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Thﬁvmg ThroughaTurmoil:

Managing Sales and Marketing Regulation of

the Medical Device Industry

by D. Jeffrey Campbell and Jennifer A. Sanfilippo

edical devices range from

simple products, such as tongue
depressors and surgical gloves
to complex technological equipment, such
as pacemakers and incubators. Just as
medical devices vary widely, so too do the
laws and regulations that govern their sales
and marketing. As a result, in order to
succeed in this challenging market, medi-
cal device manufacturers must master a
complex assortment of conflicting laws,
state and federal, that control their ability

to effectively promote their products.

What are Medical Devices?
The Food and Drug Administration
(FDA) regards any “instrument, appara-

tus, implement, machine, contrivance,
implant, in vitro reagent, or other similar
or related article” that exhibits the fol-
lowing characteristics to be a “device™

o Recognized in the official National

Formulary, or the United States

Pharmacopoeia, or any supplement-
to them,

« Intended for use in the diagnosis of
disease or other conditions, or in the
cure, mitigation, treatment or pre-
vention of disease, in man or other
animals, or

o Intended to affect the structure or
any function of the body of man or
other animals, and which does not
achieve any of its primary intended
purposes through chemical action
within or on the body of man or
other animals and which is not
dependent upon being metabolized
for the achievement of any of its
primary intended purposes.!

By its very definition, there is a patent
distinction between medical devices and
other FDA-regulated products such as
drugs and biologics. The definition of

device specifically excludes those articles
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that achieve their “primary intended
purposes through chemical action” in or
on the body or depend on being metabo-
lized.? As such, products that interact
with the body via metabolic, pharma-
cological or immunological means are
regulated as drugs or biologics, rather
than as devices.” In contrast, products
that qualify as medical devices generally
achieve their primary effects through
physical action.*

The FDA’s Center for Devices and Ra-
diological Health (CDRH) is responsible
for the regulatory oversight of medical
devices and those firms that manufac-
ture, repackage, label or import medical
devices into the United States. As with
pharmaceuticals and biologics, medical
devices are regulated according to their
general complexity and risk to the public.
The Federal Food, Drug, and Cosmetic
Act, as amended by the Medical Device
Amendments Act of 1976, provides for
an explicit risk stratification for medical
devices—Class I, Class IT and Class ITI—
with the level of regulatory oversight in-

creasing from Class I to Class III devices.

Why the Medical Device
Industry is Unique

Inherent Differences
One of the key differences between
the pharmaceutical and medical device

FDLI

March/April 2010 | UPDATE

Update 2010, Issue 2
With Permission from FDLI, www.fdli.org

39


cpc
Text Box
Update 2010, Issue 2
With Permission from FDLI, www.fdli.org


40

industries is that there is an inherent
intimacy between devices and healthcare
professionals that is generally not seen

in the pharmaceutical world. While
pharmaceuticals are typically “discov-
ered,” medical devices are designed

and further refined in close collabora-
tion with healthcare professionals. This
practical distinction is significant when
considering conflict of interest issues
between the medical device industry and
healthcare professionals.

By their very nature, most medical de-
vices are primarily intended for profes-
sional use and therefore frequently serve
as “an extension of a physician’s hands.™
In the universe of devices, healthcare
professionals function as “operators,”
commonly deploying or using devices
in their procedures, rather than merely
prescribing them.” As a result, physicians
are often involved in both the conceptu-
alization and evolution of cutting-edge
device technology.® Many healthcare
professionals are medical device inven-
tors or have been key advisors to a
medical device company developing
or refining a particular device.” Health-
care professionals also frequently
“test-drive” medical device equipment
in order to make an educated decision
about which device they will use or
recommend for use.

In addition, medical devices require
more extensive healthcare professional
training and education than do pharma-
ceuticals. In fact, “the [FDA] mandates
training and education to facilitate the
safe and effective use of certain [medical
device products]” post market approval.®
Given the inherent technique-specific
character of medical devices, it is critical
that healthcare professionals be closely
involved with the device industry on
this training and education. Healthcare
professionals are in a unique position to

properly train and educate both their col-
leagues and the industry representatives
who will conduct future educational and
training sessions.

As “physician-industry interactions
are necessary at virtually every stage of
device development,” the medical device
industry is replete with potential conflicts
of interest." These conflicts are more
inherent in nature, but similar in kind, to
those faced by the pharmaceutical indus-
try: financial incentives for consulting,

research grants and speaker positions.

Industry Guidance

Recognizing the distinctive traits of
the medical device industry and the ur-
gent need to manage potential conflicts
of interest, the device industry developed
the Advanced Medical Association
(AdvaMed) Code of Ethics on Interac-
tions with Health Care Professionals
(AdvaMed Code). The AdvaMed Code—
like its pharmaceutical counterpart, the
Pharmaceutical Research Manufacturers
of America (PhRMA) Code on Inter-
actions with Healthcare Professionals
(PhRMA Code)—is a voluntary code
of ethics “intended to address the
unique interactions” that occur between
medical device companies and health-
care professionals.'

The AdvaMed Code draws a clear
distinction between those activities that
advance device innovation and those that
inappropriately influence the indepen-
dence of medical-decision making. In
this regard, the AdvaMed Code address-
es appropriate consulting arrangements,
grants, sales and marketing meetings, the
provision of gifts and meals, and support
of continuing medical education events."

As a code of ethics developed by the
device industry, for the device industry,
the AdvaMed Code also emphasizes the
distinction between drugs and biolog-
ics, and medical devices. The AdvaMed

Code declares that devices “are depen-
dent upon ‘hands on’ healthcare profes-
sional interaction” and underscores

the importance of training healthcare
professionals on the safe and effective use
of medical technology."

To this end, the AdvaMed Code, in
contrast to the PhARMA Code, contains a
section addressing company-conducted
product training and education. In ac-
cordance with the AdvaMed Code’s prin-
ciples, member companies may conduct
training sessions in venues “that are
conducive to the effective transmission of
information,” including clinical, educa-
tional, conference, or other settings, such
as hotels or other commercially available
meeting facilities.””

The AdvaMed Code also permits
member companies to provide attendees
with modest meals and refreshments in
connection with these programs and to
pay for the “reasonable travel and modest
lodging costs” of the attending health-

care professionals.®

State Regulation of
Medical Device Sales
and Marketing Activities:
A Nascent Hodgepodge
of Method and Objective

The Existing Landscape

Perhaps there is no better demonstra-
tion of the disparate treatment of medi-
cal devices than in the myriad state laws
and regulations governing marketing
and sales activities and related interac-
tions with healthcare professionals. In
recent years, there has been increased
scrutiny surrounding the interactions
between the life sciences industries and
medical professionals.

To date, seven states (California,
Maine, Massachusetts, Minnesota,
Nevada, Vermont and West Virginia)
and the District of Columbia directly
regulate sales and marketing activities of
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the pharmaceutical industry. Yet, out of
these seven states, only four—California,
Massachusetts, Nevada, and Vermont—
address the medical device industry.

California and Nevada regulate the
promotion and marketing of medical
devices by mandating the adoption of
a “code of conduct” governing a medi-
cal device company’s interaction with
healthcare professionals.”” These states
are unique in that this requirement ap-
plies to both pharmaceutical and medical
device manufacturers.

Under the California law, “every
pharmaceutical company” must adopt
a Comprehensive Compliance Program
(CCP) that is in accord with the Office of
Inspector General’s Compliance Program
Guidance for Manufacturers and the
PhRMA Code.** The CCP must establish
a company-determined limit on gifts or
other incentives provided to healthcare
professionals.”” A company must annu-
ally certify in writing that it is operating
in compliance with its CCP and the law.?

While at first glance the California law
appears to regulate only pharmaceutical
companies, a close reading of the statute
reveals that a “pharmaceutical company”
is defined as “an entity engaged in the
production...packaging, repackaging,
labeling, relabeling, or distribution of

dangerous drugs.”* “

Dangerous drug,”
in turn, includes “any drug or device
that, pursuant to federal or state law, may
be dispensed only by prescription...”.?
While devices fall within the purview of
the California law, the law fails to address
the unique traits of the device industry
and instead imposes on device manu-
facturers the same strictures that were
developed specifically for the pharma-
ceutical industry.

Although some have argued that the
California legislature did not intend to
regulate the marketing practices of the

device industry, most major medical

device companies doing business in
California comply with the law and
annually certify to their compliance. In
response to the law’s “one size fits all”
approach, however, many medical
device companies highlight in their
annual declaration of compliance the
inherent distinction between the
pharmaceutical and medical device
industries, and tailor their CCPs to the
unique needs of the device industry. For
example, as noted in the Becton, Dick-
inson and Company (BD) California
Compliance Declaration:

The AdvaMed Code of Ethics on
Interactions with Healthcare Profession-
als recognizes that the medical device
industry is significantly different than the
pharmaceutical industry. Consistent with
the HHS-OIG Guidance, we have tailored
our Comprehensive Compliance Program
to the nature of our business as a medical
device manufacturer.

While the California law makes refer-
ence to compliance with the PIRMA Code
on Interactions with Healthcare Profes-
sionals, we manufacture medical devices
rather than pharmaceutical products,
and have therefore adopted the AdvaMed
Code policies and procedures for compli-
ance, which are substantially similar to
the PhRMA Code. Thus, while we have
formally adopted the AdvaMed Code, we
believe that adherence to the AdvaMed
Code also constitutes compliance with the
PhRMA Code for purposes of satisfying
the requirements of the California law.”

Similarly, Medtronic Inc., one of the
world’s largest medical device manufac-
turers, and DePuy Spine Inc., a Johnson
& Johnson Company, also reference the
adoption of the AdvaMed Code, rather
than the PhARMA Code, as the basis of
their CCPs, given that the AdvaMed
Code “reflects the unique interactions
between medical technology companies

and health care professionals.”**

In contrast with California’s pharma-
ceutical industry-driven CCP, Nevada’s
marketing code of conduct law is explic-
itly directed towards both pharmaceuti-
cal and medical device manufacturers.”
Specifically, the Nevada law requires that
any “wholesaler or manufacturer who
employs a person to sell or market a drug,
medicine, chemical, device, or appliance”
in the state “adopt a written marketing
code of conduct which establishes the
practices and standards that govern the
marketing and sale of its products.”*

Unlike California, Nevada also tailors
the requisite topics to be addressed by
the code to the specific needs of the
particular industry. For example, Nevada
permits medical device manufactur-
ers to adopt, without modification, the
AdvaMed Code.” Alternatively, medical
device manufacturers may also develop
their own marketing code of conduct,
which must address the provision of
product education and training, sup-
port for third-party educational confer-
ences, sales and promotional meetings,
arrangements with consultants, gifts,
provision of reimbursements and grants
and other charitable donations.?®

In contrast, a pharmaceutical manu-
facturer who chooses to develop its
own code must ensure that the code
includes principles governing the basis
of healthcare professional interactions,
detailing sessions, as well as the provi-
sion of educational and practice-related
items.” The Nevada law also mandates
that pharmaceutical and medical device
companies adopt a training program
on the code, as well as conduct annual
audits and develop policies and proce-
dures to detect infractions and ensure
that employees are in compliance with
the adopted code’s principles.*

California and Nevada are not the only
states to impose a mandatory code of
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conduct. Nor are they the only states to
regulate the promotional and marketing
activities of medical device companies.
As of July 1, 2009, pharmaceutical and
medical device manufacturers alike must
comply with the Massachusetts Phar-
maceutical and Medical Device Manu-
facturer Conduct Act—an expansive law
that imposes both a mandatory code of
conduct, as well as marketing disclosure
and limitation requirements.*

In accordance with the law, phar-
maceutical and medical device manu-
facturers that employ or contract with
individuals engaged in any promotional
or marketing activities in the Com-
monwealth must adopt a state-authored
marketing code of conduct, which
incorporates components of both the
PhRMA and AdvaMed Codes.*” The
Massachusetts marketing code also im-
poses additional restrictions, including a
broad prohibition against the provision
of meals outside a healthcare profes-
sional’s office or hospital setting and a
restriction on paying travel expenses for
continuing medical education sessions
or other training events.” Pursuant to
the law, pharmaceutical and medical
device manufacturers also must adopt
a training program on the code and
submit a description of the program to
the Massachusetts Department of Public
Health (Department).** As in Califor-
nia, companies must also certify to the
Department that they are in compliance
with the law.”

Although restrictive, Massachusetts
has been relatively sensitive to the pecu-
liar needs of the device industry. In the
recently adopted regulations, “hospital
setting” includes “a pharmaceutical or
medical device specialized training facil-
ity, where the facility, as certified to the
Department by the pharmaceutical or
medical device manufacturing company,

is specifically designed to approximate
the conditions of a surgical suite, or the
conditions of a working clinical laborato-
ry or to provide medical training on large
and/or technical medical devices, such as
surgical equipment, implants, and imag-
ing and clinical laboratory equipment.”

As a result, medical device manufac-
turers are not strictly limited to provid-
ing meals in a healthcare professional’s
office. The Massachusetts law also allows
for the “payment or reimbursement for
the reasonable expenses, including travel
and lodging related expenses necessary
for technical training of health care prac-
titioners on the use of medical device”
provided that the manufacturer’s “com-
mitment to provide such expenses, and
the amounts or categories of reasonable
expenses to be paid, are described in the
written agreement between the health
care practitioner and the device vendor
for the purchase of the device.”” Ad-
ditionally, medical device manufacturers
may also provide “reasonable quantities
of medical device demonstration and
evaluation units” for the purposes of as-
sessing the appropriate use and function-
ality of the product.®®

The Massachusetts law also requires
that both pharmaceutical and medi-
cal device companies disclose any gifts
or payments that exceed a statutorily
defined amount, provided either directly
or indirectly to state-licensed healthcare
professionals.* Specifically, a pharma-
ceutical and medical device manufactur-
ing company “that employs or contracts
with a pharmaceutical or medical device
manufacturer agent” must publicly
disclose the “value, nature, purpose and
particular recipient of any fee, payment,
subsidy or other economic benefit with
avalue of at least $50” that the com-
pany provides directly or indirectly to a

healthcare professional.*’ Expenditures

subject to this annual disclosure require-
ment include compensation for bona fide
consulting services and reimbursement
of expenses made in conjunction with
product training; evaluation and demon-
stration units, however, are exempt

from disclosure."

Until recently, the Massachusetts law
was regarded as the most restrictive
sales and marketing law in the nation.**
With the passage of Vermont Senate
Bill 48 on June 8, 2009, Vermont’s newly
amended Vermont Prescription Drug
Cost Containment law has arguably
earned this distinction. While the earlier
version of the Vermont law impacted
only pharmaceutical companies, the
amended version is broadly directed at
“manufacturers of prescribed products,”
which includes not only pharmaceutical
manufacturers, but device manufactur-
ers as well.** As amended, the Vermont
law imposes, with few exceptions, a ban
on the provision of “gifts” by “manufac-
turers of prescribed products.™* A “gift”
includes anything of value provided to a
healthcare professional for free, includ-
ing any payment, food, entertainment,
travel, advance or service, unless the
healthcare professional reimburses the
manufacturer at fair market value, or it is
an “allowable expenditure.™

Vermont is thus the first state in the
nation in which medical device manu-
facturers are prohibited from provid-
ing meals to a healthcare professional,
even within an office or hospital setting.
Nevertheless, as with the Massachusetts
law, the amended Vermont Prescribed
Products law attempts to address the
medical device industry’s concerns.

The law permits, as an “allowable ex-
pense,” the provision of reasonable travel
and lodging-related expenses accrued in
connection with the technical training of

a healthcare professional on the use of a

UPDATE | March/April 2010

www.fdli.org



medical device, provided the commitment
to provide such expenses is captured in a
written agreement between the healthcare
professional and the manufacturer.*

In addition, the law allows for the
short-term loan of a medical device (not
to exceed 90 days) for evaluation by a
healthcare professional or patient, as well
as the provision of “reasonable quanti-
ties of medical device demonstration or
evaluation units to a [healthcare profes-
sional] to asses the appropriate use and
function of the product...”.*

As amended, the Vermont law also
includes the medical device industry
within the purview of the state’s ex-
penditure disclosure requirements. In
accordance with the Vermont law, “every
manufacturer of prescribed products
shall disclose . . . the value, nature,
purpose, and recipient information” for
any allowable expenditure.*® Although
prescription drug samples are specifically
exempt from disclosure, device manu-
facturers must disclose all transfers of
value, including medical device samples,
short-term device loans and demonstra-
tion units.* As in Massachusetts, these
disclosures are part of the public record.®
Additionally, the Vermont law shares
one other similarity with the Massachu-
setts law: its effective date. Both the gift
prohibition and disclosure requirements

became effective on July 1, 2009.”

Legislative Trends

In 2008, approximately 52 bills regard-
ing sales and marketing disclosures
or limitations were introduced in 21
state legislatures. Of these 52 bills, only
four were applicable to the sales and
marketing activities of medical device
companies. In 2009, approximately 35
marketing disclosure or limitation bills
were introduced in 18 states, with 17 of
these bills impacting the medical device

industry. This year, in the month of Janu-

ary alone, seven bills have been intro-
duced in five states, with more than half
of the bills affecting the medical device
industry-- continued evidence of the
increase in the states’ efforts to regulate
the activities of this industry.*

One of the bills recently introduced,
Massachusetts’ “An Act Making Techni-
cal Corrections to Health Care Practi-
tioner and Pharmaceutical and Medical
Device Manufacturer Conduct” (Mas-
sachusetts Bill), would set yet another
benchmark in the state arena of sales
and marketing legislation if passed: the
imposition of a licensing requirement for
all “pharmaceutical and medical device
manufacturer agents.”*

While a pharmaceutical detailer li-
cense is currently required in the District
of Columbia,* the Massachusetts Bill,
if adopted, will make Massachusetts
the first state to impose this burden-
some requirement on the medical device
industry. Under the Massachusetts Bill
and existing Massachusetts law, “phar-
maceutical and medical device manu-
facturer agents” include any individual
engaged in detailing or other promo-
tional and marketing activities for the
purposes of “promot[ing], oppos[ing], or
influenc[ing] the prescribing of a particu-
lar ... medical device or category of . ..
medical devices ... .”®

As medical device representatives’
interactions with healthcare profession-
als are typically centered on the training
and education of healthcare professionals
on the use of a device, it remains to be
seen how the Department would apply
the law to the device industry, given the

industry’s training obligations.
Looking Forward

In the Wake of Transparency
There is a growing trend, on both

the state and the federal level, towards

transparency in the sales and marketing
of medical devices. As demonstrated by
the number of medical device market-
ing disclosure bills introduced in recent
years, more and more states are attempt-
ing to include medical devices within
their regulatory rubric. In addition, in
January 2009, United States Senators
Grassley and Kohl introduced the Physi-
cian Payments Sunshine Act of 2009
(Sunshine Act), a reincarnation of a bill
previously introduced in the past two
congressional terms.*

Portions of the Sunshine Act were
incorporated into some of the recent
healthcare reform bills, including the
Affordable Health Care for America Act
and the Patient Protection and Afford-
able Care Act.”” Under the proposed
federal legislation, pharmaceutical,
biologics, and medical device manufac-
turers would be required to disclose all
payments or other transfers of value over
a statutorily defined amount that are pro-
vided to certain healthcare profession-
als.”® The short-term loan of a covered
medical device, and items or services that
are performed under a contractual war-
ranty for a device would be exempt
from disclosure.”

The federal legislation would also
preempt any state disclosure laws that
require a manufacturer “to disclose
or report, in any format, the type of
information . . . regarding a payment
or other transfer of value” that must
be reported under federal law.®® Al-
though the future of the proposed
healthcare reform legislation is still
unknown, in the event the Sunshine Act
provisions become law, both the phar-
maceutical and medical device indus-
tries would still be required to comply
with any state-imposed requirements or
limitations not otherwise preempted by

federal law.
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How the Medical Industry
Can Manage the Divergent
Regulatory Climate

It is virtually certain that state govern-
ments and investigative agencies will
continue to “close the gap” and begin
to regulate the sales and marketing
activities of medical device companies
to the same degree they do their phar-
maceutical counterparts. While aimed
at creating more transparency, these
developments pose an undue burden on
the device industry at large.

First, the disparate regulatory land-
scape complicates the implementation
of compliance and training programs
for medical device companies. Medical
device companies must implement com-
pliance programs that not only satisfy
the different requirements of every state
in which they do business, but must also
create programs that are flexible enough
to adapt to future legislation.

Second, the inconsistent treatment
of pharmaceutical and medical device
products in state laws is onerous for
manufacturers that market both medical
devices and pharmaceuticals. Recently,
there has been a surge in dermal fillers
and other aesthetics products that are
regulated by the FDA as devices, but are
marketed by traditional pharmaceutical
companies. These companies must now
carefully monitor the sales and market-
ing regulations of every state to ensure
they are compliant with all relevant regu-
lations, be they directed towards devices
or pharmaceuticals.

Finally, the medical device industry
risks a “one-size-fits-all” approach in
those states that include both pharma-
ceutical and medical devices within their
sales and marketing precepts. While
some states make at least an overture
of acknowledging the issues particular
to the device industry, others attempt

to “force-fit” device companies into the
existing pharmaceutical framework.

In an effort to self-regulate in advance
of the impending sweep of state law, the
medical device industry’s trade associa-
tion, AdvaMed, revised and restated its
AdvaMed Code effective July 1, 2009.
Although the revised AdvaMed Code
incorporates some of the tenets of the
ubiquitous and recently updated PARMA
Code, including an explicit prohibition
against the provision of entertainment or
recreational events and non-educational
branded promotional items, it contin-
ues to reinforce the distinction between
the medical device and pharmaceutical
industries given the “complexity and
‘hands on’ nature of [medical device
technology] and the importance of hav-
ing Health Care Professionals under-
stand how to use the technologies safely
and effectively.™!

While the revised AdvaMed Code
represents a step in the right direction,
the medical device industry must do
more. Medical device companies must
continue to educate state regulators on
the unique traits of the device industry.
These educational efforts are critical in
ensuring that future legislation addresses
the specific concerns of medical device
manufacturers and existing laws are
not amended to merely include medical
devices absent a sensitivity to the fact
that devices are developed, marketed,
and used by healthcare professionals
and patients very differently than
are pharmaceuticals.

Although the incorporation of Sun-
shine Act in proposed federal healthcare
legislation could create uniform disclo-
sure requirements for the medical device
industry, other elements of state regula-
tion, such as marketing limitations, pro-
hibitions, licensing and training require-

ments, would remain in effect. Thus, it is

imperative that device companies both
monitor state legislative activity and be-
gin tracking all marketing expenditures,
including those to prescribers, pharma-
cists, group purchasing organizations,
pharmacy benefit managers, hospitals,
and medical schools. Further, in the
event that proposed federal healthcare
legislation becomes law, medical device
manufacturers would still face appli-
cable state gift limitations and any other
disclosure requirements not otherwise
preempted under federal law. Ultimately,
medical device companies should con-
sider voluntarily disclosing all payments

to healthcare professionals.? A

1 Food, Drugand Cosmetic Act, 21 U.S.C. § 321(h) (2010).

2 Id

3 See FDA/CDRH, Device Advice: Is The Product a
Medical Device?, available at http://www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/
Overview/ClassifyYourDevice/ucm051512.htm.

4 Id

5 See21 U.S.C.§ 360c(a); see also 21 C.F.R. § 860.3(c)
(2010). Class I devices present minimal risk of harm
to the patient, are typically simple in design and
manufacture, and have a history of effective and safe
use as compared to the higher-class devices. See FDA/
CDRH, Device Advice: General and Special Controls,
available at http://www.fda.gov/MedicalDevices/De-
viceRegulationandGuidance/Overview/Generaland-
SpecialControls/default.htm (hereinafter, “General
and Special Controls”). Examples of Class I devices
include stethoscopes, elastic bandages, and surgical
gloves. Class I devices are subject to the least regula-
tory oversight and consequently must adhere only to
certain “general controls,” which include listing with
the FDA all devices which are to be marketed and the
submission of a pre-market notification (510(k)) to
the FDA before marketing a device. See id.; see also 21
C.EF.R. §860.3(c)(1). Class II devices, in contrast, are
those for which “general controls alone are insuffi-
cient to provide reasonable assurance of [their] safety
and effectiveness” and requires “special controls”
to provide such assurances. Id. § 860.3(c)(2). These
special controls may include compulsory perfor-
mance standards, unique labeling requirements, and
post-market surveillance. See General and Special
Controls, supra note 5. Medical devices classified in
this category include electric-powered wheelchairs,
infusion pumps and x-ray machines. Class III is the
most stringent regulatory classification for devices.
See id. Medical devices in this category generally
support or sustain human life, are of substantial
importance in preventing impairment of human
health or present a potential unreasonable risk of
illness or injury to the patient. See 21 C.F.R. § 860.3(c)
(3). Like its pharmaceticial counterparts, Pre-Market

Approval (“PMA”) submission and approval is gener-
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ally required prior to marketing a Class III device. See
id.; see also General and Special Controls, supra note
5. Examples of Class III devices that require PMA
include replacement heart valves, injectable dermal

fillers and silicone gel-filled breast implants.

manufacturers of Class I medical devices that are ex-
empt from Premarket Notification under the federal
Food, Drug and Cosmetic Act (510(k) exempt device
manufacturers) are not subject to [the law]”. See Mass.
Dep’t of Pub. Health, Frequently Asked Questions:

48
49

Id § 4632(a)(1).

See Vermont Guide, supra note 47. Note, according
to the Vermont Guide, manufacturers need to report
only the fact that a loan of a medical device, evalu-

ation unit, or free samples of medical devices were

6  Advanced Medical Technology Association (“Ad- Pharmaceutical and Medical Device Manufacturer provided, not the monetary value of the device. The
vaMed”), Code of Ethics on Interactions with Health Conduct (Apr. 2009), available at http://www.mass. monetary value for these items therefore should be
Care Professionals 1 (Eff. July 1, 2009), available at gov/Eeohhs2/docs/dph/quality/healthcare/pharma- reported as $0. See id.
http://www.advamed.org/MemberPortal/About/ ceutical_medical_device_conduct_faq.pdf. 50 VT.STAT. ANN. tit. § 4632(a)(1); see MAss. GEN. Laws
code/ [hereinafter, AdvaMed Code). 32 See Mass. GEN. Laws ch. 111N, § 2; see also 105 ch. 111N, § 6(2).

7  SeePaul A. LaViolette, Medical Devices and Conflict Mass. Cope REGS. 970.005. 51 Medical device manufacturers must disclose all
of Interest: Unique Issues and an Industry Code to 33 See 105 Mass. Cope REGs. 970.006-.008. reportable expenditures no later than October 1,
Address Them, 74 CLEV. CLINIC ]. OF MED. S26, S26 34 Seeid.at 970.005(1)(b). 2010, for the 6-month period ending June 30, 2010.
(Supp. 2007). 35 Seeid. at 970.005(1)(c). See Vermont Guide, supra note 47.

8 Seeid.atS27. 36 Id.at 970.004. 52 InJanuary 2009, Colorado, Hawaii, and New York

9  Seeid. 37 Id.at 970.008(2)(b). introduced marketing and disclosure legislation

10 AdvaMed Code, supra note 6, at 3. 38 Id.at970.008(2)(f). that, if passed, would impact the activities of medical

11 LaViolette, supra note 7, at S27. 39 See Mass. GEN. Laws ch. 111N, § 6(1); see also 105 device companies.

12 AdvaMed Code, supra note 6, at 13. Mass. Cobe REGs. 970.009. Note, the first annual 53 SeeS.547,186th Gen. Assembly § 5 (Mass. 2009)

13 See generally AdvaMed Code, supra note 6. disclosure report is due July 1, 2010. 105 Mass. CODE (emphasis added). As of the date of this article, the

14 Id.at1,13. REGs. 970.009(1). Massachusetts Bill is still pending.

15 Id.at4. 40 105 Mass. CoDE REGs. 970.009(1). 54 SeeD.C. CoDE § 3-1207.41-45 (2009).
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