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Marijuana is highly sought after by 
both law enforcement officials and 
medical marijuana advocates. The for-
mer seek to control it; the latter desire 
expanded access to it. The ideological 
dance between these adversaries is part 
of a growing national conversation 
that continues to pose more questions 
than answers. This article reviews the 
medical use of marijuana from two per-
spectives: clinical and regulatory.

Cannabis Sativa –  
The Call of the Weed

Marijuana, or cannabis sativa, is 
part of the hemp plant family1,2 and 
despite its plain jane Latin name, 
which translates to “sown hemp,” the 
debate about its role in medicine 
remains a high profile issue worthy of 
continued study. While marijuana is 
the common name for Cannabis sativa, 
it is also generally used to reference the 
parts of the plant that are ingested. 
Cannabis sativa has numerous narrow, 
green, razor-edged leaves and can reach 
heights of four to ten feet or more 
depending on the subspecies and grow-
ing conditions.  Marijuana is  a 
relatively pretty plant during the 
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leafing, or vegetative state. However, 
the female plant morphs into sticky, 
fuzzy-looking, “snowy” masses of tri-
chomes, or hair-like projections, 
which are located on the small leaves 
accompanying the flowering tops, a far 
cry from garden daisies. Interestingly, 
Illinois, Missouri, Pennsylvania, and 
West Virginia designate marijuana as 
a noxious weed,3 with Illinois placing 
it in the same lowly company as the 
reviled, allergy-triggering ragweed.4 In 
fact, Illinois law imposes a duty on 
every person to eradicate marijuana 
on land owned or controlled by such 
person.5 

Recreational marijuana users typi-
cally smoke the dried, trichome-covered 
leafy flower buds of the female plant, 
which contain the highest concentra-
tion of the chemical that produces the 
much-pursued high. Medical marijuana 
users may smoke cannabis; they may 
also vaporize the cannabis or, like some 
recreational users, ingest food items, 
such as brownies or sodas, that contain 
cannabis or active plant extracts. 

Cannabinoids
Cannabinoids are a group of 

chemicals that exert physiological 
effects when they bind to cannabinoid 
receptors.6 It is believed that there are 
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DRUGS
No, I am not referring to the 

song by Talking Heads, nor am I 
seeking to conjure the spirits of 
Jimi, Janis or Hunter S. Rather, 
recent events have brought into 
focus the degree to which drugs, 
and especially the abuse of pre-
scription drugs used to relieve 

pain, have become part of the array of issues that health 
lawyers must address when counseling their clients. This 
realization began, strangely enough, at the Section’s 
Washington Healthcare Summit (more on that event in 
a future column). According to the attendees’ reviews, 
the most popular event at the Summit was a lunchtime 
presentation by Joseph Rannazzisi of the Drug Enforce-
ment Administration’s (“DEA”) Office of Drug 
Diversion Control. Mr. Rannazzisi began with a harrow-
ing description of the methamphetamine epidemic that 
plagues America’s rural communities in particular. By 
halfway through his presentation, his listeners had 
learned how to “cook” meth in the rear of a car traveling 
the back roads of Appalachia using ingredients largely 
obtainable at a store like Wal-Mart. The second half of 
his presentation focused on a different epidemic, that of 
the abuse of prescription drugs, principally those  
of the opioid class. Think Michael Jackson or Rush  
Limbaugh. Think Florida, where recent articles in the 
national press have described a flourishing industry  
of “pill mills” dispensing prescriptions for Schedule II 
narcotics to all comers and whose state government, on 
“privacy” grounds, had until recently blocked efforts to 
establish the same data base linking doctors, pharmacies, 
patients and controlled drug prescriptions that exists in 
other states. Similar problems with pill mills, of a lesser 
magnitude perhaps, exist in other states. That is the 
enforcement view of the world. 

Yet, the larger picture is more complex. Prisons and 
jails are bursting with incarcerated drug users. Treatment 
programs, underfunded in the best of times, face a dire 
future as government budgets are slashed. Especially 
troubling are the disproportionate penalties for “crack”  
as opposed to “powder” cocaine, which have resulted  
in African-Americans receiving substantially longer  
sentences than white Americans, based solely on their 
preferences for the form of drug. This issue, among other 
concerns, is detailed in a recent article in the New York 
Review of Books by Justice John Paul Stevens, “Our 
‘Broken System’ of Criminal Justice.” Last year Congress 
passed the Fair Sentencing Act of 2010, which lessened 
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more than 100 types of cannabinoids, 
which are found naturally in humans 
and other animals as well as plants 
such as marijuana.7 Cannabinoids can 
also be made synthetically: examples 
are the Food and Drug Administra-
tion (“FDA”)-approved cannabinoids 
dronabinol and nabilone, which are 
discussed below. 

An important naturally occurring 
cannabinoid is ∆9 – tetrahydrocannabi-
nol (“THC”). THC is considered to 
be “fatty,” which allows it to readily 
travel from blood into the brain. It is 
also the most psychoactive cannabi-
noid in marijuana, producing a variety 
of effects including euphoria, dimin-
ished anxiety, sedation, hallucinations, 
and depression. Other cannabinoids 
may have immunosuppressive effects, 
benefiting autoimmune diseases such 
as multiple sclerosis, and may even 
ameliorate the psychoactive effects of 
THC, including THC’s involvement 
in marijuana dependency.8

Let’s Get Clinical
When considering pharmacologi-

cal treatment for a patient, how is the 
right drug identified? The effective-
ness of a medication in treating a 
patient’s medical condition is typi-
cally of primary importance; however, 
selection of a medication may be 
tempered by the drug’s side effects, 
particularly given the patient’s medi-
cal conditions and existing drug 
regimen as well as the availability of 
therapeutically equivalent alternative 
medications. If efficacy and side effect 
profiles are substantially the same for 
two or more drug options, then costs 
are considered.

Marijuana doesn’t fit nicely into 
this model. Medical literature lacks a 
robust array of studies comparing the 
efficacy of marijuana to other drugs in 
the treatment of medical conditions. 
Further, the FDA has not approved 
marijuana as a drug that is safe and 

effective,9 and the Drug Enforcement 
Administration (“DEA”) has statu-
torily designated marijuana as a 
Schedule I controlled substance that 
cannot legally be prescribed under 
federal law.10 Nevertheless, it is gen-
erally viewed that physicians can 
discuss and recommend marijuana to 
patients without running afoul of fed-
eral law.11 But when is marijuana the 
appropriate drug for recommendation 
to patients? 

First, a little history. In 1999, the 
Institute of Medicine (“IOM”) pub-
lished a comprehensive report that 
researched and evaluated the science of 
marijuana and its use in medicine.12 
The Office of National Drug Control 
Policy,13 under the Clinton adminis-
tration, commissioned the IOM 
report. More than ten years later, the 
report is still cited by researchers, 
practitioners, and regulators. For 
example, the DEA references the 
IOM report on its Web site, stating 
“[T]he study concluded that smoking 
marijuana is not recommended for 
treatment of any disease condition.”14

While the DEA declaration is 
technically true in that the IOM 
report did not recommend marijuana 
for treatment of diseases such as can-
cer or diabetes, the IOM report 
acknowledged the existence of ther-
apeutic value in marijuana as 
treatment for disease symptoms. In 
fact, the IOM report recommended 
that, under certain conditions, short-
term smoked marijuana be used by 
patients with debilitating symptoms 
such as intractable pain or vomiting.15 
Indeed, the Arizona, Delaware, Mich-
igan, New Jersey, Rhode Island, and 
Vermont legislatures cited the IOM 
Report as a basis for passing their 
medical marijuana laws.16 

IOM and others have recognized 
marijuana as having therapeutic activ-
ity against chemotherapy-induced 
nausea and vomiting (“CINV”), but 

many drugs treat CINV. For example, 
legally available synthetic cannabi-
noids such as Marinol17 and Cesamet 
have been shown to be as good, or 
better, than “old school” anti-CINV 
medications such as Compazine.19 A 
2001 analysis of various studies com-
paring smoked marijuana and oral 
THC, including Marinol, indicated 
that smoked marijuana was at least 
as effective as oral THC in treating 
CINV, if not  better  in some 
instances.20 On the other hand, two 
CINV studies comparing cannabi-
noids and smoked marijuana have 
shown that neither had an ameliora-
tive effect on CINV, and one study 
found that oral THC was superior to 
smoked marijuana.21 

In 1991, a groundbreaking new 
drug was introduced that transformed 
CINV treatment.22 Zofran and others 
in its class block the effects of the 
chemical serotonin, which is asso-
ciated with nausea and vomiting. 
Newer medications that work in a 
different manner, such as Emend, 
help fortify current CINV drug ther-
apy.23 In fact, studies show “modern” 
drugs such as Zofran and Emend, 
either together or Zofran in combina-
tion with the steroid dexamethasone, 
are very good options for treatment of 
CINV. In fact, these modern medi-
cations are recommended by the 
American Society  of  Cl inical 
Oncology (“ASCO”) for treatment of 
CINV.24 

But what about “toe-to-toe” CINV 
studies comparing marijuana to the 
modern drugs? Unfortunately, none 
could be found.25,26 The dearth of 
research on this topic may be due, in 
large part, to the fact that the modern 
drugs provide very effective treatment 
for CINV, and FDA-approved oral THC 
medications provide relief from CINV 
that is more or less equivalent to that of 
smoked marijuana. Given the lack of 
studies evaluating the efficacy of mari-
juana versus ASCO-recommended 
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modern medications in the treatment of 
CINV, and the federal legal status of 
marijuana as a Schedule I controlled 
substance, a clinician would be hard-
pressed to even consider marijuana as 
first-line therapy for CINV. Moreover, 
consistency in the potency of marijuana, 
which varies by plant type and growing 
conditions, and whether the quantity of 
marijuana active ingredients is even 
known, impact whether a physician can 
reliably recommend marijuana and if so, 
the “dose.” Such factors pose little con-
cern for physicians when prescribing 
standardized, FDA-approved oral or 
injectable CINV drug therapies.27 

Compared to the modern medi-
cations in the treatment of CINV, 
marijuana does not meet the efficacy 
test in the three-part drug selection 
process that also considers side effects 
and costs. Nevertheless, if modern 
medications fail to treat CINV, 
synthetic cannabinoids, such as 
Marinol and marijuana could be con-
sidered as back-up therapy for CINV 
based upon their more or less equiva-
lent efficacy, but side effects should be 
carefully considered.28 For some 
patients, the “high” caused by canna-
binoids may benefit the patient in 
coping with the dread or anxiety 
associated with the underlying dis-
ease of cancer.29 Nevertheless, there 
are serious concerns about abuse of 
cannabinoids, particularly with mari-
juana. It is well documented that 
marijuana is the most widely used 
illicit substance in the United States, 
and many studies, clinicians, and 
patients have documented marijuana 
dependence and abuse.30 

If both efficacy and side effects 
are deemed to be substantially equiva-
lent between synthetic cannabinoids 
and marijuana, cost is typically the 
decision-maker in the drug selection 
process. Cannabinoids, particularly 
the synthetic ones, can be expensive. 
Marinol has an average price of 
$18.00 per 5 mg capsule, while its 

generic counterpart, dronabinol, is less 
expensive at about $13.00 per 5 mg 
capsule.31 If a one-day dose of four 
capsules is used for CINV treatment, 
the cost is about $72.00 per day for 
Marinol and $52.00 per day for 
generic dronabinol. 

Marijuana, on the other hand, is 
generally less expensive than its syn-
thetic counterparts. One organization 
located in Michigan, a state permit-
ting use of marijuana for medical 
purposes, offers a particular variety of 
marijuana for $15 per gram. Depend-
ing on potency and variety of the 
marijuana, the condition being 
treated, patient age, and the length of 
time that he or she has been using 
marijuana, the dosing amount can 
differ significantly. A low dose is 
reportedly one cigarette or 0.5 grams 
per day;32 however, average doses of 
eight grams per day or more have 
reportedly been used by long-term 
marijuana patients with a variety of 
ailments.33 Based upon the $15 per 
gram cost and dose variations, the 
broad marijuana cost range is $7.50 – 
$120 per day. 

Notwithstanding the Schedule I 
status of marijuana, if synthetic 
cannabinoids and marijuana are 
generally considered therapeutic 
equivalents for a patient who has 
failed first-line modern drug therapy 
for CINV, then the higher cost of 
the synthetics likely makes mari-
juana a better option, particularly if 
the patient does not have insurance 
or the means to pay for the synthetic 
cannabinoids.34,35 

Cannabinoids and  
the Future

Research on endogenous, plant, and 
synthetic cannabinoids, their pharmacol-
ogy, and physiologic effects on diseases 
and symptomology should continue. In 
fact, the IOM report specifically recom-
mended that plant-derived and synthetic 

cannabinoids, as well as marijuana, be 
studied for physiologic and therapeutic 
effects.36 Therapeutic value for synthetic 
and natural cannabinoids may lie, ironi-
cally, in their ability to produce a high. 
Because a number of patients appear to 
benefit from the sense of well being 
produced by THC, studies of the anxi-
ety-alleviating effects of cannabinoids 
could be valuable, particularly if canna-
binoid efficacy, dependence, abuse, and 
withdrawal are compared to such data 
for existing anti-anxiety medications 
such as Valium, Xanax, and others in 
this drug family.37 

There are a variety of factors 
impacting cannabinoid research that 
should not be ignored. Researchers 
report difficulty in obtaining mari-
juana through official government 
channels, including the procurement 
of a DEA Schedule I controlled sub-
stances license to obtain and handle 
government-produced marijuana, as 
well as government approval of the 
clinical study and its purpose.38 Main-
taining consistency in the chemical 
composition of marijuana plants and 
their growing conditions, as well as 
the ability to compare research results 
across U.S. and international studies 
pose challenges. Moreover, patients 
may cloud symptom alleviation with 
euphoria or the high that results from 
marijuana or synthetic cannabinoid 
ingestion, making it difficult for 
researchers to identify actual pharma-
cological effects. Published studies 
may only involve small numbers of 
participants, so general application of 
the study results to larger populations 
may not be accurate or appropriate. 

Nevertheless, exploration of can-
nabinoids for treatment of pain, muscle 
spasticity, tumors and other areas where 
they have shown promise, both individ-
ually and as a synergistic component 
to traditional medications, would con-
tribute important information to 
the growing body of cannabinoid 
scholarship.
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Based on the current body of sci-
entific literature, some researchers 
and physicians may believe that mari-
juana is a viable drug option for 
certain medical conditions, if even as 
second or third line therapy.39 The 
federal government does not agree. 

Dim Federal View
The federal government’s stance 

on marijuana has not been consistent. 
Marijuana was listed as a medicinal 
drug in the United States Pharmaco-
poeia as early as the 1850s, and 
medical use of marijuana continued 
to be recognized, and legally permit-
ted, after passage of the Marijuana 
Tax Act in 1937.40 Nevertheless, in 
an about-face just four years later, 
marijuana was removed from the U.S. 
Pharmacopoeia and in the process 
was stripped of its designation as 
acceptable for medical use.41 

In 1968, the federal government 
launched a program to grow marijuana 
and make it available to researchers.42 
Yet two years later, in 1970, Congress 
enacted the Federal Controlled Sub-
stances Act, which officially classified 
marijuana as a Schedule I controlled 
substance because it was deemed to be 
of high abuse potential and lacking in 
accepted medical use in the United 
States.43 

Despite the Controlled Sub-
stances Act designation of marijuana, 
the federal government formalized an 
investigational new drug (“IND”) 
program permitting “compassionate 
use” of marijuana to research its treat-
ment of medical conditions.44 In 
1976, the Department of Health, 
Education, and Welfare (“HEW”) 
approved a petition filed on behalf of 
a 28-year-old glaucoma patient. Rob-
ert Randall requested access to 
government marijuana for research 
and treatment purposes for his intrac-
table glaucoma.45,46 To support his 
original federal request, Randall 
stated that he was subject to a com-
prehensive medical examination and 
trials of every available glaucoma 

medication, all of which failed to 
treat his eye condition. The National 
Institute on Drug Abuse (“NIDA”)47 
resumed supplying Randall with med-
ical marijuana in settlement of a 
lawsuit that he filed in 1978, paving 
the way for a modest number of 
additional individuals and their 
physicians to petition the federal 
government for access to medical 
marijuana through the IND process. 
Nevertheless, in 1992, The Depart-
ment of Health and Human Services, 
the successor to HEW, halted the 
marijuana IND program and declined 
to admit new enrollees.48 However, 
NIDA continues to provide govern-
ment-grown marijuana to a handful of 
remaining patients.49 

Federal drug regulatory resources 
focused more on cocaine than mari-
juana in the 1980s and into the 1990s.50 
In particular, tighter federal drug con-
trol policy, the “Just Say No” anti-drug 
campaign, and implementation of the 
Office of National Drug Control Policy 
defined the Reagan administration in 
the 1980s.51 The George H.W. Bush 
administration also embraced strong 
drug control policies. In 1992, the DEA 
denied a petition to reschedule mari-
juana from Schedule I to Schedule II, 
citing a lack of adequate and well-
controlled studies proving the drug’s 
efficacy and no expert recognition of 
its medicinal value.52 The Clinton 
administration did not resume the 
compassionate use marijuana IND 
program, and continued strict drug 
control policies related to marijuana.53

It was during President Clinton’s 
presidency that the DEA saw a rise in 
medical marijuana advocacy at the 
state level.54 In 1994, the DEA began 
efforts to assist state and local law 
enforcement agencies to oppose mari-
juana legalization.55,56 Despite DEA 
initiatives, five states implemented 
medical marijuana programs from 
2001 to 2008 under the George W. 
Bush administration.57 Although the 
administration reallocated law 
enforcement resources, including the 
DEA, to combat terrorism after the 

September 11, 2001, attacks,58 it did 
not waiver in its views against legaliza-
tion of marijuana for medical purposes.

In notable contrast to its prede-
cessors, the Department of Justice 
(“DOJ”) under President Obama 
announced a significant shift in fed-
eral marijuana policy. In October 
2009, Attorney General Eric Holder 
issued guidelines instructing DOJ 
attorneys to exercise enforcement dis-
cretion, and to decline prosecution of 
individuals using marijuana in com-
pliance with state medical marijuana 
programs.59 Arguably, this policy con-
ferred a modicum of legitimacy on 
state medical marijuana initiatives 
and seriously ill patients seeking relief 
through such programs. Medical mari-
juana advocates hailed the guidelines 
as a humane step in support of seri-
ously ill patients.60 

Eighteen months later, medical 
marijuana proponents complained 
that the administration was not 
adhering to its 2009 policy. In the 
spring of 2011, the DEA raided mari-
juana dispensaries in several states, 
including Washington, where the 
DEA seizure of dispensaries’ marijuana 
ironically occurred on the same day 
that marijuana advocacy groups were 
teaching classes on raid prepared-
ness.61 The DOJ then issued another 
memorandum to DOJ Attorneys in 
June 2011, stating commercial culti-
vation or distribution of marijuana is 
subject to federal criminal prosecu-
tion, regardless of whether the 
operation complies with state law.62 

Some medical marijuana propo-
nents decried the 2011 memorandum 
because it purportedly contradicted 
the October 2009 guidance, which 
stated that individuals and caregivers 
in clear and unambiguous compliance 
with state medical marijuana laws 
should not be prosecuted. But the 
2009 guidance also stated that  
a prosecution priority was commercial 
enterprises selling marijuana for profit, 
including those that may claim  
compliance with state law. Moreover, 
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under the controversial 2005 U.S. 
Supreme Court decision in Gonzales 
v. Raich, the federal government has 
broad authority to enforce the federal 
Controlled Substances Act: individu-
als’ non-commercial, intrastate use of 
personally grown marijuana, in com-
pliance with state medical marijuana 
laws, is still  subject to federal 
enforcement action pursuant to the 
government’s larger interstate regula-
tory scheme.63 While the Obama 
administration initially adopted a  
policy to refrain from using its 
enforcement authority under Raich, 
it has clearly signaled that it will not 
tolerate “non-profit” medical mari-
juana dispensaries that operate on  
a large scale or enjoy excessive  
financial gains. 

Most recently, the DEA dealt a 
blow to medical marijuana advocates 
hoping for an expansion of federal 
support beyond the Obama adminis-
tration’s October 2009 policy. In June 
2011 the DEA declined to reclassify 
marijuana from Schedule I to Sched-
ule III, IV,  or V, as requested in a 2002 
petition.64,65 Pursuant to a memoran-
dum of understanding between the 
FDA and NIDA describing their col-
laborative procedures for scheduling 
of drugs of abuse,66 the FDA performed 
a medical evaluation of marijuana 
and concluded, with the concurrence 
of NIDA, that eight factors supported 
general control of marijuana through 
the federal Controlled Substances 
Act, and that marijuana additionally 
met the three factors required to specif-
ically categorize it in Schedule I. The 
eight factors evaluating drug control, 
set forth in 21 U.S.C. § 811(c), gener-
ally consider pharmacological effects, 
safety, and data on abuse and depen-
dence.67 The three criteria specific to 
Schedule I classification assess whether 
marijuana has a high substance abuse 
potential, has any currently accepted 
medical use in treatment, and lacks 
accepted safety criteria for use under 
medical supervision.68 

Although the DEA retained mari-
juana in Schedule I of the Controlled 
Substances Act, it is not clear whether 
its June 2011 decision considered data 
from the decades-old “compassionate 
use” IND marijuana program in 
which NIDA provided marijuana to 
participating patients. The DEA’s 
decision cited only one study related 
to the program.69,70 The petitioner 
submitted the 2002 Russo study, 
which evaluated four of the remain-
ing seven compassionate use IND 
program patients. The study stated 
that marijuana exerted clinical effec-
tiveness in treating the patients’ 
illnesses, and that only mild adverse 
physiological effects were observed 
relating to lung functioning.71 How-
ever, the DEA dismissed the study as 
inadequate based on the small num-
ber of patients involved, and it does 
not appear that the FDA or NIDA 
considered the study.72 

The DEA’s staunch stance against 
medical marijuana has not stymied 
federal legislators. While the states 
have been implementing medical mar-
ijuana programs since the mid-1990s, 
federal legislation has been regularly 
proposed to reclassify marijuana for 
medical purposes.73 

One of the most prolific sup-
porters of pro-medical marijuana 
legislation is Massachusetts Congress-
man Barney Frank. In fact, since 
1995, Congressman Frank has contin-
uously introduced legislation to move 
marijuana from Schedule I to Sched-
ule II under bill names such as the 
“Medical Use of Marijuana Act” and 
the “States’ Rights to Medical Mari-
juana Act.”74 He has not succeeded in 
this endeavor to date. Nevertheless, 
Congressman Frank introduced two 
bills in 2011 aimed at making medical 
marijuana more accessible.75 Unlike 
his previous bills to reschedule mari-
juana to Schedule II, the States’ 
Medical Marijuana Patient Protection 
Act (“Act”) directs the Secretary of 

Health and Human Services, in coop-
eration with the IOM, to recommend 
to the DEA that marijuana be listed in 
any controlled substances schedule 
other than Schedules I or II.76 The 
proposed Act further requires the DEA 
to issue a notice of proposed rulemak-
ing for the scheduling of marijuana as 
anything other than a Schedule I or 
Schedule II substance. The proposed 
Act ignores the established roles of the 
FDA and the NIDA in evaluating the 
scientific and medical factors that may 
make a drug prone to abuse and their 
roles in recommending whether a sub-
stance should be controlled.77 Instead, 
the Act delegates those roles to the 
IOM, which is a private organization 
and author of the landmark 1999 
report, Marijuana and Medicine Assess-
ing the Science Base, that is discussed 
earlier in this article.78 The bill outlin-
ing the Act was referred to the House 
Subcommittee on Health on June 3, 
2011, and no further action has been 
taken as of November 2011.79 

More recently, Congressman 
Frank introduced a bill entitled “End-
ing Federal Marijuana Prohibition Act 
of 2011.”80 The June 2011 bill proposes 
two major amendments to existing 
law: it removes marijuana from Sched-
ule I and it seeks to limit application of 
federal marijuana laws to consump-
tion, distribution, and other purposes. 
Specifically, the bill would make mari-
juana a non-controlled substance 
under federal law and would allow an 
individual to transport or ship mari-
juana across state lines, without 
running afoul of federal law, so long as 
the transported or shipped marijuana is 
not intended to be received, possessed, 
or sold in violation of state law.81 On 
August 25, 2011, this bill was referred 
to the Subcommittee on Crime, 
Terrorism, and Homeland Security, and 
no further action has been taken.82

While the marijuana battle rages 
at the federal level, the states are tak-
ing matters into their own hands.
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State of Medical  
Marijuana Affairs 

Despite the federal designation of 
marijuana as a Schedule I controlled 
substance that has no currently 
accepted medical use,83 states are 
increasingly turning their backs on the 
federal government and forging their 
own regulatory paths. By recognizing 
therapeutic value in marijuana and 
believing that the benefits outweigh 
risks, states are effectively usurping the 
role of the FDA as the exclusive U.S. 
arbiter of what is a safe and effective 
drug.84 In fact, 17 U.S. jurisdictions (16 
states and the District of Columbia) 
have passed laws permitting their resi-
dents to ingest marijuana for medical 
purposes: Alaska, Arizona, California, 
Colorado, Delaware, Hawaii, Maine, 
Michigan, Montana, Nevada, New Jer-
sey, New Mexico, Oregon, Rhode 
Island, Vermont, and Washington.85 

Although it is beyond the scope of 
this article to address all state “compas-
sionate” marijuana programs, state laws 
and regulations commonly address 
issues such as implementation of 
patient registries through departments 
of public health and the designation of 
medical conditions for which marijuana 
may be used. For example, most states 
permit marijuana use to treat cachexia 
(weight loss and physical wasting due to 
chronic disease), including Alaska, 
Nevada, Oregon, Rhode Island, and 
Vermont.86 Delaware and New Mexico 
permit marijuana use for treatment of 
post-traumatic stress disorder.87 These 
laws also commonly establish criteria 
for medical marijuana dispensaries, such 
as location, business model, restrictions 
or prohibition of on-site consumption, 
and quantity limits for individuals who 
possess or grow marijuana for personal 
medical use. Unlike most jurisdictions 
that have enacted medical marijuana 
laws, Delaware, New Jersey, and the 
District of Columbia prohibit patients 
from growing marijuana at home for 
medical purposes.88,89

State medical marijuana programs 
also typically set standards for 

recommending marijuana for medical 
use. These standards run the gamut from 
broad and permissive to narrow and 
rigid. For instance, the District of 
Columbia requires a comprehensive 
assessment before a physician can rec-
ommend medical marijuana. After 
reviewing “other approved medications 
and treatments that might provide the 
qualifying patient with relief,” the physi-
cian must then determine that medical 
marijuana “is necessary” in order to rec-
ommend it.90 On the other hand, 
Colorado regulations establish a rela-
tively low “patient might benefit” 
threshold when physicians are evaluat-
ing whether to recommend marijuana 
for an individual diagnosed with a state-
defined debilitating medical condition.91 

In contrast, New Mexico promul-
gated a much more stringent regulation: 
before recommending medical mari-
juana, other medical therapies must be 
utilized for the patient’s qualifying med-
ical condition, these therapies must 
have failed, and the patient must have 
current, unrelieved symptoms.92 New 
Mexico medical certification also requires 
that a practitioner attest that the patient 
has one of the state-recognized debili-
tating medical conditions and that the 
benefits of the medical use of marijuana 
outweigh its health risks.

Interestingly, New Mexico permits 
appropriately licensed nurse practitio-
ners and physician’s assistants, as well as 
physicians, to write a certification for 
medical cannabis.93 Certain debilitating 
medical conditions require additional 
supporting documentation as part of 
the New Mexico certification process. 
For example, glaucoma must be diag-
nosed by an ophthalmologist, and 
severe chronic pain requires two medi-
cal certifications from a primary care 
provider and a specialist with expertise 
in pain management or the physiologi-
cal process that causes the pain.94

California Sets the Stage

California was the first jurisdiction 
to decriminalize use and cultivation of 
marijuana under its Compassionate 
Use Act of 1996;95 however, marijuana 

remains a Schedule I substance under 
the California Uniform Controlled 
Substances Act.96 Given California’s 15 
years of experience in medical mari-
juana matters, its program requirements 
will be the focus of this state regula-
tion discussion. 

The California Medical Marijuana 
Program (“Program”), codified in 
§ 11362.7, et. seq. of the Health and 
Safety Code, establishes requirements 
for physicians to recommend mari-
juana to patients and the government 
qualification process for individuals 
seeking to obtain marijuana for medi-
cal purposes. The Program mandates 
that a validly licensed California 
attending physician physically exam-
ine a patient and determine whether 
the patient has a serious medical con-
dition for which marijuana may be 
appropriate. California broadly defines 
“serious medical condition” to include 
arthritis, migraines, cancer, multiple 
sclerosis, seizures, severe nausea, and 
any other chronic or persistent medi-
cal symptom that substantially limits a 
major life activity or, if not alleviated, 
may cause serious harm to a patient’s 
safety or physical or mental health.97

Unlike New Mexico, whose regula-
tions require failure of non-marijuana 
medical therapies before a practitioner 
can recommend marijuana, the Med-
ical Board of California published 
guidelines for physicians to consider 
when recommending medical mari-
juana for patients, stating that a 
patient need not wait until all stan-
dard medications have been tried, and 
failed, before recommending mari-
juana.98 Instead, the physician must 
determine that the risk/benefit ratio 
of medical marijuana is as good or 
better than other medications that 
could be used for the patient. The 
California guidelines for physician-
recommended marijuana anticipate 
that a medical history, in-person 
examination, discussion of side 
effects, and a treatment plan, with 
periodic review for efficacy, would 
occur. Nevertheless, these guidelines 
do not require or specif ically 
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recommend that other medications 
be tried prior to marijuana, particu-
larly medications regarded as first line 
therapy by clinical practitioners.99 

In some instances, compliance 
with the California risk/benefit med-
ical marijuana guidelines may not 
provide optimal care for patients. 
Specifically, the guidelines may per-
mit less effective drugs to be used for 
treatment. For example, medical 
evidence and specialty physician 
associations support the preferential 
use of modern drugs like Zofran and 
Emend with a steroid for treatment 
and prevention of CINV.100 But stud-
ies comparing marijuana and older 
anti-nausea medications show mari-
juana is as good, or better, than the 
older medications in ameliorating 
CINV.101 Accordingly, under Califor-
nia Medical Board guidelines, 
marijuana could be recommended for 
CINV if its safety risks are generally 
equivalent to the older CINV 
drugs.102 Because California does not 
require that “standard medical ther-
apy” be tried and fail prior to a 
physician recommending marijuana, 
California patients using medical 
marijuana for CINV may be receiv-
ing substandard care if these patients 
have never even tried the modern 
drugs for prevention and treatment 
of CINV. 

On the other  hand,  s t r ict 
adherence to California Medical 
Board guidelines could be viewed 
as creating unnecessary obstacles to 
certain patient populations seeking 
to use marijuana to alleviate suf-
fering. For example, requiring a 
pre-recommendation physical exami-
nation, standard evaluation of 
marijuana risks and benefits, or dis-
cussion of marijuana addiction or 
dependence side effects are likely 
irrelevant to some terminally ill 
patients and could delay access to 
those whose remaining days on 
earth are few.103,104,105,106,107 

Controlled Access

The sheen on the California medi-
cal marijuana program is losing its luster 
in some communities. In Anaheim, 
medical marijuana opponents won a 
significant victory when the Superior 
Court in Orange County California 
ruled that the city’s ban on medical mar-
ijuana dispensaries was a valid exercise 
of its constitution-granted powers and 
was not pre-empted by state medical 
marijuana laws.108 Anaheim enacted the 
prohibition, pursuant to its nuisance 
ordinance, in an attempt to limit mass 
distribution of medical marijuana. 

More recently, Los Angeles 
responded to neighborhood activists’ 
complaints and a significant increase 
in dispensaries from four in June 2005 
to hundreds by the end of 2009. The 
city passed an ordinance capping at 
70 the number of dispensaries that 
will be permitted to provide medical 
marijuana.109,110 The ordinance also 
requires that the dispensing organiza-
tions be proportionally distributed 
throughout the city based on popula-
tion in a designated neighborhood. 
On October 14, 2011, the Superior 
Court in Los Angeles County, Cali-
fornia denied injunctive relief to a 
coalition of medical marijuana advo-
cates and dispensaries that sued Los 
Angeles over its capping ordinance. 
The Court upheld the ordinance, 
declaring that it did not establish an 
arbitrary process to limit dispensaries.111 

Efforts to better control access are 
spreading to other states’ communi-
ties. A hotly contested proposal to ban  
medical marijuana dispensaries was put 
to a vote in Fort Collins, Colorado in 
November 2011. Residents voted to 
prohibit medical marijuana dispensaries 
from doing business in the city and to 
require those that are currently operat-
ing to close in 90 days.112 

However, medical marijuana 
advocates are concerned that delays in 
implementing medical marijuana laws 

harm patients, particularly those for 
whom marijuana is the only effective 
therapy. The District of Columbia and 
New Jersey enacted their medical mar-
ijuana laws in 2010, but marijuana is 
not yet available through dispensaries 
(and qualified patients are prohibited 
from growing their own marijuana 
plants). After approving a medical 
marijuana program in 1998, D.C. vot-
ers had to wait 12 years for enactment 
of its law because Congress continued 
to block the program until 2010.113 
The first of five dispensaries permitted 
under the D.C. medical marijuana law 
is not expected to begin offering medi-
cal marijuana until 2012. The volume 
of inquiries about D.C.’s open applica-
tion and selection processes, as well as 
required rulemaking procedures, are 
causing implementation to take longer 
than anticipated.114 

New Jersey’s medical marijuana 
law was supposed to become effective 
six months after it was signed into law 
on January 18, 2010.115 Newly elected 
governor Chris Christie took office one 
day later, and implementation of the 
medical marijuana program has been 
slowed due to disagreement among the 
legislature, the state health department, 
and the governor’s office on a variety of 
issues. Background checks for propri-
etors of dispensaries, known as 
“alternative treatment centers” in New 
Jersey, the selection process for organi-
zations applying to become treatment 
centers, and concerns that state 
employees of the medical marijuana 
program could be federally prosecuted 
for facilitating the availability of mari-
juana continue to hamper program 
implementation.116

Noxious Weed

Some proprietors of medical 
marijuana dispensaries bring an entre-
preneurial spirit to their activities. 
Home delivery services are offered 
and savvy operators use social media, 
such as Twitter and Facebook, to pro-
vide medical marijuana-related 

The Cannabis Conundrum: Medication v. Regulation
continued from page 7
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information to subscribers and facili-
tate communications with patients.117 

However, certain aspects of the 
business of medical marijuana under-
mine well-intentioned efforts to 
expand marijuana research and pro-
vide seriously ill patients with access 
to the medicinal plant. For example, 
some medical marijuana names are 
absurd, such as AK 47, Cat Piss, Sour 
Diesel, and Mr. Nice.118 Although 
experienced users may be able to 
identify the type of marijuana by such 
names, the nomenclature likely con-
fuses those new to medical marijuana 
and does not readily identify the can-
nabinoid content or potency of the 
marijuana product. If the physician or 
healthcare provider recommending 
medical marijuana does not fully 
discuss appropriate dosing or cannabi-
noid content, or does not have such 
knowledge, then naïve patients may 
select the product on their own or 
may seek such advice from dispensary 
staff, who may not have appropriate 
training or education.119 

Moreover, some of the pageant-
like celebrations and contests 
centered around medical marijuana, 
such as the Doesha Cup, which 
includes a cannabis tasting competi-
tion, on site “medicating,” and 
celebrity appearances are of dubious 
merit.120 News articles describing 
individuals who submit unsigned or 
suspicious physician recommenda-
tions for medical marijuana and 
undercover reporters who easily 
obtain medical marijuana registration 
cards based on questionable medical 
complaints further fuel regulators’ 
concerns.121 The totality of these ele-
ments of the medical marijuana 
industry may unwittingly support the 
efforts of medical marijuana oppo-
nents and hamper seriously ill 
patients’ access to medical marijuana.

In addition, crimes involving 
medical marijuana patients and dis-
pensaries are taxing law enforcement 
authorities that are already facing dwin-
dling resources. In 2009, the California 

Police Chiefs Association issued a 
white paper with sobering details of 
murders, burglaries, shootings, and 
theft related to medical marijuana 
dispensaries, their operators, and 
patients.122 The founder of two Cali-
fornia medical marijuana dispensaries 
was shot and killed in his home in 
November 2005, and law enforce-
ment authorities believed it was 
related to his marijuana cultivation 
and dispensing.123 Medical marijuana 
dispensaries throughout California 
have been subject to attack, with per-
petrators stealing marijuana and/or 
cash in a number of burglaries perpe-
trated over the years. In July 2011, 
three men attempted to rob a San 
Diego medical marijuana dispensary 
using pepper spray, but were thwarted 
by employees who activated the locks 
on security doors.124 Reports of Califor-
nia marijuana dispensary customers 
being held-up at gunpoint and 
assaulted by robbers only add to law 
enforcement agencies’ concerns about 
the safety of medical marijuana opera-
tions and whether stricter controls are 
required.125 

Medical marijuana-related crimes 
are not limited to California. Arizona, 
New Mexico and Washington 
recently reported theft and assault 
crimes tied to medical marijuana.126 
Less restrictive oversight of dispensa-
ries, lower standards for physicians to 
recommend medical marijuana, the 
proliferation of dispensaries, difficulty 
controlling patients who may sell or 
transfer medical marijuana to non-
registered individuals, and cash 
transactions all reportedly contribute 
to medical marijuana crime and 
diversion.127

Yet not all law enforcement offi-
cials are convinced that medical 
marijuana dispensaries result in 
increased crime. The Denver Police 
Department compared crime statistics 
for December 2008 and December 
2009, which were collected for crimes 
committed within 1,000 feet of dis-
pensary locations.128 In December 
2008, no dispensaries were operating; 

in December 2009 hundreds of dis-
pensaries had newly opened. The 
Denver Police Department was 
unable to determine if having a dis-
pensary in the area resulted in an 
overall increase in crime.129 Although 
the total number of reported crimes 
within 1,000 feet of dispensaries 
decreased by 3.7 percent and violent 
crime declined or remained the same, 
loitering and criminal mischief 
increased.130 

The Los Angeles police chief 
stated in 2010 that banks were more 
likely to get robbed than medical 
marijuana dispensaries.131 A 2009 
police department analysis of citywide 
robberies did not demonstrate an 
increase due to medical marijuana dis-
pensaries.132 However, the police chief 
qualified the analysis by stating that 
some dispensaries may not report 
robberies and ATM crimes were not 
included in the data.133 Notwithstand-
ing the robberies analysis, the chief 
recommended that medical marijuana 
diversion, including unlawful sales, be 
considered in any evaluation of medi-
cal marijuana dispensary regulation. 
The chief also supported increased dis-
pensary oversight and a limit on the 
number of operating dispensaries in 
Los Angeles.134,135 

Conclusion 
The ability to satisfy all stakehold-

ers in the medical marijuana juggernaut 
seems largely illusory. However, when 
traditional medications fail patients 
who have serious or debilitating ill-
nesses and no other viable treatment 
options are available, providing access 
to marijuana for medical purposes is 
humane and arguably a form of public 
health protection. The mechanism for 
providing access to marijuana needs to 
be better controlled in many cases. Per-
mitting marijuana to be used in lieu of 
traditional or peer-recommended medi-
cations, or pursuant to an appropriate 
medical evaluation, disregards the 
patient’s best interests and promotes 
diversion of a widely abused controlled 
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substance. Moreover, reported difficul-
ties in obtaining and researching 
marijuana should be identified and 
resolved. Cannabinoid research should 
be expanded, particularly studies com-
paring marijuana and its synthetic 
counterparts to standard medication 
regimens. Promoting scholarship in 
areas such as “designer” cannabinoids 
that provide maximum therapeutic 
benefit and minimize undesirable 
effects may ultimately help bridge the 
gap between the needs of the medical 
marijuana community and the obliga-
tions of law enforcement agencies. 
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In HealthCare Business News, the 
vice president of Greenville Memo-
rial Hospital in Greenville, South 
Carolina recently related his hospi-
tal’s experience in settling a civil 
False Claims Act (“FCA”) qui tam 
suit brought against it by the U.S. 
Department of Justice (“DOJ”) and 
the U.S. Attorney from Buffalo.1 As 
the qui tam suit remained under seal, 
the DOJ told the hospital that it was 
implicated in a pending “nationwide 
investigation” for alleged “kypho-
plasty” billing fraud. In response, the 
hospital conducted a “thorough 
internal review” and “turned up no 
evidence of wrongdoing.” Yet, the 
hospital still settled and paid $1.1 
million. The hospital’s key reason for 
settling: “investigators told them 
they had the power to widen their 
fraud probe far beyond just the spi-
nal-compression surgery if  the 
hospital refused to settle the liti-
ga tion.” As the hospital’s vice 
president explained, “Basically, they 
were saying that they would come in 
and look at every one day stay that 
we had for a number of years.”2 

The threat to “widen the investi-
gation” if a hospital or other provider 
will not settle with the government is 
not an isolated incident. Though 
wishing to remain anonymous, other 
hospitals in this investigation have 
reported similar threats to the effect 
that the U.S. Attorney’s Office 
“would come down and look around” 
if they did not settle. Even if such 
threats are not made explicitly, 
healthcare providers facing FCA inves-
tigations often believe that if they resist 
settlement with the U.S. Attorney’s 
Office their institutions will face an 
even broader investigation, far beyond 

the scope of any underlying False 
Claim allegations.

Are such threats to induce settle-
ment lawful? Does a civil assistant U.S. 
Attorney or an attorney with the DOJ’s 
civil division3 (“civil government attor-
neys”) have the authority to investigate 
a hospital in matters unrelated to a 
pending qui tam action and for which 
they do not have a reasonable suspicion 
that the hospital has engaged in wrong-
doing or other violations? Moreover, 
can they threaten to use their power to 
engage in a fishing expedition in the 
event the defendant does not settle 
either quickly enough or at the amount 
demanded by the U.S. Attorney?4 

Civil government attorneys have 
broad investigative powers, but their 
power and authority to conduct 
investigations, compel the production 
of documents and data from respon-
dents, and threaten litigants is not 
unlimited. In the context of a qui tam 
action or FCA case, civil government 
attorneys do not have the legal 
authority and tools to investigate 
areas for which they do not have rea-
son or suspicion to believe an alleged 
violation of the FCA has occurred. 
Having limited powers and authority 
to investigate matters, civil govern-
ment attorneys do not have the legal 
right to threaten such fishing expedi-
tions to strong arm a settlement. 

In addition to legal limits, prac-
tical considerations, ranging from 
obtaining necessary internal approv-
als to not having enough resources 
or personnel to examine records 
obtained from a civil target limit 
civil government attorneys. While 
civil government attorneys have 
broad authority, they cannot simply 
“come down and look around” if a 
hospital does not give in to govern-
ment settlement demands in a civil 
qui tam action. 

Government Cannot  
Use Criminal Tools to 
Conduct Civil Discovery

Executives with healthcare 
companies often believe that civil 
government attorneys wear both 
criminal and civil hats and have the 
benefit of a grand jury available along 
with other unlimited powers at their 
disposal. That is incorrect.

Generally, in most U.S. Attorney’s 
Offices, assistant U.S. Attorneys 
(“AUSAs”) usually serve in separate 
divisions, civil or criminal (maybe even 
appellate), and except for smaller U.S. 
Attorney Offices, they do not practice 
both civil and criminal law. Civil Divi-
sion AUSAs or attorneys with the Civil 
Division of the DOJ have the authority 
and wield investigative powers provided 
to them by statute and regulation.5 
Such attorneys defend actions brought 
against the federal government, and 
they can bring affirmative civil actions 
on behalf of the federal government, 
such as FCA cases. But, they are not 
criminal prosecutors. For example, civil 
AUSAs may not use a grand jury to 
investigate the government’s civil dis-
putes, including FCA cases.6 Criminal 
AUSAs cannot share information 
gathered by a grand jury with civil gov-
ernment attorneys except under very 
limited circumstances.7 In fact, the U.S. 
Supreme Court refused to permit civil 
government attorneys “automatic” 
access to grand jury material for their 
use in a FCA case.8 As a result, civil 
government attorneys do not have the 
authority to threaten the use of the 
grand jury to induce a civil settlement. 

Of course, the civil and criminal 
divisions of a U.S. Attorney’s Office or 
the DOJ may maintain parallel pro-
ceedings. In those cases, each division 
handles its own investigation and coor-
dinates, where permitted, with each 

CAN THEY DO THAT? GOVERNMENT THREATS TO 
‘COME DOWN AND LOOK AROUND’ TO FORCE 
SETTLEMENT IN QUI TAM CASES
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other and the relevant investigative 
and regulatory agencies.9 Such parallel 
proceedings, however, bear little in 
common with qui tam actions such as 
those faced by Greenville Memorial 
Hospital where there was no parallel 
criminal investigation and the qui tam 
action was based not on direct evidence 
of fraud, but on a statistical abnormal-
ity, allegedly reflecting too many 
in-patient admissions for kyphoplasty.10

Civil Government 
Attorneys Wield Powerful 
But Limited Tools to Obtain 
Documents and Testimony 
from Prospective Civil 
Defendants

Federal law affords civil govern-
ment attorneys powerful tools to 
broadly investigate qui tam actions and 
false claims, but those tools are not 
unlimited. First, when a qui tam com-
plaint remains under seal and before 
the government elects to proceed or 
decline the matter, the FCA and regu-
lations interpreting it provide that 
DOJ’s Civil Division and U.S. Attor-
neys have the authority to issue Civil 
Investigative Demands (“CIDs”) to 
any person that may possess docu-
ments or information “relevant to a 
false claims law investigation.”11 A 
CID can compel a person to provide 
documents, respond to interrogatories, 
and give oral testimony.12 

Practical and legal limitations 
hamper the ability of civil govern-
ment attorneys who might try to use 
CIDs to obtain information beyond 
the scope of an identified investiga-
tion or to use it punitively in the 
event a prospective defendant refuses 
to settle. Though broad in scope, fed-
eral law requires that a CID must 
“state the nature of the conduct con-
stituting the alleged violation of a 
false claims law which is under inves-
tigation.” In turn, a respondent to a 
CID may challenge it by filing a peti-
tion to modify or set aside the CID 
“based upon any failure of the demand 

to comply with the provisions of this 
section or upon any constitutional or 
other legal right or privilege of such 
person.”13

For example, an AUSA must justify 
to the U.S. Attorney who approves the 
issuance of the CID why the CID should 
be issued and what it seeks, and in so 
doing, will be required to describe the 
nature of the investigation. If the 
investigation concerned kyphoplasty 
procedures and the proposed CID sought 
documents and information unrelated 
to that subject, it likely will not be 
approved. Going one step further, if an 
AUSA revealed that the real purpose of 
the CID was to intimidate the respon-
dent into settling an unrelated matter, 
such an attempt would likely be a basis 
for disciplining the AUSA. Of course, 
the AUSA could try to get around this 
by drafting a CID that was broad in 
scope. Yet, if such a request to issue a 
CID were made to investigate a qui tam 
action, then the AUSA would still 
have to justify how the use and scope 
of such an investigative tool related to 
the claims and allegations at issue.

Second, once the government 
intervenes in a qui tam action, then it 
becomes a civil litigant much like any 
other, and its ability to obtain discov-
ery is subject to the Federal Rules of 
Civil Procedure. Rule 26(b) limits 
discovery by the parties to any “non-
privileged matter that is relevant to 
any party’s claim or defense.” 

Civil Government 
Attorneys Likely Violate 
State Rules of Professional 
Conduct by Threatening  
to Use Process Which 
They Do Not Have 
Authority to Employ

Civil government attorneys must 
comply with the governing rules of pro-
fessional conduct applicable in the 
district courts and states where they 
practice.14 The Model Rules of Profes-
sional Conduct have been adopted in 
all but one state,15 and they appear to 

forbid civil government attorneys from 
threatening the use of compulsory pro-
cess to induce a settlement when, as in 
this instance, government counsel does 
not have the authority or cause to 
employ such process. For example, Rule 
4.4 provides that “ . . . a lawyer shall not 
use means that have no substantial pur-
pose other than to embarrass, delay, or 
burden a third person, or use methods 
of obtaining evidence that violate the 
legal rights of such a person.” In turn, 
the Comment to Rule 3.1 explains that 
unless there is a basis in law and fact for 
doing so that is not frivolous, “[t]he 
Advocate has . . . a duty not to abuse 
legal procedure.”16 

Although not binding, the clear-
est applicable statement of a civil 
government attorney’s professional 
responsibil ity in the situation 
described herein may be found in the 
“ethical considerations” to the Model 
Code of Professional Responsibility:

�A government lawyer in a civil 
action . . . has the responsibility to 
seek justice . . . and he should not 
use his position or the economic 
power of the government to harass 
parties or to bring about unjust 
settlements or results.17

Hence, a civil government attor-
ney may be subject to discipline by 
the DOJ for violating a state’s rules of 
professional conduct if he or she 
threatens to employ government pro-
cess to “look around” in areas which 
are outside the scope of the investiga-
tion and for which the attorney does 
not have cause to investigate. 

HHS Has Power to  
Obtain Records, But  
Will It? and Other 
Practical Considerations 

The U.S. Department of Health 
and Human Services (“HHS”) is the 
government agency that most often 
investigates allegations of healthcare 
fraud, and its Office of Inspector General 
(“OIG”) frequently works with civil gov-
ernment attorneys in investigating FCA 
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cases. HHS possesses very broad 
authority to examine as well as to 
compel the production of the billing 
records of Medicare and Medicaid 
providers. For example, the Patient 
Protection and Affordable Care Act 
(“PPACA”) provides that the OIG 
may obtain “any supporting docu-
mentation necessary to validate 
claims for payment” under any federal 
healthcare program as well as “any 
records necessary for the evaluation, 
economy, efficiency, and effective-
ness”  of  a  federal  healthcare 
program.18 In addition, PPACA fur-
ther permits the OIG as well as the 
DOJ to access an “Integrated Data 
Repository” maintained by HHS that 
contains claims and payment data for 
all major healthcare programs for the 
purpose of “conducting law enforce-
ment and oversight activities.”19 

Acknowledging that the OIG has 
broad authority and power to access 
Medicare and Medicaid provider 
records or the records of a qui tam 
defendant does not resolve the ques-
tion of whether civil government 
attorneys can or will “come down and 
look around” if a party refuses to set-
tle, as in the example of Greenville 
Memorial Hospital referenced above. 
First, civil government attorneys do 
not control the OIG. Contrary to the 
fears of many in the healthcare 
industry, the government is not 
monolithic, and agencies such as 
HHS and DOJ do not walk in lock 
step nor always act in concert with 
U.S. Attorneys. In fact, unless a civil 
government attorney is acting on the 
behalf of an agency as its lawyer, the 
attorney will frequently state that he/
she does not and cannot speak for 
agencies such as HHS. In turn, the 
civil government attorneys would still 
have to justify a request to the OIG 
wherein the agency was requested to 
obtain billing records regarding a pro-
vider. The justification of “let’s go 
poking around so we can put the fear 
in this defendant and get it to settle” 

may be tempting, but it is hardly a 
compelling or lawful justification to 
get an agency to act. 

Second, practical considerations 
have an impact on whether such a 
threat to “come down and look 
around” is credible. Who will review 
and analyze the records? Contrary to 
the impression that civil government 
attorneys might like to give, the gov-
ernment and the agencies with whom 
they work do not have unlimited 
resources. If a civil government attor-
ney wants to “come down and look 
around,” who is going to do that? 
Neither the government nor its agen-
cies has legions of agents at their 
fingertips, ready to spend several 
weeks examining records that they 
have no probable cause contain false 
claims or overbillings. Certainly, the 
civil government attorneys are not 
going to do it: they often carry large 
case loads, have no expertise in Medi-
care/Medicaid billing, and do not 
have the time to look around volumi-
nous billing records from a provider. 

Conclusion
While civil government attor-

neys possess broad powers, they 
cannot simply compel the production 
of records without probable cause, 
nor can they threaten what they do 
not have the authority to carry out. 
When faced with government threats 
such as those made to Greenville 
Memorial Hospital, healthcare exec-
utives should consider challenging 
the threat. There may be a number of 
reasons for hospital executives to 
settle such an investigation, ranging 
from litigation risk to bad facts 
concerning the subject of the investi-
gation. Giving in to threats to which 
the government counsel attorneys do 
not have the authority to make or 
carry out, however, should not be 
one of them.
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Introduction
Healthcare providers continue to 

notice an increase in auditing efforts 
from Medicare and Medicaid contrac-
tors. They are already inundated with 
acronyms of contractors tasked to help 
implement the Centers for Medicare & 
Medicaid Services’ (“CMS”) most 
recent benefit integrity policy to “pre-
vent and detect” improper Medicare 
and Medicaid payments.1 ZPICs, MICs, 
MACs, and Medicare RACs have 
become key participants in CMS’ pol-
icy of prevention and detection of 
improper payments.2 CMS’ implemen-
tation of these audit efforts, while 
well-intentioned, creates the concern 
that the existing infrastructure in which 
the contractors operate is insufficient to 
protect providers and offer adequate 
accountability for contractors. Providers 
are faced with various audit and appeals 
processes and often are inundated with 
audits from different contractors. 
Although audits serve an important 
purpose, many providers experience 
insurmountable challenges due to an 
audit that could severely damage a pro-
vider’s business. Protecting the 
Medicaid and Medicare trust funds is an 
important goal; however, it should be 
balanced with protecting providers’ due 
process rights. 

It is within this framework that 
the Medicaid RACs will begin to 
audit providers, joining the audit fray 
next month. 

Background
On September 16, 2011, CMS 

published in the Federal Register the 
final rule (“Final Rule”) establishing 

guidance to states for the funding, 
start-up, operation, payment and 
maintenance of Medicaid RACs.3 The 
Final Rule implements Section 
6411(a) of the Patient Protection and 
Affordable Care Act (“PPACA”) 
which amended Section 1902(a)(42) 
of the Social Security Act to include a 
requirement that all states must have 
contracted with at least one RAC 
entity by no later than December 31, 
2010.4 On October 1, 2010, CMS 
issued a letter to State Medicaid Direc-
tors which required states to submit a 
State Plan Amendment (“SPA”) to 
CMS by December 31, 2010 attesting 
that the state would establish a 
Medicaid RAC program or indicate 
that it would seek an exception from 
the requirement.5 On November 10, 
2010, CMS published a Notice of 
Proposed Rulemaking for the states’ 
Medicaid RAC programs, saying that 
the states’ RAC programs were 
expected to be fully implemented by 
April 1, 2011; however, another let-
ter from CMS issued on February 1, 
2011 stated that the full implementa-
tion date would be announced in the 
Final Rule.6 The Final Rule requires 
that states implement a RAC pro-
gram by January 1, 2012. 

Medicaid Recovery  
Audit Contractors

The Medicaid program is a col-
laborative effort between the federal 
government and state governments. It 
is designed to allow states to receive 
federal matching funds to help pro-
vide medical assistance to eligible low 
income beneficiaries. In order to par-
ticipate in Medicaid, states must 
present a State Plan for medical assis-
tance to the Secretary of the U.S. 
Department of Health and Human 
Services for approval. 

The federal government expends 
billions of dollars annually to 

administer the Medicaid program. 
Medicaid is the third-largest domestic 
program in the federal budget after 
Social Security and Medicare.7 Dur-
ing the 2011 Fiscal Year, the federal 
share in Medicaid programs, also 
known as the Federal Medical Assis-
tance Percentages (“FMAP”) ranged 
from 50.00 percent to 74.73 percent.8 
Medicaid is the second largest pro-
gram in most states’ budgets, after 
elementary and secondary education.9 
These amounts will likely only 
increase, as it is projected that by 
2019 there will be about 20 million 
Medicaid enrollees.10 

Viewed in light of the immense 
funding the Medicaid program 
requires from both state and federal 
governments, it is not surprising that 
the RAC program was expanded to 
Medicaid. However, since the RAC 
program was expanded to Medicaid 
pursuant to PPACA, it is important 
to recognize that PPACA has been 
challenged and is on the United 
States Supreme Court’s docket for the 
current term. If the challenge suc-
ceeds, the entire healthcare reform 
legislation could be overturned, 
including the provision authorizing 
the Medicaid RACs. In the event 
that does not happen, however, it is 
essential to understand the Final Rule 
to fully comprehend the impact of 
the Medicaid RAC program on 
healthcare providers.

Comparing Medicare RACs  
and Medicaid RACs

Section 6411(a) of PPACA 
amended Section 1902(a)(42) of the 
Social Security Act to state that “...the 
State shall (i) establish a program 
under which the State contracts (con-
sistent with State law and in the same 
manner as the Secretary enters into con-
tracts with recovery audit contractors…) 
with 1 or more recovery audit con-
tractors for the purpose of identifying 

ANOTHER ROUND OF CONTRACTORS:  
THE MEDICAID RAC FINAL RULE
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underpayments and overpayments 
and recouping overpayments under 
the State plan… .”11 This language 
demonstrates that although the Med-
i ca id  RAC prog ram wi l l  be 
administered differently from the 
Medicare RAC program, the pro-
grams will operate in alignment with 
one another in several areas, includ-
ing staffing requirements; the claim 
look-back period; development of an 
education and outreach program; and 
minimum customer services measures.12

There are three fundamental dif-
ferences between the Medicare RACs 
and the Medicaid RACs: funding, 
authorization, and purpose of the RAC 
programs. Medicaid RACs are state 
funded, designed, procured, operated 
and administered programs.13 Medicare 
RACs, on the other hand, are region-
ally operated contractors that are 
funded, procured, operated and admin-
istered by the federal government.14 
While the Medicaid RACs are autho-
rized under PPACA, the permanent 
Medicare RAC program is authorized 
by section 302 of the Tax Relief and 
Health Care Act of 2006. The purpose 
of Medicare RACs is to identify under-
payments and overpayments and to 
recoup overpayments under Parts A 
and B of the Medicare program, 
while the Medicaid RAC program 
identifies improper payments under 
state Medicaid plans.15 

There are also a number of other 
differences between the programs, 
most importantly the amount of con-
trol states have over their individual 
Medicaid RAC programs. A reoccur-
ring theme throughout the Final Rule 
was CMS’ position that it would not 
hold states to a concrete standard or 
criteria, but would allow the states to 
make their own decisions on critical 
elements of the audit program, 
including the scope of audits, coordi-
nation with other audit reviews, and 
appeals. CMS stated very clearly that 
it decided to allow states flexibility 
because it wanted to “…account for 
differences in the size of the State, 
Medicaid population, amount of 

expenditures, and other State-specific 
characteristics, for example, allowing 
smaller States the flexibility to vary 
the requirements that would other-
wise overburden them financially.”16 

Therefore, although the goals of 
the RAC programs are similar and 
CMS has instituted some outer 
boundaries for the Medicaid RAC 
program that are extensions of the 
Medicare RAC program, healthcare 
providers will have the burden of 
educating themselves on the details 
of the individual Medicaid RAC 
programs they may be dealing with,  
which will vary. 

Comparing the Medicaid Integrity 
Program and Medicaid RACs

Although the Medicaid Integrity 
Program (“MIP”) and the Medicaid 
RACs both audit Medicaid claims, the 
goals of and oversight over the pro-
grams differ. MIP was introduced 
through the Deficit Reduction Act of 
2005 and its goal is to eliminate fraud, 
waste, and abuse in Medicaid.17 There 
are three types of Medicaid integrity 
contractors (“MIC”s) in the MIP pro-
gram: Review MICs, Audit MICs and 
Education MICs. The Review MICs 
review Medicaid claims for potential 
vulnerabilities and refer potential 
aberrant billing practices to Audit 
MICs.18 Education MICs, however, 
employ findings from Audit MICs and 
Review MICs to target specific areas 
for education and training.19 Audit 
MICs conduct post-payment audits of 
Medicaid providers and advise states 
of overpayments made to a Medicaid 
provider.20 Unlike the Medicaid 
RACs, the MICs are organized 
regionally and are federal contractors. 
In addition, the MICs are not paid on 
a contingency fee basis and are not 
responsible for collecting overpay-
ments from providers. 

Although comments published 
in the Final Rule expressed concern 
over the similarities between the 
Medicaid RACs and the MICs, the 
Final Rule explains that the MIP is 
not duplicative of the Medicaid RAC 

Program.21 In the Final Rule, CMS 
asserted that RACs are efficient enti-
ties to identify payment errors, but 
they are not necessarily as effective to 
identify and prevent fraudulent prac-
tices, presumably because contingency 
fee contractors do not receive a con-
tingency fee for referred cases that are 
determined to be fraudulent.22 There-
fore, MICs may focus on issues, 
including fraud cases, that may not be 
advantageous for a contingency-fee 
contractor to pursue.23 Further, MICs 
focus on regional and national issues, 
while Medicaid RACs are positioned 
to address state-specific issues.24 As 
will be discussed in more detail, states 
are required to establish systems to 
ensure the efforts between the Medic-
aid RACs and the MICs are 
coordinated and there is not overlap 
between the two programs. 

Structure of Medicaid  
RAC Programs

The Final Rule enumerates cer-
tain objective criteria that each 
individual state Medicaid RAC pro-
gram must incorporate. In many 
cases, the logistics of implementing 
these requirements is left up to the 
individual states. One element that is 
clear from the Final Rule is the eligi-
bility requirements for Medicaid 
RACs. The Final Rule establishes 42 
C.F.R. § 455.508, which sets forth the 
requirements an entity must meet 
before it enters into a Medicaid RAC 
contract with a state. First, the entity 
must display to the state that it has 
the technical capability to carry out 
the Medicaid RAC tasks.25 This 
includes an examination of the enti-
ty’s employment of trained medical 
professionals who are in good stand-
ing with the relevant state licensing 
authorities to review Medicaid 
claims.26 Second, the entity must hire 
or maintain a minimum of 1.0 full-
time equivalent (“FTE”) Contractor 
Medical Director who is either a 
Doctor of Medicine or Doctor of 
Osteopathy in good standing with the 
relevant state licensing authorities 
and has relevant work and educational 
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experience.27 Third, the entity will be 
required to hire certified coders unless 
the state determines that certified cod-
ers are not required for the effective 
review of Medicaid claims.28 

Entities contracted as Medicaid 
RACs must also work with the state to 
develop an education and outreach 
program which includes notification to 
providers of audit policies and proto-
cols.29 While transparency in the state 
program is encouraged, the nature of 
the specific education and outreach 
efforts are left up to the states. The 
Final Rule, however, does not require 
states to provide coding/billing guide-
lines in any way other than how they 
are currently issued outside of the 
Medicaid RAC program.30 Further, the 
right of the RAC contractor to 
develop or apply its own coverage, 
payment or billing policies is left to be 
addressed by contract between the 
state and the contracted audit entity. 
In comparison, Medicare offers pub-
licly available manuals, articles, and 
the Medicare Coverage Database of 
National Coverage Determinations 
(“NCD”s) and Local Coverage Deter-
minations (“LCD”s) to inform 
providers on coverage policies. The 
lack of an affirmative requirement on 
the states to provide the applicable 
coding and billing rules may be cause 
for provider concern in the face of 
Medicaid RAC audits and could hin-
der proactive compliance efforts; 
however it could also supply defenses 
to providers during the audit appeals 
process. 

The Final Rule expressly requires 
that an audit entity must also provide 
minimum customer service measures 
and not audit claims that have 
already been audited or are currently 
being audited by another entity.31 
The Medicaid RACs must operate a 
toll-free customer services telephone 
number.32 The toll-free number must 
be included in all correspondence 

with providers, and it must be staffed 
during normal business hours.33

The Final Rule also directs that 
Medicaid RACs cannot audit claims 
that have already been subject to an 
audit or are in an audit. The Final Rule 
does not provide a specific mechanism 
for states to use to coordinate audit 
efforts; however, the Final Rule does 
mandate that the coordination occur.34 
CMS declined to establish a system by 
which states would keep track of the 
claims being audited. Specifically it 
stated in the Final Rule that it refused 
“…to require States to create or use a 
data warehouse at this time.”35 To satisfy 
a similar requirement in the Medicare 
RAC program, the RAC Statement of 
Work expressly provides for the use of 
the RAC Data Warehouse to determine 
if another entity has the provider or 
claim(s) under review.36 The RAC Data 
Warehouse includes a master list of 
“excluded” claims – claims that have 
already been reviewed by another 
entity.37 A similar coordination tool 
could be employed by states, but the 
exact coordination efforts will not be 
known until states begin to implement 
their Medicaid RAC programs. 

Medicaid RACs will also have 
the responsibility to refer suspected 
cases of fraud and/or abuse to the 
state in a timely manner. The stan-
dard proposed by CMS for reporting 
fraud is if the Medicaid RAC “has 
reasonable grounds” to believe such 
activity has occurred.38 A similar 
requirement was placed on the Medi-
care RACs, but the requirement did 
not yield significant referrals. A 
report released by the Office of 
Inspector General (“OIG”) for the 
Department of Health and Human 
Services announced that during the 
RAC demonstrat ion program, 
between 2008 and 2010 the Medicare 
RACs referred only two cases of 
potential fraudulent activity. 39 
Although CMS provides training to 

Medicare RACs to identify fraudulent 
activity during the permanent RAC 
program, Medicare RACs have still 
played a limited role in referring fraud-
ulent claims. One likely explanation 
for this limited role is the effect of the 
contingency fee payment. As noted 
above, as contingency fee contractors, 
Medicare RACs simply do not have 
the incentive to identify fraudulent 
claims since if the referred case is 
determined to be fraud, the contrac-
tor does not receive its contingency 
fee.40 An interesting question in the 
Medicaid RAC program will be 
whether Medicaid RACs will follow 
the Final Rule’s requirement that 
they refer cases of potential fraud to 
law enforcement in the absence of an 
incentive to do so. 

The Final Rule also requires that 
Medicaid RACs meet all other obli-
gations that a state might identify.41 

In addition, CMS touched upon 
the structure of the Medicaid RAC 
program with regard to the relation-
ship between the federal and state 
governments. In the proposed rule 
published on November 10, 2010, 
CMS planned that states would 
report to CMS certain elements 
describing the effectiveness of their 
Medicaid RAC programs.42 These 
elements included general program 
descriptors, such as the length of 
the contracts and the contractors’ 
names, and specific program metrics, 
including number of audits, amount 
recovered and the amount of cases 
referred for potential fraud.43 In the 
Final Rule, CMS announced that 
states must report overpayments to 
CMS based on the net amount 
remaining after all fees are paid to the 
Medicaid RACs.44 However, CMS 
did not identify specific reporting 
requirements in the Final Rule and 
noted that sub-regulatory guidance 
will be specified by CMS in the 
future.45 
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In the Final Rule, CMS elaborated 
on its interpretation of section 1902 
(a)(42)(B)(ii)(IV)(aa) of the Social 
Security Act which outlines the 
reimbursement to the states of the 
expenditures made by the states to 
carry out the Medicaid RAC pro-
gram.46 CMS interpreted this section 
of the Act to mean that the amounts 
paid by a state to establish and oper-
ate the Medicaid RAC program will 
be shared by the federal government 
at the 50 percent administrative rate 
applied to all Medicaid expenditures, 
as provided for in section 1903(a)(7) 
of the Social Security Act.47 This will 
include the states’ appeal costs for 
appeals by providers of a Medicaid 
RAC’s findings.48 States will be 
required to determine the contin-
gency fee rate paid to the contracted 
Medicaid RAC based on the percent-
age of the recovered overpayment 
amount.49 The contingency fee rate 
set between the state and Medicaid 
RAC must not exceed the highest con-
tingency fee rate paid to a Medicare 
RAC in order for CMS to provide fed-
eral financial participation.50 

Presently, the highest Medicare 
RAC contingency fee is set at 12.50 
percent. Absent an approved excep-
tion from CMS, any additional 
contingency fee payments from the 
state to the Medicaid RAC beyond 
the highest Medicare RAC contin-
gency fee rate would need to be made 
using state-only funds.51 Further, con-
tingency fees must be returned to the 
state within a reasonable timeframe, 
defined by the state, if a Medicaid 
RAC’s determination is reversed at 
any level of appeal.52

Medicaid RAC Audits

Scope of Medicaid RAC Audits

The scope of the audits conducted 
by the Medicaid RACs will be similar 
to the scope of those conducted by 
Medicare RACs. In the Final Rule, 
CMS published a public comment that 
suggested the Medicaid RAC should 
exclude Evaluation and Management 
(“E/M”) Services from RAC review.53 

CMS responded that states will con-
tract with a RAC for the RAC to 
review claims submitted by providers 
for payment under the Medicaid pro-
gram and that these claims will likely 
include E/M services.54 

CMS also addressed the require-
ments for medical necessity reviews. It 
stated that it will not issue oversight 
provisions regarding medical necessity 
reviews in the Medicaid RAC pro-
gram.55 CMS expressed that all 
healthcare providers are required to 
furnish medically necessary services in 
accordance with state Medicaid 
plans.56 Therefore, Medicaid RAC 
medical necessity reviews must be per-
formed within the scope of the state 
laws and regulations.57 

In line with this position, CMS 
responded in the Final Rule to a com-
ment regarding review boards for issues 
subject to medical necessity reviews.58 
The comment suggested that Medicaid 
RACs be required to submit a rationale 
for each medical necessity review for 
review and approval.59 The response 
stated that CMS will encourage states to 
form review teams for Medicaid RACs 
similar to the Medicare RAC program’s 
“New Issue Review Board.”60 CMS will 
provide “technical assistance” to states 
who decide to include medical necessity 
reviews in their Medicaid RAC pro-
grams.61 However, notably absent from 
this language in the Final Rule is the 
requirement that states require advanced 
approval of medical necessity reviews. 
Presumably, the absence of this require-
ment follows the underlying theme of 
the Final Rule that CMS will not render 
mandates on all aspects of the Medicaid 
RAC program to allow the states consid-
erable flexibility. 

The Final Rule also clarified that 
states will not be required to include 
managed care claims within the scope 
of the Medicaid RAC’s review. The 
proposed rule had not addressed 
whether managed care claims would 
be included, but after several com-
menters requested CMS to clarify its 
position on this issue, CMS stated in 

the Final Rule that Medicaid RACs 
will not be required to review man-
aged care claims until either a 
permanent Medicare managed care 
RAC program is in full effect or a 
viable state Medicaid model is identi-
fied.62 At that time, CMS may engage 
in further rule-making to outline the 
attributes of those reviews.63 

The scope of Medicaid RACs is 
also affected by CMS’ emphasis on cer-
tain requirements to help ease the 
burden of the new audits on healthcare 
professionals. One aspect of Medicaid 
RAC audits that will have a direct 
impact on providers is the requirement 
that Medicaid RACs accept electronic 
submissions of medical records, as a part 
of CMS’ requirement that states ensure 
certain customer service measures are 
fulfilled. Section 455.508(e)(3) of the 
Final Rule requires Medicaid RACs 
to accept electronic submissions of 
medical records to facilitate provider 
response to RAC audit record requests, 
unless the state requests and receives an 
exception from CMS.64 The acceptance 
of medical records electronically, how-
ever, must be accomplished without 
compromising security and privacy of 
that data.65 

Another feature of the Medicaid 
RAC program that was designed to limit 
the burden on audited healthcare pro-
viders is that states must establish limits 
on the number and frequency of medical 
records to be reviewed by the RACs.66 
The limits set by states may be subject to 
exceptions requested by the RAC.67 In 
addition, CMS set the look-back period 
for Medicaid RACs to be the same as 
the Medicare RAC permanent program, 
three years from the date of the claim.68 
However, this requirement is subject 
to an exception requested by a state 
through the SPA process if a state’s 
Medicaid Management Information Sys-
tem (“MMIS”) only retains adjustable 
claims data for two years.69 Again, this 
allowance for states in the Final Rule 
demonstrates CMS’ declared commit-
ment to provide states flexibility in 
forming their Medicaid RAC programs. 
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Medicaid RAC Audits –  
After the RAC’s Review

The steps after an audit contrac-
tor has completed the review of 
claims and issued claim determina-
tions are extremely important, 
especially for healthcare providers 
that receive an adverse determina-
tion. The Medicaid RAC Final Rule 
provided some guidance on the series 
of events that may occur after a 
healthcare provider’s claims have 
been reviewed. However, for many of 
the key issues CMS retained its posi-
tion that the details must remain 
within the states’ discretion. For 
instance, CMS will not mandate a 
single appeals process for all states to 
use for Medicaid RAC appeals.70 
Although § 1902(a)(42)(B)(ii)(III) 
of the Social Security Act requires 
that states implement an appeals pro-
cess for providers to appeal adverse 
RAC determinations, the appeals 
process will be developed by the state, 
subject to CMS approval.71 

During the SPA process, each 
state provided CMS with assurances 
that it would comply with the 
requirement that the state would pro-
vide an adequate appeals process for 
providers faced with adverse RAC 
determinations.72 States have the flex-
ibility to determine whether it will 
implement a new appeals process 
strictly for Medicaid RAC determina-
tions or if it will simply use an 
existing appeals process.73 Notably, 
CMS recognized in the Final Rule 
that it will be difficult for healthcare 
providers to potentially interact with 
more than one appeals process, but 
concluded that the burden will not be 
too challenging because the provider 
will have already been involved with 
the state’s overpayment determina-
tion process and therefore should 
have notice of appeals timeframes.74 

Another post-audit event that 
CMS determined to leave to states’ 
discretion is the issue of whether a 
provider is permitted to re-bill a 

corrected claim after a Medicaid 
RAC identifies an improper payment 
as a result of a medical necessity 
review. In the Final Rule, CMS 
stated that the decision whether the 
provider in this position can re-bill 
the claim and the requirements for 
re-filing the claim will be governed 
by state law, regulation and policy 
which set time limits on the submis-
sion of providers’ claims.75 Similarly, 
if a RAC identified an underpayment 
and the time for re-filing a claim has 
passed, CMS found that the state has 
the discretion to determine whether 
the provider may re-file the claims 
with the correct information.76 In 
response to a comment regarding 
reimbursement for identified under-
payments, CMS took the position 
that states should compensate all 
providers for any identified underpay-
ments, consistent with state law.77 

With regard to the reopening of 
claims, Medicare RACs are permitted 
to reopen a provider’s claim within 
one year for any reason. In order to 
reopen the claim after one year, a 
Medicare RAC must have good 
cause, but the provider cannot chal-
lenge good cause. However, after four 
years, a Medicare RAC can only re-
open the claim if there is suspected 
fraud. CMS addressed the issue of re-
opening claims for Medicaid RACs by 
leaving it to the state’s discretion. 
CMS noted that since states have dif-
ferent administrative appeal processes 
from the Medicare program, it will 
not require states to comply with the 
reopening regulations as set forth in 
the Medicare RAC program.78 

Finally, the Final Rule addressed 
how Medicaid RACs will be paid and 
the process for collecting overpayments. 
First, CMS addressed that the Medicaid 
RACs will be paid through a contin-
gency fee method, in the same fashion 
as the Medicare RACs. In addition, the 
Medicaid RAC contingency fees will be 
based on the overpayments recovered, 
rather than overpayment simply 

identified.79 States are given discretion 
as to when the applicable contingency 
fee payment is made to the Medicaid 
RAC. The state may choose to pay the 
contractor once the overpayment is 
identified and recovered, regardless of 
any subsequent provider appeal. In this 
situation, if the provider successfully 
appealed the claim denials at any stage 
of the appeals process, the contractor 
would be required to return the applica-
ble portion of the contingency fee.80 
Conversely, the states may choose to 
pay the RAC its contingency fee after 
any and all provider appeals are fully 
adjudicated.81 Regardless of the pay-
ment structure chosen, if the claim 
determination is subsequently over-
turned in the provider’s favor on 
appeal, the RAC is required to return 
that portion of its contingency fee 
within a reasonable timeframe, as pre-
scribed by the state.82 

Another issue involving pay-
ments that was addressed by the Final 
Rule was the length of time the state 
has to repay the federal share of the 
overpayments. Under § 1903(d)(2) of 
the Social Security Act, states have 
up to one year to recover overpay-
ments before an adjustment is made 
in the federal payment to the state to 
account for the overpayment.83 After 
this one year period, the states must 
return the federal share regardless of 
whether the overpayment is actually 
recovered.84 If there is a change in the 
overpayment amount following the 
appeals process that ended after the 
one-year period for collection, the 
state may submit a form to the federal 
government to adjust the overpay-
ment amount.85

Impact of the Medicaid RACs

In the Final Rule, CMS outlined 
the overall and detailed impacts the 
Medicaid RAC program will have on 
the healthcare industry and the Med-
icaid program. Using the Medicare 
RAC Demonstration program as a 
guideline, CMS estimates that the 
Medicaid program will have a limited 
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financial impact on most providers 
because significant improper pay-
ments are relatively rare.86 Despite 
this statement, CMS estimates that in 
2012 the Medicaid RAC program will 
save the federal government $60 mil-
lion and state governments $50 
mil l ion.87 These amounts wil l 
increase to reflect an aggregate net 
savings of $2.13 billion for fiscal years 
2012 through 2016.88 The Final Rule 
did not project any expected impact 
of the Medicaid RAC program on 
Medicaid healthcare providers. How-
ever, it is likely that the impact will 
be similar to that from the Medicare 
RAC programs. 

Unanswered Questions about 
the Medicaid RAC Program

The Medicaid RAC Final Rule 
leaves many unanswered questions 
about the development of the Medic-
aid RAC program and whether key 
elements in other audit programs will 
play a role in the program. For 
instance, there are no requirements in 
the Final Rule related to recoupment 
of identified overpayments or recoup-
ment timeframes. In the Medicare 
RAC program, the RACs may not ini-
tiate the overpayment collection 
process if it receives a request for rede-
termination or reconsideration within 
the timeframes for the limitation on 
recoupment and must stop recoup-
ment efforts that have already started 
once the provider requests a redetermi-
nation or reconsideration. If an 
Administrative Law Judge reverses the 
Medicare overpayment determination, 
Medicare will refund the principal and 
interest already collected. This limita-
tion on recoupment is a crucial 
element to the Medicare RAC appeals 
process. There may be serious adverse 
consequences for providers if states do 
not implement a similar limitation on 
Medicaid RACs. 

Another potential issue is whether 
Medicaid providers will be able to 
engage in settlement discussions with a 
Medicaid RAC that identified an 
overpayment. Although settlement is 

usually an option in state-initiated 
Medicaid audits, it is unclear whether 
states will have the authority to unilat-
erally compromise the federal portion 
of the claim. Another unanswered 
question is the Medicaid RACs’ use of 
statistics to extrapolate overpayment 
determinations. Although Medicare 
RACs are authorized to utilize statisti-
cal sampling, they have not exercised 
this authority. This is another issue 
that may vary state-to-state, since 
states may have different rules for sta-
tistical analysis in Medicaid audits. As 
Medicaid RACs are encouraged to sta-
tistically project, this is an issue that 
will have a serious impact on Medicaid 
providers, since statistical extrapola-
tion greatly increases overpayment 
amounts. 

The issue of the role of legal coun-
sel in the Medicaid RAC appeals 
process is also developing. Since the 
appeals processes will vary among the 
states, legal counsel may be required to 
apply for Pro Hac Vice admission. Some 
states may not require legal counsel to 
apply for Pro Hac Vice admission for 
administrative proceedings, while oth-
ers may. Therefore, legal counsel must 
evaluate the provider’s state’s legal 
practice requirements in order to rep-
resent a healthcare provider in a 
Medicaid RAC appeals process. 

Finally, one of the most significant 
unanswered questions surrounding the 
Medicaid RACs and other audit con-
tractors is whether there is sufficient 
infrastructure in the audit programs to 
protect providers’ and suppliers’ due 
process rights. Audits initiated by any 
of the various program contractors can 
lead to significant recoupment, pre-
payment review and substantial legal 
and administrative expenses. Further, 
if withholds are implemented prior to 
reaching a final adjudication of the 
merits of the provider’s appeal, the 
provider may suffer irreparable conse-
quences. The question remains, 
therefore, whether the multitude of 
well-intentioned audit initiatives 
implemented at the same time through 
both state and federal jurisdictions 

provide sufficient safeguards for pro-
viders to ensure that they may pursue 
the appeals process without going out 
of business.

These questions are only exam-
ples of the many key elements of the 
Medicaid RAC program that were 
not fully explained in the Final Rule. 
Since many of the program’s details 
will be determined by the states, it is 
essential that Medicaid providers and 
their legal counsel carefully follow the 
developments of the Medicaid RAC 
program in the states where the pro-
viders bill Medicaid for services. 

Conclusion
The Medicaid RAC program adds 

another dimension to the federal gov-
ernment’s efforts to tackle improper 
reimbursements from government 
healthcare programs. However, since 
the program is administered by the 
states, many questions remain unan-
swered in the Final Rule. Providers and 
suppliers in the healthcare industry 
affected by the Medicaid RAC program 
must pay close attention to the states in 
which they practice for further guid-
ance, rules and procedures that will be 
developed for the implementation of 
the program’s requirements. Multi-state 
providers and suppliers have the addi-
tional burdens to not only know the 
state-specific billing rules, but also the 
states’ RAC programs and administra-
tive appeals processes. These added 
burdens on Medicaid providers give rise 
to the question of whether in the zeal to 
protect the Medicare and Medicaid 
trust funds, there has been a failure to 
establish sufficient infrastructure and 
accountability to protect providers’ and 
suppliers’ due process rights.
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but did not eliminate the disparities 
in sentencing for cocaine-related 
crimes.

A decade ago, medical providers 
were confronted with an increased 
emphasis on addressing the problem 
of the undertreatment of pain. Pain 
became the fifth vital sign. Physicians 
were prosecuted both administratively 
and civilly for not being sufficiently 
aggressive in treating their patients’ 
pain. As a new, potent generation  
of opioids (Oxycontin, Fentanyl 
patches) came on the market, physi-
cians responded by prescribing these 
medications, sometimes without fully 
understanding their potential for 
abuse. Enter the “pill mill” problem. 
Doctors and other providers were 
caught in the middle – fearful of 
underprescribing, fearful of medical 
board or DEA prosecution for over-
prescribing. Casting their net even 
wider, federal and state prosecutors 
began filing claims against manu-
facturers of the new generation of 
opioids, arguing that they had misrep-
resented the risks of addiction and 
encouraged physicians to develop 
“pain practices” using their products.

The risk of developing depen-
dence on controlled drugs has long 
been considered an occupational  

hazard of the practice of medicine 
(e.g. Freud’s cocaine habit). To 
address this problem, many states 
developed physician health programs 
(“PHP”s).1 These programs focus on 
clinical assessment, providing (or 
overseeing) therapy and drug moni-
toring for impaired physicians (and 
often other healthcare professionals) 
usually in coordination with state 
licensing boards. Outcome studies of 
PHPs demonstrate that they are sur-
prisingly successful in their mission of 
rehabilitating impaired professionals. 
Relapse, which is the bane of drug 
treatment programs, is relatively 
infrequent and usually occurs after 
the physician leaves the program. For 
those who relapse and then reenter a 
PHP the prognosis is still good. Law 
enforcement, however, is often 
unsupportive or ignorant of PHPs and 
their work, with the unfortunate 
result of the incarceration of health-
care professionals who could be 
rehabilitated through participation in 
a PHP and whose essential crime 
relates to their ability to supply their 
habit through writing prescriptions 
and/or obtaining drugs from their 
patients (“If this Percocet doesn’t 
work bring it back to me and I’ll  
prescribe something stronger.”). 

Finally, I am particularly pleased 
to report that there are efforts under-
way to bring the ABA Standing 
Committee on Substance Abuse 
within the Health Law Section. The 
Standing Committee has long been 
involved in both public and profes-
sional education and legislative and 
regulatory advocacy related to issues 
involving substance abuse policy. As  
I hope the above discussion demon-
strates, this union should be a natural 
fit. We believe that the addition  
of the Standing Committee would 
significantly augment the Section’s 
resources in this important area.  
I hope to have further news of this 
development soon. The Standing 
Committee’s participation in Section 
activities and our support for its ongo-
ing advocacy and educational efforts 
will be a strong partnership to address 
these important issues. Let us know 
your thoughts as to how the Section 
can play a role in these issues and 
whether you would like to participate.
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The Fraud Enforcement and 
Recovery Act of 2009 (“FERA”)1 
established an array of substantial 
changes to the False Claims Act 
(“FCA”), including retroactive 
amendments that were designed to 
legislatively overrule the U.S. 
Supreme Court’s decision in Allison 
Engine Co., Inc. v. U.S. ex rel. Sand-
ers.2 Since the passage of FERA, 
federal courts have split over the con-
stitutionality of the retroactive 
amendments. To date, three federal 
district courts have concluded that the 
retroactive amendments violate the Ex 
Post Facto Clause of the United States 
Constitution, with the latest opinion 
being issued by the Northern District 
of Iowa on August 1, 2011. On the 
other hand, the D.C. Circuit Court of 
Appeals and the District of Connecti-
cut have held that the Ex Post Facto 
Clause does not apply to the FCA 
because it is a civil statute.

The issue has taken on added sig-
nificance in the current healthcare 
enforcement environment. The Depart-
ment of Justice recently announced 
record recoveries under the FCA for 
healthcare fraud, driven in part by the 
formation of the Health Care Fraud Pre-
vention and Enforcement Action Team 
("HEAT"), an interagency task force 
designed to enhance the prosecution of 
fraud in the healthcare industry.3 Con-
gress has facilitated the efforts to 
prosecute healthcare fraud by repeat-
edly strengthening the FCA since the 
passage of FERA, expanding its scope 
through the Dodd-Frank Act4 and the 
Patient Protection and Affordable 
Care Act.5 As a result, it has become 
increasingly important to determine 
the limits of the legislature’s authority 
to amend the FCA. 

The Allison Engine 
Amendment

The Supreme Court’s decision in 
Allison Engine focused on § 3729(a)(2) 
(now designated as § 3729(a)(1)(B)) of 
the FCA, which, prior to the enact-
ment of FERA, prohibited individuals 
from making “a false record or state-
ment to get a false or fraudulent claim 
paid… .”6 In Allison Engine, the 
Supreme Court adopted a restrictive 
interpretation of that provision, hold-
ing that liability under § 3729(a)(2) 
could only be established if an individ-
ual made a false statement specifically 
for the purpose of defrauding the 
government:

We hold that it is insufficient for a 
plaintiff asserting a § 3729(a)(2) 
claim to show merely that “[t]he 
false statement’s use…result[ed] in 
obtaining or getting payment or 
approval of the claim,” or that 
“government money was used to 
pay the false or fraudulent claim.” 
Instead, a plaintiff asserting a 
§ 3729(a)(2) claim must prove that 
the defendant intended that the 
false record or statement be mate-
rial to the Government’s decision 
to pay or approve the false claim.7

In 2009, Congress attempted to 
nullify the Supreme Court’s ruling in 
Allison Engine by eliminating the 
phrase “to get a false or fraudulent 
claim paid,” and modifying § 3729(a)
(1)(B) to encompass any “false record 
or statement material to a false or 
fraudulent claim.”8 Section 3729(a)
(1)(B) now reads:

(a) Liability for certain acts.—

(1) In general.—Subject to para-
graph (2), any person who—

…
(B) knowingly makes, uses, or 
causes to be made or used, a false 

record or statement material to a 
false or fraudulent claim;

…
is liable to the United States 
Government… .9

In other words, Congress broad-
ened the provision to apply to all false 
statements “material” to a false claim, 
regardless of the reason why they were 
made. Congress also included a retro-
activity clause clarifying that the 
amendments described above “shall 
take effect as if enacted on June 7, 
2008” – the day the Supreme Court 
issued its decision in Allison Engine.10 
However, after Allison Engine was 
remanded to the Southern District of 
Ohio, District Judge Rose held that 
Congress had overstepped its authority.

U.S. ex rel. Sanders v. 
Allison Engine Co., Inc. 
(“Allison Engine II”)

Following remand, the defendants 
argued that FERA’s retroactive amend-
ments violates the Ex Post Facto Clause 
of the United States Constitution, 
which prohibits Congress from passing 
a law “which renders an act punishable 
in a manner in which it was not pun-
ishable when it was committed.”11 On 
November 3, 2009, the Southern Dis-
trict of Ohio held that the retroactive 
amendments were unconstitutional. 
The Court explained that while the Ex 
Post Facto Clause is generally only 
applicable to criminal statutes, civil 
statutes may also fall within its scope in 
certain circumstances.12 Citing the 
Supreme Court’s decision in Smith v. 
Doe,13 the Court outlined the contours 
of the constitutional analysis:

�The threshold question in an ex-
post-facto analysis is whether the 
legislature intended to impose 
punishment when it enacted the 
law. If the legislature intended to 

FEDERAL COURTS GRAPPLE WITH THE 
CONSTITUTIONALITY OF RETROACTIVE 
AMENDMENTS TO THE FALSE CLAIMS ACT



29
Volume 24, Number 2, December 2011	 The Health Lawyer

continued on page 30

impose punishment, the inquiry 
ends and the law violates the Ex 
Post Facto Clause. However, if 
the legislature’s intention was to 
enact a civil and nonpunitive 
regulatory scheme, a court must 
further examine whether the stat-
utory scheme is “so punitive 
either in purpose or effect as to 
negate [the State’s] intention to 
deem it ‘civil.’ ”14 

After analyzing the legislative 
history of both the FCA and FERA, 
as well as Supreme Court decisions 
indicating that the FCA’s damages 
multiplier has a punitive function, 
the Court held that the “retroactive 
application of the amendments to the 
FCA violates the Ex Post Facto 
Clause because retroactive applica-
tion of the amendments to the FCA 
would impose punishment for acts 
that were not punishable prior to the 
enactment of the amendments….”15 

The Allison Engine II Court also 
analyzed whether the FERA amend-
ments would satisfy the second part of 
the analysis even if the Court had 
reached an opposite conclusion about 
the threshold question of whether 
Congress intended to impose punish-
ment through the FCA.16 The Court 
noted that, pursuant to the Supreme 
Court’s decision in Kennedy v. Men-
doza-Martinez,17 there are seven factors 
that courts consider in examining 
whether a civil statute is “so punitive 
either in purpose or effect as to negate 
[the State’s] intention to deem it 
‘civil’ ”: (1) whether the sanction 
involves an affirmative disability or 
restraint; (2) whether the sanction has 
historically been regarded as punish-
ment; (3) whether the sanction comes 
into play only on a finding of scienter; 
(4) whether operation of the sanction 
will promote the traditional aims of 
punishment-retribution and deter-
rence; (5) whether the behavior to 
which the sanction applies is already a 
crime; (6) whether an alternative pur-
pose to which it may rationally be 
connected is assigned to the sanction; 
and (7) whether the sanction appears 

excessive in relation to the alternative 
purpose assigned.18 

The Court concluded that only 
three of the seven Kennedy factors 
weigh in favor of finding that the Ex 
Post Facto Clause does not apply to the 
FCA. With respect to the first factor, 
the Court reasoned that the FCA does 
not impose a disability or restraint akin 
to incarceration, and thus the factor 
supported a finding that the FCA is 
inherently “civil” in nature. Similarly, 
the Court found that the fifth factor 
and the sixth factor also support the 
civil purpose of the FCA because the 
submission of false claims is already a 
criminal offense, and the FCA damages 
provision serves a compensatory func-
tion as well as a punitive one. 

However, the Court held that the 
remaining factors indicate that the 
FCA is sufficiently punitive to fall 
within the scope of the Ex Post Facto 
Clause. The Court emphasized that 
the FCA’s statutory penalties have fre-
quently been regarded a punishment, 
there is a scienter requirement for FCA 
liability, the statutory penalties serve 
as a deterrent, and “the sanctions 
recoverable under the FCA can far 
exceed those necessary to compensate 
the Government for its loss.”19 As a 
result, the Court held that FERA’s ret-
roactive amendments to the FCA 
violates the Ex Post Facto Clause and is 
unenforceable. 

Four months after the Southern 
District of Ohio issued its ruling on 
the constitutionality of FERA’s retro-
active amendments, the District of 
New Mexico addressed the issue and 
reached the same conclusion. 

U.S. ex rel Baker v. 
Community Health 
Systems, Inc.

On March 19, 2010, in U.S. ex 
rel Baker v. Community Health Sys-
tems, Inc.,20 the District of New 
Mexico adopted the analysis in Alli-
son Engine II and held that FERA’s 
r e t r o a c t i v e  a m e n d m e n t s  a r e 

unconstitutional.21 The Court also 
reasoned that one additional Kennedy 
factor weighs in favor of the applica-
bility of the Ex Post Facto Clause to 
the FCA:

The Court agrees with, and 
herein adopts, the analysis con-
ducted by the court in Allison 
Engine II. I would add that the 
2009 FERA amendment suggests 
that another Kennedy factor 
weighs in favor of finding the 
FCA punitive in nature. The 
behavior proscribed by the civil 
version of the FCA is also 
sanctioned as a crime under the 
criminal version of the FCA, 
which the Allison Engine II court 
found to weigh in favor of find-
ing of civil purpose or effect for 
the civil version of the FCA. 
However, I propose that the 
post-FERA version of § 3729(a)
(1)(B) effectively broadens the 
liability base for § 3729(a)(1)(B). 
I therefore find that the behavior 
to which the FERA now attaches 
liability was not previously con-
sidered sufficient to find liability 
under the same provision.22

Thus, the Court held that the 
retroactive application of the FERA 
amendments would violate the Ex 
Post Facto Clause because “the FCA’s 
statutory scheme is punitive in pur-
pose and effect.”23 

Following the District of New 
Mexico’s decision in Baker, federal 
courts have disagreed about whether 
the Ex Post Facto Clause applies to 
the FCA. Three months after Baker, 
the District of Columbia Circuit 
Court of Appeals became the first 
appellate court to address the issue. 

U.S. ex rel. Miller v. Bill 
Harbert International 
Construction, Inc.

On June 22, 2010, the District of 
Columbia Circuit Court of Appeals 
held that FERA’s retroactive amend-
ments are not unconstitutional because 



30
	 The Health Lawyer	 Volume 24, Number 2, December 2011

the Ex Post Facto Clause does not apply 
to the FCA. The issue came before the 
Court in U.S. ex rel. Miller v. Bill 
Harbert International Construction, 
Inc.,24 where the defendants argued that 
the government was advancing claims 
under the FCA that were predicated 
on conduct that occurred outside of the 
applicable limitations period.25 The 
government asserted that FERA specifi-
cally amended the FCA to clarify that, 
for the purposes of the statute of limi-
tations, any government pleading 
relates back to the filing date of the 
whistleblower’s complaint, and the 
whistleblower’s complaint in that case 
was filed within the limitations period.26 
The defendants argued that FERA’s 
“relation back” amendment could not 
be retroactively applied under the Ex 
Post Facto Clause. 

The Miller Court rejected the 
defendants’ position in a brief para-
graph, stating:

The Ex Post Facto Clause of the 
Constitution applies only to penal 
legislation. See Calder v. Bull, 3 U.S. 
(3 Dall.) 386, 390-91, 1 L.Ed. 648 
(1798) (opinion of Chase, J.); see 
also Landgraf v. USI Film Prods., 511 
U.S. 244, 266 n. 19, 114 S.Ct. 1483, 
128 L.Ed.2d 229 (1994) (citing 
Calder). The FCA is not penal. See 
Hudson v. United States, 522 U.S. 
93, 100-03, 118 S.Ct. 488, 139 
L.Ed.2d 450 (overruling Court’s 
prior decision that a civil FCA pro-
ceeding could be criminal under 
the Double Jeopardy Clause).

The Court did not conduct an 
independent analysis regarding the 
threshold question of whether the legis-
lature intended to impose punishment 
with the FCA, and the Court did not 
analyze the Kennedy factors. Instead, 
the Court simply cited to the Supreme 
Court’s decision in Hudson v. United 
States.27 However, the Miller Court’s 
suggestion that Hudson addresses this 
issue is misleading. In fact, a basic 
review of the Hudson decision reveals 

that it focused on the applicability of 
the Double Jeopardy Clause to a civil 
banking statute, not the FCA.28 

The defendants in Hudson had 
been issued civil fines under 12 
U.S.C. § 93, a statute that authorizes 
civil sanctions for banking-related 
offenses, and they were subsequently 
prosecuted under a criminal statute 
for making false bank entries.29 The 
defendants argued that the criminal 
prosecution violated the Double Jeop-
ardy Clause of the Constitution, 
citing the Supreme Court’s decision 
in United States v. Halper,30 where the 
Court held that civil FCA claims 
could not be brought against an indi-
vidual following a conviction under 
the criminal false claims statute 
because the FCA penalties at issue 
were so disproportionate to the 
government’s damages that they con-
stituted a second punishment.31 

The Hudson Court applied the 
seven-part Kennedy framework to the 
banking statute and ultimately con-
cluded that, after weighing those 
factors, the civil banking statute was 
not “so punitive either in purpose or 
effect” to transform the civil sanction 
into a criminal sanction for the pur-
poses of the Double Jeopardy Clause.32 
In doing so, the Hudson Court rejected 
the standard applied by the Supreme 
Court in Halper, which focused exclu-
sively on whether a civil sanction 
serves “either a retributive or deterrent 
purposes.”33 The Hudson Court criti-
cized the Court’s opinion in Halper for 
“elevat[ing] a single Kennedy factor – 
whether the sanction appeared 
excessive in relation to its nonpunitive 
purposes – to dispositive status,” and 
emphasized that “all civil penalties 
have some deterrent effect.”34 The 
Hudson Court concluded that the 
Halper test had “proved unworkable” 
and clarified that no single Kennedy 
factor was controlling.35 

Thus, the Hudson Court did not 
reject its previous conclusion that the 

FCA could trigger the protections of 
the Double Jeopardy Clause. The 
Hudson Court simply rejected an 
amorphous standard that was causing 
confusion in the courts and weaken-
ing the application of an array of civil 
penalties.36 

Given the limited analysis pro-
vided in the Miller opinion, federal 
courts may be reluctant to rely on it 
moving forward. In fact, two months 
after Miller was decided, the District 
of Connecticut rejected the Southern 
District of Ohio’s position on the 
constitutionality of FERA’s retroac-
tive provisions after an extensive 
analysis of the issue, but failed to cite 
Miller in support of its decision.

U.S. ex rel Drake v.  
NSI, Inc.

On August 26, 2010, in U.S. ex 
rel Drake v. NSI, Inc.,37 the District of 
Connecticut concluded that FERA’s 
retroactive amendments to the FCA 
do not violate the Ex Post Facto 
Clause because the FCA “is not suffi-
ciently punitive in nature and effect 
so as to warrant application of the Ex 
Post Facto Clause.”38 

The Drake Court also followed 
the analytical framework set forth in 
the Supreme Court’s decision in Smith 
v. Doe, first analyzing whether “the 
intention of the legislature was to 
impose punishment,” and then 
addressing the application of the Ken-
nedy factors to the FCA.39 However, 
the Court reached a different conclu-
sion about the threshold question, 
concluding that “historically, courts 
examining the FCA have not found it 
to be punitive.”40 The Court cited 
several district court cases holding 
that the FCA does not implicate 
other constitutional protections that 
apply in criminal proceedings, but 
acknowledged that other courts, 
including the Supreme Court, have 
also recognized the “punitive nature” 

Federal Courts Grapple With Constitutionality of Retroactive Amendments
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of the FCA.41 Ultimately, the Court 
concluded that, on balance, the FCA 
is a civil statute that does not meet 
the threshold test for the application 
of the Ex Post Facto Clause.42 

The Drake Court proceeded to 
analyze the seven Kennedy factors, 
reaching the same conclusions as the 
Allison Engine II Court about each of 
them, with the exception of one: 
whether the FCA has been historically 
regarded as punishment.43 The Court 
repeated its analysis on the threshold 
question, reasoning that, despite the 
“punitive elements of the FCA,” 
courts have also recognized “the reme-
dial and compensatory nature of the 
statutory framework.”44 The Court 
explained that “although there are 
punitive aspects to the FCA, in light 
of the fact that it has been viewed as 
civil, this factor weighs in favor of 
finding FCA to be civil and remedial 
in nature and effect.”45 With that dif-
ference, the Drake Court found that 
four of the seven Kennedy factors 
weigh against applying the Ex Post 
Facto Clause to the FCA, and held 
that the retroactive amendments are 
constitutional.46 

The Court acknowledged that 
the Allison Engine II Court reached a 
different conclusion about whether 
the FCA has been historically viewed 
as punitive, but concluded that the 
civil aspects of the FCA were more 
prevalent than the punitive aspects.47 

Interestingly, the Court did not 
cite the D.C. Circuit’s opinion in Miller 
in support of its finding. The Miller 
decision was, however, analyzed in 
United States v. Hawley,48 the most 
recent decision addressing the constitu-
tionality of the FERA amendments.

United States v. Hawley
On August 1, 2011, the Northern 

District of Iowa joined the Southern 
District of Ohio and the District of 
New Mexico in holding that FERA’s 
retroactive amendments are unconsti-
tutional. In Hawley, the Court actually 
concurred with the Drake Court on 

the threshold question under the Ex 
Post Facto analysis, holding that “it is 
readily apparent from the text of the 
statute, amendments, and Senate 
reports, that Congress intended FCA 
proceedings to create a civil mecha-
nism to address fraudulent claims.”49 
The Court emphasized that “[a]ll of 
this evidence points to the FCA as 
being civil in intent.”50 

The Court, however, also made it 
clear that it was not persuaded by the 
government’s citation to the D.C. 
Circuit’s opinion in Miller and the 
Supreme Court’s opinion in Hudson. 
The Court explained that the govern-
ment was misinterpreting Hudson:

Contrary to the government’s 
assertions, Hudson overruled 
United States v. Halper, 490 U.S. 
435, 448 (1989), because it dis-
avowed the method of analysis 
utilized, specifically, “elevat[ing] a 
single Kennedy factor [in the dou-
ble jeopardy analysis]—whether 
the sanction appeared excessive 
in relation to its nonpunitive pur-
poses—to dispositive status…The 
Court ultimately held that the 
analysis applied by the Halper 
Court was “ill considered” and 
“proved unworkable,” because it 
deviated from longstanding dou-
ble jeopardy principles.51

After citing to decisions emphasiz-
ing the punitive nature of the FCA, 
the Court agreed with the central rul-
ing in Allison Engine II.52 The Court 
held that “the FCA’s statutory scheme 
is so punitive either in purpose or 
effect as to negate Congressional 
intent to deem it civil…” and thus “ret-
roactive application of the [FERA] 
amendments to the FCA violates the 
Ex Post Facto Clause…”53 

Unfortunately, the Hawley Court 
added uncertainty to the issue by fail-
ing to address the Drake decision. In 
fact, after observing that “in relation 
to the FCA, the Kennedy factors have 
already been analyzed in detail,” the 
Court cited to Baker and Allison Engine 
II, but omitted any reference to 
Drake.54 Thus, Hawley could be open 

to criticism from federal courts that are 
persuaded by the analysis in Drake. 

Conclusion
Since the passage of FERA, federal 

courts have not been able to reach a 
consensus on whether the retroactive 
amendments violate the Ex Post Facto 
Clause. The issue hinges on a vague fac-
tor of the Kennedy analysis – whether 
the FCA has been “historically regarded” 
as punishment – and courts have utilized 
the legislative history of the FCA and 
jurisprudence interpreting the statute to 
support opposite conclusions. At this 
point, the Sixth Circuit Court of 
Appeals is poised to weigh in on the 
issue, as the Southern District of Ohio’s 
decision in Allison Engine II is currently 
before that court on appeal.55 However, 
regardless of the outcome of the Allison 
Engine II appeal, the enforcement of 
FERA’s retroactive amendments seems 
likely to vary between the federal cir-
cuits, and possibly within them, as courts 
debate whether to extend the basic con-
stitutional protections of the Ex Post 
Facto Clause to the FCA.
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Update to 2011 Emerging Issues 
Conference Presentation 
“THE ACA: WE HAD THE 
AUDACITY…NOW WHAT?”
Submitted by 
Susan Feigin Harris, Esq. 
Baker & Hostetler 
Houston, TX

A Baker’s Dozen of Key Highlights  
From The ACO Final Rule

With the release of the final rule governing Account-
able Care Organizations (“ACO”s) under the Medicare 
Shared Savings Program (“MSSP”) (“Final Rule”), the Cen-
ters for Medicare & Medicaid Services (“CMS”) sought to 
address healthcare industry concerns reflected in over 1,320 
public comments to the April 7, 2011 proposed rule.

Implementing Section 3022 of the Patient Protection 
and Affordable Care Act (“PPACA”), the Final Rule, 
which was published in the November 2, 2011, Federal 
Register, includes “significant modifications” aimed at 
reducing “the burden and cost for participating ACOs” by 
CMS. It has been widely heralded as a step in the right 
direction by the healthcare community.

The October 20 prepublication release of the CMS 
Final Rule was accompanied by an array of related issu-
ances that highlight the Administration’s multi-agency 
approach to the MSSP.

•	An interim final rule with comment period (“IFR”) on 
fraud and abuse waivers jointly issued by CMS and the 
Office of Inspector General (“OIG”) of the U.S. Depart-
ment of Health and Human Services (“HHS”). This rule 
was also published in the Federal Register on November 2, 
which was also the date the rule took effect. Comments are 
due 60 days after publication, on January 3, 2012.

•	A final Statement of Antitrust Enforcement Policy 
jointly released by the Federal Trade Commission 
(“FTC”) and the U.S. Department of Justice (“DOJ”).

•	A final Fact Sheet (2011-11) issued by the Internal 
Revenue Service (“IRS”) on tax-exempt organizations 
participating in the MSSP.

•	A Notice from CMS announcing the Advance Pay-
ment Model and soliciting applications to participate 
in the initiative. This Notice was also published in the 
November 2 Federal Register.

Underscoring the Administration’s commitment to 
achieving the triple aim of “better health, better health-
care and reduced expenditures through continuous 
improvement,” the modifications outlined in the 695-page 
Final Rule clearly signal CMS’s steadfast support of ACOs 
as vehicles for transforming the delivery of healthcare in 
the United States.

The following report by the Baker Hostetler National 
Healthcare Team provides a “Baker’s Dozen” overview of 
key changes from the Final Rule and related issuances.

1. Assignment of Beneficiaries

In a welcome change for the healthcare industry, 
ACOs now will receive quarterly prospective assignment of 
beneficiaries from the Medicare program with final mem-
bership reconciliation to occur based on each beneficiary’s 
utilization of primary care services from ACO providers 
during the performance year.

2. Shared Savings and Losses

Many potential participants had expressed concern over 
the original structure of ACOs because the transition to 
bearing financial risk for many was too quick, coupled with 
the significant investment and uncertainties of return. The 
proposed rule provided for two shared savings models known 
as Track 1 and Track 2: Under the one-sided risk model 
(Track 1), ACOs would share savings only for the first two 
years and thereafter share savings and losses. Under the two-
sided risk model (Track 2), ACOs would share in the 
savings and losses for all years. Under the Final Rule, the 
two-sided risk provision for year three under Track 1 is elim-
inated. This, CMS believes, will provide a “gentler on-ramp” 
for organizations seeking to participate, while organizations 
that are better equipped to accept risk have a distinct track. 
As a result, the one-sided risk model has become a shared 
“savings-only” track without financial risk to the ACO for 
the initial contract period.

To further encourage participation, ACOs in both the 
one-sided and two-sided models will receive shared savings 
for the first dollar after the minimum savings percentage is 

The Editorial Board of The Health Lawyer is pleased to provide these updates of 
presentations made at the Annual Emerging Issues in Healthcare Law Conference, held in  
New Orleans, February 2011. This is an additional benefit provided to Section members to 

keep you apprised of new developments in healthcare law. We hope that you find these updates 
useful. The Health Lawyer intends to publish additional updates in the February 2012 issue.



34
	 The Health Lawyer	 Volume 24, Number 2, December 2011

exceeded (minimum savings rate or “MSR”). This is in con-
trast to the proposed rule, where sharing only occurred 
above a two percent threshold once the MSR was achieved. 
CMS, however, chose not to increase the basic sharing 
ratios (50 percent allocated for providers in Track 1 ACOs 
and 60 percent allocated for providers in Track 2 ACOs).

In another change from the proposed rule, CMS elimi-
nated the annual 25 percent withhold of earned bonuses.

3. Repayment of Shared Losses

In the proposed rule, CMS required ACOs to repay 
any shared losses to the agency within 30 days of receipt of 
notification of the shared losses. The Final Rule has 
extended the repayment period to 90 days, which should 
assist with the cash flow of ACOs.

4. Quality Performance Standards

Another major criticism of the proposed rule was the 
complexity surrounding the quality performance standards, 
which acted as a disincentive for many potential partici-
pants. The proposed rule contained 65 different measures 
across five domains. CMS, in the Final Rule, sought to 
streamline the measures to remove “certain redundant, 
operationally complex, or burdensome measures.” The 
Final Rule greatly simplifies the quality performance stan-
dards, reducing them to 33 measures across four domains. 
For instance, the Final Rule combined the care coordina-
tion and patient safety domains to better align with other 
CMS value-based purchasing initiatives and the National 
Quality Strategy and to emphasize the importance of 
ambulatory patient safety and care coordination. The Final 
Rule also adjusts the phase-in period, beginning with a pri-
marily pay-for-reporting methodology and moving, over 
the participation period, to pay-for-performance. As a 
result, to earn shared savings in the first performance year, 
providers will be required to report across all four quality 
domains. In the second and third performance years, 
ACOs will share savings based on reporting and perfor-
mance in the 33 quality measures.

5. Governance and Legal Structure

While acknowledging multiple comments seeking per-
mission for ACO participants to form a new entity by 
contract, CMS remained steadfast in its position that each 
ACO must be an entity that is capable of:

•	Receiving and distributing shared savings;

•	Repaying shared losses, if applicable;

•	Establishing, reporting and ensuring ACO participant 
and ACO provider/supplier compliance with program 
requirements, including the quality performance stan-
dards; and

•	Performing the other ACO functions identified in 
PPACA.

While CMS did emphasize that a new entity may not 
be needed, it made clear that there must be an entity, with 
a taxpayer identification number, that otherwise meets pro-
gram requirements.

Governance flexibility was a big winner in the Final 
Rule. While PPACA requires a mechanism for shared 
governance, it does not proscribe how this occurs. The pro-
posed rule outlining the initial governance requirements 
contained rigid, and often cumbersome, governance struc-
tures and were considered governance micromanagement 
by many. CMS recognized this and created a much more 
flexible approach to governance. For instance, CMS 
altered its requirement that each ACO participant be a 
member of the ACO’s governing body and that there be 
proportionate control among participants. Instead, CMS 
acknowledged that the governing body provides oversight 
and strategic direction for the ACO, holding management 
accountable for meeting the goals of the ACO and that 
members of the governing body shall have a fiduciary duty 
to put the ACO’s interests before that of any one ACO 
participant or ACO provider/supplier. CMS reiterated its 
belief that the governing body be provider-driven, main-
taining the requirement that 75 percent control of the 
ACO’s governing body be held by ACO participants, 
with an exception for existing entities that qualify under 
the MSSP, so long as they can demonstrate how they will 
involve ACO participation in innovative ways and pro-
vide for meaningful participation in ACO governance by 
Medicare beneficiaries.

6. Claims Run-Out Period

CMS proposed using a six-month claims run-out period 
to calculate the benchmark and actual per-capita beneficiary 
expenditures for each performance year. However, CMS con-
cluded in the Final Rule that the minimal increased accuracy 
associated with six months of claims run-out data, as com-
pared to three months of data coupled with an appropriate 
adjustment for claims anticipated to be received during the 
period after the third month, did not justify delaying the pro-
vision of quality metrics and shared savings reconciliation 
data to the ACOs. The shorter run-out of claims data, espe-
cially in the first year, will significantly aid the cash flow of 
ACOs. CMS, however, indicated that it will monitor claim 
submission patterns to avoid gaming through the deliberate 
delay in submission of claims that would result in an unusual 
increase. No mechanism was established to reduce the 
completion adjustment for providers that submit bills on a 
timely basis. Hence, some argument may be made that 
prompt submission of invoices could harm a provider.

Update to 2011 Emerging Issues Conference Presentation
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7. Electronic Health Records

In the Final Rule, CMS has decided not to finalize the 
requirement that at least 50 percent of an ACO’s primary 
care physicians be “meaningful EHR users” as that term is 
defined in the federal electronic health record (“EHR”) 
financial incentive program regulations, 42 C.F.R. § 495.4, 
by the start of the second performance year in order to con-
tinue participation in the MSSP. This is partly in response 
to commenters who expressed concern that the 50 percent 
meaningful EHR use requirement was set too high, given the 
current lack of experience with the EHR incentive program, 
especially in the areas of smaller, less integrated or rural phy-
sician practices. Instead, EHR participation will remain a 
key quality measure under the MSSP. Under the Final Rule, 
the quality measure, “Percent of PCPs who Successfully 
Qualify for an EHR Incentive Program Payment” will be 
given double the weight proposed initially by CMS to stress 
the importance of EHR adoption among ACOs.

8. Start Dates and Agreement Period

In response to comments requesting additional flexibil-
ity in the start date of the MSSP, the Final Rule establishes 
two application periods for the first year – April 1, 2012, or 
July 1, 2012. All ACOs that start in 2012 will have agree-
ment periods that terminate at the end of 2015, as follows:

•	April 1, 2012, Start Date – First performance year is 21 
months, ending on December 31, 2013. Agreement period 
is three performance years, ending on December 31, 2015.

•	July 1, 2012, Start Date – First performance year is 18 
months, ending on December 31, 2013. Agreement period 
is three performance years, ending on December 31, 2015.

The Final Rule provides that ACOs will be eligible to 
receive Physician Quality Reporting System (“PQRS”) 
incentive payments for each calendar year in which they 
fully and completely report the Group Practice Reporting 
Option (“GPRO”) measures, regardless of their start date. 
According to the agency, “this will provide ACOs that join 
the program in April or July 2012 with some working capital 
in advance of the completion of the first ACO performance 
year, regardless of their ability to generate shared savings.”

9. Eligible Entities

CMS has created an eligibility pathway for federally 
qualified health centers (“FQHC”s) and rural health clinics 
(“RHC”s) to both form and participate in ACOs under the 
Final Rule. These organizations will be required to provide a 
list of practitioners to CMS who directly render primary care 
services in their facilities so that beneficiaries may be 
assigned on the basis of utilization of their services.

10. Advance Payment Model

With the release of the Final Rule, CMS also issued a 
notice announcing the Advance Payment Model initiative 

aimed at encouraging participation by physician-owned orga-
nizations, critical access and rural providers in the MSSP. 
Designed to assist in defraying upfront infrastructure costs and 
“to smooth cash flow concerns,” selected participants will 
receive a prepaid advance on future shared savings earned by 
the ACO. Only ACOs that make application for and enter 
the MSSP in 2012 will be eligible for the advance payments.

11. Antitrust Issues

Concurrent with the promulgation of the Final Rule, 
the FTC and the Antitrust Division of the DOJ revised their 
approach to antitrust guidance for ACOs. Notably, the 
Agencies jettisoned the burdensome mandatory antitrust 
review originally proposed as a prerequisite to entry into the 
MSSP for ACOs with large market shares. Antitrust review 
is now voluntary, and the Agencies provided guidance for 
how ACOs can, if they choose, obtain expedited review. 
The final policy statement of the Agencies, “Statement of 
Antitrust Enforcement Policy Regarding Accountable Care 
Organizations Participating in the Medicare Shared Savings 
Program,” differs from its proposed policy statement in 
another significant way: the policy statement now applies to 
all collaborations among otherwise independent providers, 
not only those formed prior to March 23, 2010.

In the final statement, the Agencies retain from the pro-
posed statement the explicit recognition that CMS’s 
eligibility criteria for ACOs are sufficiently consistent with 
the indicia of clinical integration that such arrangements are 
presumptively bona fide and will not be considered anticom-
petitive shams subject to automatic (or “per se”) illegality 
under the antitrust laws. Thus, the Agencies agree to afford 
ACOs that meet CMS’s criteria the more flexible and for-
giving “rule of reason” treatment. The Statement explicitly 
recognizes that the Agencies have not identified specific cri-
teria required to establish clinical integration, but rather 
have avoided prescribing how integration should take place.

The Statement also provides a safety zone for certain 
ACOs unlikely to raise significant competitive concerns, 
and describes conduct ACOs generally should avoid.

12. Fraud and Abuse Waivers

In conjunction with the Final Rule, CMS and the OIG 
have published an IFR that establishes waivers of the appli-
cation of the Ethics in Patient Referral Act physician 
self-referral law (“Stark Law”), federal Anti-Kickback Statute 
(“AKS”), and certain civil monetary penalties (“CMP”) law 
provisions to ACOs. The IFR expands the three waivers set 
forth in the proposed rules to the following five waivers:

•	ACO Pre-Participation Waiver. This new waiver of the 
Stark Law, AKS and gainsharing CMP applies for a 
maximum one-year period to start-up arrangements 
that predate an ACO’s participation agreement in the 
MSSP. Start-up arrangements are defined as items, ser-
vices, facilities or goods used to create or develop an 
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ACO, and examples are furnished in the IFR. The IFR 
precludes application of the waiver if the parties to the 
arrangement include drug and device manufacturers, 
distributors, durable medical equipment suppliers or 
home health agencies.

•	ACO Participation Waiver. This waiver of the Stark 
Law, AKS and gainsharing CMP, which was included 
in the proposed rule, applies to any arrangement rea-
sonably related to the purposes of the MSSP as 
determined by an ACO’s governing body. The “rea-
sonably related” language replaces the “necessary for 
and directly related to ACO purposes” provision set 
forth in the proposed rule. The waiver starts on the 
effective date of the MSSP participation agreement 
and ends six months after termination, unless the 
agreement is terminated by CMS, in which case the 
waiver ends on the date of termination.

•	Shared Savings Distribution Waiver. This waiver of the 
Stark Law, AKS and gainsharing CMP, which was 
included in the proposed rule, applies to the distribution 
or use of shared savings earned by the ACO during the 
term of the MSSP participation agreement. The shared 
savings must be: (1) distributed to or among the ACO’s 
ACO participants, its ACO providers/suppliers or indi-
viduals in this category during the year in which the 
shared savings were earned; or (2) used for activities 
that are reasonably related to the purposes of the MSSP. 
With respect to the gainsharing CMP, payments may 
not be made knowingly to induce a physician to reduce 
or limit medically necessary items or services to patients 
under the direct care of the physician.

•	Compliance with the Stark Law Waiver. This waiver, 
which was included in the proposed rule, provides that 
the gainsharing CMP and AKS are waived with respect 
to any financial relationship reasonably related to the 
purposes of the MSSP between or among the ACO, its 
ACO participants and its ACO providers/suppliers that 
meets an exception set forth in the Stark Law.

•	Waiver for Patient Incentives. This new waiver waives 
the CMP and AKS for items or services provided by an 
ACO, its ACO participants or its ACO providers/
suppliers to beneficiaries at free or below market prices. 
The items or services must advance the goals of 
preventive care, adherence to treatment, drug, or fol-
low-up care regimes or management of a chronic 
disease or condition. The items and services must be 
in-kind incentives related to the care of the patient 
and may not include financial incentives such as 
waiving or reducing patient cost-sharing amounts.

Finally, the IFR solicits comments on various issues, 
including whether to impose commercial reasonableness or 
fair market value requirements on the arrangements in the 
ACO pre-participation and participation waivers.

13. Tax-Exempt Organization Participation

In conjunction with the issuance of the Final Rule, the 
IRS released Fact Sheet 2011-11, confirming that although 
CMS’s final regulations differed from the proposed regula-
tions, the IRS discussion in Notice 2011-20 continues to 
reflect the IRS position with respect to participation in 
ACOs by tax-exempt organizations. The IRS clarified that 
it is sufficient for the written agreement to set forth the 
methodology for determining an ACO’s allocation of 
shared savings payments, rather than specifying a precise 
share or exact amount. Also, whether an ACO’s termina-
tion from the MSSP would jeopardize the tax-exempt 
status of a participant will depend on all facts and circum-
stances. Similarly, ownership interests in an ACO need 
not be directly proportional to capital contributions, nor is 
an ACO required to always distribute shared savings pay-
ments in proportion to such ownership interests. Finally, 
the IRS confirmed that its 2007 memorandum relating to 
EHRs applies to a charitable organization participating in 
the MSSP through an ACO.

Editor’s Note: for more detailed information about the ACO Final 
Rule, see the Health Law Section eSource Special Editions on the  
subject, at www.americanbar.org/groups/health-law/publications.html.
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Update to: How Many Ways Can  
One Skin a COI? 
DHHS/PHS/NIH Financial Conflict  
of Interest Regulations Finalized
Michael M. Schmidt, Esq. 
Michael M. Schmidt, P.C. 
Denver, Colorado

Stephen Chris Pappas, MD, JD 
The Law Practice of Stephen Chris Pappas 
The Woodlands, TX

This article updates a presentation on financial conflicts 
of interest made by Chris Pappas and Michael M. Schmidt 
(moderated by Robyn Shapiro) entitled How Many Ways 
Can One Skin a COI? A part of the presentation addressed a 
proposed rule published in 2010 pertaining to financial con-
flicts of interest (“FCOI”s) (75 Fed. Reg. 28688 et. Seq. 
May 21, 2010) (“Proposed Rule”).

These proposed revisions would modify the existing 
regulations by (among other proposed revisions): expand-
ing the scope of the FCOI to include Small Business 
Innovation Research and Small Business Technology 
Transfer (“SBIR/STTR”) program Phase I applications; 
amending the definition of significant financial interest 
(“SFI”) to include a disclosure threshold of $5,000 for any 
payments or equity; excluding income from government  
or higher education for seminars, lectures, teaching, or  
service on advisory panels; making institutions responsible 
for defining FCOIs and whether a SFI relates to any Public 
Health Service (“PHS”) funding; requiring disclosures of 
any SFIs that are related to an investigator’s institutional 
responsibil it ies;  enhancing the information on  
an FCOI reported by the institution to the PHS awarding 
component; and requiring that before spending funds  
for PHS-supported research the institution post on a pub-
licly accessible Web site information on SFIs of senior/ 
key personnel.

The Department of Health and Human Services 
(“HHS”) published the Final Rule in the Federal Register 

at 76 Fed. Reg. 53256-53293 (August 25, 2011) (the “Final 
Rule”). Although not included in the Proposed Rule, the 
Final Rule requires institutions to require investigators to 
complete training related to the FCOI and/or other FCOI-
related requirements every four years or immediately under 
the circumstances. Also, the Final Rule materially modified 
certain definitions and operating rules in the Proposed 
Rule. However, the Final Rule reversed the Proposed Rule 
by continuing the current exclusion from reporting FCOIs 
for SBIR Programs. The Final Rule also clarified that insti-
tutions may use their own policies and procedures to 
comply with the Final Rule. 

The Final Rule considered, but did not address, the 
non-financial conflicts of interest and institutional  
conflicts of interest that may impact research objectivity. 
HHS also declined to harmonize the monetary thresholds 
for disclosures of FCOI used by other agencies, such as the 
National Science Foundation and the Food and Drug 
Administration (“FDA”).

In a similar development, on May 25, 2011 the FDA 
released a new draft guidance entitled Guidance for Clinical 
Investigators, Industry and FDA Staff: Financial Disclosure by 
Clinical Investigators. While the main thrust of the 2011 
Guidance remains similar to that of the 2001 Guidance 
(Guidance for Industry: Financial Disclosure by Clinical Investi-
gators) which it will replace, the current draft Guidance 
indicates that the FDA will enhance its focus and increase 
the degree of scrutiny regarding the matter of conflicts of 
interest in clinical research. The 2011 draft Guidance 
includes more detailed disclosure of financial interests and 
requires more explicit processes for the management of 
potential conflicts. Importantly, the 2011 draft Guidance 
revises the FDA’s standard for due diligence in collecting 
financial information from various parties. It is clear that 
clinical investigators, clinical research institutions and 
industry must go beyond just going through the motions of 
collecting disclosure forms and establish explicit, transpar-
ent, objective and meaningful processes to enforce strong 
conflict of interest policies in order to comply with FDA 
regulations.

The articles published in The Health Lawyer reflect the opinions of the authors. 

We welcome articles with differing points of view.
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Section news

Wednesday, February 22, 2012
	 8:30am – 5:00pm 	 Registration 

	 9:00am – 12:30pm 	 �Breast Cancer Legal Advocacy 
Workshop

	 12:45pm – 5:00pm	 �Leading Through Change: The 
Role of Attorneys in Supporting 
and Guiding System Change 
through Strategic Management 	
of Conflict

	 1:00 pm – 4:00pm	 �Hospital-Physician Contracting 
Fundamentals Workshop

	 4:30pm – 5:30pm	 �Young Lawyers Division 	
Open Meeting

	 5:00pm – 6:00pm	 Diversity Reception

	 6:00pm – 7:30pm	 �Joint Reception with Young 
Lawyers

Thursday, February 23, 2012
	 7:00am – 5:00pm	 Registration 

	 7:00am – 8:30am	 Continental Breakfast

	 7:50am – 8:00am	 �Welcome from your EMI Planning 
Committee Chairs

	 8:00am – 9:30am	 �The Marriage of Quality and 
Reimbursement: A Match Made 
in Heaven or a Shotgun Wedding?

	 9:40am – 10:55am	 �Concurrent Interest Group 
CLE Sessions

	 	 1) �Parlez-vous Kickback? – The 
Application of the Foreign 	
Corrupt Practices Act to the 
Healthcare Arena

	 	 2) �Predictive Modeling: CMS' 	
New Innovative Approach to 
Claims Review

	 9:40am – 10:55am	 Concurrent Interest Group 
     (continued)	 	 CLE Sessions

	 	 3) �ICD-10 Transition: What Health 
Lawyers Need to Know 

	 11:05am – 12:35pm	 �Medicaid Fraud Enforcement: 	
What the States Are Doing and 
How Providers Are Responding 

	 12:50pm – 2:00pm	 Interest Group Lunches

	 2:15pm – 3:45pm	 PPACA in 2012: Are We There Yet?

	 3:55pm – 5:10pm	 �Concurrent Interest Group 
CLE Sessions

	 	 1) �What's Inside This Pretty Box? 
Compliance Issues in 	
Due Diligence

	 	 2) �HIPAA Breach Notification – 
Case Studies on What to Do 
and When to Report 

	 	 3) �Are Hospitals Doing Enough: 
Charity Care Disclosures and 
Public Reactions

	 5:20pm – 6:20pm 	 Business Meetings 

	 6:30pm – 8:00pm	 �Reception Honoring Program 
Faculty and Planning Committee 
Members 

Friday, February 24, 2012
	 7:30am – 4:00pm	 Registration

	 7:30am – 9:00am	 Continental Breakfast

	 8:00am – 9:00am	 �Ethical Issues for Healthcare 
Attorneys In The Land of 
Overpayment Disclosures, 
Provider Financial Relationships 
and HIPAA Violations 

	 9:15am – 9:30am	 State of the Section Address

13TH ANNUAL CONFERENCE ON EMERGING ISSUES IN HEALTHCARE LAW
February 22-25, 2012

Hilton San Diego Bayfront, San Diego, CA

The Emerging Issues in Healthcare Law Conference is a program you do not want to miss! This conference is an excellent way to 
network with your colleagues, learn more about the ABA, and become more involved in Section activities. There will be 20+ hours 
of CLE programming on the most timely and important issues facing today’s healthcare attorney as well as three conference 
receptions and your choice of fourteen Interest Group/Task Force lunches. In addition, the Health Law Section’s Council will meet 
immediately after the conference and all conference attendees are welcome to attend!

The full conference brochure will be available to all Health Law Section members. In the meantime, please see below for a list 	
of activities and programs. If you have any questions, please contact Amy Alder, Senior Meeting Planner, with any questions at 
amy.alder@americanbar.org. To register now, please visit www.americanbar.org/health.

We look forward to seeing you in February!
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Friday, February 24, 2012 (continued)

	 9:30am – 11:00am	 �Fraud and Abuse Enforcement 
Update -- Enforcement Actions 
Against Individuals 

	11:15 am – 12:30 pm	 �Concurrent Interest Group 
CLE Sessions

	 	 1) �Will Payors Rescue 
Accountable Care?

	 	 2) �The Perils and Pitfalls of 
Careful Drafting: How Stark 
Has Changed the Risk Calculus 

	 	 3) �Protecting Human Research 
Subjects: Proposed New Rules 

	 12:45pm – 1:55pm	 Interest Group Lunches

	 2:00pm – 4:30pm	 �Standing Committee on Substance 
Abuse Business Meeting

	 2:10pm – 3:40pm	 �How Integrated Should We Be? 
Emerging Physician-Hospital 
Integration and Alignment Models

	 2:10pm – 3:40pm	 Law Student Meet and Greet

	 3:55pm – 5:10pm	 �Concurrent Interest Group 
CLE Sessions

	 	 1) �Provider, Physician and 
Supplier Obligations to Report 
and Return Overpayments

	 	 2) �Where Have All the Drugs 
Gone? Dealing with Drug 
Shortages

	 	 3) �New Rules Affect Executive 
Compensation for Tax-Exempt 
and Governmental 
Organizations 

     5:15pm	 	 CLE Program Adjourns

Saturday, February 25, 2012
	 8:00am – 11:30am	 Open Council Meeting

	 12:30pm – 6:00pm	 �13th Annual Margarita Cup 	
Golf Scramble

	 12:30pm – 6:00pm 	 Temecula Wine Tour

	 7:00pm – 9:00pm	 �Reception Hosted by 	
Section Chair David Johnson

Section news

Congratulations to the Health Law Section and to Simeon 
Carson, Associate Director for being recognized and 
honored by the American Bar Association’s Continuing 
Legal Education (“CLE”) Center. The recognition and 
honor were made at the CLE Center’s Appreciation 
Celebration November 18. 

CLE Center staff were asked to nominate an ABA 
employee who they felt had put forth outstanding efforts 
as the Center’s partner in providing continuing legal 
education. This honor was to be bestowed on only two 
individuals; our own Simeon Carson was one of the two 
selected. Congratulations, Simeon!

The Section is also being recognized for Member Value 
– The partner with the highest percentage of sponsoring 
entity members attending Distance Learning programs. 
With over 2,000 attendees at Health Law Section 
webinars, we averaged .9 members attending, providing 
valuable education to Section members and others in the 
legal profession. 

Simeon Carson, Health Law Section, Honored by the ABA CLE Center

Left to right:  Wanda Workman, Section Director; �
Earnestine Murphy, Center for Continuing Legal Education; �
Amy Alder, Senior Meeting Planner; and Simeon Carson, 
Associate Director.



Section news

40
	 The Health Lawyer	 Volume 24, Number 2, December 2011



41
Volume 24, Number 2, December 2011	 The Health Lawyer

New members

Jacquelyn M Abbott, Houston, TX
Jessica Abolafia, Brooklyn, NY
Sue H Abreu, Nichols Hills, OK
Anthony A Adewumi, Memphis, TN
Laura Alemany, Carencro, LA
Kay Mercer Allen, Augusta, GA
Clarence R Allen Jr, Coppell, TX
Joanna Lauren Allen, San Francisco, CA
Manuel Antonio Amill, San Juan, PR
Monique Annette Anawis, Chicago, IL
Mary Anne Anderson, Portland, OR
Carole Angel, Atlanta, GA
Nicole Amanda Annes, Chicago, IL
Aaron Applebaum, Saint Louis, MO
Jessica Armijo, Carbondale, IL
Adam Arnold, Washington, DC
Fenna Bacchus, Altamonte Springs, FL
Sam Yousef Badawi, Tampa, FL
Robin Baird, Columbus, OH
Jennifer Lynn Banach, Baltimore, MD
Cassandra Bannon, Saint Louis, MO
Jacob Baus, Minneapolis, MN
Elizabeth Bayliss, Chicago, IL
Maria Bazakos, Minneapolis, MN
Sarah Beaver, Pittsburgh, PA
Megan Frances Beaver, Sacramento, CA
Amanda Beckers, Missoula, MT
Liliane Bedford, Washington, DC
Scott D Benjamin, Rancho Santa Fe, CA
Lauren Bennett, Pittsburgh, PA
David Bercovitch, Fresh Meadows, NY
Jessica Biscoe, Newtown, CT
Hilary J Blake, Grapevine, TX
Breanna Bledsoe, Washington, DC
Travis Blevins, Altavista, VA
Sarah K Bogni, Nashville, TN
Jessica Leigh Boone, Omaha, NE
Brigette Booser, Lansing, MI
Sydney Booth, DETROIT, MI
Lindsay Borgeson, Totowa, NJ
Katherine A Bowles, Los Angeles, CA
Andrew M Bowman, Oklahoma City, OK
Jason Bradley, Jacksonville, FL
Sharon F Bridges, Ridgeland, MS
Kenneth S Briggs, Phoenix, AZ
Wortham F Briscoe Jr, Concord, CA
Michelle Browne, Newark, NJ
Jennifer L Bryer, W. Roxbury, MA
Lara L Bubalo, Austin, TX
Johana Bucci, Montgomery, AL
Charles Todd Buchanan, Birmingham, AL
Bernie Buescher, Denver, CO
Zachary Bentz Buffington, Sarasota, FL
Laura Bunten, Austin, TX
Trevor Joseph Louis Burggraff, Scottsdale, AZ
Jason Callaway, Norman, OK
Hilary Campbell, Durham, NC
Cheryl J Campo, Dunkirk, NY
Elisabetta Capizola, Sayville, NY
Michael Casner, Ann Arbor, MI
Danielle Sarah Cavaliere, Commack, NY
Jonathan G Cedarbaum, Washington, DC

Sarah Francese Centineo, Bellevue, NE
John A Cerveny, Lisle, IL
Annie Chaisson, New Orleans, LA
Ryan Chieffo, Seattle, WA
Bethany E Chisolm, Macon, GA
Chinyong Chong, Los Angeles, CA
Sheena Christian, Chicago, IL
Brianna Allred Chung, Seattle, WA
Sam T Cimino, Lansing, MI
Joy Clairmont, Philadelphia, PA
Christine Martin Cleveland, Stow, MA
Tobey Cohen, New York, NY
Christina M Colla, Southbury, CT
Gwendolyn G Combs, Jackson, MS
Boris Corak, San Antonio, TX
Gerardo Corica, San Juan, PR
Stephanie O Corley, Shaker Heights, OH
Donna Coto, Grove City, OH
Christian Cox, Tulsa, OK
Mary A Craig, Charleston, SC
Anna Patricia Crane, Washington, DC
Robert Crane, Chicago, IL
Brent M Crew, Lake Oswego, OR
Emily Crim, Allston, MA
Robyn Crosson, Indianapolis, IN
Darren Crump, Houston, TX
Lisa Crupi, New Rochelle, NY
Scott Edward Dafflitto, Washington, DC
Nate Danko, Houston, TX
John Darragh, Chicago, IL
Cheyayn Davidson, Miami Beach, FL
Lance L Davis, Burlington, MA
Corey Davis, Carrboro, NC
Will Davis, Mount Pleasant, SC
Colleen Davis, Saint Louis, MO
Liam Montgomery Davitt, Alexandria, VA
Deonys DeCardenas, Atlanta, GA
Nichole DeJulio, Arlington, VA
Amy Demski, New Orleans, LA
Stephania Denton, Seattle, WA
John-Paul Singh Deol, Moraga, CA
Simi Dhaliwal, Phoenix, AZ
Andrea C Dieterle, Phoenix, AZ
Jennifer Dilworth, Newport News, VA
John R Dixon, Lemoyne, PA
Jacqueline Breanne Dobbert, Ada, OH
Jacob Done, Mesa, AZ
Sam Dotters-Katz, Eugene, OR
John Duberstein, Greensboro, NC
Michael Duffy, Philadelphia, PA
Matthew Stephen Duke, San Antonio, TX
Daniel J Eccher, Augusta, ME
Daniel Edney, Oxford, MS
Andrea La Verne Edney, Jackson, MS
Toni Jan Ellington, New Orleans, LA
Kurt R Erskine, Atlanta, GA
Emilie Eschbacher, Saint Louis, MO
Kathleen M Evers, Rexford, NY
Erin D Fair, Portland, OR
Alison Falb, New York, NY
Pamela Fekete, Plymouth, MA
James Lyle Felix, Titusville, NJ

Alexander Ferrara, Lexington, KY
Amanda Fickett, Williamsburg, VA
H Robert Fiebach, Philadelphia, PA
Caroline Anne Fields, Baltimore, MD
Darlene Marie Fischer, Mount Pleasant, SC
Paul N Fisher, Centennial, CO
Paul Charles Flum, San Francisco, CA
Amy Fortenberry, Stone Mountain, GA
Alexander Foster, Charlottesville, VA
Anne Clifford Foster, Cleveland, OH
Latoya Franklin, Amite, LA
Emily Worden Frazier, Gainesville, FL
Cristina F Freitas, Methuen, MA
Leslie Taylor Frey, Philadelphia, PA
Elizabeth Fucci, Oklahoma City, OK
Rolando Galvez, Harris, MN
James Gardner, Chicago, IL
Meta Gatschenberger, Blowing Rock, NC
Debra E Gee, Ada, OK
Logan C Geen, Spencerport, NY
Anjan Gewali, Henderson, NV
Daniel G Giaquinto, Bridgewater, NJ
Lauren Gibbons, Baltimore, MD
Abraham Gitterman, Baltimore, MD
Christopher Gloede, Chicago, IL
Elliott Golding, Washington, DC
Genna Goldner, Hamden, CT
Janessa Goldstein, Charlotte, NC
Louis S Goldstein, Riverwoods, IL
Joseph Grad, Scranton, PA
Cheslyn M Green, Lansing, MI
Joshua A Green, Hurst, TX
Catherine Groat, Santa Clara, CA
Lynndon Groff, Brighton, MA
Joseph Grow, Columbia, MD
Jonathan Gruner, Grosse Pointe Park, MI
Georgina Gustilo, San Antonio, TX
Shahrzad Linda Habibi, Saint Louis, MO
Frank H Hackmann, Saint Louis, MO
Justine Mina Haimi, Philadelphia, PA
Eric Hairston, Durham, NC
Stephanie P Hales, Washington, DC
Katie Kay Hall, Cleveland, OH
Beth Hamling, Saint Louis, MO
Jacqueline Kaye Hammack, New Orleans, LA
Jennifer A Hartzell, San Diego, CA
Jonathan Alban Havens, Washington, DC
William C Heard, Macon, GA
Jennifer J Hennessy, Madison, WI
Scott Hermstein, League City, TX
Scott Hersk, Minneapolis, MN
Kerry Hervey, Macon, GA
Alexander Heydemann, Miami, FL
Christian H Hinrichsen, Cambridge, MA
Dana Hoffman, Washington, DC
Peter Bernard Hofrenning, Minneapolis, MN
Mackenzie Hogan, Memphis, TN
Windsong Emily Hollis, Washington, DC
Rob Howell, Oxford, MS
Lauren Huddleston, Winston Salem, NC
Lauren Gray Hulls, Indianapolis, IN
Brielle Marie Hunt, Mount Pleasant, SC

The Section is pleased to welcome the following new members:
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Philip Ryan Hussey, Blue Springs, MO
Stephanie Akon Idio, Jacksonville, FL
Pantea Ilbeigi, Los Angeles, CA
Jennifer M Jackson, Whitefish Bay, WI
Jim Jacobson, Hopkins, MN
Gowri Janakiramanan, Williamsburg, VA
Julie Jansen, Oklahoma City, OK
Todd Johannes Janzen, Indianapolis, IN
Jarret Johnson, New York, NY
S Alan Johnson, Fort Myers, FL
Susan Lynn Johnson, Bloomfield Hills, MI
Nathan Johnson, Madison, WI
Pierre Joseph, Wesley Chapel, FL
Debra Gaw Josephson, Cambridge, MA
Jackie Noh Jua, Saint Louis, MO
Romy Jurado, North Miami Beach, FL
Cory Kallheim, Washington, DC
Timothy J Kamke, Milwaukee, WI
Robert Ken Kasamatsu, Inglewood, CA
Nils Katahara, Honolulu, HI
Caitlin Keehbauch, Saint Petersburg, FL
Thomas J Kelley III, Kenosha, WI
Melissa Jo Kendra, San Francisco, CA
Nathan Paul Kibler, Marietta, GA
Julia K Kim, Addison, IL
Mark Tony Andre Kohler, Trophy Club, TX
Joshua Kornely, North Richland Hills, TX
Caitlin Krzyston, Bristol, RI
Stephen Krzyston, Mount Pleasant, SC
Jenna Morgan Kulbersh, Bradenton, FL
Alain Kuppermann, Los Angeles, CA
Leonard S Kurfirst, Chicago, IL
Jiarong Lamiquiz, Phoenix, AZ
Jonathan K Larsen, Wynnewood, PA
David M Law, Concord, NH
Alexis Lebron, Chicago, IL
Matthew Lee, Asheville, NC
R Stone Lee, San Francisco, CA
Puneet Leekha, Frankfort, IL
Mary Alice Moore Leonhardt, Hartford, CT
Kirsten A Lerch, Syracuse, NY
George G Lerea, Colton, CA
Jacqueline Leung, Salem, OR
Carolyn B Levin, New York, NY
Stacey A Levine, Morristown, NJ
Sam Louis Levine, Atlanta, GA
Kelly Lightfoot, Miami, FL
Elizabeth C Lobaugh, Lawrence, KS
Peggy Leonard Lozada, Columbus, OH
Ude Lu, Roseville, MN
Jerald Benson Lurie, Baltimore, MD
Rina Mady, Washington, DC
Mairi Patricia Maguire, Towson, MD
Melody Mahla, State College, PA
Melody Mahla, State College, PA
Kurt A Malmquist II, Thiensville, WI
Keon Mansoori, Indianapolis, IN
Devin Mapes, Saint Louis, MO
Ashok Marin, Chatham, NJ
Christopher Michael Marinko, Sandusky, OH
Jayne Mariotti, Camden, NJ
Vernon Marsh, Detroit, MI
Calvin Bruton Marshall, Chattanooga, TN

Amanda Marshall, Topeka, KS
Denise C Martineau, Golden Valley, MN
Maria J Martinez, Miami, FL
Daniel D Martinez, Edinburg, TX
Sarah Mateja, Bethel Park, PA
Lenora Mathis, Fort Worth, TX
Aleksandra Mazeika, SEATTLE, WA
Patricia McCandiess, Austin, TX
Morgan McCarthy, San Diego, CA
Phylicia McFaddin, New Castle, DE
Megan McGuire, Lake Oswego, OR
Rita M McKinney, Greenville, SC
Sondra Simpson McLemore, Baltimore, MD
Brett Donald McNeal, Woodbury, MN
Shaun Joseph McNelis, Carlise, PA
David John Medici, Farmington Hills, MI
Daniel C Meglan, Saint Louis, MO
Jennifer Christine Mejia, Champaign, IL
Paul Melendres, Albuquerque, NM
Jorge Mendez, Moca, PR
Antonio Mendez, Valley Stream, NY
William Walter Mercer, Billings, MT
Amber Meriwether, Madison, WI
Gregory E Meter, Saginaw, MI
Patrick M Michael, Boulder City, NV
Srishti Miglani, Saint Louis, MO
Daniel R Miller, Philadelphia, PA
Ken Miller, Rockville, MD
Sarah Mills, Lexington, KY
Sarah Miodusk, Saint Louis, MO
Cassandra Montgomery, Jamaica Plain, MA
Luschka M Montijo, Louisville, KY
Fallon Moore, Chicago, IL
Kenneth C Morgan, Somerset, NJ
Anne-Tyler Morgan, Lawrenceburg, KY
Kara Forsyth Morse, Philadelphia, PA
Michael K Morton, Saint Louis, MO
Russell MacArthur Mortyn, San Diego, CA
Nova Dorrington Muhlenberg Bonnett, Largo, FL
Patrick J Mulkern, San Diego, CA
Christina Mullen, Durham, NC
Meaghan Murphy, Springfield, MA
Kate F Murray, Alexandria, VA
David Michael Narrow, Bethesda, MD
Edgar Nazaretyan, Glendale, CA
Havalah M Neboschick, Philadelphia, PA
Rachel Nelson, Washington, DC
Matt Nelson, Birmingham, AL
Curtina NeSmith, Cary, NC
Julia Newman, Bloomfield Hills, MI
Jason Ng, Boston, MA
Lannette Nickens, Anchorage, AK
Elizabeth Noel, Washington, DC
Clayton Parker Northrop, St Louis, MO
Grace Eileen O'Hanlon, New York, NY
Amanda N Okolo, Henderson, NV
Amy K Olfene, Portland, ME
Katherine O'Malley, Milwaukee, WI
Nellie O'Mara-Morrissey, Coralville, IA
Eric Orban, Washington, DC
Lorrie Orton Heath, Saint Paul, MN
Jane Osterlind, Philadelphia, PA
Tricia Owsley, Carbondale, IL

Melissa L Padgett, Montgomery, AL
Chelsea Painter, Louisville, KY
Deborah L Parent, Pullman, WA
Melvin A Parker, Buffalo, NY
Susan Patton, Ann Arbor, MI
Stephen Lee Perisho, La Habra, CA
Laura A Perkovic, Missoula, MT
Roger James Peters, Mill Valley, CA
Georgia Pham, Washington, DC
George Phillips, Forsyth, GA
Walter Pierluisi, Carolina, PR
Sarah D Pirie, Bath, MI
Rachel A Polzin, Saint Louis, MO
Jessica Ponaman, Davis, CA
James Harrison Powell II, Virginia Beach, VA
Tara Prairie, Flushing, NY
Louis J Presenza, Philadelphia, PA
Scott Pummell, Kansas City, MO
Tara Ramanathan, Atlanta, GA
Rachel MJ Ray, Columbia, SC
Kyle J Recker, Ann Arbor, MI
Burt E Redlus, Miami, FL
Jean F Reed, Richmond, VA
Jenne Relucio, East Lansing, MI
Carri Remillard, Oklahoma City, OK
Carlo Reyes, Moorpark, CA
Tanya Gail Rice, Gravel Switch, KY
Paul Richardson, North Little Rock, AR
Cristina Maria Rincon, Brooklyn, NY
Elizabeth Rinehart, Elkton, MD
Frederick Rispoli, Phoenix, AZ
Larry Robinett, Fort Gay, WV
Teri Robins, Providence, RI
Jess Robinson, Bel Air, MD
Bradley Allen Roehrenbeck, Winston Salem, NC
James L Rogers, Madison, MS
Franklin John Rooks, Philadelphia, PA
Mark Ross, Tulsa, OK
Daniel Rossi, Northridge, CA
Joshua McClellan Russ, Dallas, TX
Helen Mann Ruzhy, Brooklyn, NY
Frank Salazar, San Bernardino, CA
Jimmy Samad, Schaumburg, IL
John H Samalik Jr, Flint, MI
Robin E Samit, La Jolla, CA
Melissa Sanchez, Hauppauge, NY
Charles Kenneth Sanders, Lansing, MI
Randee S Schatz, Palm Beach, FL
Carl John Schiessl III, Windsor Locks, CT
Scott E Schwieger, Brentwood, TN
David Ian Sclar, New York, NY
John Seeland, Stuart, FL
John Paul Senich Jr, Pittsburgh, PA
Barry Senterfitt, Austin, TX
Benjamin Sgro, Saint Louis, MO
Edward M Sheehan, Fort Worth, TX
Staci Sheinson, Holland, PA
Charles Sheng, Berkeley, CA
Maraleen Danai Shields, Bethlehem, PA
Brianna Shriver, Urbandale, IA
Benjamin Siekert, Saint Paul, MN
Caprese Lyn Siler, Portland, OR
Ryan M Sims, Charleston, WV
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Connor Singleton, Arlington Heights, IL
Lakeisha Sisco-Beck, Memphis, TN
Tiffany T Smith, Washington, DC
Angela Marie Smith, Indianapolis, IN
Eric Randal Smithson, Indian Trail, NC
Rebekah Sokol, Brighton, MA
Alexander Spanos, Washington, DC
Whitney Paige Strack, Kansas City, MO
Lynn Alexander Sumner, Vermilion, SD
Jennifer Sun, Ballwin, MO
Carol Mari Suzuki, Albuquerque, NM
Andrea Symbal, Dearborn, MI
Justin Tabatabai, Carbondale, IL
Karen Lynn Taillon, Newport Beach, CA
Scott Tenner, New York, NY
Serge Theroux, Solana Beach, CA
Susan Schneider Thomas, Philadelphia, PA
Keith Everett Thompson, Nashville, TN
Anna Marie Timmerman, Chicago, IL
Arielle A Tokorcheck, Carlsbad, CA
Michael Taylor Tremel, Lake Mary, FL
Jennifer M Trevino, New Orleans, LA
Brian Troutman, Chicago, IL
Brenda Tso, Plano, TX
Jameelah Tucker, Ozone Park, NY

Laura N Tulyk-Rossi, Buffalo, NY
Eric Turner, Chicago, IL
Michael Turski, Madison, WI
Susan Tussing, Akron, OH
Angelo Daniel Urso, Smithtown, NY
Melinda Patricia Usalis, Peoria, IL
Stephanie Uses, Broomall, PA
Michael Vaghaiwalla, Tallahassee, FL
Kristina Van Horn, McLean, VA
Christopher Van Schoick, Jackson, MI
Bradley E Vanderau, Honolulu, HI
Karina Vazirova, Glen Cove, NY
Daniel Veroff, San Francisco, CA
Kate H Vessey, Eugene, OR
Colleen Vierling, SAINT LOUIS, MO
Denise Y Villarreal, Naples, FL
Jennifer Visconti, Brookline, MA
Ashley O'Dell Wallace, Lawrence, KS
Denene Michele Wambach, Philadelphia, PA
Jessica Wann, Phoenix, AZ
Wendy Wasserman, Washington, DC
Michael James Watson, Westmont, NJ
Sarah Wehrwein, Fort Wayne, IN
Peter John Weidman, Plymouth Meeting, PA
Perri Rachel Weissman, New York, NY

Diane Mary Welsh, Madison, WI
Mary Westman, Chickasha, OK
Ellen Hope Weston, Richmond, VA
Joseph Wheaton, Gilbert, AZ
David Whitfield, Chesapeake, VA
J David Wicker Jr, Nashville, TN
Margaret S Wiley, Columbia, MD
Brian Scott Wilkerson, McLean, VA
Brian Paul Williams, Evansville, IN
Amanda Scott Williamson, Selma, AL
Allison Michele Elise Wils, Portland, OR
Amanda Leigh Winn, San Antonio, TX
Laura Marie Winocur, Flushing, NY
Gerald Winters, Valparaiso, IN
Shannon Wittenberger, Las Vegas, NV
Andrea Brem Wolf, Washington, DC
Rachel K Wolfe, Evart, MI
Lucy Wong, Saint Petersburg, FL
Erica Wood, Louisville, KY
Courtney Olivia Wylie, Chicago, IL
Bonnie Yamani, Jacksonville, FL
Richard Zack, Philadelphia, PA
Chi Zhang, San Diego, CA

Health Law Section Offers Publishing Opportunities 
The Health Law Section is always interested in publishing material from our members and others. We strive to produce 

top quality, relevant and interesting articles, books, toolkits, and the like for the health law bar. Opportunities include:

The Health Lawyer – This prestigious national magazine is the flagship publication of the Section. For almost 30 years 
The Health Lawyer has covered cutting edge, topical and timely health law-related issues that not only spark discussion but 
also provide practical advice and help readers in their daily work. A full index of topics covered can be found at The Health 
Lawyer webpage (http://www.americanbar.org/publications/health_lawyer_home.html). For more information or to receive 
our Publication Guidelines, contact Marla Durben Hirsch, Esq., Editor at mdhirsch@comcast.net or at 301/299-6155.

ABA Health eSource – Our electronic monthly newsletter is a perfect place to find and publish succinct, timely arti-
cles. Generally the articles for this monthly publication are not as long as the articles in The Health Lawyer but are every bit 
as important. Simeon Carson is the staff person in charge of the ABA Health eSource and can be reached at 312/988-5824 
or at simeon.carson@americanbar.org.

Practical Guide Series – Do you have a good idea for a single topic book? Contact Simeon Carson to discuss your 
book project. Generally these are soft covered books of 200 to 300 pages. Simeon can be reached at 312/988-5824 or at 
simeon.carson@americanbar.org.
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SECTION CALENDAR
For more information on any of these programs, call the Section at 312/988-5532  

or visit the Section website at www.americanbar.org/health

12/1/2011
Emerging Issues in Managed Care
Webinar

12/15/2011
Ethics for Healthcare Attorneys
Webinar

1/12/2012
Stark Self Disclosure – One Year Later
Webinar

1/19/2012
Valuation in Healthcare
Webinar

1/26/2012
Fundamentals of Healthcare Transactions
Webinar

2/9/2012
Language Access
Webinar

2/16/2012
Stark Law Basics
Webinar

2/22/2012 – 2/25/2012
13th Annual Emerging Issues in  
Healthcare Law
Hilton San Diego Bayfront 
San Diego, CA
Registration now Open!

3/8/2012
Telemedicine and Multi-State  
Physician Practices
Webinar

3/15/2012
CMS Revalidation
Webinar

4/19/2012
Healthcare Antitrust Fundamentals
Webinar

4/26/2012
Responsible Corporate Officer
Webinar

5/17/2012
Reimbursement and False Claims  
Act Fundamentals
Webinar

5/31/2012
ACOs from the Physician Perspective
Webinar

6/7/2012
HITECH and HIPAA Fundamentals
Webinar

7/26/2012
Fundamentals of Medical Staff  
and Peer Review Issues
Webinar

9/20/2012
FDA Public Health Clinical  
Trials Fundamentals
Webinar


