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House Action:

Whereas, consumers are frequently and dangerously ¢ onfronted with

whether it is safe to take expired medications due

to financial constraints and

convenience, and many consumers end up taking such  drugs **2, and

Whereas, the risks and benefits of such behavior ar e poorly understood

because there is a general lack of public knowledge
process of stability testing and the significance o
the FDA's directions for “reliable, meaningful, and
methods designed to determine expiration dates

4

and transparency about the
f drug expiration dates *, and
specific” stability testing
are poorly defined, and

Whereas, the AMA recognizes that studies examining the clinical and

fiscal impact of expiration dates and especially of
are extremely limited to nonexistent  °, and

lengthening expiration dates

Whereas, there is evidence that manufacturers signi  ficantly underestimate

expiration dates, i.e., the Department of Defense/U
Administration Shelf Life Extension Program (SLEP)
efficacy of drugs past their labeled expiration dat
dates of 88 percent of 122 stockpiled drug products
and

.S. Food and Drug
studied the safety and
es and extended expiration
an average of 66 months "%,

Whereas, other common civilian medications have bee n considered

efficacious and safe well beyond labeled expiration
clinical significance of SLEP’s results for civilia n
remains uncertain due to different storage conditio
versus civilian storage, and

dates **** though the
drugs, while suggestive,
ns in military stockpiles

Whereas, more accurate expiration date labeling cou  Id significantly reduce
waste in the US’s over $230 billion *° annual drug expenditures: the military spent

$3.9 million on SLEP but saved $263.4 million betwe

en 1993 and 19983 out of an

estimated $1.2 billion annual drug costs  ° by using drugs beyond their originally

labeled expiration date deemed safe and effective b
otherwise been wastefully discarded and replaced, a

y the FDA that would have
nd
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Whereas, patients, for whom rising costs are often prohibitive to filling
necessary prescriptions ', may benefit from such cost savings if similar sav ings
would apply to the civilian world, and

Whereas, offices, clinics, and hospitals statewide currently discard
significant amounts of ‘expired’ but potentially sa fe and effective medicines with
resultant monetary waste, and potentially overly co nservative expiration dates
may waste needed resources and thus impede the alle  viation of human suffering
in domestic and international relief efforts ~ **3, and

Whereas, pharmaceutical manufacturers are not requi  red to perform
stability testing beyond labeled expiration dates t o test for efficacy or toxicity
because extension of expiration dates is entirely v oluntary by drug companies >,
the result being highly conservative dates  °; therefore be it

RESOLVED: That MSMS incorporate AMA’s support for ~ more rigorous,
scientifically based stability testing for prescrip tion drugs into its policies; and
be it further

RESOLVED: That the Michigan Delegation to the AMA  ask the AMA to
encourage the U.S. Food and Drug Administration and the federal government to
more rigorously define and make transparent the pro cess of scientifically based
stability testing used to determine prescription dr ug expiration dates; and be it
further

RESOLVED: That our AMA directs the FDA to replicat e the military model
of the Shelf Life Extension Program for non-militar y drug use so labeled dates
can more accurately reflect drug stability.

WAYS AND MEANS COMMITTEE FISCAL NOTE: NONE
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