
Research

MJA 199 (684

Jane Robertson
BPharm, MMedSc, PhD,

Senior Lecturer

David A Newby
BPharm, GradDipEpi, PhD,

Associate Professor

Clinical Pharmacology,
School of Medicine
and Public Health,

University of Newcastle,
Newcastle, NSW.

jane.robertson@
newcastle.edu.au

MJA 2013; 199: 684–686
doi: 10.5694/mja13.10069
Low awareness of adverse drug reaction 
reporting systems: a consumer survey
The Medical Journal of Australia ISSN: 0025-
729X 18 November 2013 199 10 684-686
©The Medical Journal of Australia 2013
www.mja.com.au
Research

ness of consumer reporting sys
we aimed to assess the know
and practices of a representative
ple of the public regarding 
reporting.

Methods
10) · 18 November 2013
Objective: To determine levels of public awareness of consumer adverse drug 
reaction (ADR) reporting systems in Australia.

Design, setting and participants: Cross-sectional study conducted in 2012 of 
residents of the Hunter Valley region of New South Wales, who participated in a 
computer-assisted telephone interview (CATI), and a national sample, who 
completed an online Pureprofile survey.

Main outcome measures: Proportion of respondents experiencing ADRs; the 
type of medicine involved; whether participants reported the adverse event and 
to whom; awareness and use of existing consumer ADR reporting mechanisms.

Results: There were 2484 CATI respondents and 2497 Pureprofile respondents. 
Side effects with medicines were very common (46.3% of respondents), most 
relating to prescription medicines (88.4%). Among respondents who had 
experienced a side effect, 84.6% reported the event to a health care 
professional, most often a general practitioner. Awareness of consumer ADR 
reporting schemes was low (10.4%). Of 217 respondents who had experienced a 
side effect and were aware of consumer reporting schemes, 46 (21.2%) had 
reported an ADR using one of these schemes.

Conclusions: Consumers can contribute to our understanding of medicines 
safety, but there is low awareness of available reporting systems. Some 
consumers aware of ADR self-reporting systems appear prepared to use them, 
but promotion of and education on how to use reporting systems are required. 
Significant resources may be needed to support an enhanced consumer reporting 
scheme.
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A.
erse drug reactions (ADRs)

 a concern to patients, doc-
s and the Australian health
, with high rates of medi-

cation misadventure,1 adverse events
in general practice patients,2 and hos-
pitalisations.3 There are limited data
on the long-term safety of newly mar-
keted medicines and their use in
patient groups not included in early
clinical trials.

Most reporting of ADRs to the Ther-
apeutic Goods Administration (TGA)
is done by health professionals (doc-
tors and pharmacists), hospitals and
pharmaceutical companies, through
mandatory reporting obligations. Con-
sumers have been able to directly
report possible ADRs to the TGA since
1964. Since 1990, there have been
fewer than 7000 consumer ADR
reports; 4190 of 74 036 reports (5.7%)
between 2003 and 2009 were made by
consumers, including a surge in 2009
(1307/13298 [9.8%]) associated with
the pandemic H1N1 influenza vacci-
nation.4 Consumer reporting rates fell
to 3% in 2011.5 It is unclear if these
rates are low because patients are
unaware of ADRs or unaware of the
processes by which reports can be
made. Patients may prefer to report
their suspicions of an ADR to state
health departments (for vaccines) or a
health professional, expecting that the
doctor or pharmacist will report it to
the relevant authority.

Recommendation 19 of a 2011
review of the transparency of the TGA
requires the TGA to “more effectively
facilitate the recognition and report-
ing of adverse events by health practi-
tioners and consumers, and promote
the adverse event reporting system”.6

With few data on the level of aware-
tems,
ledge
 sam-
ADR

We collected data in two ways: a com-
puter-assisted telephone interview

(CATI) conducted by the Hunter Valley
Research Foundation (HVRF; http://
hvrf.com.au), and an online survey
using a Pureprofile research panel
(http://www.pureprofile.com/au).

The HVRF conducts regular CATI
wellbeing surveys in the Hunter,
Upper Hunter and Central Coast
regions of New South Wales, and
researchers can add questions to
these multipurpose surveys. Landline
telephone numbers are selected from
the electronic White Pages. Random
selection is used for both the tele-
phone numbers and the household
participant (substitutions are not per-
mitted). Informed verbal consent is
obtained from participants. The inter-
views were conducted during Sep-
tember and October 2012.

Pureprofile provides access to an
online panel of 80 000 Australian
account holders (aged � 18 years)
who provide detailed profile informa-
tion on registration. The online survey
was conducted in October 2012 using
SurveyMonkey. Participants had to
read an information sheet before
accessing the survey questions, and
completion of the survey was taken as
consent to participate. Quota sam-
pling was used to ensure equal partic-

ipation of men and women across 10-
year age bands and in proportion to
population by state.

Following a similar study in the
United Kingdom,7 respondents were
asked if they had ever had side effects
from a medicine, the type of medicine
involved, whether they informed a
health professional, reasons for not
reporting the side effect, awareness of
consumer reporting schemes (and
which ones) and whether they had
used this mechanism for reporting.
Demographic data were also col-
lected from respondents. The data are
summarised here using descriptive
statistics.

The study was approved by the
University of Newcastle Human
Research Ethics Committee (H-2012-
0210).

Results

Of 3520 eligible household contacts,
2484 telephone interviews were com-
pleted (response rate, 70.6%). There
were 2497 completed surveys from
the Pureprofile research panel. While
the quota sampling used for the Pure-
profile survey ensured similar propor-
tions of respondents by sex, the CATI
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All (n = 4981)

2211 (44.4%)

2697 (54.1%)

632 (12.7%)

687 (13.8%)

830 (16.7%)

914 (18.3%)

1006 (20.2%)

830 (16.7%)

1643 (33.0%)

864 (17.3%)

1468 (29.5%)

782 (15.7%)

1833 (36.8%)

1770 (35.5%)

1279 (25.7%)

◆

respondents were more likely to be
female (59.6%) (Box 1) . CATI
respondents were also generally older
than Pureprofile respondents (52.5%
v 21.3% aged � 60 years) and often
reported pensioner retired status
(41.6%). More Pureprofile than CATI
respondents reported having a uni-
versity-level education (33.2% v
18.1%).

Responses from the two groups
combined indicated that side effects
of medicines were very common
(46.3% of respondents) (Box 2), with
most relating to prescription medi-
cines (88.4%). Among respondents
who had experienced a side effect,
84.6% reported the event to a health
care professional, most often a gen-
eral practitioner. The most common
reasons for respondents not report-
ing it were that they had stopped
using the medicine, the side effect
was not serious enough, or they had
expected it.

Among the whole study group,
awareness of consumer reporting
schemes was low (10.4%). However,
of 217 respondents who had experi-
enced a side effect and were aware of
consumer reporting schemes, 46
(21.2%) had reported it using one of
these schemes.

Discussion

This study found that many consum-
ers experience medicine-related side
effects, and most report these to a
health professional. Few episodes
result in a consumer ADR report, pos-
sibly relating in part to low awareness
of reporting mechanisms. Compared
with a similar UK study, more Aus-
tralian consumers reported ever hav-
ing side effects (46.3% v 23.5%), while
similar proportions reported the event
to a health professional (84.6% v
85.5%).7 Awareness of the UK’s Yel-
low Card Scheme for reporting was
also low: 172 of 2028 respondents
(8.5%) were aware of the scheme, and
only three had used it.7

The Adverse Medicine Events Line
is a telephone reporting service that
was introduced in Australia in 2003
to allow consumers to report sus-
pected ADRs to the TGA and receive
advice about side effects. Analysis of
the use of this service demonstrated
that consumers can identify potential

medication risk, report novel adverse
reactions to prescription and comple-
mentary medicines, and identify seri-
ous reactions and drug-induced
hospitalisations not reported by
health professionals.8 A UK study has
found that, compared with reports
made by health care professionals,
patient ADR reports tend to be
longer, contain more suspected
ADRs, and refer to more than one
suspected drug.9 Health care profes-
sionals were more likely to refer to
hospitalisation and life-threatening
events, whereas consumers reported
events that affected everyday activi-
ties, referred to symptoms and
stressed their severity, and high-
lighted the emotional and social
impact on their lives. The World
Health Organization is promoting
the role of the consumer in sponta-
neous ADR reporting as an adjunct to
existing pharmacovigilance strategies
and has developed guidance for
establishing effective consumer
reporting systems.10

This interest in consumer ADR
reporting comes at a time of relative
decline in reporting by health care
professionals. Of about 14 400 reports
received by the TGA in 2011, only 7%
were submitted by GPs,5 compared
with 28% of the 10 981 reports
received in 2003.11 Between 2003 and

2011, the proportion of ADR reports
received from pharmaceutical compa-
nies increased from 28% to 52%.4,5 A
similar decline in GP ADR reporting
has also occurred in the UK.12

There are likely multiple reasons for
the decline in GP reporting. While
medical specialty has been identified
as a key influence on underreporting
of ADRs by physicians, other influ-
encing factors include ignorance
about what should be reported; diffi-
dence (fear of appearing ridiculous for
reporting suspected ADRs); lethargy
(procrastination and lack of interest or
time to report); indifference (a belief
that reporting would make little con-
tribution to medical knowledge) and
insecurity (lack of certainty of the
drug causing the ADR).13 The Royal
Australasian College of Physicians has
recently suggested Australian doctors
should receive payment for complet-
ing ADR reports.14

For consumers, it seems that lack of
awareness of the reporting mecha-
nisms is a major limiting factor. If the
TGA is to facilitate and promote
adverse event reporting by consum-
ers, education is the first step. This
could include posters in pharmacies,
education in schools and community
organisations, media promotion, and
encouragement from health profes-
sionals. Reporting methods also need

1 Characteristics of respondents, by survey group*

CATI (n = 2484) Pureprofile (n = 2497)

Sex

Men 1003 (40.4%) 1208 (48.4%)

Women 1481 (59.6%) 1216 (48.7%)

Age

18–29 years 119 (4.8%) 513 (20.5%)

30–39 years 203 (8.2%) 484 (19.4%)

40–49 years 332 (13.4%) 498 (19.9%)

50–59 years 527 (21.2%) 387 (15.5%)

60–69 years 623 (25.1%) 383 (15.3%)

� 70 years 680 (27.4%) 150 (6.0%)

Work status

Full-time 637 (25.6%) 1006 (40.3%)

Part-time 403 (16.2%) 461 (18.5%)

Pensioner retired 1034 (41.6%) 434 (17.4%)

Other 254 (10.2%) 528 (21.1%)

Highest qualification

No post-school 1011 (40.7%) 822 (32.9%)

Certificate or diploma 1022 (41.1%) 748 (30.0%)

University 449 (18.1%) 830 (33.2%)

CATI = computer-assisted telephone survey. * Cells do not always total 100% due to missing responses. 
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2 Participant responses on survey assessing public awareness of 
consumer adverse drug reaction reporting systems

Survey question % (respondents)*

Have you ever had side effects from any medicine? n = 4910

Yes 46.3% (2275)

No 49.4% (2427)

Don’t know 4.2% (208)

The last time you had a side effect, where did you obtain 
the medicine?

n = 1917

I got it at a pharmacy with a prescription 88.4% (1695)

I purchased it over-the-counter at the pharmacy 5.8% (111)

I purchased it at a supermarket or other shop 0.5% (9)

It is a herbal or complementary medicine 0.5% (9)

Don’t know/can’t remember/other 4.9% (93)

Did you tell your GP or other health care professional 
about the side effect?

n = 2268

Yes 84.6% (1918)

No 14.6% (330)

Don’t know 0.9% (20)

Who did you tell?† n = 1918

General practitioner 89.4% (1714)

Specialist 27.2% (522)

Pharmacist 20.4% (391)

Practice nurse 8.3% (160)

State health department 1.3% (25)

Other 5.8% (111)

Why didn’t you tell anyone about the side effect?† n = 330

The side effect was not serious enough 46.4% (153)

I stopped using the medicine 31.8% (105)

I was expecting the side effect 24.8% (82)

I didn’t want to bother anyone. It was unnecessary 16.4% (54)

I didn’t realise the side effect was due to the medicine 7.3% (24)

I am a GP or health care professional 1.8% (6)

Don’t know 1.5% (5)

Other (including being embarrassed, abroad, didn’t 
read instructions)

20.9% (69)

Are you aware of any reporting schemes for consumers 
for adverse drug effects and adverse reactions?

n = 4981

Yes 10.4% (520)

No 87.5% (4360)

Don’t know 2.0% (101)

What schemes are you aware of?† n = 520

Reporting to the government (Therapeutic Goods 
Administration)

27.9% (145)

Reporting to a state health department 24.6% (128)

Reporting to a telephone hotline at a hospital 21.3% (111)

Reporting to a telephone hotline at the National 
Prescribing Service

16.3% (85)

Other 4.2% (22)

The last time you had a side effect, did you report it 
yourself using a consumer reporting scheme?

n = 217

Yes 21.2% (46)

No 75.6% (164)

Don’t know 3.2% (7)

How did you report it to the authorities?† n = 46

Telephoned them 63.0% (29)

Email or online 47.8% (22)

Wrote a letter 26.1% (12)

Spoke to someone in person 0

* Denominators vary due to missing responses and conditional questions. Cells do 
not always total 100% due to rounding. † Multiple answers allowed. ◆
to be easy to access and use. Possi-
bilities include a smartphone
application that is part of a medi-
cation management system.

However, greater participation
in ADR reporting by consumers
presents challenges. The TGA
would need to be adequately
resourced to respond to a larger
number of consumer reports, to
interpret the information pro-
vided, and to provide feedback or
a c k n o w l e d g e m e n t  t o  th e
reporter. There is limited evi-
dence from other jurisdictions to
establish the value of such sys-
tems. A system allowing focused
follow-up of patients with newly
prescribed medicines has been
used in Canada to enhance
detection of ADRs.15 At both 3
days and 2 weeks after starting a
new medicine, the system gener-
ated a phone call to the patient.
Using interactive voice response
technology, patients were asked
four questions about possible
medicine problems and offered
the opportunity to speak to a
pharmacist. This approach differs
from other prescription event
monitoring systems16 by proac-
tively engaging consumers in
their medicine management.

The use of two different data
sources for our study overcame
the potential representativeness
problems of older, more often
female respondents in CATI sur-
veys, and younger respondents in
online surveys. Key advantages of
the online survey were the lower
cost, high response rate and rapid
completion of the survey. Despite
some demographic differences
between the two groups, aware-
ness and use of consumer ADR
reporting mechanisms were low
in each (data not shown).

Consumers can contribute to our
understanding of medicines safety,
and we found that some consum-
ers who are aware of self-reporting
systems appear prepared to use
them. First, consumers need to
know that they can report, and
then how to do so.
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