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The opioid epidemic has claimed more than 
300,000 lives in the United States since 20001 
and could claim another half million over the 

next decade. Although heroin and illicitly manufac-

tured fentanyl account for an in-
creasing proportion of opioid-
involved overdoses, the majority 
of persons with opioid addiction 
started with prescribed painkill-
ers.2 The search for solutions has 
spread in many directions, and 
one tentacle is probing the legal 
accountability of companies that 
supply opioids to the prescription 
market. Even as the federal gov-
ernment, among others, pursues 
civil and criminal actions against 
physicians and pharmacies to ad-
dress inappropriate prescribing 
and dispensing of opioids, a vari-
ety of lawsuits have been filed 
and continue to be filed against 
opioid manufacturers and distrib-
utors.2

These lawsuits commenced in 
the early 2000s but have increased 
in frequency and profile in recent 
years (see table). The earliest 
suits against opioid manufactur-
ers — typically Purdue Pharma, 
the maker of OxyContin (oxyco-
done) — were personal injury 
claims brought on behalf of per-
sons with addiction who over-
dosed.

Opioid products, they alleged, 
were defectively designed because 
companies failed to include safe-
ty mechanisms, such as an antag-
onist agent or tamper-resistant 
formulation.3 Manufacturers also 
purportedly failed to adequately 
warn about addiction risks on 
drug packaging and in promo-

tional activities. Some claims al-
leged that opioid manufacturers 
deliberately withheld information 
about their products’ dangers, 
misrepresenting them as safer 
than alternatives.3

These suits faced formidable 
barriers that persist today. As 
with other prescription drugs, 
persuading a jury that an opioid 
is defectively designed if the Food 
and Drug Administration approved 
it is challenging. Furthermore, in 
most states, a drug manufactur-
er’s duty to warn about risks is 
limited to issuing an adequate 
warning to prescribers, who are 
responsible for communicating 
with patients. Finally, juries may 
resist laying legal responsibility 
at the manufacturer’s feet when 
the prescriber’s decisions and the 
patient’s behavior contributed to 
the harm. Some individuals do 
not take opioids as prescribed or 
purchase them illegally. Companies 

Drug Companies’ Liability for the Opioid Epidemic
Rebecca L. Haffajee, J.D., Ph.D., M.P.H., and Michelle M. Mello, J.D., Ph.D.​​

Drug Companies’ Liability for the Opioid Epidemic

The New England Journal of Medicine 
Downloaded from nejm.org on February 10, 2022. For personal use only. No other uses without permission. 

 Copyright © 2017 Massachusetts Medical Society. All rights reserved. 



PERSPECTIVE

2302

Drug Companies’ Liability for the Opioid Epidemic

n engl j med 377;24  nejm.org  December 14, 2017

C
as

e
K

ey
 D

at
es

A
lle

ga
tio

ns
Se

tt
le

m
en

t 
D

et
ai

ls

St
at

e 
an

d 
lo

ca
l s

ui
ts

W
es

t V
irg

in
ia

 e
x 

re
l. 

M
cG

ra
w

 
v.

 P
ur

du
e 

Ph
ar

m
a 

L.
P.

N
ov

. 5
, 2

00
4 

 
(s

et
tle

d)
A

gg
re

ss
iv

el
y 

m
ar

ke
tin

g 
O

xy
C

on
tin

 to
 s

ta
te

 r
es

id
en

ts
, m

an
y 

of
 w

ho
m

 b
ec

am
e 

ad
di

ct
ed

C
on

ce
al

in
g 

fr
om

 p
re

sc
ri

be
rs

 th
e 

ex
te

nt
 to

 w
hi

ch
 

O
xy

C
on

tin
’s

 q
ua

lit
ie

s 
co

ul
d 

le
ad

 to
 a

dd
ic

tio
n

$1
0 

m
ill

io
n 

pa
id

 o
ve

r 4
 y

r t
o 

su
pp

or
t d

ru
g 

ab
us

e 
an

d 
ed

uc
at

io
n 

pr
og

ra
m

s,
 

la
w

-e
nf

or
ce

m
en

t i
ni

tia
tiv

es
, a

nd
 m

ed
ic

al
 p

ro
gr

am
s 

on
 d

ru
g 

ab
us

e
N

o 
fa

ul
t a

dm
itt

ed

St
at

e 
of

 O
re

go
n 

ex
 re

l. 
H

ar
dy

 
M

ye
rs

 v
. P

ur
du

e 
Ph

ar
m

a 
L.

P.
 e

t a
l.

M
ay

 8
, 2

00
7 

 
(s

et
tle

d)
U

nl
aw

fu
lly

 m
ar

ke
tin

g 
O

xy
C

on
tin

 fo
r 

of
f-l

ab
el

 u
se

s
M

is
br

an
di

ng
 O

xy
C

on
tin

 a
s 

“l
es

s 
ad

di
ct

iv
e,

 le
ss

 s
ub

je
ct

 to
 

ab
us

e 
an

d 
di

ve
rs

io
n,

 a
nd

 le
ss

 li
ke

ly
 to

 c
au

se
 to

le
ra

nc
e 

an
d 

w
ith

dr
aw

al
 th

an
 o

th
er

 p
ai

n 
m

ed
ic

at
io

ns
”

$1
9.

5 
m

ill
io

n
Pu

rd
ue

 p
le

dg
ed

 n
ot

 to
 p

ro
m

ot
e 

O
xy

C
on

tin
 fo

r 
of

f-l
ab

el
 u

se
s

R
eq

ui
re

s 
Pu

rd
ue

 to
 m

ai
nt

ai
n 

ab
us

e-
 a

nd
 d

iv
er

si
on

-d
et

ec
tio

n 
pr

og
ra

m
, 

re
po

rt
 p

ro
bl

em
 p

re
sc

ri
bi

ng
, a

nd
 h

av
e 

fie
ld

 s
al

es
 p

er
so

nn
el

 u
nd

er
go

 
sp

ec
ia

l t
ra

in
in

g 
be

fo
re

 s
el

lin
g 

O
xy

C
on

tin
N

o 
fa

ul
t a

dm
itt

ed

C
om

m
on

w
ea

lth
 o

f K
en

tu
ck

y,
 

ex
 re

l. 
Ja

ck
 C

on
w

ay
, 

A
tt

or
ne

y 
G

en
er

al
 v

. 
Pu

rd
ue

 P
ha

rm
a 

L.
P.

 e
t a

l.

O
ct

. 4
, 2

00
7 

(f
ile

d)
D

ec
. 2

3,
 2

01
5 

 
(s

et
tle

d)

C
om

m
itt

in
g 

M
ed

ic
ai

d 
fr

au
d 

by
 m

is
re

pr
es

en
tin

g 
th

e 
ri

sk
s 

an
d 

be
ne

fit
s 

of
 O

xy
C

on
tin

, t
he

re
by

 c
os

tin
g 

K
en

tu
ck

y 
M

ed
ic

ai
d 

m
ill

io
ns

 in
 d

ru
g 

an
d 

tr
ea

tm
en

t c
os

ts
En

ga
gi

ng
 in

 fa
ls

e 
ad

ve
rt

is
in

g 
by

 m
ea

ns
 o

f f
al

se
 a

nd
 m

is
-

le
ad

in
g 

pa
ck

ag
e 

in
se

rt
s,

 p
ro

m
ot

io
n,

 a
nd

 m
ar

ke
tin

g
R

ea
pi

ng
 u

nj
us

t e
nr

ic
hm

en
t b

y 
pr

of
iti

ng
 fr

om
 O

xy
C

on
tin

 
w

hi
le

 s
ta

te
 p

ai
d 

as
so

ci
at

ed
 m

ed
ic

al
 a

nd
 d

ru
g 

co
st

s

$2
4 

m
ill

io
n 

pa
id

 o
ve

r 
8 

yr
, t

o 
be

 s
pe

nt
 o

n 
ad

di
ct

io
n 

tr
ea

tm
en

t
N

o 
fa

ul
t a

dm
itt

ed
Ju

dg
e 

gr
an

te
d 

m
ed

ia
 r

eq
ue

st
 to

 u
ns

ea
l t

he
 c

ou
rt

 d
oc

um
en

ts
 to

 m
ak

e 
Pu

rd
ue

 p
ra

ct
ic

es
 k

no
w

n 
to

 th
e 

pu
bl

ic

St
at

e 
of

 W
es

t V
irg

in
ia

, e
x 

re
l. 

Pa
tr

ic
k 

M
or

ris
ey

 v
. 

C
ar

di
na

l H
ea

lth
, I

nc
.

Ju
ne

 2
6,

 2
01

2 
(f

ile
d)

Ja
n.

 9
, 2

01
7 

 
(s

et
tle

d)

V
io

la
tin

g 
W

es
t V

irg
in

ia
 C

on
tr

ol
le

d 
Su

bs
ta

nc
es

 A
ct

 b
y 

fa
ili

ng
 

to
 d

ili
ge

nt
ly

 r
es

po
nd

 to
 s

us
pi

ci
ou

s 
or

de
rs

En
ga

gi
ng

 in
 u

nf
ai

r 
an

d 
de

ce
pt

iv
e 

pr
ac

tic
es

, i
n 

vi
ol

at
io

n 
of

 
th

e 
W

es
t V

ir
gi

ni
a 

C
on

su
m

er
 C

re
di

t a
nd

 P
ro

te
ct

io
n 

A
ct

C
re

at
in

g 
a 

pu
bl

ic
 n

ui
sa

nc
e 

be
ca

us
e 

di
ve

rs
io

n 
of

 d
ru

gs
 le

d 
to

 in
cr

ea
se

d 
cr

im
e 

an
d 

co
ns

um
pt

io
n 

of
 la

w
-e

nf
or

ce
-

m
en

t a
nd

 h
ea

lth
 c

ar
e 

re
so

ur
ce

s
R

ea
pi

ng
 u

nj
us

t e
nr

ic
hm

en
t w

hi
le

 s
ta

te
 e

xp
en

de
d 

su
bs

ta
n-

tia
l r

es
ou

rc
es

 o
n 

pr
es

cr
ip

tio
n 

op
io

id
 e

pi
de

m
ic

$2
0 

m
ill

io
n 

pa
id

 b
y 

C
ar

di
na

l H
ea

lth
 (

di
st

ri
bu

to
r)

$1
6 

m
ill

io
n 

pa
id

 b
y 

A
m

er
is

ou
rc

eB
er

ge
n 

(d
is

tr
ib

ut
or

)
$2

.4
 m

ill
io

n 
pa

id
 b

y 
M

ia
m

i-L
uk

en
 (

di
st

ri
bu

to
r)

N
o 

fa
ul

t a
dm

itt
ed

Th
e 

Pe
op

le
 o

f t
he

 S
ta

te
  

of
 C

al
ifo

rn
ia

 v
. P

ur
du

e 
Ph

ar
m

a 
L.

P.
 e

t a
l.

M
ay

 2
1,

 2
01

4 
(f

ile
d)

M
ay

 2
4,

 2
01

7 
(s

et
-

tle
d 

w
ith

 T
ev

a)

En
ga

gi
ng

 in
 fa

ls
e 

ad
ve

rt
is

in
g 

by
 d

ec
ep

tiv
el

y 
m

ar
ke

tin
g 

op
i-

oi
d 

dr
ug

s 
m

ea
nt

 fo
r 

sh
or

t-
te

rm
 u

se
 a

s 
ap

pr
op

ri
at

e 
fo

r 
ch

ro
ni

c 
pa

in
En

ga
gi

ng
 in

 u
nf

ai
r 

co
m

pe
tit

io
n,

 in
 v

io
la

tio
n 

of
 th

e 
C

al
ifo

rn
ia

 U
nf

ai
r 

C
om

pe
tit

io
n 

La
w

C
re

at
in

g 
a 

pu
bl

ic
 n

ui
sa

nc
e 

un
de

r C
al

ifo
rn

ia
 la

w
 b

y 
en

ga
gi

ng
 

in
 d

ec
ep

tiv
e 

m
ar

ke
tin

g 
th

at
 le

d 
to

 a
n 

ep
id

em
ic

 o
f o

pi
oi

d 
ab

us
e

$1
.6

 m
ill

io
n 

pa
id

 b
y 

Te
va

 P
ha

rm
ac

eu
tic

al
s,

 to
 b

e 
sp

en
t o

n 
co

m
ba

tt
in

g 
th

e 
on

go
in

g 
op

io
id

 e
pi

de
m

ic
 im

pa
ct

s 
in

 S
an

ta
 C

la
ra

 a
nd

 O
ra

ng
e 

C
ou

nt
ie

s
B

ar
s 

Te
va

 fr
om

 d
ec

ep
tiv

e 
m

ar
ke

tin
g

N
o 

fa
ul

t a
dm

itt
ed

 b
y 

Te
va

C
ha

rg
es

 a
ga

in
st

 P
ur

du
e,

 E
nd

o 
H

ea
lth

 S
ol

ut
io

ns
, J

an
ss

en
, a

nd
 A

ct
av

is
 re

-
m

ai
n 

un
re

so
lv

ed
, a

lth
ou

gh
 li

tig
at

io
n 

st
ay

ed
 b

y 
st

at
e 

co
ur

t j
ud

ge
 p

en
di

ng
 

ou
tc

om
e 

of
 F

D
A

 s
tu

di
es

 re
la

te
d 

to
 ri

sk
s 

of
 lo

ng
-te

rm
 o

pi
oi

d 
tr

ea
tm

en
t

Th
e 

Pe
op

le
 o

f t
he

 S
ta

te
  

of
 Il

lin
oi

s 
v.

 In
sy

s 
Th

er
ap

eu
tic

s,
 In

c.

A
ug

. 2
5,

 2
01

6 
(f

ile
d)

A
ug

. 1
8,

 2
01

7 
 

(s
et

tle
d)

V
io

la
tin

g 
th

e 
Ill

in
oi

s 
C

on
su

m
er

 F
ra

ud
 A

ct
 b

y 
en

ga
gi

ng
 in

 
th

e 
un

fa
ir 

an
d 

de
ce

pt
iv

e 
pr

ac
tic

es
 o

f d
el

ib
er

at
el

y 
m

ar
ke

t-
in

g 
Su

bs
ys

, t
he

 s
yn

th
et

ic
 o

pi
oi

d 
ap

pr
ov

ed
 fo

r b
re

ak
th

ro
ug

h 
ca

nc
er

 p
ai

n,
 fo

r o
ff-

la
be

l p
ur

po
se

s 
to

 h
ig

h-
vo

lu
m

e 
op

io
id

 
pr

es
cr

ib
er

s 
an

d 
pa

yi
ng

 p
re

sc
ri

be
rs

 to
 p

re
sc

ri
be

 S
ub

sy
s 

un
de

r 
a 

sh
am

 s
pe

ak
er

 p
ro

gr
am

$4
.4

5 
m

ill
io

n
N

o 
fa

ul
t a

dm
itt

ed
Pr

oh
ib

its
 In

sy
s 

fr
om

 e
ng

ag
in

g 
in

 a
ny

 fa
ls

e,
 m

is
le

ad
in

g,
 o

r d
ec

ep
tiv

e 
m

ar
-

ke
tin

g 
an

d 
fr

om
 p

ro
m

ot
in

g 
of

f-l
ab

el
 u

se
 o

f i
ts

 o
pi

oi
d 

dr
ug

s 
in

 Il
lin

oi
s

R
eq

ui
re

s 
In

sy
s 

to
 p

ro
m

ot
e 

its
 o

pi
oi

d 
Su

bs
ys

 o
nl

y 
to

 p
re

sc
ri

be
rs

 w
ho

 a
re

 
on

co
lo

gi
st

s 
or

 w
ho

 a
re

 e
nr

ol
le

d 
in

 a
n 

ap
pl

ic
ab

le
 F

D
A

 R
is

k 
Ev

al
ua

tio
n 

an
d 

M
iti

ga
tio

n 
St

ra
te

gy

H
ig

h-
Pr

of
ile

 G
ov

er
nm

en
t a

nd
 C

la
ss

 A
ct

io
n 

Se
tt

le
m

en
ts

 a
ga

in
st

 O
pi

oi
d 

C
om

pa
ni

es
, 2

00
4–

20
17

.*

The New England Journal of Medicine 
Downloaded from nejm.org on February 10, 2022. For personal use only. No other uses without permission. 

 Copyright © 2017 Massachusetts Medical Society. All rights reserved. 



PERSPECTIVE

2303

Drug Companies’ Liability for the Opioid Epidemic

n engl j med 377;24  nejm.org  December 14, 2017

C
as

e
K

ey
 D

at
es

A
lle

ga
tio

ns
Se

tt
le

m
en

t 
D

et
ai

ls

C
om

m
on

w
ea

lth
 o

f M
as

sa
­

ch
us

et
ts

 v
. I

ns
ys

 
Th

er
ap

eu
tic

s,
 In

c.

O
ct

. 5
, 2

01
7 

(f
ile

d 
an

d 
se

tt
le

d)
V

io
la

tin
g 

th
e 

M
as

sa
ch

us
et

ts
 C

on
su

m
er

 P
ro

te
ct

io
n 

A
ct

 b
y 

en
ga

gi
ng

 in
 u

nf
ai

r 
an

d 
de

ce
pt

iv
e 

ac
ts

 o
f m

is
le

ad
in

g 
he

al
th

 c
ar

e 
pr

of
es

si
on

al
s 

ab
ou

t t
he

 a
pp

ro
pr

ia
te

 u
se

 o
f 

Su
bs

ys
, i

nc
lu

di
ng

 b
y 

pr
om

ot
in

g 
th

e 
dr

ug
 fo

r 
of

f-l
ab

el
 

us
es

 a
nd

 p
ay

in
g 

ki
ck

ba
ck

s 
to

 h
ea

lth
 c

ar
e 

pr
of

es
si

on
al

s 
to

 in
du

ce
 th

em
 to

 p
re

sc
ri

be
 S

ub
sy

s

$5
00

,0
00

N
o 

fa
ul

t a
dm

itt
ed

Pr
oh

ib
its

 In
sy

s 
fr

om
 e

ng
ag

in
g 

in
 a

ny
 u

nf
ai

r o
r d

ec
ep

tiv
e 

m
ar

ke
tin

g 
pr

ac


tic
es

 o
f S

ub
sy

s 
in

 M
as

sa
ch

us
et

ts
, i

nc
lu

di
ng

 fo
r 

of
f-l

ab
el

 p
ur

po
se

s 
or

 
by

 p
ay

in
g 

ki
ck

ba
ck

s 
to

 p
re

sc
ri

be
rs

Pr
oh

ib
its

 In
sy

s 
fr

om
 p

ro
m

ot
in

g 
Su

bs
ys

 to
 a

ny
 h

ea
lth

 c
ar

e 
pr

of
es

si
on

al
 

un
le

ss
 h

e 
or

 s
he

 p
ro

vi
de

s 
ca

nc
er

 c
ar

e 
or

 is
 e

nr
ol

le
d 

in
 a

n 
ap

pl
ic

ab
le

 
FD

A
 R

is
k 

Ev
al

ua
tio

n 
an

d 
M

iti
ga

tio
n 

St
ra

te
gy

Fe
de

ra
l s

ui
ts

U
ni

te
d 

St
at

es
 o

f A
m

er
ic

a 
v.

 
Th

e 
Pu

rd
ue

 F
re

de
ric

k 
C

om
pa

ny
, I

nc
., 

et
 a

l.

M
ay

 1
0,

 2
00

7 
(f

ile
d)

Ju
ne

 2
5,

 2
00

7 
 

(s
et

tle
d)

V
io

la
tin

g 
FD

C
A

 b
y 

m
is

br
an

di
ng

 O
xy

C
on

tin
 w

ith
 th

e 
in

te
nt

 
to

 d
ef

ra
ud

 o
r 

m
is

le
ad

$6
00

 m
ill

io
n 

pa
id

 b
y 

Pu
rd

ue
$3

4 
m

ill
io

n 
pa

id
 b

y 
th

re
e 

of
 P

ur
du

e’
s 

to
p 

ex
ec

ut
iv

es
Pa

rt
ie

s 
ad

m
itt

ed
 to

 m
is

le
ad

in
g 

ph
ys

ic
ia

ns
 a

nd
 p

at
ie

nt
s 

ab
ou

t p
ro

du
ct

’s
 

ad
di

ct
iv

en
es

s 
an

d 
m

is
br

an
di

ng
 it

 a
s 

ab
us

e-
re

si
st

an
t

U
ni

te
d 

St
at

es
 o

f A
m

er
ic

a 
v.

 
C

ar
di

na
l H

ea
lth

, I
nc

.; 
U

ni
te

d 
St

at
es

 o
f A

m
er

ic
a 

v.
 K

in
ra

y,
 L

LC

D
ec

. 2
3,

 2
01

6 
 

(s
et

tle
d)

V
io

la
tin

g 
C

SA
 b

y 
fa

ili
ng

 to
 r

ep
or

t s
us

pi
ci

ou
s 

or
de

rs
 o

f c
on

-
tr

ol
le

d 
su

bs
ta

nc
es

 to
 p

ha
rm

ac
ie

s 
in

 M
ar

yl
an

d,
 F

lo
ri

da
, 

an
d 

N
ew

 Y
or

k
V

io
la

tin
g 

W
as

hi
ng

to
n 

re
co

rd
-k

ee
pi

ng
 la

w
s

$4
4 

m
ill

io
n,

 c
on

si
st

in
g 

of
 $

34
 m

ill
io

n 
pu

rs
ua

nt
 to

 C
ar

di
na

l s
et

tle
m

en
t a

nd
 

$1
0 

m
ill

io
n 

pu
rs

ua
nt

 to
 K

in
la

y 
(a

cq
ui

re
d 

by
 C

ar
di

na
l i

n 
20

10
) s

et
tle

m
en

t
C

ar
di

na
l a

dm
itt

ed
 fa

ilu
re

 to
 r

ep
or

t s
us

pi
ci

ou
s 

or
de

rs
 to

 th
e 

D
EA

U
ni

te
d 

St
at

es
 o

f A
m

er
ic

a 
v.

 
M

cK
es

so
n 

C
or

po
ra

tio
n

Ja
n.

 5
, 2

01
7 

 
(s

et
tle

d)
V

io
la

tin
g 

C
SA

 b
y 

fa
ili

ng
 to

 m
ai

nt
ai

n 
ef

fe
ct

iv
e 

co
nt

ro
ls

 
ag

ai
ns

t d
iv

er
si

on
 o

f c
on

tr
ol

le
d 

su
bs

ta
nc

es
, i

nc
lu

di
ng

 
op

io
id

s,
 a

nd
 to

 r
ep

or
t s

us
pi

ci
ou

s 
or

de
rs

 to
 th

e 
D

EA
V

io
la

tin
g 

20
08

 a
dm

in
is

tr
at

iv
e 

ag
re

em
en

t w
ith

 fe
de

ra
l g

ov
-

er
nm

en
t t

o 
m

on
ito

r 
sa

le
s 

an
d 

re
po

rt
 s

us
pi

ci
ou

s 
or

de
rs

 
to

 th
e 

D
EA

$1
50

 m
ill

io
n

R
eq

ui
re

s 
M

cK
es

so
n 

to
 s

us
pe

nd
 s

al
es

 o
f c

on
tr

ol
le

d 
su

bs
ta

nc
es

 fr
om

 d
is

-
tr

ib
ut

io
n 

ce
nt

er
s 

in
 C

ol
or

ad
o,

 O
hi

o,
 M

ic
hi

ga
n,

 a
nd

 F
lo

ri
da

 fo
r 

1–
3 

yr
B

ec
au

se
 M

cK
es

so
n 

ad
m

itt
ed

 fa
ilu

re
 to

 r
ep

or
t s

us
pi

ci
ou

s 
ph

ar
m

ac
y 

or
-

de
rs

, i
t a

gr
ee

d 
to

 e
nh

an
ce

d 
co

m
pl

ia
nc

e 
w

ith
 e

ar
lie

r 
20

08
 a

gr
ee

m
en

t 
(w

hi
ch

 h
ad

 a
ls

o 
in

cl
ud

ed
 a

 $
13

.2
5 

m
ill

io
n 

se
tt

le
m

en
t)

U
ni

te
d 

St
at

es
 o

f A
m

er
ic

a 
v.

 
M

al
lin

ck
ro

dt
, I

nc
.

Ju
ly

 1
1,

 2
01

7 
(s

et
tle

d)
V

io
la

tin
g 

C
SA

 b
y 

fa
ili

ng
 to

 n
ot

ify
 D

EA
 o

f s
us

pi
ci

ou
s 

or
de

rs
, 

as
 w

el
l a

s 
fa

ili
ng

 to
 im

pl
em

en
t a

n 
ef

fe
ct

iv
e 

sy
st

em
 to

 
de

te
ct

 s
uc

h 
or

de
rs

$3
5 

m
ill

io
n

A
llo

w
s 

D
EA

 to
 a

na
ly

ze
 d

at
a 

M
al

lin
ck

ro
dt

 c
ol

le
ct

s 
on

 o
rd

er
s 

fr
om

 
cu

st
om

er
s

N
o 

fa
ul

t a
dm

itt
ed

Fo
re

ig
n 

su
its

C
an

ad
a-

w
id

e 
cl

as
s 

pr
oc

ee
d-

 
in

gs
 v

. P
ur

du
e 

Ph
ar

m
a 

 
et

 a
l.

Ju
ne

 8
, 2

00
7

 (c
om

m
en

ce
d)

A
ug

. 2
4,

 2
01

7 
(s

et
tle

m
en

t 
ap

pr
ov

ed
)

Fa
ili

ng
 to

 d
is

cl
os

e 
th

e 
kn

ow
n 

ri
sk

 o
f a

dd
ic

tio
n 

an
d 

w
ith

-
dr

aw
al

 a
ss

oc
ia

te
d 

w
ith

 O
xy

C
on

tin
 a

nd
 O

xy
N

EO
 to

 a
 

cl
as

s 
of

 p
er

so
ns

 w
ho

 w
er

e 
pr

es
cr

ib
ed

 a
nd

 in
ge

st
ed

 
th

es
e 

pr
od

uc
ts

 fr
om

 Ja
n.

 1
, 1

99
6,

 th
ro

ug
h 

Fe
b.

 2
8,

 2
01

7

$2
0 

m
ill

io
n 

(C
an

ad
ia

n)
 s

et
tle

m
en

t p
ro

po
se

d 
an

d 
ac

ce
pt

ed
 b

y 
th

re
e 

of
 

fo
ur

 ju
ri

sd
ic

tio
ns

 o
ve

rs
ee

in
g 

th
e 

ca
se

s,
 c

on
si

st
in

g 
of

 $
2 

m
ill

io
n 

to
 

pr
ov

in
ci

al
 h

ea
lth

 p
ro

vi
de

rs
, $

4.
5 

m
ill

io
n 

in
 le

ga
l f

ee
s,

 a
nd

 ~
$1

3,
00

0–
$1

7,
00

0 
pe

r 
cl

as
s 

m
em

be
r

*	�
C

SA
 d

en
ot

es
 C

on
tr

ol
le

d 
Su

bs
ta

nc
es

 A
ct

; D
EA

 D
ru

g 
En

fo
rc

em
en

t 
A

ge
nc

y;
 F

D
A

 F
oo

d 
an

d 
D

ru
g 

A
dm

in
is

tr
at

io
n;

 a
nd

 F
D

C
A

 F
oo

d,
 D

ru
g,

 a
nd

 C
os

m
et

ic
 A

ct
.

The New England Journal of Medicine 
Downloaded from nejm.org on February 10, 2022. For personal use only. No other uses without permission. 

 Copyright © 2017 Massachusetts Medical Society. All rights reserved. 



PERSPECTIVE

2304

Drug Companies’ Liability for the Opioid Epidemic

n engl j med 377;24  nejm.org  December 14, 2017

may argue that such conduct pre-
cludes holding manufacturers lia-
ble, or at least should reduce 
damages awards.3

One procedural strategy adopt-
ed in opioid litigation that can 
help overcome defenses based on 
users’ conduct is the class action 
suit, brought by a large group of 
similarly situated individuals. In 
such suits, the causal relationship 

between the companies’ business 
practices and the harm is assessed 
at the group level, with the focus 
on statistical associations between 
product use and injury. The use 
of class actions was instrumental 
in overcoming tobacco compa-
nies’ defenses based on smokers’ 
conduct. But early attempts to 
bring class actions against opioid 
manufacturers encountered pro-
cedural barriers. Because of dif-
ferent factual circumstances sur-
rounding individuals’ opioid use 
and clinical conditions, judges of-
ten deemed proposed class mem-
bers to lack sufficiently common 
claims.3

The tide may turn for such 
lawsuits, however. As the popu-
lation harmed by opioids grows 
and more information about the 
populations is documented, it be-
comes easier to identify subgroups 
with similar factual circumstanc-
es and legal claims — for exam-
ple, newborns with neonatal ab-

stinence syndrome. A class action 
brought against Purdue Pharma 
in Canadian court by persons 
who were prescribed and ingest-
ed OxyContin and OxyNEO (con-
trolled-release oxycodone), which 
alleged claims similar to those 
in many U.S. cases, is on the 
verge of being settled for $20 
million, if all involved provinces 
agree (see table).

Perhaps the most promising 
development in opioid litigation 
has been the advent of suits 
brought against drug makers and 
distributors by the federal govern-
ment and dozens of states, coun-
ties, cities, and Native American 
tribes. Because the government 
itself is claiming injury and seek-
ing restitution so that it can re-
pair social systems debilitated by 
opioid addiction, these suits avoid 
defenses that blame opioid con-
sumers or prescribers. They also 
garner substantial publicity.

Government strategies include 
traditional types of enforcement 
actions based on the federal Food, 
Drug, and Cosmetic Act, which 
prohibits introducing “misbrand-
ed” drugs into interstate com-
merce. However, governments have 
recently embraced several more 
creative strategies, borrowing 
from playbooks used for suing 
tobacco and firearm companies.

The first strategy focuses on 

the public scourge created by the 
opioid epidemic. Governments 
allege that opioid companies un-
reasonably interfered with the 
public’s health by oversaturating 
the market with drugs and fail-
ing to implement controls against 
misuse and diversion, thereby 
creating a public nuisance. State 
attorneys general made similar 
arguments about firearm manu-
facturers, which allegedly knew 
that the high volume of guns 
they were supplying could find 
buyers only on the black market.

The second strategy paints 
opioid companies’ business prac-
tices as deceptive. In these fraud 
claims, sometimes brought in con-
nection with Medicaid claims or 
consumer protection laws, govern-
ments charge that companies 
made false representations about 
their products’ addictiveness and 
effectiveness, all calculated to mis-
lead the state, prescribers, and 
the public. This argument proved 
powerful in suits against tobacco 
companies.

A third strategy calls out com-
panies’ lax monitoring of suspi-
cious opioid orders. The federal 
Controlled Substances Act re-
quires drug suppliers to maintain 
effective controls against, and 
to notify the Drug Enforcement 
Agency of, potentially illegitimate 
orders.

Whereas tobacco lawsuits ben-
efited from leaked evidence that 
tobacco companies were aware of 
nicotine’s addictiveness and sought 
to understate it and to manipu-
late nicotine levels in tobacco 
products, no comparable whistle-
blower evidence has emerged with 
regard to opioids. Without such 
evidence, it is harder to establish 
an intent to deceive. Nevertheless, 
other information may help prove 
that companies knew that what 

Notwithstanding the $600 million federal  
settlement with Purdue in 2007 —  

one of the largest in history with a drug  
company — opioid litigation has yet to  
financially dent the $13-billion-a-year  

opioid industry.
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they were doing was harmful: 
admissions of liability in some 
settlements; documents obtained 
in government investigations, in-
vestigative reporting, and litiga-
tion; and marketing practices 
that persisted despite mounting 
evidence linking opioids to ad-
verse health outcomes.2,4,5

A final strategy highlights the 
profits that opioid companies 
have reaped at the government’s 
expense through allegedly unfair 
business practices. In these “un-
just enrichment” claims, govern-
ments argue that opioid compa-
nies should have to disgorge such 
profits. This argument has intui-
tive appeal, as it did in litigation 
over tobacco, firearms, and lead 
paint, because attorneys can point 
to huge pecuniary gains enjoyed 
while the government was sad-
dled with vast medical and law-
enforcement costs. Such claims 
have struggled to find legal foot-
ing in cases involving other prod-
ucts because courts typically re-
quire evidence that the government 
conferred a benefit on the com-
pany. For opioids, though, govern-
ment payment for excessive pre-
scriptions under public insurance 
programs directly contributed to 

companies’ profits. 
Already, two large 
settlements have oc-
curred in cases that 

included unjust enrichment claims, 
although pharmaceutical compa-
nies avoided admitting fault (see 
table).

Notwithstanding the $600 mil-
lion federal settlement with Pur-
due in 2007 — one of the largest 
in history with a drug company 
— opioid litigation has yet to fi-

nancially dent the $13-billion- 
a-year opioid industry. Moreover, 
opioid litigation victories have all 
taken the form of settlements, 
in which companies usually have 
not admitted any fault. Even when 
litigation costs have no prospect 
of exceeding the economic bene-
fits of continuing to produce a 
dangerous product, though, litiga-
tion can have value as a public 
health strategy and may mitigate 
some harms of the opioid epi-
demic.

The funds obtained in several 
government suits have provided 
desperately needed resources for 
opioid addiction treatment and 
law enforcement. Future payouts, 
reasonably likely to increase in 
frequency and magnitude, could 
also be earmarked for other sup-
port services for persons with 
addiction — such as housing and 
employment assistance — and 
for distributing the overdose-
reversal drug naloxone. Experi-
ence suggests that the challenge 
will be ensuring that the wind-
falls to state governments are not 
diverted to unrelated purposes.

Litigation could also help alle-
viate the opioid epidemic by 
changing industry practices and 
building public awareness. Settle-
ment agreements may include 
commitments to modify particu-
lar marketing and distribution 
practices, as in the case of 
McKesson (see table). Lawsuits 
may bring to light harmful, un-
ethical, and even illegal business 
practices that sour public opinion 
of opioid companies and prompt 
patients to ask more questions 
about what their doctor prescribes. 
Finally, snowballing litigation 

helps build the case for greater 
regulation. Win or lose, lawsuits 
that very publicly paint the opioid 
industry as contributing to the 
worst drug crisis in American 
history put wind in the sails of 
agencies and legislatures seeking 
stronger oversight.5 Together, liti-
gation and its spillover effects 
hold real hope for arresting the 
opioid epidemic.
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