survive a constitutional challengc
the burden is on the government
to show: : o

*.a substantial interest in -
restricting the speech

o that the restriction du'cctly
‘advances that interest. -

e that the rcstrlctlon is “[no]
morc CXtCnSlVC than is ncccssary to
serve that interest? (3):




prowders by dlssemmatmg

sc1ent1ﬁe
literature; such :as reprintsiof - .1
s<:1e:nt1ﬁcv, Joumal-raxuc_le t__hat

contexts, such-as-oncology or-
pediatric medicine; off-label use of -
approved products is essential. In
the FDA’s view; however, promoting
a product for'an off:label use" :

- changes its intended use.

Furthermore; the FDA has. argued
~— and the,courts have agreed —
that-changing the intended-use - -
without changing the FDA- -
approved-labeling’renders the - . - =
product “misbranded” and: thetefore
illegal (5). Thus, although:it:does. " .
not try:to-regulate the off:label use. -
of approved products, the FDA :
prohibits manufactarers from - -
promoting a product for, such: uses.
In the past;:that: prohibition: went s
far as ‘to include-a policy that :

response to an unsbhelted requ
for informatio: g
FDA argmng :

B the FDA pubhshed a nence in the-

information ‘was not: false ‘of: = -
misleading: Favoring:disclosure over
suppression — a-‘common theme in.-
First Amendment jurisprudence —
the court specified that:the FDA -
had-the authority: to require that the
manufacturer. distributing:the -
reprmt disclosé its financial interest
in the product:and-that the use
discussed in the-article had not been
approved by-the:FDA:(6)::: 4.4 .
‘Shortly after the: injunction was: -
issued; new federal legislation ~=: the
FDA Modermzatlon Act '(FDAMA)

Federal Register stating its pohcy on
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the dlstnbunon of off: label

proceed with:enfor
case-by=case basis;-of:
promouon based; at least in- part on:

‘materials; uchras off-

speech in 2002
' Pharmaceutrcal compoundmg is

drspense compounded drugs only:to,

- BiaDincess hitérnational  Mav 2003

the combining or:mixing of .
ingredienits by 4. pharmacist to. make
a customized drug; that would
otherwise:be unavailable for a '
parncular patient: Pharmacrsts may,

type of drug The Court found~ 5
~thatithe prohibition was.an
e i unconsntutronal restnctron

lpublrc comiiient o
'comprehenswe list of issues related

" to'the agendy’s regulation of

¢ommercidl speech. Accordmg to

‘the agency;, it sought public:
'comment to “ensure that: 1ts

agency’s request and_ the V¢ u
the public’s response hav '
remarkable and highlight the
importance of the issues. The FDA
has received more than 700 public

: ‘fv_commendable it
‘goal; however; réal changes in: pohcy

“and-yevised: Un

comments o1l zE-irst-Arnendm_ent

issues. The agency has not:yet = « -
responded:to. those comments. .«
- The agency’s solicitation of
comments on-how to.comply with -
new commercial: speech case law.is

will-be requiired; Specifically;: the
FDA’s policy:on the: dlSSlel’lathIl
of off-label.information-about -
approved products:must be' clanﬁed
derthe oo
Consntunon, +the FDA' may: not
attémpt to: restrict: the dlssemmatwn
of truthfuly non-mlsleadmg scientific
informationjrincluding: materials. that
discuss-off- label uses: of. regulated

ny-drig compam
proactively-distributing: off label
reprings: ‘of valid-articles. But:
uncertainty ‘about the FDA’s pohc1es ,
remam The agency s farlure to

]udge Lamberth noted con ues
‘to mv1te consntunonal chall ges,

 with the FDA’ mission to'promote
and ‘protect the- pubhc health for:the
agency to facilitate, not hinder, the
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Introducing the new

NovaSeptum® autoclavable
sampling unit.

Our new autoclavable sample units
can be autoclaved empty or full,
making it the ultimate sample system!

Log on to www.novaseptic.com
to find your nearest NovAseptic
distributor.




