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In Opposition to Liberty: We Need a “Sovereign” to Govern
Drug Claims
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obbes had it right. The 17th-century political philosopher explained that civilization requires individuals to willingly transfer some of their freedom to a
Sovereign who can use that power to organize society
through the consent of the governed (1). Without this
basic tradeoff, Hobbes argued, existence would be a
struggle of “all against all,” resulting in life that is “solitary, poor, nasty, brutish, and short.” Hobbes' work
helped inspire the Declaration of Independence and
the Constitution. Now the latter document is being
used to threaten a central aspect of medical practice
that is rooted in this “consent-of-the-governed”
concept.
During the summer of 2015, the U.S. Food and
Drug Administration (FDA) plans to hold a public meeting to discuss whether its restrictions on what drug
manufacturers can claim about their products improperly infringes the liberty of those companies (2). This
revision of current standards is advocated by the pharmaceutical, biotechnology, and device industries, as
well as those with libertarian philosophies who contend
that the government should regulate very little of anything. The marketplace, they argue, will sort out which
products work and are safe. Outright fraudulent claims
would still be prohibited (even in this brave new world
a drugmaker could not claim its product confers immortality), but short of that, advocates argue that most
kinds of “scientiﬁc evidence” should be grounds to promote both new and old products, regardless of
whether the FDA agrees.
In my decades of practice as an internist, I have
taken comfort that drugs on the market were there because their manufacturers had provided the FDA with
at least some evidence that they worked and that their
known risks were depicted in the product labeling. I did
not need to review on my own all of the available evidence about efﬁcacy and safety for each drug I prescribed. Even if I had the time and acumen to do so—
and what busy practitioner has hundreds of hours to
assess each new medication?—I knew that the FDA had
additional thousands of details about these drugs I
could never see, because they were the private property of the companies that had paid for the clinical
trials.
Hobbes made his case by referring back to a theoretical “state of nature” that existed before consent-ofthe-governed societies came together. We, too, had a
prescription drug “state of nature” not so long ago. The
FDA's power to require efﬁcacy data dates back only to
the 1960s; the thalidomide tragedy of that era convinced Congress to give the FDA new authority to ensure that useless or minimally effective products, or

those with unacceptable safety problems, could not
come into use. The agency then assessed thousands of
drugs on the market to weed out the many that were
ineffective, dangerous, or both (3). Thus, the summer of
2015 could mark the beginning of a step back to the
pre-1960s era for prescription drugs.
The proposals under discussion ﬂy in the face of
much of what we know about rigorously evaluating clinical interventions. First, they would allow companies to
short-circuit the need for a review of the totality of the
available data (including those secret proprietary ﬁles),
permitting them to present clinicians with cherrypicked studies that may look good in isolation but
could be methodologically inadequate or fail to present a balanced picture of a drug's beneﬁts and risks (4).
A second problem is the unreliability of “clinical experience” measures, such as “observational studies, registries, and therapeutic use” as well as guidelines (5), to
assess efﬁcacy, as is advocated in pending legislation
(6). Yet all of these measures would become fair game
for companies seeking to promote their products to us.
Noncommercial services, such as those that provide academic detailing (7), could try to provide some balance
for clinicians, but they could be swamped by the drug
industry's unchained promotional leviathan.
Besides looking at our past to assess the possible
effect of these proposed changes, we can also see
present evidence of how this approach might play out.
In the 1990s, the “dietary supplements” industry extricated itself from the constraints of FDA evaluation,
making possible the cacophony of ludicrous unregulated and often phony claims that now contaminate the
airways, print media, and cyberspace. Anyone who
likes the concept of useless over-the-counter nostrums
advertised to “promote immunologic health” or “support brain function” will love the proposed new rules
for prescription drug promotion.
As a prescriber, I have been willing to give up my
freedom to prescribe any chemical I choose to patients,
and I am willing to have drug manufacturers give up
some of their right to tell me whatever they may want
me to hear. For all of us (including patients) to hand
over some liberties to a Hobbesian Sovereign, such as
the FDA, offers a different kind of freedom— knowing
that the medications we use are probably, at least as a
ﬁrst approximation, reasonably safe and have some evidence that they work. After all, the often-maligned
agency usually does its work accurately and efﬁciently
(8). Rather than representing an infringement of companies' inherent rights as “citizens,” maintaining our
current standards for promotional statements can keep
us from sinking back into an “all against all” state of
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poorly founded drug claims and understated risks.
Yielding to the pressure to do otherwise would risk
making our patients' lives more poor, nasty, brutish,
and short than they have a right to expect.
From Harvard Medical School and Brigham & Women's Hospital, Boston, Massachusetts.
Disclosures: The author has disclosed no conﬂicts of interest.

Forms can be viewed at www.acponline.org/authors/icmje
/ConﬂictOfInterestForms.do?msNum=M15-1429.
Requests for Single Reprints: Jerry Avorn, MD, 1620 Tremont
Street, Suite 3030, Boston, MA 02120; e-mail, avorn@post
.harvard.edu.

Author contributions are available at www.annals.org.
Ann Intern Med. 2015;163:229-230. doi:10.7326/M15-1429

230 Annals of Internal Medicine • Vol. 163 No. 3 • 4 August 2015

Downloaded From: http://annals.org/ by Kevin Rosteing on 08/26/2015

A “Sovereign” to Govern Drug Claims

References
1. Hobbes T. Leviathan. London: Andrew Crooke; 1651.
2. Clarke T. Under Pressure, FDA to Hold Public Meeting on OffLabel Use. Accessed at www.reuters.com/article/2015/05/07/us-fda
-pharmaceuticals-constitution-idUSKBN0NS00F20150507 on 6 May
2015.
3. Carpenter D. Reputation and Power. Princeton, NJ: Princeton Univ
Pr; 2010.
4. Higgins JP, Green S, eds. Cochrane Handbook for Systematic Reviews of Intervention. West Sussex, UK: J Wiley; 2008.
5. Avorn J. Healing the overwhelmed physician. New York Times. 12
June 2013:A27.
6. Avorn J, Kesselheim AS. The 21st Century Cures Act—will it take us
back in time? N Engl J Med. 2015 June 3. [Epub ahead of print]
[PMID: 26039522]
7. Alosa Foundation. Accessed at www.AlosaFoundation.org on 23
June 2015.32.
8. Downing NS, Aminawung JA, Shah ND, Braunstein JB, Krumholz
HM, Ross JS. Regulatory review of novel therapeutics— comparison
of three regulatory agencies. N Engl J Med. 2012;366:2284-93.
[PMID: 22591257] doi:10.1056/NEJMsa1200223

www.annals.org

Annals of Internal Medicine
Author Contributions: Conception and design: J. Avorn.

Drafting of the article: J. Avorn.
Final approval of the article: J. Avorn.

www.annals.org

Downloaded From: http://annals.org/ by Kevin Rosteing on 08/26/2015

Annals of Internal Medicine • Vol. 163 No. 3 • 4 August 2015

