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Section Co-Chairs’ Corner

Winter 2009

Happy 2009! With a new year, comes a new edi-
tion of Health Law Reporter. Once again, the
Health Law Section’s Communications Committee
has assembled an outstanding collection of arti-
cles on a range of topics, including an overview of
litigation affecting the pharmaceutical industry by
Tom Barker, Josh Greenberg's article on legisla-
tion clarifying the legal and ethical permissibility
of research on human fetuses and neonates, and
an overview of proposed DPH regulations imple-
menting the “gift ban” legislation that regulates fi-
nancial interactions between pharmaceutical and
medical device manufacturers and health care
practitioners by Melissa Lopes. As always, we are
grateful to the authors, peer reviewers, and edi-
tors who make the Reporter possible.

We recently had the pleasure of meeting with
Gerry Cahill and other members of the pro bono
committee of the Civil Rights & Civil Liberties Sec-
tion, with the goal of trying to find opportunities
for collaboration between the Pro Bono Commit-
tee and the Health Law Section. We heard a num-
ber of compelling proposals and have made it a
priority to find ways for the Health Law Section to
support the pro bono work of the Association. If
you have specific suggestions, we welcome them;
please feel free to contact either of us with your
thoughts.

The Health Law Section has been active in sched-
uling both continuing education and brownbag
lunch programs on a wide variety of health law
topics, including elder care issues, the impact of
the gift ban regulations on continuing medical
education, antitrust, the legislative process, advo-
cacy, and our recent Legislative Update. Upcom-
ing programs include a session on health fraud.
Please take advantage of these opportunities for
education and professional development.

Matt Herndon and Dave Szabo
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Washington Word: Recent Litigation Affecting
the Pharmaceutical Industry

By Thomas Barker, Esq.

Two pieces of litigation - one re-
cently argued before the Supreme
Court of the United States, the oth-
er recently decided by the U.S. Dis-
trict Court for the District of Colum-
bia - should be of great interest to
practitioners in the life sciences in-
dustry. Wyeth v. Levine, argued be-
fore the Supreme Court on Novem-
ber 3, 2008, raises the question
of whether the Federal Food, Drug
and Cosmetic Act (FDCA) impliedly
pre-empts state common law tort
claims. Hays v. Leavitt, decided by
the district court in October 2008,
enjoins the Centers for Medicare
& Medicaid Services (CMS) from
utilizing an alternative reimburse-
ment methodology for outpatient
prescription drugs paid under part
B of the Medicare program, even
where the drug is, in the view of
CMS'’s contractors, clinically identi-
cal to a less costly drug. This ar-
ticle considers both cases.

The Wyeth Pre-Emption Case

Last Term, in Riegel v. Medtron-
ic, 552 U.S. ___, 128 S. Ct. 999
(2008), the Supreme Court held, in
an 8 - 1 decision, that the Medi-
cal Device Act Amendments of
1976 expressly pre-empted a state
common law tort claim brought
against the manufacturer of a
medical device. At issue was 21
U.S.C. § 360k(a), which provides
that a state shall not “establish or
continue in effect with respect to a
device intended for human use any
requirement - (1) which is different
from, or in addition to, any require-
ment applicable under this chapter
to the device, and (2) which relates
to the safety or effectiveness of the

device ....” After concluding that
the federal government had es-
tablished requirements applicable
to the medical device at issue in
the case, the Supreme Court ana-
lyzed whether the common law tort
claim was based on state require-
ments that are “different from, or
in addition to” the federal require-
ments and that relate to safety and
effectiveness. Concluding that the
tort claim indeed relied on state re-
quirements that differed from the
federal requirements, the Court
found the claim expressly pre-
empted based on the clear words
of the statute.

In contrast to Riegel, Wyeth in-
volves a case of implied pre-emp-
tion. Under traditional implied
pre-emption analysis, a state law
can be pre-empted by federal law
where it is “‘impossible’ for private
parties to comply with both state
and federal law,” Geier v. American
Honda Motor Co., 529 U.S. 861,
873 (2000), or where the state law
“stands as an obstacle to the ac-
complishment and execution of the
full purposes and objectives of Con-
gress,” Hines v. Davidowitz, 312
U.S. 52, 67 (1941). Because Con-
gress has not specifically spoken to
the question of whether state law
tort claims against pharmaceutical
manufacturers are pre-empted, the
Supreme Court must use implied
pre-emption analysis to decide the
Wyeth case.

The facts of Wyeth are tragic. Mrs.
Levine was a concert guitarist
and was a chronic migraine head-
ache sufferer. Her physician had

prescribed Phenergan® to treat
nausea associated with her medi-
cal condition. The Food and Drug
Administration (FDA) approved the
drug in 1955. It was approved as
safe and effective when adminis-
tered by either deep intramuscular
(IM) or intravenous (IV) injection.
The FDA-approved label indicated
that IV injection produced clinical
effects four times faster; however,
Wyeth and the FDA had long been
aware since the 1960s that there
was risk when the drug was ad-
ministered by IV injection. In par-
ticular, reports indicated that some
patients receiving the drug through
IV administration had developed
gangrene requiring amputation of
a limb when blood in a patient’s
arteries came into contact with
Phenergan®. That is precisely what
happened to Mrs. Levine. Notably,
however, and despite the fact that
similar clinical events had occurred
with other patients, the FDA never
required Wyeth to eliminate IV ad-
ministration from the drug’s label-

ing.

A pharmaceutical manufacturer
may not introduce for sale into in-
terstate commerce any product
that does not contain an FDA-ap-
proved label, and may not market
a new drug unless it has submitted
a New Drug Application to the FDA
and received the agency’s approv-
al. 21 U.S.C. § 355(a). Often, ev-
ery word on the label is negotiated
carefully with the FDA and the man-
ufacturer. As a result of this pains-
taking negotiation, a manufacturer
generally cannot change the label
without submitting a supplemental
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application subject to the approval
of the FDA. A manufacturer must
submit such a supplemental ap-
plication when it becomes aware
of a substantial hazard associated
with use of the drug. 21 C.F.R. §
314.70(b)(4).

FDA approval aside, however, a
manufacturer may change a drug’s
labeling without awaiting FDA ap-
proval, if the change “add[s] or
strengthen[s]” a warning. 21 C.F.R.
§ 314.70(c)(6)(iii)(A) and (C). Nev-
ertheless, the FDA interprets this
regulatory provision as permitting
a change in labeling without FDA
approval only where it addresses
“newly-discovered risks” ie.,
those that were not known at the
time of FDA approval.l If a manu-
facturer changes a label without
obtaining FDA approval, the agency
may disapprove the change and
could order the manufacturer to
cease distribution of the product.
21 C.F.R. § 314.70(c)(7).

After her injury, Mrs. Levine sued
Wyeth, the manufacturer of Phen-
ergan® in Vermont State court
under a state common law negli-
gence theory. In particular, Mrs.
Levine alleged that Wyeth failed to
adequately warn physicians of the
risks of IV administration of Phen-
ergan®, even though it had a duty
to do so. She prevailed in the trial
court and the Vermont Supreme
Court affirmed. The Supreme Court
of the United States granted a writ
of certiorari to review the Vermont
decision.

In light of the foregoing, it is easy
to see the specter of implied con-
flict pre-emption brewing. Wyeth’s
argument is that it is impossible to
comply with federal law - which per-
mits changes to a drug’s approved
labeling without FDA approval only
in very narrow circumstances not
applicable here - and the rule an-
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nounced by the Vermont Supreme
Court, which seems to impose a
duty on a manufacturer to revise
the label when a manufacturer
becomes aware of previously-un-
disclosed risks of a product. Thus,
according to Wyeth, because it
is impossible for it to comply with
both federal law (generally pro-
hibiting a labeling change) and
the state law (requiring a labeling
change), the state law must yield
and Mrs. Levine’s claim is impliedly
pre-empted.

The U.S. Supreme Court asked for
the FDA's views on the pre-emp-
tion question. The FDA, in an am-
icus brief submitted to the Court,
agreed with Wyeth and argued that
Mrs. Levine’s claim was impliedly
pre-empted. The FDA brief focused,
in part, on the policy reasons for
this position. These policy con-
siderations relate to the balancing
that the FDA must conduct when
assessing the safety and efficacy
of a pharmaceutical or biological
product or medical device. On the
one hand, the FDA cannot permit
for sale in interstate commerce a
product that is ineffective or, even
worse, dangerous. On the other
hand, being overly restrictive risks
limiting the availability of curative
or palliative treatment for patients.

In the FDA’s judgment, this balanc-
ing test is best conducted by scien-
tists and clinicians at the FDA and
not juries composed of laypersons
in the trial courts of the 50 states.
The jury in Mrs. Wyeth’s case heard
evidence of how Wyeth’'s product
harmed her, but the jury was not in
a position to conduct a balancing
test of the attenuated risks of harm
to a small number of patients vs.
the large number of patients whose
medical condition would improve
when given Phenergan®. Only the
FDA - in its nationwide administra-
tion of the FDCA - is able to con-

duct such an assessment. Hence,
the FDA argued, Mrs. Levine’s claim
should be pre-empted.

Handicapping the Supreme Court’s
decision - which will be handed
down before the Court adjourns for
the Term in June - is very difficult.
Press coverage of the oral argu-
ments indicate that the justices
were split, and partially unpredict-
ably.?2 It does seem clear that the
decision will not be as decisive as
the decision in Riegel in the prior
term.

If Mrs. Levine prevails, it seems
likely that state tort claims against
pharmaceutical manufacturers will
explode. The downside of this ex-
plosion, of course, is that research
and development on promising
new medical treatments will de-
cline as manufacturers delay intro-
ducing these new treatments into
interstate commerce as they await
more data on rare, adverse medi-
cal events in order to warn consum-
ers. In addition, manufacturers will
over-warn consumers and physi-
cians, making it increasingly likely
that consumers and physicians will
not pay due heed to the warnings.
As noted above, the FDA approval
process is a tricky balancing test;
that balancing test will become
more complicated if state common
law tort claims are not pre-empted.

If Wyeth prevails, the manufac-
turer may be celebrating a Pyrrhic
victory. That is because Congress
has made clear that if the Supreme
Court finds implied pre-emption in
these common law claims, Con-
gress willamend the FDCA to make
clear that such claims are not pre-
empted. While itis at it, Congress
will quite likely overturn the Riegel
decision as well, repealing the ex-
press pre-emption provision of the
FDCA applicable to approval of
medical devices. This is, of course,
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a policy decision for Congress to
make involving the same balanc-
ing test that the FDA conducts: the
safety of consumers vs. the need
of those consumers for palliative
medical treatments.

Medicare Reimbursement for
Pharmaceutical Products: Hays
v. Leavitt

One might be excused for forget-
ting, in light of Medicare’s part D
prescription drug benefit, that Medi-
care has long provided coverage
for some outpatient prescription
drugs. These drugs, covered under
part B of the program, are generally
drugs that must be administered in
a physician’s office and incident to
a physician’s service. 42 U.S.C. §
1395x(s)(2)(A).2 Since 2006, part
B drugs are generally reimbursed
by Medicare at 106% of the aver-
age sales price of the drug. 42
U.S.C. § 1395w-3a(b)(1)(A).

Before Medicare will pay for any
covered benefit, however, the pro-
gram must analyze whether ex-
penses incurred by a beneficiary
are “reasonable and necessary
for the diagnosis or treatment” of
a medical condition. 42 US.C. §
1395y(a)(1)(A). In particular, the
statute provides that “no payment
may be made ... forany expenses in-
curred for items or services - which
... are not reasonable and neces-
sary for the diagnosis or treatment
of illness or injury.” Id. CMS or its
contractors rely on national or local
coverage decisions to determine
whether or not expenses meet the
statutory standard. CMS has long
taken the position that where ex-
penses are incurred for two cov-
ered benefits that offer clinically
identical therapeutic outcomes,
the program will only pay for the
“least costly alternative” product
under the theory that expenses for
the more expensive product are not

“reasonable and necessary” within
the meaning of the statute.*

In Hays v. Leavitt, a Medicare ben-
eficiary and the manufacturer of
a part B drug successfully chal-
lenged this “least costly alterna-
tive” policy. Patients with chronic
obstructive pulmonary disease
(COPD) are often prescribed alb-
uterol for their medical condition.
Dey manufactures DuoNeb®, an
inhalation drug that combines alb-
uterol and ipratropium in one dose.
In the view of CMS’s contractors,
articulated through a local cover-
age determination, DuoNeb®, al-
though more expensive, is clinically
indistinguishable from albuterol.
To that end, they invoked CMS’s
least costly alternative policy and
announced that payment for DuoN-
eb® would be at the albuterol rate.
The manufacturer and a beneficia-
ry challenged the policy.

The U.S. District Court for the Dis-
trict of Columbia invalidated the
policy. The court reasoned that
the statute specified only one rate
of payment for part B drugs: 106%
of the average sales price for the
drug. According to the court, CMS
or its contractors lacked authority
under the statute to specify a differ-
ent payment rate. The court reject-
ed CMS’s position that the phrase
“reasonable and necessary” in 42
U.S.C. § 1395y(a)(1)(A) modified
the word “expenses” in that sec-
tion; in CMS’s view, such a con-
struction would permit it to adjust
the “expenses” that it determined
were “reasonable and necessary”
and pay at a lower rate. Rather, the
court held that the phrase “reason-
able and necessary” instead modi-
fied the phrase “items or services.”
Under that construction, once CMS
determined that an item or service
was “reasonable and necessary,” it
could not alter the statutorily-pre-
scribed payment rate.

It is worth briefly noting the issue
of standing. CMS argued that the
manufacturer lacked standing to
bring the challenge, as it was not
negatively affected by the reim-
bursement decision since CMS
does not reimburse the manufac-
turer directly. Rather, CMS reim-
burses the physician who purchas-
es the drug. The court agreed with
CMS'’s position here that the manu-
facturer lacked standing. Ultimate-
ly, however, the case went forward
because of the presence of a Medi-
care beneficiary who, in the court’s
view, clearly did have standing to
bring the claim. As a result, future
challenges to CMS policies articu-
lated through a coverage decision
will likely be brought by beneficia-
ries rather than manufacturers.

Affirmation of the District Court’s
decision in Hays v. Leavitt by the
U.S. Court of Appeals for the Dis-
trict of Columbia will seriously hin-
der the ability of CMS to control
spending on part B drugs nation-
wide, given that a decision in the
D.C. Circuit is essentially a nation-
ally-effective decision. The recent
interest in “comparative effective-
ness,” in which a body of medical
experts determines whether a par-
ticular medical treatment is worth
the reimbursement assigned to it,
could also be impacted by this de-
cision. Certainly, under the Hays
decision, it would be far more dif-
ficult for CMS to take action once
it has assessed the comparative
effectiveness of two clinically simi-
lar part B drugs. If a future Con-
gress and Administration intend to
introduce the comparative effec-
tiveness model in publicly-funded
health care, the Hays decision will
need to be addressed.

Conclusion
Practitioners in the life sciences

industry will be interested in the
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outcome of the Wyeth case and in-
terested in the government’s next
steps in Hays v. Leavitt. The deci-
sion in Wyeth will obviously have
nationwide impact. Given that
Hays was filed in the D.C. Circuit,
an adverse decision for the govern-
ment at the appellate level would
effectively have nationwide impact.
Such nationwide decisions could
also invite Congress to legislate in
both areas.

1 See 47 Fed. Reg. 46,623 (Oct. 19, 1982); 73 Fed.
Reg. 49,603 - 10 (Aug. 22, 2008); and 21 C.F.R. §
601.12 (codifying that interpretation). The 2008
codification merely reflected FDA's longstanding
- dating back to 1982 - interpretation of the regu-
lation.

2 See, e.g., Jerry Markon, “High Court Case Looms
Large for Drugmakers,” The Washington Post at
D-01 (Nov. 4, 2008) (citing “divisions within the
conservative bloc of the court” as exemplified by
questions by Justice Alito). See also Adam Liptak,
“Justices Weigh Effect of F.D.A. Approval of Drug
Labels on Suits in State Courts,” The New York
Times at A-20 (Nov. 3, 2008) (also highlighting
Justice Alito’s skepticism of the manufacturer’'s
claim).

3 Incredibly, in light of the historically abysmal job
the Medicare program has done setting prices
for part B drugs, some in Congress have actually
advocated extending this price-fixing regime to the
part D program - a sure way to drive up the costs
and politicization of the part D benefit.

4 CMS has never codified this interpretation in its
regulations. Rather, it appears in the Medicare
Benefit Policy Manual.
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Targeting and Eliminating Potential Conflicts
of Interest in the Industry/Practitioner
Relationship: The Massachusetts Approach

By Melissa Lopes, Esq.

Introduction

On August 10, 2008, Governor De-
val Patrick signed into law Chap-
ter 305 of the Acts of 2008, An
Act to Promote Cost Containment,
Transparency and Efficiency in the
Delivery of Quality Healthcare (the
“Act”). Part of this Act, Chapter
111N, directs the Massachusetts
Department of Public Health (“De-
partment”) to regulate financial
interactions between pharmaceu-
tical and medical device manu-
facturers and health care practi-
tioners.! Chapter 111N grew out
of a desire to make information
relating to certain financial rela-
tionships between industry and
health care practitioners publicly
available and to identify and mini-
mize potential conflicts of interest
in such relationships. According to
the Prescription Project, an advo-
cacy group dedicated to advancing
medical practice and policy, 94% of
physicians nationally have received
food, drug samples, or other reim-
bursements or payments from the
drug industry.?2  Pharmaceutical
companies employ about 90,000
detailers and spend over $7 billion
annually to market their products
to physicians.® Pervasive industry
interactions with health care prac-
titioners raise questions of bias
in medical decision-making,* and
may potentially influence prescrib-
ing patterns.

Evolving Policy Solutions

Conflicts of interest, both real and
perceived, in the industry-practi-
tioner relationship have motivated

medical organizations such as
the American Medical Association
(“AMA”) and the American College
of Physicians to endorse adherence
to voluntary guidelines. Guidelines
outlining ethical conduct have
been established by the AMAS
the federal Office of the Inspector
General,® and industry groups such
as the Pharmaceutical Research-
ers and Manufacturers of Ameri-
ca (“PhRMA”)" and the Advanced
Medical Technology Association
(“AdvaMed”)8.  Both the PhRMA
and AdvaMed Codes of Conduct
address the myriad of interactions
between pharmaceutical and medi-
cal device manufacturers and prac-
titioners, providing guidance on
sponsorship of continuing medical
education and other scientific and
professional meetings, the conduct
of informational presentations
and trainings, and the provision of
gifts, educational materials, meals,
travel and lodging, and other ben-
efits to practitioners. All of these
voluntary guidelines, however, lack
mechanisms for monitoring and
ensuring compliance, making them
inadequate to the task of minimiz-
ing potential conflicts of interest.

Recognizing the need for enforce-
ment mechanisms, a number of
states have enacted legislation
aimed at regulating potential con-
flicts of interest in industry-prac-
titioner interactions. Prior to the
passage of Chapter 111N, state
regulation of the industry-practi-
tioner relationship took the form of
either compliance requirements or
disclosure requirements. Current-

ly, seven states and the District of
Columbia have laws that regulate
marketing conduct by pharmaceu-
tical and/or medical device manu-
facturers.® Three states, including
Massachusetts, require compliance
programs and regulate conduct by
both pharmaceutical and medical
device manufacturers.’® Of these
three states, Massachusetts is the
only state to establish and require
compliance with a state-authored
Marketing Code of Conduct for
both pharmaceutical and medical
device manufacturers and also to
require disclosure of industry pay-
ments to practitioners. Five states,
including  Massachusetts, and
the District of Columbia require
disclosure of industry payments
to practitioners.* Three of these
states, including Massachusetts,
make such disclosures publicly
available, to varying degrees.*? Of
these three states, Massachusetts
is the only state to call for the cre-
ation of a publicly searchable da-
tabase of payments and to require
disclosure of industry payments
by medical device manufacturers.
In September 2007, U.S. Senator
Charles Grassley introduced the
Physician Payments Sunshine Act,
requiring disclosure of payments to
physicians by both pharmaceutical
and medical device manufactur-
ers. Revisions to the text of this bill
were made public in May 2008 and
expand the number of exemptions
to disclosure. If the revised bill is
re-introduced in the new Congress
and becomes law, it would exempt
state law with respect to disclosure
requirements.
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The Department’s Proposed
Regulatory Approach

Pursuant to Chapter 111N, the De-
partment issued proposed industry
sales and marketing regulations on
December 10, 2008.2% Although a
number of consumer groups have
raised concerns that the Depart-
ment’s proposed regulations do
not go far enough, Chapter 111N
and the Department’s proposed
regulations represent the most
comprehensive state approach to
the conflict-of-interest issue in in-
dustry-practitioner interactions.

The proposed regulations ap-
proach the conflict-of-interest issue
from three angles: (i) mandating
a state-authored marketing code
of conduct that regulates certain
activities by pharmaceutical and
medical device manufacturers, (ii)
requiring adoption of and adher-
ence to compliance and training
standards by pharmaceutical and
medical device manufacturers, and
(iii) requiring disclosure of certain
industry-practitioner financial rela-
tionships. Under the Department’s
proposed regulations, compliance
with the state’s Marketing Code
of Conduct would be required as
of July 1, 2009, and the first dis-
closure reports required under the
statute and regulations would be
due on July 1, 2010.

Massachusetts Marketing Code
of Conduct

Massachusetts is the only state
to mandate industry adoption of
and adherence to a state-authored
Marketing Code of Conduct. Simi-
lar to California and Nevada, Mas-
sachusetts law applies to both the
pharmaceutical and medical de-
vice manufacturing industries and
requires the establishment of com-
pliance programs anchored in the
PhRMA and AdvaMed guidelines.
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However, Chapter 111N goes be-
yond the PhRMA and AdvaMed
Codes by specifically restricting cer-
tain activities in a state-authored
and state-imposed Marketing Code
of Conduct. Neither California nor
Nevada specifically restricts ac-
tivities. Also, both California and
Nevada allow pharmaceutical and
medical device manufacturers
the freedom to develop their own
Codes of Conduct.

Chapter 111N recognizes that
some industry-practitioner inter-
action is beneficial by including a
number of specifically allowable
activities in Section 2.** Thus,
Chapter 111N seeks to prohibit
certain activities likely to influence
prescribing patterns without in-
hibiting productive and legitimate
industry interactions with practitio-
ners. As a result, the Department’s
proposed Marketing Code of Con-
duct specifically prohibits activities
likely to raise conflict of interest
concerns, rather than simply ban-
ning all interactions. The Market-
ing Code of Conduct specifically
prohibits entertainment or recre-
ational items of any value, meals
associated with entertainment, the
provision of complimentary items
such as pens, coffee mugs, gift
cards or flowers, and the provision
of grants, scholarships, subsidies,
consulting contracts, or education-
al items in exchange for prescribing
or disbursing prescription drugs or
medical devices. Consumer advo-
cates suggest that Minnesota law
is stronger in that it imposes a gift
ban on all gifts over $50.00. How-
ever, the Minnesota law fails to
target and to minimize potentially
troublesome industry-practitioner
interactions. Minnesota law pro-
vides exceptions for items less than
$50, educational materials, certain
consulting agreements, and rea-
sonable honoraria, among others,
without a catchall provision requir-

ing that such payments not be pro-
vided in exchange for prescribing
prescription drugs or medical de-
vices. Further, the Minnesota gift
ban only applies to pharmaceutical
companies®® whereas the Massa-
chusetts marketing prohibitions
apply to both pharmaceutical and
medical device manufacturers.

Massachusetts Disclosure
Requirements

Another state approach to address-
ing conflicts of interest is to require
disclosure of industry payments.
Apart from Massachusetts, four
states and the District of Columbia
require disclosure of industry pay-
ments to practitioners. However,
as stated earlier, Massachusetts
is the only state that requires dis-
closure of industry payments by
both pharmaceutical and medical
device manufacturers. Massa-
chusetts will also be one of only
three states to make such disclo-
sures public.l®* The Department
will make all reportable payments
publicly available via a searchable
database. Neither Vermont nor
Minnesota provides for the level of
detail and accessibility proposed
under Massachusetts law. Accord-
ing to one study, both the Minneso-
ta and Vermont disclosure laws are
“insufficient for revealing the true
patterns of payments” and “fail to
provide the public with easy access
to information about these pay-
ments.”*” For example, Vermont
has an exemption from publication
for trade secrets, which shielded
61% of all payments reported to
the state from public view.'®

Massachusetts’ proposed regu-
lations also call for the broadest
state definition of “sales and mar-
keting activities” subject to disclo-
sure. The Department’s proposed
regulations acknowledge that a
number of pharmaceutical or med-
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ical device manufacturer interac-
tions with health care practitioners
may influence sales or the market
share of a prescription drug, bio-
logic or medical device, or influ-
ence the prescribing behavior of an
individual health care professional.
The Massachusetts definition goes
beyond those activities traditionally
considered to be pure “sales and
marketing activities,” to include ac-
tivities such as the following: prod-
uct education, training, and the
provision of any fee, payment, sub-
sidy or other economic benefit with
a value of at least $50 to a health
care practitioner for any purpose
other than reasonable compensa-
tion for the substantial profession-
al or consulting services of a health
care practitioner in connection with
a genuine research project or clini-
cal trial.

The proposed regulations call for
broad public disclosure of all in-
dustry-practitioner interactions
apart from professional consult-
ing services in conjunction with
genuine research or clinical trials.
Under the proposed regulations,
Massachusetts will be the only
state to require public disclosure
of prescription drug samples and
medical device demonstration
units. Vermont law also specifically
exempts payments in conjunction
with clinical trials from its public
reporting requirements.’®  Min-
nesota law specifically requires
disclosure of the “substantial pro-
fessional or consulting services of
a practitioner in connection with a
genuine research project,” but the
law is silent on whether payments
in conjunction with clinical trials
must be reported.?° Additionally,
the lack of enforcement provisions
in the Minnesota law makes it un-
clear as to the level of disclosure
on such interactions.?* Access to

clinical trials and new drug and de-
vice discoveries provide Massachu-

setts healthcare consumers with
immeasurable benefits. The pro-
posed regulations strike a balance
to protect such benefits.

Conclusion

In essence, the Department’s pro-
posed regulations seek to mini-
mize potential conflicts of interest,
increase transparency, and en-
courage disclosure with respect to
industry/practitioner relationships
without compromising companies’
and researchers’ legitimate con-
fidentiality interests in protecting
trade secrets and other intellec-
tual property rights associated with
genuine medical research, clinical
trials, and the discovery of new
treatments and medical devices.

The Department held two well-at-
tended hearings in Boston and
Worcester during the month of
January. Further, the Department
allowed for a written comment pe-
riod beyond the dates of the pub-
lic hearings to provide interested
parties ample opportunity to com-
ment on the proposed regulations.
Over a hundred pieces of written
testimony, reflecting the perspec-
tives of industry, the consumer,
the practitioner, and various other
indirectly impacted businesses,
were submitted within the com-
ment period. The Department will
carefully review and consider the
comments received as part of the
formal notice and comment period,
revisit the language set forth in the
proposed regulations, and return
to the Public Health Council with a
final set of regulations for approval
and final promulgation.

1 M.G.L. c. 111N.

2 The Prescription Project Fact Sheet, Regulating
Industry Payments to Physicians: Identifying and
Minimizing Conflicts of Interest, http://www.pre-
scriptionproject.org/tools/solutions_factsheets/
files/0006.pdf.

3 Chimonas, Brennan, and Rothman, Physicians
and Drug Representatives, Exploring the Dynam-

ics of the Relationship, Society of General Internal
Medicine, January 17, 2007.

4 Wazana, Physicians and the Pharmaceutical In-

dustry: Is a Gift Ever Just a Gift? Journal of the

American Medical Association, January 19, 2000;

http://www.prescriptionproject.org/tools/solu-

tions_factsheets/files/0006.pdf.
http://www.ama-assn.org/ama/pub/catego-
ry/11910.html.
http://www.ama-assn.org/ama/pub/catego-
ry/11910.html.
http://www.phrma.org/code_on_interactions_
with_healthcare_professionals/.
http://www.advamed.org/MemberPortal/About/
code/.

California, Maine, Massachusetts, Minnesota,

Nevada, Vermont, West Virginia, District of Co-

lumbia.

10 California and Nevada also have compliance re-
quirements.

11 Maine, Massachusetts, Minnesota, Vermont,
West Virginia, and the District of Columbia.

12 Vermont and Minnesota also make disclosures
of industry payments public.

13 105 CMR 970.000.

14 Section 2 specifically allows:

(1) the provision, distribution, dissemination
or receipt of peer reviewed academic, sci-
entific or clinical information;

(2) the purchase of advertising in peer re-
viewed academic, scientific or clinical
journals;

(3) prescription drugs provided to a health
care practitioners solely and exclusively
for use by the health care practitioner’s
patients;

(4) compensation for the substantial profes-
sional or consulting services of a health
care practitioner in connection with genu-
ine research project or a clinical trial;

(5) payment for reasonable expenses neces-
sary for technical training on the use of
a medical device if that expense is part
of the vendor’s purchase contract for the
device.

15 MINN. STAT. . §151.461.

16 Minnesota and Vermont also make disclosures
publicly available.

17 Ross, Lackner and Lurie, Pharmaceutical Com-
pany Payments to Physicians: Early Experiences
with Disclosure Laws in Vermont and Minnesota,
Journal of the American Medical Association,
March 21, 2007.

18 Id.

19 VT. STAT. tit. 18 §4632(a)(4)(B).

20 MINN. STAT. §151.47(f).

21 MINN. STAT. §151.461, 151.47.

o1

o

~

o]

©

Winter 2009 VoLumE 7




Chapter 333 of the Acts of 2008: Clarifying
the Legal and Ethical Permissibility of
Research on Human Fetuses and Neonates

By Joshua Greenberg, Esq.

Chapter 333 of the Acts of 2008,
“An Act Relative to Biomedical
Research,” clarifies the legal and
ethical standards that should be
applied when a Massachusetts re-
searcher seeks to undertake stud-
ies involving neonates or fetuses.
(For the non-researchers among
us, a neonate is generally under-
stood to be a newborn, e.g., an
infant of less than 28-30 days of
age.) The new law modifies Chapter
112, Section 12J, which previously
contained a general prohibition on
such research subject to two poorly
defined, and arguably ethically sus-
pect, exceptions. It was and is a
criminal statute that subjects viola-
tors, potentially including research-
ers, institutions, and members of
institutional review boards (IRBs),
to both incarceration and financial
penalties. For the purposes of this
discussion, | will refer to the “origi-
nal” statute and the “amended”
statute.

It is worth noting at the outset that
neonates are not little adults, nor
are they physiologically identical
to older children. Their bodies are
adjusting to their new reliance on
their own organ systems and are
subject to unique ailments, dan-
gers, and pathologies. For that rea-
son, neonatology is its own clinical
and academic specialty. Forego-
ing neonatal research would mean
foregoing cures for the huge num-
bers of neonates born each year
who suffer from lethal conditions
that develop in utero but do not
manifest themselves until birth,
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when dependence on the mother’s
body is no longer possible.

The original statute, while subject
to diverse interpretations, could
be read to prohibit research on
neonates unless that research had
“therapeutic” benefit. It suffered
from poor drafting. For example, it
did not define the term “neonate”
or the term “experiment,” nor did
it indicate in clear terms which re-
search was permissible. It could
be read to allow “minimal risk”
research on fetuses but not on
neonates.? Moreover, it was very
inconsistent with federal regula-
tions subsequently developed dur-
ing the Reagan Administration that
set strict national standards for the
ethical conduct of fetal and neona-
tal research.®

While these may seem like techni-
cal issues, the context is important.
The original statute could and had
been interpreted to prohibit re-
search involving neonatal control
groups who by definition received
no “therapeutic benefit” from the
intervention precisely because they
were members of a control group.*
For neonates (but not for fetuses),
this was true even if the interven-
tion caused no significant harm to
the infant - for example, in cases
involving the collection of small
amounts of blood, tissue, mucus,
or other genetic material. It also
provided criminal penalties for vio-
lators, including IRB members who
approved such research.

The amended statute does not at-
tempt to correct all defects, but it
does make three important chang-
es. First and foremost, it makes
explicit the types of research that
are permissible, and brings them
in line with federal legal and ethi-
cal standards in this area, which |
would argue are more carefully and
thoroughly set out:

“[T]his section shall not prohibit
or regulate diagnostic or remedial
procedures the purpose of which
is to determine the life or health
of the fetus or neonate involved
or to preserve the life or health of
the fetus or neonate involved or
the mother involved, or to improve
the chances of a viable birth for fe-
tuses with congenital or other fetal
conditions that would otherwise
substantially impair or jeopardize
their health or viability, or research
approved by an Institutional Review
Board applying federal regulations
for the protection of fetuses and
neonates, that are conducted for
the purpose of developing, com-
paring or improving diagnostic or
therapeutic fetal or neonatal inter-
ventions to improve the viability or
quality of life of fetuses, neonates
and children.” (MGL c¢. 112, sec.
12]J(a)(l) as amended).

Second, it extends the “no jeop-
ardy” exception to neonates in
addition to fetuses (“[t]his section
shall not prohibit procedures inci-
dent to the study of a human fetus
while it is in its mother’'s womb or a
neonate; provided that in the best



Chapter 333 of the Acts of 2008 Joshua Greenberg, Esq.

medical judgment of the physician,
made at the time of the study, the
procedures do not substantially
jeopardize the life or health of the
fetus or neonate...”). Thus, it per-
mits research that causes no sig-
nificant harm, like drawing a small
amount of blood for a population-
based study on neonatal physiolo-
gy. Finally, it allows researchers to
seek an advisory opinion from the
Attorney General in questionable
cases in advance of the IRB mak-
ing a decision that can serve as
an affirmative defense in any sub-
sequent prosecution.® Together,
these changes bring some amount
of clarity to a generally ambiguous
statute and help promote research
seeking to improve the health and
well-being of vulnerable infants.

From the perspective of the practic-
ing attorney, the ultimate impact is
to better align Massachusetts law
with national standards. For those
clients contemplating studies in-
volving fetuses and neonates, the
best course of action is likely to
assure thorough review by an IRB
that is familiar with applying fed-
eral standards governing research
in this area.

1 The language of the statute prior to amendment
read: “[t]his section shall not prohibit or regulate
diagnostic or remedial procedures the purpose of
which is to determine the life or health of the fetus
involved or to preserve the life or health of the fe-
tus involved.”

2 The statute allowed minimal risk research that did
not jeopardize the health of a fetus, but did not al-
low the same kind of research to be conducted on
newborns; “[t]his section shall not prohibit proce-
dures incident to the study of a human fetus while
itis in its mother’'s womb, provided that in the best
medical judgment of the physician, made at the
time of the study, said procedures do not substan-
tially jeopardize the life or health of the fetus...”

3 The rights of subjects are protected by federal

regulations contained at 45 C.F.R. Part 46, includ-

ing subparts B (fetuses and neonates) and D (chil-

dren); see also 21 C.F.R. Parts 50, 56, 312, 600,

812 (FDA protections for children).

Note that FDA studies typically insist upon the use

of a control group.

5 Chapter 112, Section 12J(b)X (as amended).
“Upon receipt of a request from an institution con-
ducting, or preparing to conduct, research pursu-
ant to this section, the attorney general shall pro-
vide a written advisory opinion concerning whether

IN

such research is regulated, prohibited, authorized
by this chapter by or whether it is exempt from this
chapter. If in the opinion of the attorney general
the research described in the request is exempt
from, or authorized by this chapter, the opinion
shall constitute an affirmative defense to any crim-
inal prosecution brought pursuant to this section.
Opinions issued by the attorney general pursuant
to this section shall be maintained in a publicly ac-
cessible manner by the attorney general and shall
be filed with the commissioner of public health.”
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Newton-Wellesley Hospital v.
Robert Magrini, 451 Mass. 777,
889 N.E.2d 929 (2008)

By Aron Boros, Esq.

In  Newton-Wellesley Hospital v.
Robert Magrini, the Massachusetts
Supreme Judicial Court (the “SJC”)
addressed the scope of the statu-
tory right to an emergency hearing
in connection with the temporary
involuntary commitment of a per-
son with mental illness. The SJC
addressed the standards to be ap-
plied in such a hearing previously
(in Superintendent of Worcester
State Hosp. v. Hagberg, 374 Mass.
271 (1978) and Commonwealth v.
Nassar, 380 Mass. 908 (1980)),
but had not considered the mini-
mum showing necessary to require
the hearing itself. In Magrini, the
SJC found that the statute provides
a “catch-all provision,” Id. at 784,
expanding the circumstances that
can be alleged to have resulted in
a wrongful involuntary admission
beyond those specifically enumer-
ated in the statute. Accordingly, a
judge must grant a request for an
emergency hearing if the patient
satisfies the “minimal showing”
that the involuntary commitment
resulted from a “misuse or abuse”
under the statutory process. Id.

In 2006, Robert Magrini, who has
a schizoaffective disorder, was
temporarily committed to Newton-
Wellesley Hospital under General
Laws c. 123 § 12(b). Four business
days after Magrini’'s admission,
the hospital filed a petition for his
continued involuntary commitment
for a six-month period, pursuant to
General Laws c. 123 §§ 7 and 8.
Magrini moved to dismiss this peti-
tion, because § 12 requires that the
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patient be discharged within three
business days of admission if a pe-
tition is not filed within that period.
Despite the fact that a District Court
judge allowed this motion and or-
dered Magrini discharged, the hos-
pital did not release him from the
locked psychiatric unit and proceed-
ed to restrain and admit Magrini a
second time pursuant to § 12 (a)
and (b). Through counsel, Magrini
requested an emergency hearing,
alleging unlawful detention due to
“misuse of § 12(a) and § 12(b) to
effectively countermand a court or-
der [of] discharge.” Id. at 782. The
District Court judge summarily de-
nied the request for a hearing, and
a divided Appellate Division panel
dismissed the subsequent appeal.
Although the question was ren-
dered moot by subsequent events,
the SJC exercised its discretion to
address the merits and determine
whether an emergency hearing was
required.

Section 12 of General Laws c. 123
addresses the emergency restraint
and temporary commitment of per-
sonswith mentalillness. The statute
allows the restraint and hospitaliza-
tion of persons based on the deter-
mination of a designated physician
that the “failure to hospitalize such
person would create a likelihood of
serious harm by reason of mental
illness.” This initial hospitalization
is temporary and limited to three
days. At the end of the three-day
period, the hospital must discharge
the individual, accept the person’s
application for a “conditional vol-
untary admission,” or file a petition
for a continued commitment for six
or twelve months under §§ 7 and
8. In 2000, the Legislature added
certain protections for persons tem-
porarily committed, including ap-

pointment of counsel. Id. at 780.
The 2000 language provides: “Any
person admitted under the provi-
sions of this subsection, who has
reason to believe that such admis-
sion is the result of an abuse or
misuse of the provisions of this sub-
section, may request . . . an emer-
gency hearing in the district court.”

The hospital argued that the statute
only entitled an involuntarily commit-
ted person to an emergency hearing
when alleging an abuse or misuse of
a specific right enumerated in § 12
(including evaluation by a designat-
ed physician against specific medi-
cal standards, and the appointment
of counsel). The Court disagreed,
finding that a broader reading of the
statute was mandated by the intent
of the Legislature to “extend further
procedural protections to persons
who, by virtue of their temporary
involuntary commitment, are expe-
riencing a ‘massive curtailment’ of
their liberty.” Id. at 783-84 (quot-
ing Commonwealth v. Nassar, 380
Mass. 908, 917 (1980)). The Court
determined that the hospital’s sec-
ond § 12(b) commitment rendered
the district court’s discharge order
“illusory,” because the hospital
never complied and caused Magrini
to be involuntarily confined for 11
days without a hearing. This situ-
ation “clearly satisfied the minimal
showing that [Magrini’'s] second §
12(b) commitment resulted from a
misuse or abuse under the § 12(b)
process.” Id. at 784. The SJC con-
cluded that once a sufficient basis
for an emergency hearing is dem-
onstrated, the district court must
hold such a hearing unless the re-
quest for an emergency hearing “on
its face is patently frivolous.” Id. at
785. Moreover, to ensure mean-
ingful review and due process, “the
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person temporarily committed has
the right to be present at the hear-
ing and may be heard,” although
the judge has the discretion to de-
cide whether evidence should be
required. Id. The SJC also specifi-
cally stated that this decision does
not necessarily prohibit the recom-
mitment of a person on a temporary
basis absent a “misuse or abuse” of
the § 12(b) process. Id. at 784.

Romero v. UHS of Westwood Pem-
broke, Inc., 72 Mass. App. Ct. 539
(Sept. 8, 2008)

By Daniel Navisky, Esq.

The Massachusetts Appeals Court
recently limited the scope of the
Massachusetts medical provider
whistleblower statute, General
Laws c. 149, § 187, which provides
a cause of action to health care pro-
viders who are retaliated against.
The statute prohibits health care
facilities from taking retaliatory ac-
tions against a health care provider
for, among other things, object-
ing to or refusing to participate in
any activity, policy, or practice of
the health care facility which that
health care provider reasonably be-
lieves is either in violation of a law,
rule, or regulation, or in violation
of a professional standard of prac-
tice, which the health care provider
reasonably believes poses a risk to
public health. In Romero v. UHS of
Westwood Pembroke, Inc., the Ap-
peals Court addressed the ques-
tion of when an institutional activ-
ity, policy, or practice is sufficiently
imminent to trigger protection from
retaliation.

The plaintiff, formerly the director
of a partial hospitalization program
of the defendant, UHS of Westwood
Pembroke (“UHS”), objected to a
proposal to increase the patient-to-
staff ratio (“the patient census”). In
the face of objections from the plain-

tiff and others, the proposal was not
adopted. The plaintiff claimed that
her objections led to her reporting to
someone new as a result of a 2002
administrative reorganization, and
ultimately to her termination three
months later as part of a staff re-
duction.

A claim under the statute requires a
plaintiff to establish that (1) she ob-
jected to, or refused to participate
in, an activity, policy, or practice (2)
that she reasonably believed to be
in violation of a law, rule, regulation,
or professional standard of practice,
(3) which she reasonably believed
posed a risk to public health (from
an objective perspective), and (4)
that she was retaliated against as
a result, with the objection being a
substantial or motivating part of the
adverse employment action.

The Appeals Court, affirming sum-
mary judgment for UHS on all
counts, ruled that the statute does
not protect health care providers
who object to proposals not actu-
ally implemented. “General Laws
c. 149, § 187, does not extend to
mere proposals. Instead, the plain
language of the statute refers only
to existing activities, policies, and
practices of a health care facility
that are (the statute itself using the
present tense) in violation of a stat-
ute, rule, regulation, or professional
standard.” Id. at 541.

The Appeals Court regarded this
“plain language” reading as consis-
tent with the statute’s underlying
policies. Pointing to the law’s notice
requirement, the court observed
that “a significant purpose of the
statute is to ‘afford[] the health care
facility a reasonable opportunity to
correct the activity, policy or prac-
tice.” In those cases, if the health
care facility corrects the problem,
the objecting health care provider
has no claim.” Id. at 542. The court
emphasized that, at least in these
circumstances, “salutary internal

debate among health care profes-
sionals regarding how to handle
their medical practice” would not
give rise to a claim under the stat-
ute. Id.

In two other respects, the facts, as
understood by the Appeals Court,
were insufficient to sustain a medi-
cal provider whistleblower claim.
First, there was no evidence in the
record that the proposal violated any
law, rule, regulation, or professional
standard of practice as required by
the statute. “The plaintiff’s personal
views on the proposed patient cen-
sus increase, unsupported by refer-
ence to any statutory, regulatory or
professional standard of practice,
were not enough to support her
claim.” ld. Second, the administra-
tive reorganization could not have
been a retaliatory action, because
it was announced before the plain-
tiff objected to the proposed patient
census increase. As the Appeals
Court stated, “It is logically and le-
gally impossible for the claimed re-
taliatory conduct to have occurred
before the plaintiff voiced her objec-
tion.” Id. at 543.

Lastly, upon analysis, the Appeals
Court affirmed summary judgment
for UHS on other claims brought by
the plaintiff - for pregnancy discrim-
ination under General Laws Chapter
151B, and for intentional interfer-
ence with advantageous business
relations.

Workplace whistleblower protec-
tions vary from state to state. While
the Appeals Court’s ruling may cre-
ate a disincentive in Massachusetts
for health care providers to voice
objections to proposed policies, it
is equally likely to encourage health
care facilities to promote internal
debate on their proposals before
implementation without fear of fu-
ture legal challenges.
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