
Company Fees Could
Yield $600M Annually

But Pallone rejected this approach. “I am
very suspicious of [risk-based approaches],
and I always have been,” he told Roll Call,
adding that such an approach usually means
doing more with less money, something that
he said is no longer possible. 

Under the bill, all importers of drugs, de-
vices, foods and cosmetics would have to reg-
ister with FDA annually and pay a fee. 

Facilities and importers would also be re-
quired to have unique identification numbers.
In addition, the legislation would establish a
corps of foreign inspectors to do on-site inspec-
tions of food, drugs, devices and cosmetics that
are set to be imported to the United States.

On food safety, the bill would give FDA the
authority to issue mandatory recalls of taint-
ed food. 

The legislation would also create a food reg-
istry for all food facilities within the U.S. and
require that these companies pay $2,000 per
year to register. This fee would provide the
FDA with an estimated $600 million annual-
ly for food safety.

All foreign and domestic food facilities
would also be required to have safety plans in
place that would be subject to a mandatory
FDA inspection every four years. 

Furthermore, importers would have to get
their products certified by FDA-accredited
food safety agents or be restricted to only those
ports that have federal testing laboratories. Im-
porters would also have the option of meeting
security requirements in order to secure fast-
track importation into the U.S. market.

The bill also includes numerous provisions
regarding importation of drugs, medical de-
vices and cosmetics. These include registries
of domestic drug and device facilities and
those that are imported into the country; a new
user fee to pay for drug and device inspec-
tions; mandatory inspection of these facilities
every two years; and expanded enforcement
tools and country-of-origin labeling.

The Senate is also working on its own bill,
but it is not as far along as the House, with no
hearings scheduled thus far.

Sponsored by Senate Health, Education,
Labor and Pensions Chairman Edward

Kennedy (D-Mass.), the bill would include
many of the same requirements as the House
bill, including mandatory registration and in-
spection requirements, and new user fees to
pay for these new responsibilities.

Some key Republicans, including Sen.
Mike Enzi (Wyo.), the committee’s ranking
member, are registering concerns with the
draft language. An Enzi aide says the Senator
believes the bill is too expensive and does not
provide targeted efforts to enhance food safe-
ty. Adding expensive new requirements could
increase food prices even more, at a time when
they are already on the rise. 

Enzi also believes there should be more fo-
cus on preventing contamination, rather than
detecting contaminated products, and will
seek a better balance between these two is-
sues, the aide said. 

A Kennedy aide, in an interview before the
Senator’s recent illness, said the draft legisla-
tion already focuses on prevention. However,
Kennedy is open to adding more prevention
provisions to the bill, the aide said, calling the
legislation a “major priority.”
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In Congress Now
Tobacco regulation by the FDA:
FAMILY SMOKING PREVENTION AND TOBACCO CONTROL ACT

• H.R. 1108, offered by Rep. Henry Waxman (D-Calif.)  
• Provides the Food and Drug Administration the authority to regulate tobacco products
• Reported out of the House Energy and Commerce Committee on April 4
• Companion measure: S. 625, offered by Sen. Edward Kennedy (D-Mass.)  
• Reported out of the Senate Health, Education, Labor and Pensions Committee on 
Aug. 1, 2007

Food and Drug Administration reform:
FOOD AND DRUG ADMINISTRATION AMENDMENTS ACT OF 2007

• H.R. 3580, offered by Rep. John Dingell (D-Mich.)  
• Reauthorization of drug and medical device user fees and strengthens the Food and 
Drug Administration to require drug labeling changes, post-marketing studies and public 
registries of clinical trial studies. The bill is an omnibus bill that also includes provisions 
for reporting requirements for food supply contamination events.
• Became Public Law No. 110-85 on Sept. 27, 2007

FOOD AND DRUG ADMINISTRATION GLOBALIZATION ACT
• Draft, offered by Rep. John Dingell (D-Mich.)
• Enhances the capabilities of the Food and Drug Administration for monitoring food and 
drug safety. Provides for the certification of foreign and domestic food and drug facilities, 
inspections and mandatory recalls of tainted products
• Draft legislation offered on April 18
• Companion measure: Draft, offered by Sen. Edward Kennedy (D-Mass.)
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FDA bill sponsor Rep. Bart Stupak heads
an Energy and Commerce subcommittee.
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