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FACT SHEETOff-Label Pharmaceutical Marketing: 
How to Recognize and Report It

The use of pharmaceuticals for unapproved symptoms or conditions, in unapproved patient groups, or in unapproved 
dosages is referred to as “off-label” use.[1] Promotion of such off-label use by pharmaceutical manufacturers is among 
the top four types of drug promotion problems identified by the U.S. Food and Drug Administration (FDA).[2]

Off-Label Promotion and the False Claims Act
Unlawful off-label drug promotion has been the subject of significant health care fraud enforcement efforts by the 
United States Department of Justice (DOJ) and the State attorneys general using the Federal False Claims Act. The 
theory underlying these efforts is that, by promoting off-label uses that are not medically accepted, the manufacturers 
caused pharmacies to claim Medicaid payment for drugs used in ways that are not covered by Medicaid. Most, if not 
all, State Medicaid programs exclude coverage for drugs that are used in off-label indications that are not medically 
accepted. DOJ and State enforcement efforts have identified a wide range of deceptive practices that promoted off-
label uses of many prescription drugs. These practices have resulted in large monetary settlements with a number of 
pharmaceutical manufacturers.

How to Recognize Unlawful Off-Label Promotion
Unlawful off-label promotion by pharmaceutical manufacturers can take a number of different forms. These forms 
include the following:

•	 Paying incentives to sales representatives based on sales for off-label use;[3]
•	 Paying kickbacks to physicians to prescribe drugs for off-label use;[4, 5]  
•	 Disseminating misleading posters promoting off-label use;[6]
•	 Paying physicians: 

To serve as authors of articles about off-label uses written by manufacturers’ agents; 
To serve as members of “advisory boards” promoting off-label use;
To travel to resort locations to listen to promotions about off-label use; or
To give promotional lectures in favor of off-label use to fellow practitioners;[7, 8]

•	 Providing advice to prescribers on how to code their claims and document their medical records to support 
payment for off-label uses not covered by Medicaid;[9]

•	 Publicizing studies showing efficacy of off-label uses while suppressing studies showing no efficacy;[10] and
•	 Making false representations directly to Medicaid to influence decisions about payment for drugs used off-

label.[11, 12]

How to Report Unlawful Off-Label Promotion
Because of the potential for patient harm that some off-label drug uses can cause, and because of the potential waste 
of taxpayer funds when Medicaid pays for off-label uses that are not medically accepted, it is important for health care 
professionals, manufacturers, and pharmaceutical representatives to report unlawful off-label promotion in Medicaid. 

Individuals that recognize off-label drug promotion should report it to: 

•	 The FDA at BadAd@fda.gov or 855-RX-BadAd, 877-RX-DDMAC;

mailto:BadAd@fda.gov
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•	 The State Medicaid agency or Medicaid Fraud Control Unit at the contact numbers found on the list at  
http://www.cms.gov/medicare-medicaid-coordination/fraud-prevention/fraudabuseforconsumers/report_
fraud_and_suspected_fraud.html on the Centers for Medicare & Medicaid website; or

•	 The U.S. Department of Health and Human Services, Office of Inspector General, at HHSTips@oig.
hhs.gov or 1-800-447-8477 (1-800-HHS-TIPS).

References
1 Ausness, R. (2008, January 1). “There’s Danger Here, Cherie!”: Liability for the Promotion and Marketing of Drugs and Medical 
Devices for Off-Label Uses, Brooklyn Law Review, 73, 1253, 1254. Retrieved June 6, 2014, from http://uknowledge.uky.edu/cgi/
viewcontent.cgi?article=1045&context=law_facpub

2 U.S. Department of Health and Human Services. Food and Drug Administration. Center for Drug Evaluation and Research. 
Division of Drug Marketing, Advertising, and Communications. (2011, April 28). The Bad Ad Program (slide 17). Retrieved 
June 6, 2014, from http://www.fda.gov/downloads/AboutFDA/WorkingatFDA/FellowshipInternshipGraduateFacultyPrograms/
PharmacyStudentExperientialProgramCDER/UCM252864.pdf

3 U.S. Department of Justice. (2013, July 30). Wyeth Pharmaceuticals Agrees to Pay $490.9 Million for Marketing the Prescription 
Drug Rapamune for Unapproved Uses. Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2013/July/13-civ-860.html

4 U.S. Department of Justice. (2010, April 27). Pharmaceutical Giant AstraZeneca to Pay $520 Million for Off-Label Drug Marketing 
(para. 10). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/April/10-civ-487.html

5 U.S. Department of Justice. (2010, December 15). Pharmaceutical Companies to Pay $214.5 Million to Resolve Allegations of 
Off-Label Promotion of Zonegran. Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/December/10-civ-1444.html

6 U.S. Department of Justice. (2011, June 9). U.S. Subsidiary of Belgian Pharmaceutical Manufacturer Pleads Guilty to Off-Label 
Promotion; Company to Pay More Than $34 Million. Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2011/June/11-
civ-751.html

7 U.S. Department of Justice. (2010, April 27). Pharmaceutical Giant AstraZeneca to Pay $520 Million for Off-Label Drug Marketing 
(para. 10). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/April/10-civ-487.html

8 U.S. Department of Justice. (2010, September 1). Allergan Agrees to Plead Guilty and Pay $600 Million to Resolve Allegations of Off-
Label Promotion of Botox® (para. 6). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/September/10-civ-988.html

9 U.S. Department of Justice. (2010, September 1). Allergan Agrees to Plead Guilty and Pay $600 Million to Resolve Allegations of Off-
Label Promotion of Botox® (para. 6). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/September/10-civ-988.html

10 U.S. Department of Justice. (2011, March 2). Forest Pharmaceuticals Sentenced to Pay $164 Million for Criminal Violations 
(para. 8). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2011/March/11-civ-270.html

11 U.S. Department of Justice. (2012, April 19). U.S. Pharmaceutical Company Merck Sharp & Dohme Sentenced in Connection with 
Unlawful Promotion of Vioxx (para. 5). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2012/April/12-civ-497.html

12 U.S. Department of Justice. (2010, September 1). Allergan Agrees to Plead Guilty and Pay $600 Million to Resolve Allegations of Off-
Label Promotion of Botox® (para. 6). Retrieved June 6, 2014, from http://www.justice.gov/opa/pr/2010/September/10-civ-988.html

Disclaimer
This fact sheet was current at the time it was published or uploaded onto the web. Medicaid and Medicare policies 
change frequently so links to the source documents have been provided within the document for your reference.

This fact sheet was prepared as a service to the public and is not intended to grant rights or impose obligations. This 
fact sheet may contain references or links to statutes, regulations, or other policy materials. The information provided 
is only intended to be a general summary. Use of this material is voluntary. Inclusion of a link does not constitute CMS 
endorsement of the material. We encourage readers to review the specific statutes, regulations, and other interpretive 
materials for a full and accurate statement of their contents.

September 2014.

http://www.cms.gov/medicare-medicaid-coordination/fraud-prevention/fraudabuseforconsumers/report_fraud_and_suspected_fraud.html
http://www.cms.gov/medicare-medicaid-coordination/fraud-prevention/fraudabuseforconsumers/report_fraud_and_suspected_fraud.html
mailto:HHSTips@oig.hhs.gov
mailto:HHSTips@oig.hhs.gov
http://uknowledge.uky.edu/cgi/viewcontent.cgi?article=1045&context=law_facpub
http://uknowledge.uky.edu/cgi/viewcontent.cgi?article=1045&context=law_facpub
http://www.fda.gov/downloads/AboutFDA/WorkingatFDA/FellowshipInternshipGraduateFacultyPrograms/PharmacyStudentExperientialProgramCDER/UCM252864.pdf
http://www.fda.gov/downloads/AboutFDA/WorkingatFDA/FellowshipInternshipGraduateFacultyPrograms/PharmacyStudentExperientialProgramCDER/UCM252864.pdf
http://www.justice.gov/opa/pr/2013/July/13-civ-860.html
http://www.justice.gov/opa/pr/2010/April/10-civ-487.html
http://www.justice.gov/opa/pr/2010/December/10-civ-1444.html
http://www.justice.gov/opa/pr/2011/June/11-civ-751.html
http://www.justice.gov/opa/pr/2011/June/11-civ-751.html
http://www.justice.gov/opa/pr/2010/April/10-civ-487.html
http://www.justice.gov/opa/pr/2010/September/10-civ-988.html
http://www.justice.gov/opa/pr/2010/September/10-civ-988.html
http://www.justice.gov/opa/pr/2011/March/11-civ-270.html
http://www.justice.gov/opa/pr/2012/April/12-civ-497.html
http://www.justice.gov/opa/pr/2010/September/10-civ-988.html




Accessibility Report





		Filename: 

		wOffLabelFactSheet082514d.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 0



		Passed manually: 2



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Passed manually		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Passed manually		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Skipped		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top



