] is to control detailers’ 

commercial message to prescribers . . . By exercising control 
over detailers’ ability to target their audience and message.”

* But the Court held that the Legislature’s restrictions on data 
vendors’ and manufacturers’ commercial speech were 
reasonable.
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Court’s Ruling (cont’d)

Vermont offered three justifications for restrictions on PID
– Cost containment
– Protection of public health
– Prescriber privacy

Court held that Vermont’s interest in cost-containment was 
legitimate and would be furthered by restrictions on PID
– “PI data makes marketing of new drugs more effective – leading 

to over-prescription of new drugs that may not be better than a 
generic alternative.”
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Court’s Ruling (cont’d)

Court also found public health justification was reasonable.
– “Detailing encourages doctors to prescribe newer, and 

potentially more dangerous drugs instead of adhering to 
evidence-based treatment guidelines.”

Court did not rule on physician privacy justification

Court rejected arguments that PID provisions are 
unconstitutionally overbroad, vague, and improperly seek to 
regulate interstate commerce.
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Court’s Ruling (cont’d)

Court rejected Commerce Clause challenge to advertising 
restriction.
– Law only requires manufacturers to comply with federal law.
– Court left open the possibility of challenges down the road 

depending on how law is applied.

Court upheld manufacturer fee for education
– Court left open the possibility for future challenge based on 

application
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Other Jurisdictions With Restrictions On 
Prescriber-Identifiable Data



New Hampshire

“Records relative to prescription information containing 
patient-identifiable and prescriber-identifiable data shall not be 
licensed, transferred, used, or sold . . . for any commercial 
purpose.” RSA 318:47-f.
“Commercial purpose” includes (but is not limited to):
– Advertising, marketing, promotion, or 
– Any activity that could be used to

• Influence sales or market share of a pharmaceutical product
• Influence or evaluate the prescribing behavior of an individual health 

care professional, or 
• Evaluate the effectiveness of a professional pharmaceutical 

detailing sales force.
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Maine

“A carrier, pharmacy, or prescription drug information 
intermediary may not license, use, sell, transfer or exchange 
for value, for any marketing purpose, prescription drug 
information that identifies a prescriber who has filed for 
confidentiality protection.”
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Maine

“Marketing” defined as:
– Advertising, publicizing, promoting, or selling a prescription drug
– Activities undertaken for the purpose of influencing the market 

share of a prescription drug or the prescribing patterns of a 
prescriber

– A “detailing visit or a personal appearance”
• Detailing means “one-to-one contact with a prescriber or employees 

or agents of a prescriber for the purpose of increasing or reinforcing 
the prescribing of a certain drug by a prescriber.”

– Activities undertaken to evaluate or improve the effectiveness of 
a professional detailing sales force

– A brochure, media advertisement or announcement, poster, or 
free sample of a prescription drug.
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Massachusetts – Draft Regulation

Pharmaceutical manufacturers who use PID to “facilitate 
communications” with health care providers must:
– Maintain confidentiality of PID
– Develop policies regarding use of PID
– Educate employees and agents about those policies
– Designate internal contact to handle questions about PID
– Take disciplinary action for misuse of PID
– Comply with any providers’ request not to make his or her data 

available to sales representatives
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Massachusetts – Final Regulation

Before using PID for marketing purposes, a manufacturer 
“must give health care practitioners the opportunity to request 
that their prescriber data:
– Be withheld from company sales representatives; and
– Not be used for marketing purposes.

-- 105 CMR 970.005(g)
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Other States – PID Legislation

Minnesota
Missouri
Montana
New Jersey
New Mexico
New York
North Carolina
Oklahoma
Rhode Island
Texas
Washington

Connecticut 
Hawaii 
Arizona 
Colorado
DC
Florida 
Georgia
Illinois
Iowa
Kansas
Maryland
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Key Issues Relating To PID



What Data Is Covered?

“Records relative to prescription information containing patient-
identifiable and prescriber-identifiable data” (NH)

“Prescription drug information that identifies a prescriber” (ME)

“Prescriber-identifiable information” (VT)

“Health care practitioner prescriber data” (MA)
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De-Identification

Vermont law expressly authorizes marketing uses of 
prescription data that “does not identify a prescriber and [for 
which] there is no reasonable basis to believe that the data 
provided could be used to identify a prescriber.”

NH statute also expressly permits commercial uses of “patient 
and prescriber de-identified data by zip code, geographic 
region, or medical specialty.”
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Exceptions

VT, ME, NH

Pharmacy reimbursement
Formulary compliance
Patient care management
Utilization review by a health 
care provider, the patient’s 
insurer, or agents of either
“Health care research”
“As otherwise provided by 
law.” [NH/ VT ONLY]

Massachusetts
“Impart important safety and 
risk information to prescribers
of a particular drug or device”
“Conduct research”
“Comply with FDA mandated 
risk management plans that 
require manufacturers to 
identify and interact with health 
care practitioners who 
prescribe certain drugs or 
devices”
“Track adverse events of 
marketed dugs, biologics or 
devices”
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Risk Areas (cont’d)

Compliance with Opt In / Out

De-Identification

Dual uses
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Compliance Issues

Internal Compliance Assessment:
– What kind of PID you are selling / collecting / using?
– How PID is being used
– Who within your organization has access to PID, and for what 

purpose
– Whether each use complies with at least one exception

• Primary versus secondary uses

Monitoring state and federal legislation developments
– Waiting for resolution of court cases
– Additional legislation
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Other Recent Legislation Affecting Detailing



Other Massachusetts Compliance Requirements

Compliance deadline:  July 1, 2009
Implement marketing code of conduct in compliance with provisions 
of the Massachusetts final regulations, 105 CMR 970.000
Adopt a marketing code of conduct training program for “appropriate 
employees including…all sales and marketing staff.”
– Training must address:  marketing code of conduct, general science, 

product-specific information
– Regular assessments of compliance
– Description of training program must be submitted along with other 

materials noted below
Adopt and submit investigation policies and procedures
Company certification
– Beginning July 1, 2010, certify completion of annual audit

Submit name and contact information of company compliance officer 
responsible for certifying compliance
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Massachusetts Marketing Code of Conduct

Applies to “pharmaceutical and medical device manufacturing 
companies”
PID limitations
Disclosure requirement for Massachusetts health care 
practitioners who serve on formulary or clinical practice 
guideline committees
Heavy Restrictions on Meals
Limitations on CME, non-CME, and Professional Meetings
Limitations on Other Payments
– Including a provision that would make Massachusetts marketing 

code of conduct provisions co-extensive with prohibitions under 
the Federal Anti-Kickback Statute and Massachusetts fraud and 
abuse laws
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Exceptions to Marketing Code of Conduct

Exceptions include:
– Bona fide services
– Reimbursement for expenses for technical training, if 

documented in a written contract
– Samples for patient use
– Demonstration units to determine appropriate use and 

functionality
– Price concessions in the normal course of business
– Dissemination of peer-reviewed information
– Purchase of advertisements in peer-reviewed journals
– Certain reimbursement information or technical support
– Patient Assistance Program (“PAP”) activities 
– Charitable donations
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Massachusetts Payment Disclosure Requirement

Applies to pharmaceutical and medical device companies that 
employ or contracts with a “pharmaceutical or medical device 
manufacturer agent” to conduct detailing activities in MA
– First of its kind requirement for medical device companies

Report all payments or other economic benefits of at least $50 
each provided to a Massachusetts health care practitioner
– Per transaction reporting; aggregation not required

Company certification
First reporting deadline:  July 1, 2010 (covering July 1, 2009 –
December 31, 2009)
Each annual report must be accompanied by a fee:  $2000
– Beginning July 1, 2009
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Massachusetts Penalties and Enforcement

Knowing and willful violations punishable by civil fine of not 
more than $5000 per transaction, occurrence, or event
10 days prior to imposition of fines, notice and informal 
dispute resolution opportunity
No retaliation or adverse action against employees, 
applicants, health care providers, or covered recipients that 
take or have taken steps to further enforcement 
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Vermont Gift Ban and 
Revised Reporting Requirements

Passed by Vermont legislature on May 8, 2009
Awaiting Governor’s signature 
Would apply to “manufacturers,” which is defined to include 
pharmaceutical, biological product, or medical device 
manufacturers
“Legislative Findings” specifically references Vermont PID 
decision
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Vermont Gift Ban and 
Revised Reporting Requirements (cont’d)

Would prohibit items that fall within definition of “gift”
– “Gift” means “(A) anything of value provided to a health care 

provider for free; or (B) Any payment, food, entertainment, travel, 
subscription, advance, service, or anything else of value 
provided to a health care provider, unless (i) it is an [“allowable 
expenditure”] or (ii) the health care provider reimburses the cost 
at fair market value.”
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Vermont Gift Ban and 
Revised Reporting Requirements (cont’d)

Would amend existing financial disclosure requirements relating to 
payments to Vermont prescribers
Applies to pharmaceutical, biological product, and medical device 
manufacturers
Report:
– Any “allowable expenditure or gift” to a Vermont health care 

professional or to a Vermont academic institution or to a professional, 
educational, or patient organization representing or serving health care 
providers or consumers

• Exceptions:  Royalties and licensing fees, rebates and discounts provided in 
the normal course of business, payments for clinical trials (for which 
reported is delayed, not eliminated)

– Information related to product samples must be reported
• Receiving provider’s name and product sample’s name, quantity, and 

dosage
Companies that make disclosures of expenditures greater than $0 
must pay $500 annual fee

32



Vermont Gift Ban and 
Revised Reporting Requirements (cont’d)

Vermont AG responsible for making annual report of 
disclosures to the General Assembly and Governor by April 1 
of each year
– Following issuance of report, disclosed data must be made 

publicly available and searchable through an Internet website
– Exception:  Information on schedules II, III, and IV controlled 

substance samples will not be made publicly available
– Another exception:  trade secrets, which is defined to exclude 

disclosures required by Section 4632 (the payment disclosure 
requirement)
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Vermont Gift Ban and 
Revised Reporting Requirements (cont’d)

Effective Date:  If signed by Governor in current form ---
– Gift ban:  July 1, 2009
– Staggered dates of compliance for financial disclosures:

• Pharmaceutical manufacturers must file by November 1, 2009, 
disclosures based on the law in effect on June 30, 2009 for the time 
period July 1, 2008 to June 30, 2009

• Manufacturers of biological products and medical devices must file 
by October 10, 2010 based on new legislation for time period 
between January 1, 2010 to June 30, 2010

• After first year of reporting, annual report due October 1st of each 
year for the previous 12-month period ending June 30th

– Name of individual responsible for compliance:  July 1 of each 
year
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Vermont Penalties and Enforcement

Vermont Attorney General may bring an action for injunctive 
relief, costs, and attorney’s fees
Maximum civil penalty:  $10,000 per violation (with each 
unlawful failure treated as a separate violation)
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HITECH Act, Subtitle D (Privacy)

Prohibition on Sale of PHI [Sec. 13405(d), HITECH, Subtitle D]
– With certain exceptions, “a covered entity or business associate shall 

not directly or indirectly receive remuneration in exchange for any [PHI] 
of an individual unless the covered entity obtained from the individual . . 
. A valid authorization that includes . . . a specification of whether the 
[PHI] can be further exchanged for remuneration by the entity receiving 
[PHI] of that individual.”

– Some key exceptions: Public health activities; research; treatment of the 
individual; “M&A” transactions and related due diligence 

Narrowing of Health Care Operations Exception to 
“Marketing” [Sec. 13406, HITECH, Subtitle D]
– New restrictions apply where payment is made to a covered entity in 

exchange for making a marketing communication
– Another example of limitations on sale of data for marketing purposes
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Q & A



Contact Us

Scott D. Stein
(312) 853-7520 
sstein@sidley.com

Meenakshi Datta 
(312) 853-7169
mdatta@sidley.com
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