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ABSTRACT
Health awareness campaigns educate and inform the public about particular health conditions with the 
aim of either changing behavior or enhancing uptake of appropriate healthcare, such as vaccination or 
screening. The campaigns may be run by governments and public health bodies but are also deployed by 
biopharmaceutical companies. Industry-sponsored disease awareness (DA) campaigns intend to provide 
information about diseases and their prevention or treatment, without mentioning specific products. In 
most countries, DA campaigns fall outside of the laws and regulations that apply to promotion of 
medicines. Currently, guidance for industry is limited and only exists at national level. This article provides 
an overview of existing guidance on DA campaigns, discusses benefits and risks, and proposes recom-
mendations for industry-sponsored vaccination awareness campaigns.
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Introduction

Disease awareness (DA) campaigns are designed for the benefit 
of the general public or patients who have an identified health 
information need. These campaigns commonly use posters, 
and media channels such as television, magazines or news-
papers, websites, and social media. They provide information 
about a health-related condition and how to recognize, prevent 
or treat it. The aim is to trigger a change in behavior with 
a view to improving public health. Governments or public 
health institutions sponsor campaigns to enhance health by 
addressing risky behaviors, such as tobacco smoking, or to 
encourage the uptake of healthcare, such as cancer screening. 
Increasingly, DA campaigns are also sponsored by biopharma-
ceutical companies for diseases for which the company has 
specific expertise, as, for example, in vaccinology, and hence 
can contribute to public health.

Currently, there is no regulatory framework or harmonized 
guidance to ensure ethical conduct of DA campaigns related to 
vaccine-preventable diseases. Nevertheless, as shown during 
recent disease outbreaks and epidemics, there are significant 
knowledge gaps and even misinformation on vaccines and 
vaccination, leading to low vaccine confidence driven by 
a mix of psychological, sociocultural, and political factors.1,2 

In the particular context of the global COVID-19 pandemic, 
vaccine rejection has been most strongly correlated with public 
distrust of vaccine benefit, and also correlated with concerns 
about commercial interests from pharmaceutical companies 
and preferences for natural immunity.3

In this paper, we focus on vaccination awareness campaigns 
(VACs), i.e., DA campaigns related to vaccine-preventable 
diseases, sponsored by biopharmaceutical companies and 
directed toward the general public. We begin with an overview 
of existing regulatory frameworks and guidelines. This is 

followed by a general discussion of the benefits and risks of 
VACs. Next, we propose practical considerations to guide 
ethical conduct of VACs based on our experience at GSK. 
Finally, we invite companies to share their experiences with 
a view to strengthening the public health impact of industry 
sponsored DA campaigns. Disease information directed at 
healthcare providers (HCPs), specialists or patient representa-
tives; press releases from companies; promotional product 
campaigns or linked disease awareness and promotional pro-
duct information are all out of scope of the current paper since 
they represent specific and distinct ethics issues.

Regulatory framework and guidelines

DA campaigns are distinct in tone and intent from promo-
tional campaigns that are focused on selling specific products. 
As such they fall outside of regulations on promotion. 
Promotion of medicines directed to the general public, 
known as direct-to-consumer advertising (DTCA) of prescrip-
tion medicines, is only allowed in New Zealand and the US. In 
common with all the other countries, Europe prohibits the 
advertising of prescription-only medicines to the general pub-
lic. European Directive 2001/83/EC does, however, permit the 
supply of information to the public on health and diseases, 
provided there is no direct or indirect reference to 
a pharmaceutical product.4 The Directive makes particular 
reference to vaccination campaigns carried out by the industry: 
where these are approved by the competent authorities of the 
Member States, the prohibition of promotion of prescription 
medicines is not applicable. Canadian authorities, in contrast, 
permit reminder advertisements which mention the product 
name but not the indication, as well as ‘help-seeking announce-
ments’ which present only the medical disorder, but do not 
refer to a drug product or manufacturer.5,6
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DA campaigns are not subject to specific requirements of the 
US Federal Food, Drug and Cosmetic Act, US Food and Drug 
Administration (FDA) regulations, or of EU Directive 2001/83/ 
EC. Neither do the FDA or the European Medicines Agency 
(EMA) provide any specific guidance on the topic. They are also 
out of scope of international and regional industry associations’ 
codes of practices – their focus is on interactions with HCPs, 
medical institutions and patient organizations, not the general 
public. Other regulations such as the General Data Protection 
Regulation (GDPR) in Europe and national legislations apply 
only to specific aspects, for example, protection of data privacy 
regarding the use of pictures of patients in the DA materials.

The few examples of published national guidelines for DA 
campaigns can be found in an FDA guidance from 2004 (sub-
sequently withdrawn and not later reissued), UK Medicines 
and Healthcare products Regulatory Agency (MHRA) Blue 
Guide, Health Canada Policy on Distinction between advertis-
ing and other activities with the example of ‘Help-seeking 
announcements,’ the Australian Pharmaceutical Industry 
(Medicines Australia) Code of Conduct, and Israel’s 
guidance.7–12 Table 1 summarizes the key principles from 
these documents for DA campaigns.

Additionally, although it does not cover DA campaigns, the 
Dutch Code of Conduct (CoC) for pharmaceutical 
advertising13 includes a specific set of requirements relating 
to information on pharmaceutical products that are equally 
relevant to the development and use of DA materials. The 
Association of the British Pharmaceutical Industry (ABPI) 
Code of Practice does mention DA campaigns and refers to 
the MHRA Blue Guide for more detailed guidance.14

Benefits and risks

The number of DA campaigns has grown rapidly in the US,15 

as well as in countries where DTCA is forbidden.16–18 DA 
campaigns are part of companies’ strategies to encourage 
patients to seek help for medical conditions for which prescrip-
tion drugs are available.5 There is evidence that patient 
requests for medication subsequent to DA campaigns may 
influence doctors’ prescription behavior and this raises con-
cerns that warrant ethical recommendations.19

Arguments made in favor of DA campaigns include the 
promotion of patient autonomy and improved public health 
thanks to increased diagnosis, better management and treat-
ment of rare, serious or debilitating diseases, as well as de- 
stigmatization of diseases (e.g., HIV) or embarrassing symp-
toms (e.g., erectile dysfunction).15,16,20–22 The Israeli Ministry 
of Health established regulations regarding DA campaigns to 
specifically empower consumers by providing them with infor-
mation about the availability of treatments for diseases (med-
ications or preventive treatments) in a manner that does not 
involve the promotion of a particular commercial product.21

Criticism of DA campaigns points at overdiagnosis as 
a result of so-called disease mongering, a term originally refer-
ring to the medicalization of ordinary life, used by Moynihan 
and colleagues as “extending the boundaries of treatable illness 
to expand markets for new products.”23 This practice has been 
linked to the medicalization of normal health and aging, and 
consequently the risks linked to overtreatment.5,15,22–24 In the 

case of DA campaigns for vaccine-preventable diseases, con-
cerns over disease mongering are not considered directly rele-
vant since they may entail a risk of overstating disease 
seriousness and its consequences but not overdiagnosis per se.

Recommendations for vaccination awareness 
campaigns

The primary aim of DA campaigns is to benefit the public, 
patients, and population health in general by informing and 
increasing knowledge of how to prevent or treat diseases.

DA campaigns have the potential for mutual benefit, both to 
the sponsor and the target audience. If successful, the outcome 
should be an improvement in the corresponding aspect of public 
health, such as disease cases prevented. For government, savings in 
healthcare-associated costs may also be achieved. In the case of 
industry-sponsored campaigns, an ethical tension exists in that 
a successful DA campaign is likely to increase prescribing by 
healthcare professionals16 and runs a risk of being perceived as 
disguised promotion.

We discuss key parameters relevant to the ethical conduct of 
vaccination awareness campaigns and systematically formulate 
corresponding best practice recommendations, which are then 
subsequently summarized in Box 1.

Clarity of intent

An ethically sound DA campaign starts with the right intent. 
Guidelines published to date describe their purpose as the provi-
sion of medical health information and promotion of education 
for patient health (Table 1). This is aligned with the public’s 
assumed benefits of DA campaign, which include heightened 
awareness of disease and treatment options, as well as creating 
opportunities for valuable discussions with doctors. Nevertheless, 
one study reported a majority of respondents also supposed that 
the intent of DA campaign is to sell more medicines.18 Thus, the 
intent should be substantiated by evidence of the target audience’s 
need to be informed from the outset of campaign design. This 
need or knowledge gap can be identified through surveys or 
literature review, with the aim to establish precisely what informa-
tion should be supplied to address this need and result in a health 
benefit for the public. There should be evaluation of the effective-
ness of campaign materials and messages before launch, as well as 
a plan for ongoing evaluation post-launch, which includes the 
possibility to adapt if there are misunderstandings or concerns 
from the public.

In addition, DA campaigns for the general public should not 
be run at the same time as promotional activities for HCPs in 
the same disease area, as this may create confusion regarding 
the original intent of the DA campaign.25

Recommendations
● Identify target audience’s needs.
● Address those needs by providing disease information 

relevant for the target audience.
● Assess the public’s response and correct understanding of 

the message, adapting if appropriate.
● Do not run concurrent branded promotional campaigns 

for HCPs in the same disease area.

e2021765-2 C. VAN DER ZEE ET AL.



Ta
bl

e 
1.

 G
ui

da
nc

e 
fo

r 
di

se
as

e 
aw

ar
en

es
s 

ca
m

pa
ig

ns
.

U
K 

M
H

RA
: D

A8
H

ea
lth

 C
an

ad
a 

Po
lic

y:
 H

el
p-

se
ek

in
g 

an
no

un
ce

m
en

ts
 in

cl
ud

in
g 

1–
80

0 
nu

m
be

rs
9

U
S 

FD
A:

 G
ui

da
nc

e 
fo

r 
In

du
st

ry
 2

00
4 

(W
ith

dr
aw

n)
7

Au
st

ra
lia

n 
Ph

ar
m

ac
eu

tic
al

 
In

du
st

ry
 (M

ed
ic

in
es

 A
us

tr
al

ia
): 

Co
de

 o
f C

on
du

ct
- 

Ed
iti

on
 1

9 
an

d 
Co

C 
G

ui
de

lin
es

 (2
01

6)
10

Is
ra

el
’s 

D
A 

G
ui

da
nc

e 
(#

13
4)

11
,1

2

To
pi

c
Fo

cu
s 

on
 d

is
ea

se
 in

st
ea

d 
of

 s
pe

ci
fic

 tr
ea

tm
en

t 
op

tio
ns

.
D

is
ea

se
 o

r 
he

al
th

 c
on

di
tio

n 
sp

ec
ifi

c.
M

ed
ic

al
 c

on
di

tio
ns

 a
nd

 
pr

es
cr

ip
tio

n 
tr

ea
tm

en
ts

/ 
fo

cu
s 

on
 c

on
di

tio
ns

 in
st

ea
d 

of
 t

re
at

m
en

t 
op

tio
ns

.
Au

di
en

ce
G

en
er

al
 p

ub
lic

G
en

er
al

 p
ub

lic
.

Po
pu

la
tio

n 
at

 r
is

k 
of

 o
r 

aff
ec

te
d 

by
 d

is
ea

se
 o

r 
he

al
th

 c
on

di
tio

n.
G

en
er

al
 p

ub
lic

.
Sh

ou
ld

 b
e 

di
re

ct
ed

 a
t 

ad
ul

t 
m

em
be

rs
 o

f t
he

 g
en

er
al

 p
ub

lic
 

on
ly

.
In

te
nt

In
cr

ea
se

 a
w

ar
en

es
s 

of
 d

is
ea

se
(s

) a
nd

 p
ro

vi
de

 
m

ed
ic

al
 h

ea
lth

 in
fo

rm
at

io
n 

on
 d

is
ea

se
 a

nd
 

its
 m

an
ag

em
en

t. 
Ai

d 
to

 r
ec

og
ni

ze
 s

ym
pt

om
s.

 
H

ig
hl

ig
ht

 a
pp

ro
pr

ia
te

 s
ou

rc
e(

s)
 o

f a
dv

ic
e.

En
ha

nc
e 

ed
uc

at
io

n.
Ed

uc
at

io
na

l a
nd

 s
ho

ul
d 

en
co

ur
ag

e 
pa

tie
nt

s 
to

 s
ee

k 
fu

rt
he

r 
in

fo
rm

at
io

n 
fr

om
 

H
CP

s.

Pr
om

ot
in

g 
ed

uc
at

io
n 

fo
r 

pa
tie

nt
 

he
al

th
.

Re
sp

on
si

bl
e 

pu
bl

ic
 

he
al

th
 

m
es

sa
ge

St
ru

ct
ur

e 
of

 t
he

 in
fo

rm
at

io
n 

to
 b

e 
in

cl
ud

ed
: 

- 
sy

m
pt

om
s 

or
 r

is
k 

fa
ct

or
s 

- 
ge

ne
ra

l i
nf

or
m

at
io

n 
on

 t
he

 d
is

ea
se

 
- 

ad
vi

ce
 fo

r 
th

e 
pa

tie
nt

 (r
ef

er
 t

o 
H

CP
).

Fo
r 

1–
80

0 
nu

m
be

rs
: 

Th
e 

co
nt

en
t 

is
 d

is
ea

se
 r

el
at

ed
 r

at
he

r 
th

an
 

pr
od

uc
t 

re
la

te
d.

 
Th

e 
va

rio
us

 t
re

at
m

en
t 

op
tio

ns
 (d

ru
g 

an
d 

no
nd

ru
g)

 a
nd

 t
he

ir 
re

sp
ec

tiv
e 

ris
ks

 a
nd

 
be

ne
fit

s 
ar

e 
di

sc
us

se
d 

in
 a

n 
ob

je
ct

iv
e 

m
an

ne
r.

In
fo

rm
at

io
n 

on
 p

re
ve

nt
io

n,
 d

ia
gn

os
is

 o
r 

tr
ea

tm
en

t 
of

 a
 d

is
ea

se
 o

r 
co

nd
iti

on
.

D
A 

m
us

t 
re

fle
ct

 s
ev

er
ity

 a
nd

 
pr

ev
al

en
ce

 o
f d

is
ea

se
 in

 t
he

 
co

m
m

un
ity

 (n
ot

 m
or

e 
se

rio
us

/p
re

va
le

nt
) a

nd
 b

e 
co

ns
is

te
nt

 w
ith

 c
ur

re
nt

 
bo

dy
 o

f e
vi

de
nc

e.

D
is

cu
ss

 d
is

ea
se

 s
ta

te
s,

 t
he

ir 
m

ec
ha

ni
sm

 o
f a

ct
io

n 
an

d 
im

pa
ct

 o
n 

th
e 

hu
m

an
 b

ei
ng

, 
th

ei
r 

di
ag

no
si

s 
an

d 
sh

al
l n

ot
 

co
nt

ai
n 

an
y 

re
fe

re
nc

e 
to

 
po

te
nt

ia
l t

re
at

m
en

ts
.

Se
ek

 h
el

p
Pa

tie
nt

 a
dv

ic
e 

an
d 

fu
rt

he
r 

in
fo

rm
at

io
n.

Re
fe

r 
co

ns
um

er
s 

to
 q

ua
lifi

ed
 H

CP
 fo

r 
in

fo
rm

at
io

n.
Sh

ou
ld

 b
e 

cl
ea

rly
 s

ta
te

d 
th

at
 

ap
pr

op
ria

te
 t

re
at

m
en

t 
is

 fo
r 

H
CP

 t
o 

de
ci

de
, i

n 
co

ns
ul

ta
tio

n 
w

ith
 t

he
 

pa
tie

nt
.

Pr
om

ot
e 

w
ith

 t
re

at
in

g 
ph

ys
ic

ia
n.

St
yl

e
Ac

cu
ra

te
, u

p 
to

 d
at

e,
 s

ub
st

an
tia

bl
e,

 
co

m
pr

eh
en

si
ve

, b
al

an
ce

d 
an

d 
fa

ir,
 

re
ad

ab
le

/a
cc

es
si

bl
e.

Cl
ea

r 
an

d 
ac

cu
ra

te
. 

Av
oi

d 
en

co
ur

ag
in

g 
se

lf-
di

ag
no

si
s 

an
d 

se
lf-

 
tr

ea
tm

en
t.

To
ne

 s
ho

ul
d 

no
t 

un
ne

ce
ss

ar
ily

 
ca

us
e 

al
ar

m
 o

r 
m

is
un

de
rs

ta
nd

in
g 

no
r 

st
im

ul
at

e 
de

m
an

d 
fo

r 
pr

es
cr

ip
tio

n 
of

 a
 p

ar
tic

ul
ar

 
pr

od
uc

t. 
In

fo
rm

at
io

n 
sh

ou
ld

 b
e 

pr
es

en
te

d 
in

 
a 

co
m

pr
eh

en
si

ve
, b

al
an

ce
d 

an
d 

fa
ir 

m
an

ne
r, 

w
ith

 n
o 

em
ph

as
is

 o
n 

pa
rt

ic
ul

ar
 

op
tio

ns
 o

r 
ne

ed
 t

o 
se

ek
 

tr
ea

tm
en

t.

Ac
cu

ra
te

, u
p 

to
 d

at
e,

 s
ci

en
tifi

ca
lly

 
ba

se
d,

 fa
ir,

 a
cc

es
si

bl
e 

an
d 

re
fe

re
nc

ed
. 

Th
e 

la
ng

ua
ge

 o
f t

he
 c

am
pa

ig
n 

sh
ou

ld
 n

ot
 in

cl
ud

e 
fr

ig
ht

en
in

g 
ta

ct
ic

s 
in

 o
rd

er
 to

 c
on

vi
nc

e 
th

e 
pu

bl
ic

.

(C
on
tin
ue
d)

HUMAN VACCINES & IMMUNOTHERAPEUTICS e2021765-3



Ta
bl

e 
1.

 (C
on

tin
ue

d)
.

U
K 

M
H

RA
: D

A
8

H
ea

lth
 C

an
ad

a 
Po

lic
y:

 H
el

p-
se

ek
in

g 
an

no
un

ce
m

en
ts

 in
cl

ud
in

g 
1–

80
0 

nu
m

be
rs

9
U

S 
FD

A:
 G

ui
da

nc
e 

fo
r 

In
du

st
ry

 2
00

4 
(W

ith
dr

aw
n)

7

Au
st

ra
lia

n 
Ph

ar
m

ac
eu

tic
al

 
In

du
st

ry
 (M

ed
ic

in
es

 A
us

tr
al

ia
): 

Co
de

 o
f C

on
du

ct
- 

Ed
iti

on
 1

9 
an

d 
Co

C 
G

ui
de

lin
es

 (2
01

6)
10

Is
ra

el
’s 

D
A 

G
ui

da
nc

e 
(#

13
4)

11
,1

2

Pr
od

uc
t 

an
d 

Br
an

di
ng

M
ay

 m
ak

e 
re

fe
re

nc
e 

to
 a

va
ila

bl
e 

tr
ea

tm
en

t 
op

tio
ns

 b
ut

 s
ho

ul
d 

no
t 

en
co

ur
ag

e 
to

 
ap

pr
oa

ch
 p

re
sc

rib
er

 t
o 

re
qu

es
t 

a 
pa

rt
ic

ul
ar

 
m

ed
ic

in
al

 o
pt

io
n.

 
D

o 
no

t 
us

e 
br

an
d 

na
m

es
.

H
el

p-
se

ek
in

g 
an

no
un

ce
m

en
ts

: 
N

o 
sp

ec
ifi

c 
dr

ug
 is

 id
en

tifi
ed

. 
Th

er
e 

is
 n

o 
im

pl
ic

at
io

n 
th

at
 a

 d
ru

g 
is

 t
he

 
so

le
 t

re
at

m
en

t 
av

ai
la

bl
e 

fo
r 

th
e 

di
se

as
e 

or
 

co
nd

iti
on

. 
1–

80
0 

nu
m

be
rs

: 
N

o 
em

ph
as

is
 is

 p
la

ce
d 

on
 o

ne
 d

ru
g 

pr
od

uc
t, 

e.
g.

, e
xc

es
si

ve
 u

se
 o

f a
 b

ra
nd

 
na

m
e 

or
 d

es
cr

ip
tio

n 
as

 a
 ‘b

re
ak

th
ro

ug
h,

’ 
an

d 
no

 e
m

ph
as

is
 is

 a
cc

or
de

d 
to

 t
he

 m
er

its
 

of
 o

ne
 d

ru
g 

pr
od

uc
t. 

N
o 

re
fe

re
nc

e 
is

 m
ad

e 
to

 a
n 

un
au

th
or

iz
ed

 
dr

ug
 b

ey
on

d 
th

e 
m

en
tio

n 
th

at
 r

es
ea

rc
h 

is
 

un
de

rw
ay

 in
 a

 p
ar

tic
ul

ar
 a

re
a,

 in
 w

hi
ch

 
ca

se
, t

he
 r

eg
ul

at
or

y 
st

at
us

 s
ho

ul
d 

be
 

in
di

ca
te

d 
(i.

e.
, m

ar
ke

t a
ut

ho
riz

at
io

n 
no

t y
et

 
ob

ta
in

ed
), 

an
d 

no
 r

ef
er

en
ce

 is
 m

ad
e 

to
 t

he
 

av
ai

la
bi

lit
y 

of
 u

na
ut

ho
riz

ed
 d

ru
gs

 t
hr

ou
gh

 
th

e 
Sp

ec
ia

l A
cc

es
s 

Pr
og

ra
m

m
e.

D
o 

no
t 

m
en

tio
n 

a 
pa

rt
ic

ul
ar

 d
ru

g 
or

 d
ev

ic
e.

 
D

o 
no

t 
in

cl
ud

e 
an

y 
re

pr
es

en
ta

tio
n 

or
 

su
gg

es
tio

n 
re

la
tin

g 
to

 a
 p

ar
tic

ul
ar

 d
ru

g 
or

 
de

vi
ce

.

Th
er

ap
eu

tic
 c

at
eg

or
y 

in
cl

ud
in

g 
cl

as
se

s 
bu

t 
no

 
re

fe
re

nc
e 

to
 a

 s
pe

ci
fic

 
pr

es
cr

ip
tio

n 
pr

od
uc

t.

N
o 

m
en

tio
n 

of
 o

r 
hi

nt
in

g 
at

 t
he

 
na

m
e 

of
 a

 p
ro

du
ct

. 
Th

e 
na

m
e 

of
 t

he
 in

te
rn

et
 s

ite
 

w
ill

 n
ot

 c
on

ta
in

 t
he

 t
ra

de
 o

r 
ge

ne
ric

 n
am

e 
of

 t
he

 m
ed

ic
in

al
 

pr
od

uc
t.

Sp
on

so
r 

na
m

e
So

ur
ce

 s
ho

ul
d 

be
 c

le
ar

ly
 id

en
tifi

ed
 o

n 
th

e 
pu

bl
ic

at
io

n 
its

el
f.

H
el

p-
se

ek
in

g 
an

no
un

ce
m

en
ts

: 
N

o 
dr

ug
 m

an
uf

ac
tu

re
r’s

 n
am

e 
is

 in
cl

ud
ed

.
Ea

ch
 w

eb
 p

ag
e 

sh
ou

ld
 c

on
ta

in
 

th
e 

te
xt

: ‘
Th

e 
in

fo
rm

at
io

n 
is

 
pr

ov
id

ed
 a

s 
a 

se
rv

ic
e 

to
 t

he
 

pu
bl

ic
 s

po
ns

or
ed

 b
y 

(n
am

e 
of

 
M

ar
ke

tin
g 

Au
th

or
iz

at
io

n 
H

ol
de

r)
.’

O
nl

y 
on

e 
ap

pr
ov

ed
 

pr
od

uc
t

W
he

n 
on

ly
 o

ne
, o

ne
 le

ad
in

g 
or

 fe
w

 m
ed

ic
in

al
 

tr
ea

tm
en

ts
 a

va
ila

bl
e,

 p
ar

tic
ul

ar
 c

ar
e 

is
 

re
qu

ire
d 

an
d 

it 
is

 p
ar

tic
ul

ar
ly

 im
po

rt
an

t 
th

at
 t

he
se

 D
A 

ca
m

pa
ig

ns
 fo

cu
s 

on
 h

ea
lth

 
an

d 
di

se
as

e 
ed

uc
at

io
n 

w
ith

 d
et

ai
ls

 o
f 

w
he

re
 t

o 
ge

t 
ap

pr
op

ria
te

 a
dv

ic
e.

W
he

re
 t

he
 c

om
pa

ny
 is

 t
he

 o
nl

y 
m

an
uf

ac
tu

re
r 

of
 a

 p
ro

du
ct

 fo
r 

a 
pa

rt
ic

ul
ar

 d
is

ea
se

 o
r 

th
e 

co
m

pa
ny

 o
nl

y 
m

an
uf

ac
tu

re
s 

on
e 

pr
od

uc
t, 

th
at

 c
om

pa
ny

 is
 n

ot
 a

ut
om

at
ic

al
ly

 
di

sq
ua

lifi
ed

 fr
om

 d
is

se
m

in
at

in
g 

co
m

m
un

ic
at

io
ns

 t
ha

t 
di

sc
us

s 
a 

di
se

as
e 

re
la

te
d 

to
 t

he
 p

ro
du

ct
.

M
in

is
tr

y 
of

 H
ea

lth
 a

pp
ro

va
l 

re
qu

ire
d 

in
 t

he
 c

as
e 

of
 D

A 
ca

m
pa

ig
ns

 c
on

du
ct

ed
 fo

r 
di

se
as

es
 fo

r w
hi

ch
 th

er
e 

is
 o

nl
y 

on
e 

pr
od

uc
t a

pp
ro

ve
d,

 s
uc

h 
as

 
H

IV
 o

r 
ca

nc
er

.

Ch
an

ne
l

Re
gu

la
tio

n 
de

fin
es

 p
er

m
itt

ed
 

m
ea

ns
 o

f c
om

m
un

ic
at

io
n,

 
in

cl
ud

in
g 

in
te

rn
et

 w
eb

si
te

s 
an

d 
so

ci
al

 m
ed

ia
 n

et
w

or
ks

 a
nd

 
an

y 
ot

he
r 

m
ea

ns
 o

f e
le

ct
ro

ni
c 

co
m

m
un

ic
at

io
n.

e2021765-4 C. VAN DER ZEE ET AL.



Appropriate content

Along with clear intent goes appropriate content. Material 
should be accurate, up to date, substantiable, sufficient, 
balanced and fair (Table 1). In addition, the message should 
be tailored to the audience, their needs and perspective. 
Information should be understandable, relevant, helpful 
and adapted to the local context and specificities. 
Association with a specific product through use of color 
and look and feel of the campaign must be avoided, as that 
would be considered covert promotion. Use of appropriate 
tone could be tested by relevant patient groups or lay 
public advisory boards.

Recommendations
● Ensure campaigns speak the right language and use the 

right images for the audience (avoid ‘scare’ effects).
● Use clear lay language conveying relevant, balanced and 

accurate information.
● Do not use branding such as logos or look and feel of 

product advertising.
● Provide a complete picture, also including other preven-

tative options or therapies besides vaccination alone, if 
applicable.

● Have a medical expert approve the content to ensure it 
reflects the most up-to-date medical knowledge.

Use of persuasion

DA campaigns need to be engaging and impactful to trigger action 
and result in a public health benefit. Appealing to emotion through 
stories that the public can identify with in order to persuade them 
to change behavior or seek a healthcare service need to be 
balanced. Emotive campaigns can cause harm if they generate 
fear and alarm and may even have the opposite effect by detracting 
from the message’s credibility. They can result in bias if based on 
selective or inaccurate information.26 The use of emotion must be 
proportionate to reflect the factual seriousness of the condition 
described.

Recommendations
● Do not exaggerate benefits or harms, be proportionate.
● Be clear about which group within the general public 

stands to benefit from the intervention, and invite them 
to seek advice from HCPs.

Stakeholder engagement

While patients or the lay public should be engaged in reviewing 
DA campaign materials as mentioned in the first recommenda-
tions, other stakeholders also should be identified from an early 
stage. Patient organizations may provide helpful advice in 
identifying and addressing the needs of patients. HCPs, autho-
rities and governments should be informed or given the oppor-
tunity to be involved in the development of vaccination 
awareness campaigns, so that they can anticipate the demand 
on services and nature of enquiries that may be prompted by 
the campaign. If a procedure is not covered by the state, payers 

must be prepared for the campaign. HCPs and patient organi-
zations may themselves have education needs with respect to 
the topic of the campaign.

Recommendations
● Identify and engage broadly with stakeholders from the 

earliest stage of the campaign’s development.
● Inform professional associations/societies of HCPs and 

authorities so they can anticipate questions from the 
public arising from the DA campaign.

● Ensure local appropriateness, as culture and perception 
may vary between countries.

Transparency on sponsorship

A transparent declaration that the campaign is financed by 
a biopharmaceutical company is required in most guidelines 
(Table 1), except in Canada, where rules for what they refer to 
as ‘help-seeking information’ specify that the sponsoring com-
pany’s name may not be included.5 The target audience must 
be given the opportunity to form an opinion in full knowledge 
that a commercial company is delivering the campaign.

Where a DA campaign is related to a condition for 
which the sponsoring company is the only one with 
a product on the market, concerns about DA activities 
being a covert form of advertising become relevant. In 
this particular context, the MHRA Blue Guide recommends 
that ‘extra care’ is needed. Similarly, the now-withdrawn 
FDA draft guidance mentioned that the company is not 
automatically disqualified from conducting a DA campaign 
in that situation, provided it does not implicitly identify 
a particular drug or device. In Canada, help-seeking 
announcements should not imply that a drug is the sole 
treatment available. Alternative preventative measures 
besides vaccination may also exist and should be 
mentioned.

Recommendations
● Clearly and transparently acknowledge sponsorship.
● Take extra care not to ‘product point’, i.e., refer to the 

specific characteristics of a product, when there is only 
the sponsoring company’s vaccine on the market in 
question.

Collaborations with not-for-profit organizations (NPO)

Consumer perceptions of DA campaigns have been 
reported as more positive if they are sponsored by an 
NPO than if by a commercial entity, suggesting that mes-
sages about a disease or health condition carry less weight 
if co-sponsored by a biopharmaceutical company.17 HCPs 
in India feel that pharmaceutical industry DA campaigns 
need to be co-sponsored by an NPO to give the commu-
nication a sense of impartiality.27 But for the same reason, 
NPO-industry co-sponsorship can be perceived as mislead-
ing because it may blur the line between sponsored vs non- 
sponsored content.5,17,18,28
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Recommendation
● Only collaborate with an NPO when it adds benefit for 

the patient and society, for example if the NPO has 
a better outreach to the target audience or better under-
standing on how to communicate the message effectively.

Measurement of success

As stated above, the primary aim of DA campaigns is to 
benefit the public, patients, and population health in gen-
eral by informing and increasing knowledge of how to 
prevent or treat diseases. For this reason, measurements 
of campaign success should reflect measures of individual 
and societal benefit, in terms of addressing knowledge gaps 
in the target audience, or in associated public health out-
comes. Social media and websites offer opportunities to 
measure levels of public engagement by capturing metrics 
on how often posts are shared, commented on and liked, 
and how many times links are clicked. In the US, DA 
campaigns on social media reportedly show high levels of 
consumer engagement.29 However, research studies evaluat-
ing the effectiveness of health awareness campaigns spon-
sored by governments or not-for-profit organizations 
indicate a variable impact on increased information seeking 
behavior between campaigns.30,31 Social media engagement 
and information seeking behavior were used as proxy for 
the public’s increased understanding of a disease in those 
studies. Surveys and ‘social listening’ of mentions on social 
media around the disease topic can be used to learn about 
the impact of the campaign in the context of the wider 
information environment. Further studies of measurement 
of success of DA campaigns’ impact on public awareness 
should be encouraged.

Recommendations
● Measures of DA campaign success should be in line 

with non-promotional intent, e.g., digital measures of 
public engagement with the campaign, by metrics of 
social media interactions and visits to webpages men-
tioned in the campaign.

● Use surveys of target audience, and/or social listening, to 
assess impact of the campaign and understanding of the 
message.

● Refer to independent, e.g., government or state, HCP data 
showing uptake of the relevant healthcare against their 
public health goals.

● Success could also be measured by HCP surveys on 
increase in questions from their patients and whether 
the message is recalled correctly.

Conclusions

In this paper, we establish recommendations to guide the 
ethical conduct of industry-sponsored Vaccination 
Awareness Campaigns (VACs) directed toward the general 
public based on GSK experience. A summary is provided 
in Box 1. Industry sponsored VACs should be part of 

a broader effort together with governments and public 
health institutions to address public information needs 
on the prevention of infectious diseases. We invite com-
panies to share their experiences with a view to strength-
ening the public health impact of industry sponsored DA 
campaigns. 

Acknowledgments

Mandy Payne of Words & Science, Brussels, Belgium (on behalf of GSK) 
provided bibliographical support.

Disclosure statement

Claar van der Zee, Volker Vetter and Tatjana Poplazarova are full time 
employees of the GSK group of companies and hold shares in the GSK 
group of companies as part of their employee remuneration.

Veronique Delpire of Words & Science, Brussels, Belgium provides 
bioethics consultancy to the Office of the Chief Medical Officer (OCMO) 
Department at GSK.

Funding

All costs related to the development of this manuscript were met by GSK 
Biologicals SA.

ORCID

Claar van der Zee http://orcid.org/0000-0002-4132-2589
Veronique Delpire http://orcid.org/0000-0003-4819-3924
Volker Vetter http://orcid.org/0000-0002-8414-1657
Tatjana Poplazarova http://orcid.org/0000-0002-1121-0236

Contributors and sources

Claar van der Zee had the original idea for the manuscript and wrote the 
first draft. All four authors are responsible for the intellectual content of 
the manuscript which they critically reviewed and edited, and they 
approved the final version.

References

1. The Editors. Vaccine hesitancy: a generation at risk. Lancet Child 
& Adolesc Health. 2019;3(5):281. doi:10.1016/s2352-4642(19) 
30092-6.

2. Larson HJ, Cooper LZ, Eskola J, Katz SL, Ratzan S. Addressing the 
vaccine confidence gap. Lancet. 2011;378(9790):526–35. 
doi:10.1016/S0140-6736(11)60678-8.

Box 1. Key recommendations for Vaccination Awareness Campaigns (VACs).

• Be clear about the non-promotional intent, with messages addressing 
audience’s identified needs. 

• VACs should not be conducted concurrently with branded campaigns for 
HCPs. 

• Use lay language conveying relevant, accurate and balanced unbranded 
information. 

• Engage broadly and as early as possible to involve and inform patients, 
healthcare professionals and authorities, ensuring preparedness and local 
appropriateness. 

• Clearly and transparently acknowledge sponsorship. 
• Do not ‘product point’, i.e., refer to the specific characteristics of a product. 
• Collaborate with not-for-profit organizations when it adds benefit for the 

patient and society. 
• Do not exaggerate benefits or harms, be proportionate, and invite the target 

audience to seek advice from healthcare professionals. 
• Use digital metrics and surveys to measure the success of VACs.

e2021765-6 C. VAN DER ZEE ET AL.

https://doi.org/10.1016/s2352-4642(19)30092-6
https://doi.org/10.1016/s2352-4642(19)30092-6
https://doi.org/10.1016/S0140-6736(11)60678-8


3. Taylor S, Landry CA, Paluszek MM, Groenewoud R, Rachor GS, 
Asmundsondoi GJG. A proactive approach for managing 
COVID-19: the importance of understanding the motivational 
roots of vaccination hesitancy for SARS-CoV2. Front Psychol. 
2020;11:575950. doi:10.3389/fpsyg.2020.575950.

4. European Parliament and the Council of the European Union. 
Directive 2001/83/EC community code relating to medicinal pro-
ducts for human use. 2001 [Accessed 2020 Oct]. https://ec.europa. 
eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_con 
sol_2012/dir_2001_83_cons_2012_en.pdf 

5. Bélisle-Pipon J-C, Williams-Jones B. Drug Familiarization and 
Therapeutic Misconception via direct-to-consumer 
information. J Bioeth Inq. 2015;12(2):259–67. doi:10.1007/ 
s11673-015-9634-8.

6. Health Canada. The distinction between advertising and other 
activities. Issued: 12 Jan 1996; updated: Aug 2005. [accessed 2020 
Oct]. https://www.canada.ca/en/health-canada/services/drugs- 
health-products/regulatory-requirements-advertising/policies- 
guidance-documents/policy-distinction-between-advertising- 
activities.html 

7. Food and Drug Administration. Guidance for industry: “Help- 
seeking” and other disease awareness communications by or on 
behalf of drug and device firms (draft guidance). January 2004 
[accessed 2020 Oct]. https://www.hlregulation.com/files/2015/ 
05/2004-draft-guidance-on-disease-awareness-activities.pdf 

8. Medicines and Healthcare products Regulatory Agency. Blue 
Guide, Advertising and promotion of medicines in the UK. 
Appendix 7: disease awareness campaign guidelines. Issued: 
Jul 2012; updated Nov 2020. [accessed 2020 Jul 2021]. https:// 
assets.publishing.service.gov.uk/government/uploads/system/ 
uploads/attachment_data/file/956860/Appendix_7.pdf 

9. Advertising Standards Canada. DTCI guide. 2020 [accessed 2020 
Oct]. https://adstandards.ca/wp-content/uploads/2020/02/ 
DTCIGuideEN2020.pdf 

10. Medicines Australia. Code of conduct edition: 19. 2019 [accessed 
2020 Nov]. https://www.medicinesaustralia.com.au/wp-content 
/uploads/2020/11/20200108-PUB-Edition-19-FINAL.pdf 

11. Israeli Ministry of Health, Pharmaceutical Administration. 
Guidance document #134. Disease awareness campaigns - rules 
for accessibility of information to the general public funded or 
sponsored by the MA holder or a third party. 2014 [Accessed 
2020 Nov]. https://www.health.gov.il/hozer/DR_134.pdf 

12. Shani S. Prescription drugs communication to consumers in Israel 
- a new regulatory policy balancing between advertising and access 
to information. Med Law. 2016;35:25.

13. Foundation for the Code for Pharmaceutical Advertising. Code of 
conduct for pharmaceutical advertising. 2019. [accessed 2021 
Mar]. https://www.cgr.nl/CGR.nl/media/CGR.nl/Gedragscode/ 
20190107-Dutch_CoC_Pharmaceutical_Advertising-ENG-per 
-20190701.pdf 

14. Association of the British Pharmaceutical Industry. ABPI 2021 
code of practice. 2021 [accessed 2021 Apr]. https://www.abpi.org. 
uk/our-ethics/abpi-code-of-practice/#4e363de0 

15. Schwartz LM, Woloshin S. Medical marketing in the United States, 
1997-2016. JAMA. 2019;321(1):80–96. doi:10.1001/jama.2018. 
19320.

16. Zaitsu M, Yoo B-K, Tomio J, Nakamura F, Toyokawa S, 
Kobayashi Y. Impact of a direct-to-consumer information cam-
paign on prescription patterns for overactive bladder. BMC Health 
Serv Res. 2018;18:325. doi:10.1186/s12913-018-3147-1.

17. Hall DV, Jones SC, Iverson DC. Consumer perceptions of sponsors 
of disease awareness advertising. Health Educ. 2011;111(1):5–19. 
doi:10.1108/09654281111094946.

18. Hall DV, Jones SC, Hoek J. Direct to consumer advertising versus 
disease awareness advertising: consumer perspectives from down 
under. J Public Affairs. 2011;11(1):60–69. doi:10.1002/pa.379.

19. Kravitz RL, Epstein RM, Feldman MD, Franz CE, Azari R, Wilkes MS, 
Hinton L, Franks P. Influence of patients’ requests for direct-to- 
consumer advertised antidepressants: a randomized controlled trial. 
JAMA. 2005;293(16):1995–2002. doi:10.1001/jama.293.16.1995.

20. Doran E, Henry D. Disease mongering: expanding the boundaries 
of treatable disease. Intern Med J. 2008;38(11):858–61. doi:10.1111/ 
j.1445-5994.2008.01814.x.

21. Schwartzberg E, Barnett-Itzhaki Z, Grotto I, Marom E. 
Strategies for patient empowerment through the promotion of 
medicines in Israel: regulatory framework for the pharmaceu-
tical industry. Isr J Health Policy Res. 2017;6(1):50. 
doi:10.1186/s13584-017-0175-y.

22. Mechler K, Rausch J, Mountford WK, Ries M. Disease awareness 
or subtle product placement? Orphan diseases featured in the 
television series “House, M.D.” - a cross-sectional analysis. BMC 
Med Ethics. 2020;21(1):20. doi:10.1186/s12910-020-0463-x.

23. Moynihan R, Heath I, Henry D. Selling sickness: the pharmaceu-
tical industry and disease mongering. BMJ. 2002;324 
(7342):886–91. doi:10.1136/bmj.324.7342.886.

24. Mailankody S, Prasad V. Pharmaceutical marketing for rare dis-
eases: regulating drug company promotion in an era of unprece-
dented advertisement. JAMA. 2017;317(24):2479–80. doi:10.1001/ 
jama.2017.5784.

25. Mintzes B. Disease mongering in drug promotion: do governments 
have a regulatory role? PLoS Med. 2006;3(4):e198. doi:10.1371/ 
journal.pmed.0030198.

26. Bélisle-Pipon J-C, Williams-Jones B. Preparing for the arrival of “pink 
Viagra”: strengthening Canadian direct-to-consumer information 
regulations. Can Med Assoc J. 2016;188(5):319. doi:10.1503/ 
cmaj.150705.

27. Banerjee S, Dash SK. Effectiveness of disease awareness advertising in 
emerging economy: views of health care professionals of India. J Med 
Marketing. 2013;13(4):231–41. doi:10.1177/1745790413516479.

28. The Editors. A public awareness campaign which mainly benefits 
companies. Prescrire Int. 2020;29(219):250.

29. Sneyder Bulik B. Big pharma finds a hit with disease awareness social 
media posts in 2016. Fierce Pharma. 2017 [accessed 2021 Jul]. https:// 
www.fiercepharma.com/marketing/big-pharma-social-media-savvy- 
rise-new-analysis-dishes-best-tweets-posts-and-engagement 

30. Quintanilha LF, Souza LN, Sanches D, Demarco RS, Fukutani KF. The 
impact of cancer campaigns in Brazil: a Google trends analysis. 
Ecancermedicalscience. 2019;13:963–963. doi:10.3332/ecancer. 
2019.963.

31. Hao Z, Liu M, Ge X. Evaluating the impact of health awareness 
events on Google search frequency. Preventive Med Rep. 
2019;15:100887. doi:10.1016/j.pmedr.2019.100887.

HUMAN VACCINES & IMMUNOTHERAPEUTICS e2021765-7

https://doi.org/10.3389/fpsyg.2020.575950
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf
https://doi.org/10.1007/s11673-015-9634-8
https://doi.org/10.1007/s11673-015-9634-8
https://www.canada.ca/en/health-canada/services/drugs-health-products/regulatory-requirements-advertising/policies-guidance-documents/policy-distinction-between-advertising-activities.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/regulatory-requirements-advertising/policies-guidance-documents/policy-distinction-between-advertising-activities.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/regulatory-requirements-advertising/policies-guidance-documents/policy-distinction-between-advertising-activities.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/regulatory-requirements-advertising/policies-guidance-documents/policy-distinction-between-advertising-activities.html
https://www.hlregulation.com/files/2015/05/2004-draft-guidance-on-disease-awareness-activities.pdf
https://www.hlregulation.com/files/2015/05/2004-draft-guidance-on-disease-awareness-activities.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/956860/Appendix_7.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/956860/Appendix_7.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/956860/Appendix_7.pdf
https://adstandards.ca/wp-content/uploads/2020/02/DTCIGuideEN2020.pdf
https://adstandards.ca/wp-content/uploads/2020/02/DTCIGuideEN2020.pdf
https://www.medicinesaustralia.com.au/wp-content/uploads/2020/11/20200108-PUB-Edition-19-FINAL.pdf
https://www.medicinesaustralia.com.au/wp-content/uploads/2020/11/20200108-PUB-Edition-19-FINAL.pdf
https://www.health.gov.il/hozer/DR_134.pdf
https://www.cgr.nl/CGR.nl/media/CGR.nl/Gedragscode/20190107-Dutch_CoC_Pharmaceutical_Advertising-ENG-per-20190701.pdf
https://www.cgr.nl/CGR.nl/media/CGR.nl/Gedragscode/20190107-Dutch_CoC_Pharmaceutical_Advertising-ENG-per-20190701.pdf
https://www.cgr.nl/CGR.nl/media/CGR.nl/Gedragscode/20190107-Dutch_CoC_Pharmaceutical_Advertising-ENG-per-20190701.pdf
https://www.abpi.org.uk/our-ethics/abpi-code-of-practice/#4e363de0
https://www.abpi.org.uk/our-ethics/abpi-code-of-practice/#4e363de0
https://doi.org/10.1001/jama.2018.19320
https://doi.org/10.1001/jama.2018.19320
https://doi.org/10.1186/s12913-018-3147-1
https://doi.org/10.1108/09654281111094946
https://doi.org/10.1002/pa.379
https://doi.org/10.1001/jama.293.16.1995
https://doi.org/10.1111/j.1445-5994.2008.01814.x
https://doi.org/10.1111/j.1445-5994.2008.01814.x
https://doi.org/10.1186/s13584-017-0175-y
https://doi.org/10.1186/s12910-020-0463-x
https://doi.org/10.1136/bmj.324.7342.886
https://doi.org/10.1001/jama.2017.5784
https://doi.org/10.1001/jama.2017.5784
https://doi.org/10.1371/journal.pmed.0030198
https://doi.org/10.1371/journal.pmed.0030198
https://doi.org/10.1503/cmaj.150705
https://doi.org/10.1503/cmaj.150705
https://doi.org/10.1177/1745790413516479
https://www.fiercepharma.com/marketing/big-pharma-social-media-savvy-rise-new-analysis-dishes-best-tweets-posts-and-engagement
https://www.fiercepharma.com/marketing/big-pharma-social-media-savvy-rise-new-analysis-dishes-best-tweets-posts-and-engagement
https://www.fiercepharma.com/marketing/big-pharma-social-media-savvy-rise-new-analysis-dishes-best-tweets-posts-and-engagement
https://doi.org/10.3332/ecancer.2019.963
https://doi.org/10.3332/ecancer.2019.963
https://doi.org/10.1016/j.pmedr.2019.100887

	Abstract
	Introduction
	Regulatory framework and guidelines
	Benefits and risks
	Recommendations for vaccination awareness campaigns
	Clarity of intent
	Recommendations

	Appropriate content
	Recommendations

	Use of persuasion
	Recommendations

	Stakeholder engagement
	Recommendations

	Transparency on sponsorship
	Recommendations

	Collaborations with not-for-profit organizations (NPO)
	Recommendation

	Measurement of success
	Recommendations


	Conclusions
	Acknowledgments
	Disclosure statement
	Funding
	ORCID
	Contributors and sources
	References

