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ABSTRACT

The right to free speech has become more expansive covering pharmaceutical free speech in ways
uncharacteristic of the long-accepted fundamental right. The purpose of purchasing the data is detailing, a form of personalized
sales and marketing directed at the practitioners most likely to prescribe certain drugs. The Sorrel decision is based on the notion
of corporate free speech, a concept that encompasses two conditions: first, that corporations are speakers entitled to First
Amendment protection; and, second, that advertising and marketing constitute “speech.” Citizens United and Sorrell opened a
floodgate for corporations to declare free speech rights that undermine advertising and marketing regulations.

INTRODUCTION

In Sorrell v. IMS Health, the Supreme Court struck down a Vermont regulation requiring pharmacies to
obtain prescriber consent to release prescriber-identifying information® to data miners for marketing
research purposes.? Since Sorrell, legislators in the US have shied away from traditional commercial
regulations limiting corporate speech, many of which would support bioethical principles.? The right to free
speech has become more expansive covering pharmaceutical free speech in ways uncharacteristic of the
long-accepted fundamental right.* As a result, pharmaceutical companies increasingly influence patients and
skew the judgment of doctors in prescribing decisions, now through the use of data without the
authorization of the doctor or patient. The expansive view of commercial free speech has grown beyond the
voicing of personal or political opinions, the suppression of which challenges liberal society. Patients’
autonomy should extend to control over personal data. An ethical system would protect private data,
preserve doctor-patient confidentiality, and promote justice by leveling the playing field so that generic
drugs and changes to lifestyle and diet are not drowned out by the already advantaged pharmaceutical
industry’s aggressive marketing.

l. Background

A Vermont statute imposed a consent requirement so that pharmacies selling prescriber-identifying
information including the practitioner and the drug prescribed to data miners who then sell mined data to
pharmaceutical companies would need explicit consent from the prescriber.®> The purpose of purchasing the
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data is detailing, a form of personalized sales and marketing directed at the practitioners most likely to
prescribe certain drugs. The Sorrel decision is based on the notion of corporate free speech, a concept that
encompasses two conditions: first, that corporations are speakers entitled to First Amendment protection;
and, second, that advertising and marketing constitute “speech.” Corporations argue free speech should be
broadly construed to include accessing data or information necessary to the action of later speech. The
prescriber-identifying information in Sorrell creates a way to create an audience for the speech that the
respondents argue is constitutionally protected overextending commonly recognized free speech.

The Supreme Court case was brought by manufacturers of brand name pharmaceuticals and data miners
(respondents) who argued that free speech protects the ability to purchase, use, and resell the data, that the
data collected served their commercial interest in targeting specific audiences for pharmaceuticals, and that
requiring doctors’ consent violated the respondents’ right to free speech. The Court held that the Vermont
statute was unconstitutional because it violated free speech rights by imposing both content-based and
speaker-based obstacles on the respondents.®

Since the Sorrell case, legislators have been hesitant to regulate corporate speech while technological
advancements in data have increased the use of personal data in marketing. As noted in the New York
Times, among developed countries, the U.S. is noteworthy for its absence of a comprehensive consumer
data protection body of law and enforcement agency.” Corporations are coopting control over data absent
government checks on their power. Technological advances in data mining and reidentification (the ability to
rematch personal information with medical prescription data) serve to make deidentification less meaningful
giving more reason to protect seemingly anonymous data.

Analysis: the conflict between pharmaceutical marketing
research and regulatory power protecting medical data

A. The pharmaceutical corporations and data miners’ arguments

Pharmaceutical companies argue that they are helping doctors by presenting details of drugs to help
doctors treat patients. There is no evidence that without personalized prescriber data, drug reps would no
longer target likely prescribers. They did so before data mining and will do so as long as it is legal.® However,
legality does not imply ethical marketing practices. To argue detailing is a driving force in their effort to
disseminate helpful information as if the financial benefits are merely ancillary to an altruistic act is
insincere.®

The pharmaceutical industry can express speech in a myriad of ways. Contrary to the Court’s
interpretation, this is not a case of a state trying to keep people “in the dark” about the availability of
prescription drugs.’® Regulations effecting corporate speech used to be encouraged for the public good. For
example, laws regulating the advertising of cigarettes and alcohol were well accepted by the public. The
erosion of both privacy and the individual voice’s power correspond with the uptick in recognizing previously
undeclared corporate constitutional rights.*! The pharmaceutical companies’ marketing efforts take place at
the expense of data privacy and confidentiality within the doctor patient relationship.

Doctors’ offices are awash in drug reps while televisions and social media are erupting with
pharmaceutical direct-to-consumer ads. Pharmaceutical manufacturers are already allowed to infiltrate
offices, hospitals, continuing medical education conferences, and sometimes medical schools. They are
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permitted to advertise directly to consumers, planting brand names and rosy pictures of health in the minds
of all desperately seeking cures. The respondents did not show anything more than potential financial harm.
Without the data, they could continue their other extremely lucrative sales and marketing techniques. The
data grab undermines beneficence. Patients are neither compensated directly for their own data nor are
they afforded access to an array of pharmaceuticals at reasonable prices. With the patient’s voice absent
from the Court’s opinion, patients and practitioners lose autonomy and control over personal and
confidential data.

B. The state’s regulatory goals protect traditional bioethics principles

Vermont's regulatory interest behind the law included both data privacy and healthcare cost
containment. The privacy argument was dismissed prematurely and should be presented differently.'? The
respondents point out that the government requires that the data be collected by the pharmacies. It is also
available for other uses including communication with insurers, and state and academic research.
Respondents claim these uses render the data public. The opinion is flawed in that researchers and others
privy to the data in noncommercial spheres have their own professional and legal standards and
nondisclosure requirements. The Sorrell Court seemed to see the patient and physicians’ right to privacy as
inadvertently waived.

Vermont argued that the statute would be better for the public by decreasing healthcare costs and
increasing health.!® In healthcare, these policy goals would be welcome by almost every politician or
candidate for President in either political party. Containing healthcare costs and improving health are so
large a government priority that federal laws themselves confirm a legitimate government purpose.**
Affordable healthcare is a well-established justice-based healthcare issue. For the Court to find that this
state law’s purpose is not substantial enough holds implications for broad healthcare policy and
demonstrates favoritism to the pharmaceutical industry at the expense of the people. The government’s
goal of affordable healthcare will often conflict with pharmaceutical lobbying and marketing practices.

The Court held that Vermont favored a specific viewpoint by placing a hurdle in the promotion of the
brand name pharmaceuticals. Brand name drugs are marketed using detailing based on prescriber-
identifying data. It is possible that pharmaceutical companies’ lack of access to the data for detailing could
make more room for generic drug sales. The lack of access to the data also might reel in overprescribing in
general by limiting access of drug reps to specifically vulnerable patients and to doctors who may prescribe
drugs for profit rather than medical necessity. The Vermont law leveled a playing field rather than actively
promoting generics or limiting the overuse of prescription drugs. State governments wanting to expand
healthcare for more people have an immediate need to reduce costs. The Court indicated that academic
institutions would have the same ability to approach doctors’ offices and decrease brand name drug sales.?®
Academic medical centers do not engage in expensive counter-detailing. Instead, they work with
manufacturers of brand name drugs for research and development and they already have a built-in bias
favoring brand names. The Court’s majority opinion leaned toward accusing Vermont of a conspiracy to
promote an anti-pharmaceutical viewpoint, a point that is not convincing without explicit evidence.'® While
it should be legal to promote the ethical view that access to generics or other medical solutions is a proper
use of the data, no evidence was presented that any program resembling the marketing prowess of big
pharma was impending. The marketing of generics arguably has a beneficial public purpose compared to the
marketing of expensive brand name drugs. The law’s educational use provision included ways to increase
awareness of brand-name drugs about to expire and alternative generics, but not to the exclusion of brand-
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name drugs, just in the context of less costly alternatives.’” The ethical principle of healthcare justice
requires disseminating all relevant information about the availability of affordable care.

Unlike the laws traditionally subject to free speech scrutiny, the Vermont statute did not suppress
religious, hate, or political speech, yet the Court held it quieted an unwelcome viewpoint, the essence of
important free speech cases.!® The use of pharmaceutical marketing data does not rise to the heightened
analysis ascribed by the Court.'® As the dissenting opinion notes, the ethical concerns underlying free speech
do not apply to freedom in this highly regulated industry’s marketing tools. The dissenting justices also noted
that all regulations reflect some point of view and that the Court is undermining democratically elected
regulators by imposing on their legislative responsibilities.

Counterarguments discounting data privacy

The most common counterargument specific to pharmaceutical research is that deidentified material
found in metadata is not special to the patient. However, this argument ignores modern data storage,
access, research techniques, and bioethics principles. Reidentification is simpler than is commonly
understood.?’ While medical researchers are unlikely to reidentify, pharmaceutical companies arguably
would benefit from some reidentification especially because they market to consumers directly. Linking data
points through voting registration or hospital stays can lead to other personal information.?! Even liens,
court dates, and social media accounts all become fair game for marketers in the medical data
reidentification process. There is a snowball effect because data miners benefit from selling data to multiple
industries and the government. Data mining does not reflect the true cost of the data. Pharmacies, data
miners, and ultimately pharmaceutical companies are subsidized by decisions like Sorrell that fail to require
patient and prescriber consent. While each person’s data is arguably worth pennies in the system, the total
is worth a great deal.?? Autonomy can include the power to sell one’s medical data.

Controlled use of medical data

Many people prefer directing how their data is used. When a school or hospital system asks permission to
use photographs or data, parents can certainly sign “yes” for one use and “no” for another, e.g., “yes” on
print but “no” on website. Similarly, hospitals ask for signatures before releasing medical data for certain
purposes, including research. There is an understanding and usually a legal obligation to ensure the data
would not be otherwise used. The dissenting opinion aptly points out that “a car dealership that obtains
credit scores for customers who want car loans can be prohibited from using credit data to search for new
customers.”? The Court impinged on individuals’ privacy rights by expanding free speech so much that any
limits on how data can be used will be evaluated as discriminatory by use. In JOLT Digest, Katie Booth fears
that commercial privacy laws and do-not-track legislation will fail the Sorrell standard which treats use as
binary: either the data is available for every use or private and unavailable regardless of use. However, she
suggests market forces might lead to corporate responsibility despite a lack of regulations.?* She recognizes
that consumers do want to share data “categorically” and an inability of legislatures to provide ways to do
that may force complete dependence on “private market data privacy policies.” Booth is right that, for now,
urging corporate ethics reform might be a workable option in certain cases.

Bonnie Kaplan of Yale School of Medicine also readily speaks against the Sorrell decision citing its ethical
and legal ramifications. Kaplan’s moderate position understands the logistical need for access to data by
insurers, a point the Vermont statute acknowledges. Kaplan does not believe deidentification is foolproof
and expects that patients would opt out of sharing data for marketing. To her, transparency about the data’s
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uses would help patients discern when to allow data sharing for research that might benefit their own
healthcare quality. Kaplan would prefer “flexibility in thinking” and a system more ethical than that propelled
by Sorrell. Kaplan’s ethical criteria and analysis present the reader with ideas about the complexity but they
do not adhere to binding Supreme Court precedent under Sorrell. Her ethical analysis calls for limiting or
overruling Sorrell, an unlikely scenario for now.

There is a distinct partisan divide in amicus briefs filed in Sorrell.?> Pharmaceutical trade groups and
companies favored the respondents’ point of view while a preponderance of academic literature and thirty-
five other states supported Vermont’s position.2® Similar to the backdrop of Citizens United when the
Supreme Court altered important traditional checks on corporate power, partisanship is glaring in the Sorrell
decision.?” Working toward a middle ground means a willingness to reasonably limit pharmaceutical
corporate free speech for the sake of patient privacy.

Reconciling Sorrell, privacy, and bioethics

Beverly Cohen argues that, despite Sorrell, HIPAA® currently precludes the sale of the data to the data
mining companies.?> 3° In a nod to HIPAA, the Sorrell Court noted that a broader law limiting even more
speech would have better demonstrated Vermont’s desire to protect privacy.3! But a broader law arguably
would offend free speech more. The Court limited Cohen’s expansive view of HIPAA through Sorrell. HIPAA
has a narrower exception for routine use of data to ease healthcare delivery and payment. Yet HIPAA and
data mining coexist now reflecting a failure to apply HIPAA Cohen’s way. Cohen’s ethical defense of privacy
is significantly more in keeping with bioethics principles than the Court’s view of privacy.

In a landmark Supreme Court case delineating a right to privacy, Griswold v. Connecticut,® the Court was
careful not to trample on regulatory power unless it interfered with a fundamental right. The regulation in
Griswold, a case about the doctor patient relationship and the right to contraception, not only overstepped a
private relationship but also interfered with deeply personal beliefs about becoming pregnant. Griswold
established that rights not explicitly enumerated are worthy of protection and that privacy is of “comparable
magnitude to the fundamental rights that are constitutionally protected.”** The Sorrell Court was unwilling
to focus on any belief deeper than a financial belief in the ability to market a product using the data in
question. Griswold should apply to the data because, like in the Griswold case, the data is a consequence of
a confidential relationship. The Court created uncertainty of whether medical data remains personal
pursuant to the Griswold chain of cases, undermining autonomy in private decisions.

Reconciling Griswold and Sorrell is difficult. While Sorrell undermines regulatory authority aiding patient
data privacy, there is room for solutions to use the law to promote the ethical considerations. First, statutes
like Vermont’s can be drafted according to the suggestion made in dicta in Sorrell allowing only minor
exceptions: insurance and billing purposes. All other uses should require consent by the patient.

Second, a class action brought directly by patients recognizing traditional privacy rights outside the HIPAA
regulatory framework must be brought to challenge or limit Sorrell. Not only do patients not know their
prescription data is being used this way, doctors tend to be unaware of the intricacies of data mining as
well.3* Laws protecting patients rather than prescribers would have more strength in court because the
direct privacy interest in protecting one’s own data certainly trumps the prescribers’ privacy interest which,
to the Court, stems from not wanting to be bothered by marketers and drug reps. The data means more to
the patient than to the doctor; in a breach, the patient would bear the burden of the stigma of a condition
made public. The nature of the data itself is private and personal. In rural areas, even without any type of
reidentification, the patient’s identity can easily be ascertained. Pharmacies distribute personal prescriptions

5



ZIMMERMAN, MARKETING MADNESS, VOICES IN BIOETHICS, VOL. 6 (2020)

to treat stigmatized conditions including HIV, schizophrenia, depression, and to terminate pregnancy. Some
of the data could be subject to subpoena. Data in the hands of more organizations is more vulnerable to
leaks or unforeseen uses. The doctor patient relationship hinges on patients’ open discussion with doctors. If
data can be sold, mined, and even reidentified, patients might avoid use of certain prescriptions to their
medical detriment.

If a legal approach cannot overcome Sorrell, then Booth might be correct that corporate policy will
eventually succumb to societal pressures and step in to protect the doctor patient relationship. Privacy
should protect confidentiality between doctor and patient and self-direction in personal matters. A high level
of scrutiny must be applied to data mining that challenges privacy. When constitutionally protected privacy
meets the boundary of the now constitutionally elevated commercial right to free speech, the analysis
concerns two competing constitutional rights: privacy and free speech.

The California Consumer Data Privacy Act (CCPA) which went into effect January 1, 2020 will test the
waters of data privacy. So far, Hannah Anderson and Salesforce are being sued for privacy breaches. If those
corporations challenge the law’s provisions, Booth’s assertion that corporations want to treat data ethically
could be proven wrong. However, if the CCPA leads to significant litigation by people who suffer from data
breaches, corporations will likely find it less costly to comply regardless of their will. Practicality and
efficiency may prevail regardless of whether the corporation would prefer to protect privacy. Corporate
ethics could become irrelevant under the weight of a strict law. The right to privacy and right to commercial
free speech are not objects with equal force. When corporations argue the CCPA violates commercial free
speech, courts will be forced to define the point at which the right to privacy and the right to commercial
free speech meet on a continuum, reconciling the two fundamental constitutional rights and defining
modern privacy law.

CONCLUSION

There is a fundamental ethical challenge left by Sorrell. Pharmaceutical companies are using the data for
profit-making. That is marketing: it is not the government’s duty or place to ensure unfettered access to
private data. The failure of government protection allows data miners to expand to new uses of data with
little oversight. The patient’s explicit consent to the use of data for marketing purposes should be required
out of respect for personal autonomy and privacy concerns. Privacy is the backbone of successful doctor
patient relationships. Citizens United and Sorrell opened a floodgate for corporations to declare free speech
rights that undermine advertising and marketing regulations. Broad implications from Sorrell are seeping
into everything from alcohol, tobacco, and vaping products and possibly headed toward the marketing and
advertising of guns. On this trajectory, factory discharge of carbon and toxins into the air could be labeled
“speech,” a viewpoint on climate change in a politically charged atmosphere. Autonomy, justice, and
beneficence are served by data protection. Free speech in the realm of political, religious, and societal
opinions cannot be impeded without the strictest scrutiny. Marketing drugs can.

1 Prescriber-identifying information links prescribers (e.g., doctors, nurse practitioners, physician’s assistants) to prescriptions
which can be used with metadata, deidentified patient data, and public records to build a detailed analysis used for sales and
marketing.

2 Sorrell v. IMS Health Inc., 564 U.S. 552 (2011) IMS et al. are referred to as “respondents” while the State of Vermont is the
“petitioner.”
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