





in America, free enterprise and entrepreneurship

are under assault from myriad government regulations —
ranging from laws censoring advertisements to
burdensome licensing requirements to outrageous

“certi cate of necessity” laws that allow established
businesses to veto their own competition.

When Kentucky businessman Raleigh Bruner wanted
to start a moving company, bureaucrats told him he
couldn’t — because existing companies thought there
were enough competitors already.

Fortunately, Raleigh and other victims of overreaching
government have a powerful ally to ght back —

Paci c Legal Foundation. We litigate pro bono to uphold
the constitutional guarantees of limited government, free

enterprise, property rights, and individual liberty. We took
Raleigh’s case to court and won.

As America’s rst freedom-based public interest legal
foundation, PLF is proud to stand up for the constitutional
right to earn a living — from coast to coast.

Learn more about Raleigh’s case and PLF's 40-year legacy
of rescuing libertyat WHJPAJSLNHS VYN.

PaciFic LEGAL FOUNDATION

CALIFORNIA : ALASKA : FLORIDA : WASHINGTON DC : HAWAII : WASHINGTON
(916) 419-7111 : (800) 847-7719 : www.paci clegal.org
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POLICYBOT™

FAST, RELIABLE, FREE.

i ' itute’s online database and search engine
PolicyBot™ is The Heartland Institute’s on :
offering reviews and the full text of more than 25,000 articles and reports
from 350 think tanks and advocacy groups.

PolicyBot™ — fast, reliable, and free. Visit policybot.org.
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Free-Market Education Reforms
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San Antonio Mayor Proposes
Higher Tax for More Pre-K
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How States Can Effectively
End the Federal Income Tax
—and Why They Should

®C BY RYAN H. MURPHY

roponents of a more rational tax code may be feeling opti-
mistic because of the Marco Rubio-Mike Lee proposal for tax
reform. The senators’ proposal would move the tax code closer
to a tax on consumption, a policy that many economists have long
argued would be conducive to economic growth. But the Rubio-Lee

plan is a very watered down version of’
such a transition and likely would have
to be watered down further in order to
be enacted.

One alternative for achieving a genu-
ine transition away from federal income
taxation would be for state governments
to de facto change the way federal taxes
are collected. Such a change would pro-
foundly improve the prospects for eco-
nomic growth, even from the perspective
of very orthodox economists. All that’s
needed is a state legislature daring enough
to try it—a legislature like, say, Texas.

Lone Star pluck/ In Texas, taxes on income
are against the state constitution. However,
Texans still pay the federal income tax.

In principle, the state could eftfectively
end the federal income tax by using two sur-
prisingly simple and straightforward legisla-
tive maneuvers—neither of which involves
secession. Texas could choose to send its
federal taxpayers a check in the form of a
state tax credit equal to their federal income
tax liability. It could then pay for the credit
by increasing the state sales tax in a revenue-
neutral way. Effectively, that would mean
the end of all income taxes in the state while
significantly raising sales taxes. This isn’t
about cutting taxes per se; rather, this is the
tax swap to end all tax swaps.

Texas may be well-positioned to make
such an extreme change because its popu-

RYAN H. MURPHY is a research associate in the O’Neil
Center for Global Markets and Freedom at Southern
Methodist University.

lation centers are distant from its bor-
ders with other states, which means most
Texans would have difficulty arbitraging
away from a higher sales tax. (Some other
states may find that their citizens will cross
borders to avoid paying significant sales
taxes, but those states could pay for the
income tax credit by raising the next least
worst type of tax—perhaps the property

A state could give its residents a tax
credit equal to their federal income tax,
and fund the credit by raising the state
sales tax or the next least-worst tax.

that (relatively speaking) discouraging
saving—and therefore investment—has
significant negative effects on growth.
There’s no good reason to structure the
tax code in such a way that it encourages
using income on immediate consump-
tion. If anything, we should raise revenues
in such a way that discourages activities
we think are harmful, not ones that are
socially beneficial like saving.

The positive effects have been con-
vincingly shown most recently by Jens
Arnold, an economist with the Organi-
zation for Economic Cooperation and
Development, who studied the effects of
different tax policies on economic growth
across OECD countries. Arnold’s work
indicates that consumption taxes and
property taxes are distinctly superior to
income taxes, especially to an income tax
with high progressivity. William McBride
of the Tax Foundation summarizes this
in a 2012 study, “What Is the Evidence on
Taxes and Growth?” Whatis clear is thata
U.S. state that is willing
to move its tax environ-
ment strongly in this
direction would attract
investment, entrepre-
neurs, and workers from
the other 49 states.

tax. The arbitrage problem shouldn’t be
insurmountable for any state.)

The resulting inflow of investment
from other states—and other countries—
into Texas would be unprecedented. It
could dwarf the recent “fracking” boom
by an order of magnitude. Every firm in
the world would eagerly seek to make a city
in Texas home to its world headquarters.

Whydoit?/ This would constitute a drastic
policy shift, but why not do it? The supe-
riority of consumption taxes to income
taxes has long been argued by many neo-
classical economists.

The real difference between a con-
sumption tax and an income tax is thata
consumption tax encourages saving and
thrift. We have good reason to believe

This tax shift would
implicitly allow states to
unilaterally end one of the most perni-
cious parts of the federal tax code: the
home mortgage interest deduction. While
the economic effects of the deduction
would cease to exist, the statute would
still be on the books. A tax deduction
that economists left and right agree is
economically terrible would be erased,
even though right now it is politically
impossible to do so.

Other features of the federal tax code
could be preserved, if a state wishes to
do so explicitly. The information needed
for charitable-giving subsidies or wage
subsidies would still be contained in a
filer’s federal tax return. While we may or
may not want to publicly subsidize such
activities, we can agree it is more efficient
to do so directly than to awkwardly build
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them into a progressive income taxation
scheme.

Clearly, sales taxes are regressive, espe-
cially in comparison to progressive income
taxes. But combating income inequality—
or, far more importantly, poverty—should
not impede this tax shift. Again, orthodox
neoclassical welfare economics tells us to
raise revenue in the most efficient way and
to address distributional concerns in the
most efficient way. That means consump-
tion taxes followed by either wage subsi-
dies or guaranteed minimum incomes
for the poor.

Conclusion/ Governments in “red” states
face few impediments to enact policies
conservatives want. From Georgia’s so-
called “Guns Everywhere” law to Right-
to-Work becoming a reality in Michigan
of all places, states have shifted policy sig-
nificantly since the rise of the Tea Party. In

contrast, even the most free-market states
have tax policies to the left of the median
economist—that is, if this tax-shift policy
option is on the table.

Perhaps progressive jurists may chal-
lenge the legality of states effectively circum-
venting the desires of the federal govern-
ment. I am not qualified to judge whether
such a challenge would be successful. But
beyond that, the only real obstacle to this
policy change is the tyranny of the status
quo. If states want to unilaterally end inef-
ficient federal taxation from taking place
within their borders, they can do it. [R|

READINGS

B “Do Tax Structures Affect Aggregate Economic
Growth? Empirical Evidence from a Panel of OECD
Countries,” Working Paper No. 656, by Jens Arnold.
OECD Economics Department Working Papers, 2008.

B “WhatIs the Evidence on Taxes and Growth,”
Report No. 207, by William McBride. Tax Founda-
tion, Dec. 18,2012.

Regulating Medical LDTs

®{ BY HENRY I. MILLER

he U.S. Food and Drug Administration has announced that it
will ease regulation of direct-to-consumer medical tests used to
identify carriers of certain genetic diseases. These tests, which
are used infrequently, will be classified as “Class 2”—low-to-moder-
ate risk—medical devices and will thus be exempt from premarket

review. With the announcement, regula-
tors congratulated themselves for boost-
ing innovation and benefiting consumers.

As with much regulatory policy in the
Obama administration, however, even when
there is some liberalization, it’s often a case
of one step forward, two (or more) steps
back. A far more significant—and regres-
sive—action by the FDA in the regulation
of medical devices was a decision last Octo-
ber to begin regulating a class of products
called “laboratory-developed tests” (LDTs).
They are used to diagnose and treat a wide

HENRY I. MILLER, a physician and molecular biolo-
gist, is the Robert Wesson Fellow in Scientific Philoso-
phy and Public Policy at Stanford University’s Hoover
Institution. He was the founding director of the FDA’s
Office of Biotechnology.

array of illnesses, from cancer and meta-
bolic abnormalities to infections. These
tests are often referred to as “home-brew”
tests because they are developed and used in
asingle clinical laboratory rather than being
manufactured and sold by big companies.
There are an estimated 10,000 of them,
produced by thousands of laboratories, that
perform the tests on samples they receive.

Whynow?/ Up to now, these tests have had
little federal oversight. But that is about
to change.

In 1976, Congress defined most diag-
nostic tests as “medical devices,” which
by definition fall under the purview of
the FDA. But at the time, LDTs were not

widely dispersed or commercialized. They
tended to be relatively simple and their
results were typically interpreted where
the tests were performed. The FDA thus
exercised “regulatory discretion,” which is
bureaucrat-speak for exempting the tests
from regulation. Currently, the agency
regulates diagnostic tests only if they are
developed, sold, and distributed by device
manufacturers as kits.

The FDA contends that LDTs have
become much more complex and are used
much more frequently and in higher-risk
settings than they were decades ago. And,
the agency says, some of the tests are defec-
tive and dangerous. Alberto Gutierrez,
FDA director of in vitro diagnostics and
radiological health, cites OvaSure, a test
for early detection of ovarian cancer, which
gave a high rate of false positives that in
some cases led to operations to remove
healthy ovaries.

In a guidance document published
last October, the FDA announced that it
intends to enforce certain device require-
ments “for laboratories that manufacture,
prepare, propagate, compound, assemble,
or process LDTs.”

(It should be noted that, in the words
of attorney David Hoffmeister of the firm
of Wilson, Sonsini, Goodrich and Rosati,
“LDTs are already regulated—by the Cen-
ters for Medicare and Medicaid Services
(CMS) through the 1988 Clinical Labora-
tory Improvement Amendments (CLIA),
which ensure that a test is performed prop-
erly and gives reproducible results.” Spe-
cifically, CLIA regulations include require-
ments for establishing and maintaining
quality laboratory operations and ensuring
the lab is staffed by qualified personnel.
However, the CMS’s oversight does not
extend to determining whether a test actu-
ally has clinical validity for the patient.)

Review process/ There is significant uncer-
tainty about what the FDA’s LDT regu-
latory scheme ultimately will look like. It
does appear that the agency intends high-
risk LDTs to undergo internal review of
their Premarketing Applications, which is
the most stringent type of device marketing
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application required by the FDA. But most
low- and moderate-risk LDTs will likely be
eligible for third-party review, which is less
rigorous, time consuming, and costly.
Such external review isn’t new: the
FDA’s “Accredited Persons Program” was

Nongovernmental, non-monopolistic
regulation of consumer products
operates efficiently and safely in the

United States and abroad.

i\
i

tions for eligible devices. The Accredited
Person conducts the primary review of the
510(k) application and then forwards its
review and recommendation to the FDA.
With the increasing complexity and use
of medical diagnostics, an argument can be
made for greater scrutiny
of some of them, but this
could be accomplished
under the FDA’s Accred-
ited Persons Program.
Under such a regime,
the increased regulatory

created by the FDA Modernization Act of
1997 to improve the efficiency and timeli-
ness of the agency’s 510(k) process, the
pathway through which most medical
devices receive marketing clearance in the
United States. Under the program, the FDA
has certified certain third parties, so-called
“Accredited Persons,” who are authorized
to conduct the primary review of applica-

burden on the makers of
LDTs would likely be tol-
erable and the medical community would
benefit from greater confidence in the tests.

But there are even better options, which
needn’tinvolve the FDA in day-to-day regu-
lation at all.

Although we tend to take government
regulatory monopolies for granted, they
are not sacrosanct. Nongovernmental,
non-monopolistic regulation of consumer

products operates efficiently and safely
in the United States and abroad. In this
country, Nationally Recognized Testing
Laboratories, the prototype of which is
Underwriters Laboratories, certify more
than 20,000 categories of consumer prod-
ucts. Many of these products, such as
electrical equipment, bulletproof glass,
and fire-resistant building materials, pres-
ent potential hazards if they are defec-
tive. Despite the lack of direct government
involvement, there is considerable respect
for the work of the testing laboratories.

Another model is the way medical
devices are regulated in the European
Union. There, there is heavy reliance on
various sets of product standards, and over-
sight does not involve government regula-
tors directly. For low-risk devices, such as
tongue depressors or reflex hammers, man-
ufacturers themselves are allowed to certify
that their products meet the necessary stan-
dards. For higher-risk devices, manufactur-
ers must obtain third-party reviews from
private sector “notified bodies,” which test
products, inspect manufacturing systems,
and verify that EU standards have been
met. Following this certification, the prod-
ucts can be marketed.

Notified bodies are designated by the
national regulatory authority (also known
as the competent authority) of an EU
member state to carry out one or more of’
the “conformity assessment procedures”
required for approval of a device. Because
these notified bodies compete with one
another for business but need to maintain
certification from a national authority, they
have reason to be both expeditious and
thorough. This system works well; approval
of new medical devices in Europe takes only
half as long as in the United States, short-
ening the development process by roughly
two years without compromising safety.

Congress could mandate a system that
more closely resembles Europe’s. Sadly,
the FDA and its boosters would likely fight
such a proposal tooth and nail: it’s in the
DNA of regulators to oppose ceding any of
their power. As former FDA commissioner
Frank Young used to quip, “Dogs bark,
cows moo, and regulators regulate.”



