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teer small.
The look on my then-five-year-old daughter’s

face when she took the tiller of a sailboat for the
first time mixed fear, pride, wonder, and joy in a
way that still makes the heart bleed. It wasn’t a real
big boat: maybe twenty-three feet long and a ton-
and-a-quarter of fiberglass, cast iron, aluminum,
dacron, and wood. To her, though, it was as big as
a house and a whole world of responsibility.

Steering small is one of those responsibilities. It’s
one of the first things you learn when you start to
drive, to keep on course with small corrections, not
with the wide swooping movements of a kid with
a toy steering wheel bolted onto his car seat. Steer-
ing small is even more important under sail. Wind
and current shift in ways that pavements and yel-
low lines do not. The vessel moves slowly, responds
to the rudder slowly, seems to be doing nothing at
all. No newcomer can resist the temptation to push
the helm hard over, to make something happen.
Then, of course, momentum carries the boat far
past the intended course.Wind grabs the boat, spins
it broadside on, and knocks it over. You learn the
lesson fast and then you forget it: steering small is
second nature.

A sailboat is always slightly off-course, always in
need of correction. Which brings us to the US Food
and Drug Administration.

Despite the season, and despite reports that reg-
ulators are feeling battered and beset, this is not the
time to send a valentine to the FDA. We’re still con-
cerned about how the agency handled safety prob-
lems with cyclooxegenase-2-inhibiting nonsteroidal
anti-inflammatory drugs. We’re even more con-
cerned about possible suppression of internal dis-
sent. Course corrections are clearly in the wind.

But course corrections are always necessary. I fi-
nally got around to reading journalist Philip J. Hilts’s
Protecting America’s Health: The FDA, Business, and
One Hundred Years of Regulation (University of
North Carolina Press, 2004). Despite an infuriating
chronological fuzziness (at one point, Hilts seems
to say that Jimmy Carter framed his FDA policy in
reaction to Ronald Reagan’s), the book provides an
invaluable historical overview of the changing re-
lationships between government and the pharma-
ceutical industry, with FDA caught forever in the
middle. Hilts shows clearly how today’s science-
based regulatory structure evolved through a cen-
tury of political theater in which the balance of
power has shifted and will continue to shift back
and forth between private profit and public health

as relentlessly as the tides: Industry lapses provoke
public outcry. Public outcry prompts tighter regu-
lation. Tighter regulation stirs industry ire. Indus-
try ire fuels vigorous lobbying. Vigorous lobbying
loosens regulations. Loosened regulations allow in-
dustry lapses.

Hilts is particularly effective, and almost even-
handed, in describing the public-health crises that
have spurred increased regulations. He almost made
me wish that anti-regulation true believers were still
trying to gut the agency, just so I could inveigh
against their short-sightedness, and thunder that
the industry desperately needs a firm, impartial,
and intelligent referee to save it from its own ex-
cesses. Thundering and inveighing are two of my
favorite things.

So, while not implying complete endorsement,
I’d like to quietly offer three quick points of mod-
est appreciation.

First, FDA is a bargain and it works. It could work
better, of course, but consider: for about $6.24 per
American per year1, the agency oversees just about
anything the country swallows or smears on its
skin—a trillion dollars worth of food, medicines,
medical devices, and cosmetics, accounting for a
quarter of the American economy.

Second, FDA makes the modern drug business
possible. Despite decades of intermittent ideolog-
ical attempts to muzzle, dismantle, or domesticate
the agency, its stringent demands for provable
safety and efficacy have handed generations of
marketers government-approved “unique selling
propositions” and erected the towering, Gates-of-
Mordor barrier to entry that supports high mar-
gins and, indirectly, my own modest lifestyle.

And, finally, for two decades, FDA has been
there any time I needed editorial fodder. The
agency is high-profile, well-documented, and—
because almost every decision it makes sacrifices
industry profits for public health or public health
for industry profits—can be counted on to do
something worth railing at. A congressperson of
old acquaintance once gleefully described FDA’s
political utility thus: “It’s a slow-moving target
that bleeds easily.”

Reform is clearly, and constantly, necessary. But
be sure of the course. And steer small.

1
Dividing FDA’s $1.84 billion FY 2005 budget request (of which $350

million comes from industry user fees rather than taxes) by the
Department of Commerce’s Population Clock figure of 295,293,200
Americans at noon on Inauguration Day.
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