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Violation Tracker Agency Summary Page
Agency Name: Food and Drug Administration

Penalty Total since 2000: $19,512,069,130

Number of Records: 59

Note: The parent penalty totals are adjusted to account for the fact that the list of individual entries below may include both agency records and settliement announcements
for the same case; or else a penalty covering multiple locations may be listed in the individual records for each of the facilities. Duplicate penalty amounts are marked with
an asterisk in the individual records list below.

Top 10 Parent Companies Total Penalty $ Number of Records
GlaxoSmithKline $3,750,000,000 2
Pfizer $3,320,400,000 6
AbbVie $2,430,500,000 5
Johnson & Johnson $2,392,200,000 5
Eli Lilly, $1,451,000,000 2
Merck $950,000,000 1
Amgen $762,000,000 1
Merck KGaA (EMD) $704,000,000 1
AstraZeneca $520,000,000 1
Sun Pharmaceuticals $500,000,000 1

Individual Penalty Records:

Click on the company or penalty amount for more information on each case. Click on the parent name to reach the summary page for that parent company.
Download results as J#{7) or XML (maximum 10,000; for access to larger downloads contact Phil Mattera)

Parent Major

i Penalty
Industry Primary Offense Type ea

I Amount

=

Company Parent

ff-label d tion of
GlaxoSmithKiline LLC GlaxoSmithKline pharmaceuticals ofi-labetor unapproved promotion of 15 ¢3 400,000,000
medical products

off-label or unapproved promotion of
Pfizer Inc. Pfizer pharmaceuticals i PP P 2009 $2,300,000,000
medical products

. off-label or unapproved promotion of
Johnson & Johnson Johnson & Johnson  pharmaceuticals Rk 2013 $2,200,000,000
medical products

ff-label d tion of
Abbott Laboratories Inc. AbbVie pharmaceuticals ofi-labet or unapproved promotion of 15 ¢4 500,000,000
medical products
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Eli Lilly and Company Eli Lilly pharmaceuticals 2009 $1,415,000,000
medical products
off-label or unapproved promotion of
Merck, Sharp & Dohme Merck pharmaceuticals Rk unapproved p : 2011 950,000,00
medical products
ff-label d ti f
Amgen Inc. Amgen pharmaceuticals ° é ©! or unapproved promotion o 2012 $762,000,000
medical products
. o . drug or medical equipment safety
SB Pharmco Puerto Rico Inc. GlaxoSmithKline pharmaceuticals violation 2010 $750,000,000
off-label or unapproved promotion of
Serono, S.A. Merck KGaA (EMD)  pharmaceuticals D€' Of UNapproved promot 2005 $704,000,000
medical products
ff-label d ti f
Allergan Inc. AbbVie pharmaceuticals ofi-labetor unapproved promotion of 14 ¢500,000,000
medical products
X off-label or unapproved promotion of
AstraZeneca LP AstraZeneca pharmaceuticals K 2010 $520,000,000
medical products
d dical i t saf
Ranbaxy USA Inc. Sun Pharmaceuticals pharmaceuticals vir:lgt(i:nme ical equipment safety 2013 $500,000,000
inf ti ff-label d ti f
Google Inc. Alphabet Inc. information ofi-labetor unapproved promotion of -, 14 $500,000,000
technology medical products
. . X off-label or unapproved promotion of
Wyeth Pharmaceuticals Inc. Pfizer pharmaceuticals . 2013 $490,900,000
medical products
ff-label d ti f
Warner-Lambert Pfizer pharmaceuticals ° a. el or unapproved promotion o 2004 $430,000,000
medical products
Teva Ph tical ff-label d ti f
Cephalon Inc SYaENAMAceUlCcal - rmaceuticals ofi-iabe’ or unapproved promotion of - 448 6495 000,000
Industries medical products
. ) ) ) . off-label or unapproved promotion of
Novartis Pharmaceuticals Corporation Novartis pharmaceuticals Rk 2010 $422,500,000
medical products
dical i t d dical i t saf
Guidant LLC Boston Scientific medical equipmen rug or medical equipment safety ), $296,000,000
and supplies violation
off-label or unapproved promotion of
Elan Corporation PLC Perrigo pharmaceuticals : pproved p 2010 $203,000,000
medical products
) . . off-label or unapproved promotion of
Endo Health Solutions Inc. Endo International pharmaceuticals . 2014 $192,700,000
medical products
ff-label d ti f
Forest Pharmaceuticals Inc. AbbVie pharmaceuticals ° a, el or unapproved promotion o 2011 $164,000,000
medical products
ff-label d ti f
Warner Chilcott PLC AbbVie pharmaceuticals ofi-labstor unapproved promotion ot 5 5 25,000,000
medical products
. . . Boehringer i off-label or unapproved promotion of
Boehringer Ingelheim Pharmaceuticals Inc. ) pharmaceuticals . 2012 95,000,000
Ingelheim medical products
ff-label d ti f
Scios Inc. Johnson & Johnson pharmaceuticals ° a, ©! or unapproved promotion o 2011 $85,000,000
medical products
X . . off-label or unapproved promotion of
Ortho-McNeil Pharmaceutical LLC Johnson & Johnson pharmaceuticals i 2010 $81,000,000
medical products
) medical equipment drug or medical equipment safety
OtisMed Corp. Stryker X e 2014 $79,560,000
and supplies violation
Novartis Vacci & Di tics Inc. and Novarti ff-label d ti f
ovartis aclcmes |agn'os ics Inc. and Novartis Novartis pharmaceuticals o aT el or unapproved promotion of 2010 $72.500,000
Pharmaceuticals Corporation medical products
Taked ff-label d ti f
Shire Pharmaceuticals LLC axeca i pharmaceuticals ° é el or unapproved promotion o 2014 $56,500,000
Pharmaceutical medical products
) X X drug or medical equipment safety
Pfizer Inc. Pfizer pharmaceuticals e 2012 $55,000,000
violation
) ) ) . off-label or unapproved promotion of
Par Pharmaceutical Companies Inc. Endo International pharmaceuticals K 2013 $45,000,000
medical products
Kos Pharmaceuticals AbbVie pharmaceuticals kickbacks and bribery 2010 $41,500,000
medical equipment
CareFusion Corp. Becton Dickinson uip False Claims Act and related 2014 $40,100,000

and supplies
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off-label or unapproved promotion of

InterMune Inc. Roche pharmaceuticals _ 2006 $36,900,00
medical products
o o i off-label or unapproved promotion of
Eli Lilly and Company Eli Lilly pharmaceuticals K 2005 36,000,000
medical products
ff-label d ti f
UCB Inc. UCB pharmaceuticals ofiflabetor unapproved promotion of -, 14 $34,000,000
medical products
. ) . drug or medical equipment safety
Genzyme Corporation Sanofi pharmaceuticals I 2015 $32,587,439
violation
R o medical equipment drug or medical equipment safety
Boston Scientific Corp. Boston Scientific X e 2013 $30,000,000
and supplies violation
. - X . drug or medical equipment safety
Wyeth-Ayerst Laboratories Division Pfizer pharmaceuticals violation 2000 $30,000,000
ff-label d ti f
Healthpoint Ltd. and DFB Pharmaceuticals ° é 6l or unapproved promotion o 2012 $28,000,000
medical products
drug or medical equipment safe
Ethex Corporation KV Pharmaceutical pharmaceuticals viclajlgtion : quip ty 2010 $27,600,000
X . drug or medical equipment safety
McNeil-PPC Inc. Johnson & Johnson pharmaceuticals A 2015 $25,000,000
violation
off-label or unapproved promotion of
Novo Nordisk Inc. Novo Holdings A/S pharmaceuticals K pp a 2011 $25,000,000
medical products
medical equipment
Medtronic Inc. Medtronic cal equip Kickbacks and bribery 2011 $23,500,000
and supplies
ff-label d ti f
Pfizer Inc. Pfizer pharmaceuticals ofi-labetor unapproved promotion of -, 14 $14,500,000
medical products
ConAgra Grocery Products LLC ConAgra Brands food products food safety violation 2015 $11,200,000
ff-label d ti f
Eisai Inc. Eisai pharmaceuticals ofiflabet or unapproved promotion of $11,000,000
medical products
ff-label d ti f
Cell Therapeutics Inc. ofi-labet or unapproved promotion of 10,500,000
medical products
) medical equipment drug or medical equipment safety
B. Braun Medical Inc. B. Braun Melsungen X e 2016 $7,800,000
and supplies violation
Quality Egg LLC Quality Egg food products food safety violation 2015 $6,790,000
ff-label d ti f
Spectranetics Corporation Royal Philips diversified ° é 6l or unapproved promotion o 2009 $5,000,000
medical products
Otsuk: off-label or unapproved promotion of
Otsuka American Pharmaceutical Inc. sua i pharmaceuticals K unapproved p : 2008 $4,000,00
Pharmaceutical medical products o
Atricure Inc. AtriCure medical eguipment off-IaTbeI or unapproved promotion of 2010 $3.760,00
- - and supplies medical products
C ff-label d ti f
Cypress Pharmaceutical Inc. urrax ) pharmaceuticals © é 6l or unapproved promofion o 2012 $2,800,00
Pharmaceuticals medical products
drug or medical equipment safe
GNC Holdings Inc. GNC Holdings retailing Tug or medical equip Y o016 $2,250,000
violation
Ad d Sterilization Products, a divisi f Ethi d dical i t safet;
vanced Sterilization Products, a division of icon Johnson & Johnson  pharmaceuticals .rug 9r medical equipment safety 2013 $1.200,000
Inc. violation e
d dical i t safet;
SCM True Air Technologies, Inc. .rug ?r medical equipment sately 2017 $711,691
violation
medical equipment ff-label approved promotion of
Globus Medical Inc. Globus Medical cal equipment - oli-iabet or unapproved promot 2012 $550,000
and supplies medical products
Roos Foods Inc. food safety violation 2016 $100,000
True World Foods Chicago, LLC environmental violation 2008 $60,000
Download results as or XML (maximum 10,000; for access to larger downloads contact Phil Mattera)
O SHARE oM %247
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Note: our penalty amounts include not only fines and monetary settlements but also costs such as supplementary environmental projects or consumer relief that
companies are often compelled to undertake as part of settlements. If the settlement includes fines paid to state governments, those are included as well.
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