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No final ruling from FDA
The FDA advisory panel—which
included clinicians, scientists,
consumers; representatives from
governmental agencies, public
interest groups, and private
industry (nonvoting members)—
was asked to consider a number of
options related to acetaminophen,
including maximum dosages,
combination products, package
quantities, and product warnings. 

The votes taken were strictly advi-
sory and nonbinding; the FDA has
not yet issued any final rulings based
on these votes. 

The FDA advisory panel voted
YES to the following options:
• Reduce current nonprescrip-

tion doses; restrict current
maximum adult daily dose and

single adult dose.
• Change current maximum

nonprescription strength dosage
(2 x 500 mg) tablet to prescrip-
tion only.

• Require unit-of-use packaging
for prescription products.

• Make large count bottles (1,000
count or more) available only
through a pharmacist.

• Eliminate combination prescrip-
tion products that contain 
acetaminophen.

• Limit dosing formulations for
OTC liquid products; require
dosing device.

• Require a boxed warning for
prescription acetaminophen
products.
The panel voted against elimi-

nating OTC acetaminophen

combination products and placing
any limits on the package quantity
of OTC acetaminophen products.

In addition, panel members
offered the following options for
the FDA’s consideration:
• Offer larger bottles for the

convenience of large, low-
income families and people in
rural areas.

• Expand product warning infor-
mation on prescription 
products.

• Place a more direct warning for
liver complications on labels.

• Reduce the acetaminophen dose
in opioids.

• Develop more concise and clear
dosing directions on packages
of liquid acetaminophen—
particularly for children.

The panel also pointed out that
eliminating certain combination
OTC products would make it very
difficult to duplicate some of the
drug combinations.

No final decisions have been
made by the FDA based on the
votes that were cast. The agency is
considering the opinions and
various viewpoints expressed
before making a final ruling. NOW

Juleah Joseph is the liaison to
the Biological Implants and Patient
Safety Committees and may be
reached at joseph@aaos.org

Annie Hayashi is the senior
science writer for AAOS Now. She
can be reached at
hayashi@aaos.org

Healthcare reform and the Orthopaedic PAC
By Stuart L. Weinstein, MD

IF NOT NOW, WHEN? IF NOT YOU, WHO?

The Obama administration’s press
for healthcare reform should provide
an impetus for every orthopaedic
surgeon—indeed, every healthcare
provider—to be involved with advo-
cacy. Not since the early years of the
Clinton administration has there
been so much activity on the issue of
health care. 

As of this writing (early
August), healthcare reform is a
major focus for both houses of
Congress. Every day, stories about
the status of America’s healthcare
system and the need for reform
make the national and local news
media. In the Senate, the Health,
Education, Labor and Pensions
Committee has passed one health-
care reform bill and the Finance
Committee is working on another
version of reform. In the House,
three committees—Ways and
Means, Energy and Commerce,
and Education and Labor—
managed to pass the “America’s
Affordable Health Care Choices
Act,” which will be considered by
the full House this month. Other
proposals have also been put forth
by several senators and representa-
tives, making it likely that the
debate will continue into the fall. 

What will evolve is still
unknown. What is known is that
orthopaedic surgeons need to be at
the table, expressing the view of
the orthopaedic community on
issues such as imaging, Medicare
payment reform, access to specialty

care, and medical liability reform.
The way we have been able to be a
part of the debate is through the
Orthopaedic Political Action
Committee (Orthopaedic PAC).

What is the 
Orthopaedic PAC?
The Orthopaedic PAC is one way
that the American Association of
Orthopaedic Surgeons (AAOS) and

orthopaedic specialty societies with
advocacy as a part of their mission
communicate their legislative priori-
ties. The PAC gives orthopaedic
surgeons access and the opportunity
to present the orthopaedic point of
view on the issues to members of
Congress. If you are willing to

DO IT TODAY

Three things you can do in
the next five minutes to get
involved in healthcare
reform:
1. Visit www.aaos.org/dc and

click on “Advocacy Now.”
Find out what the AAOS
is doing and how you can
participate.

2. Visit www.aaos.org/pac
and find out more about
the Orthopaedic PAC.

3. E-mail Lauren Bates
(bates@aaos.org) or call
toll-free (877) 389-AAOS
for more information
about how to become
more active in advocacy
efforts. 

See PAC, page 43

ACETAMINOPHEN from page 36

Fig. 1 The Orthopaedic PAC set a new record in total contributions during
the 2007-2009 cycle.


