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“Speech in aid of pharmaceutical marketing . . . is a form of 
expression protected by the Free Speech Clause of the First 
Amendment.” Sorrell v. IMS Health, 131 S. Ct. 2653 (2011)
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“We construe the misbranding provisions of the FDCA as not 
prohibiting and criminalizing the truthful off-label promotion 
of FDA-approved prescription drugs.” United States v. 
Caronia, 703 F.3d 149 (2d Cir. 2012)
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Dr. Robert Temple, 
CDER 
December 2012:

“What is worth talking 
about is what the 
consequences would 
be…I’m horrified by 
that”

“ Having people 
promote those uses is 
frankly terrifying”

Allowing off-label 
promotion could “kill 
vast numbers of people”

Tom Abrams, OPDP, 
January 2013:

“FDA does not believe 
that the Caronia 
decision will 
significantly affect the 
agency’s enforcement”

“The decision does 
not…find a conflict 
between the Act’s 
misbranding provisions 
and the First 
Amendment or call into 
question the validity of 
the Act’s drug approval 
framework”
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FDA is “granting [MIWG’s] request for a 
review of FDA’s regulations, guidance, 
and policies, and for more clarity on 
truthful, non-misleading scientific 
communications and activities related to 
investigational new drugs and 
investigational devices and off-label uses 
of marketed drugs and devices. These 
tasks are part of FDA’s more 
comprehensive review of its regulations 
and guidance documents in an effort to 
harmonize the goal of protecting the 
public health with First Amendment 
interests.”

– Leslie Kux, Response to MIWG Petition (June 2, 2014)
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“The FDCA’s misbranding provisions cannot 
constitutionally criminalize, and therefore do 
not reach, the act of truthful and non-misleading 
speech promoting off-label use.” Amarin 
Pharma, Inc. v. FDA
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The government cannot restrict 
commercial speech through “rote 
invocation of the words ‘potentially 
misleading’” Ibanez v. Fla. Dept. of 
Bus. & Prof’l Reg., 512 U.S. 136 (1994)
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Thank You 
Paul E. Kalb, M.D. 
Sidley Austin LLP 
1501 K Street NW 

Washington, DC 20005 
pkalb@sidley.com 

(202) 736-8050
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