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ABSTRACT
The aim of our study was to assess the attitudes and perceptions of medical practitioners towards adverse
drug reaction (ADR) reporting and factors that influence the reporting of ADR. A suitable selfadministered survey questionnaire was designed and randomly circulated to 32 doctors in two different
hospitals.
Of the 32 survey questionnaires circulated, 27 filled questionnaires were returned giving overall response
rate of 84.37 %. Our survey results revealed that 88% of the responders were aware of existence of ADR
reporting and monitoring system in India and 23% of them had repor ted suspected ADR to any of
the pharmacovigilance centre located in India. If the ADR reporting and monitoring system is implemented,
it has been found to be useful by 72% of responders, and 95% of the responders opined that the ADR
reporting and monitoring system had been benefiting the patient. 92% responders told that pharmacist
assistance in detection, reporting and management of ADR is usefull. Main factors that discouraged ADR
reporting were Time consuming, tedious, mild reactions and absence of fees. Imparting knowledge and
awareness of ADR reporting among medical practitioners would bring the reporting culture among medical
practitioners and increase the reporting rates of ADR. Pharmacists have a greater role to play in the area of
pharmacovigilance.
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INTRODUCTION

Adverse drug r e a c t i o n s (ADRs) ar e global
pr ob lems of major concern. They affect both
children and adults with varying magnitudes,
causing both morbidity and mortality

1-4.

In

addition to the human costs, ADRs have a
major impact on public health by imposing a
society

and

care systems

economic
the
5,6.

burden on

the

already- stretched healthPost ma r ket ing surveillance

of drugs is very important in analyzing and managing

the r i s k s

associated w i t h

drugs

once

they a r e available for the use of the

general population. Spontane- ous reporting has
contributed

significantly

pharmacovigilance.

The

to

successful

contribution of

health professionals, in this regard, to ADRs
databases is enormously significant and has
encouraged ongoing ascertainment of the
benefit-risk ratio of some drugs

7,8

as well as

contributed to signal detection of unsuspected
and

unusual ADRs previously

undetected

during the initial evaluation of a drug

9,10.

In

spite of these benefits, under-reporting remains
a ma j or draw-back
rep orting

10, 11.

of s p o n t a n e o u s

It is estimated that only 6–

10% of all ADRs are reported
r a t e of under-reporting

12, 13

. This high

can delay signal

detection and consequently impart negatively
on the public health.

under-reporting among health
These factors

professionals.

have been broadly classified

as personal and professional characteristics of
health careers, and their knowledge and
attitudes to reporting
summarized

11.

these factors

Inman
as the

14

has

'seven

deadly sins'. His description of the 'sins'
include: attitudes relating to professional
activities

(financial incentives: rewards

for

reporting; legal aspects: fear of litigation

or

enquiry into prescribing costs; and ambition
to compile or publish a personal case series)
and problems associated with
knowledge and
belief

that

ADR-related

attitudes (complacency: the

very serious ADRs are well

documented by the time a drug is marketed;
diffidence: the belief that reporting an ADR
would

only be done if there was certainty

that it was related to the use of a particular
drug; indifference: the belief that the single
case an individual doctor might observe could
not contribute to medical knowledge; and
ignorance: the believe that it is only necessary
to report serious or unexpected ADRs), and
excuses made by professionals (lethargy: the
procrastination

and

disinterestedness

in

reporting or lack of time to find a report
card and other excuses). Lopez-Gonzalez et
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considerable

Many factor s a r e associated with A D R s

Page

1.0

al

11,

in their review of determinants of

ADRs under-reporting from
perspective, have shown

that

the

global

three of the

seven 'sins'

proposed by Inman that

associated

with

professional

seem

to

(the

was

self-

administered

designed

and

survey

randomly

hospitals. The study questionnaire was designed

to
less

Insecurity

a medicine is

responsible for a particular ADR) is another
factor associated with under-reporting

11

but

was not proposed by Inman. It t her ef or e
appears that f a c t o r s t h a t promote underreporting may vary from one country to
another.
2.0

questionnaire

piloted

circulated to medical practitioners of all two

belief that it is nearly impossible to

determine whether or not

suitable

activity

contribute

significantly to under-reporting.

A

Survey questionnaire

are

(financial incentives, fear and ambition
publish)

2.3

to assess the attitude and perception of medical
practitioners

towards

adverse

drug

reaction

reporting. Few changes in the order and phrasing of
the questions were made after discussion with
fellow clinical pharmacists and few physicians.
The

final

questionnaire were designed for

specifically to answer the awareness about ADR
repor- ting

and

monitoring

system,

its

operational

procedure, its usefulness, their

reporting culture and also to know whether the
system needs any further modification and or
improvement. In order to preclude any potential

METHODS

bias the disclosure of name of the responder was made
Study setting

optional. All participants were briefed about the

This is a questionnaire based study and it was conducted
at two different hospitals. The study centers
Muzaffarnagar

medical

Hospital

and

S.D.medical hospital located in North India. This
questionnaire survey was conducted during March
2010.
2.2

of their respective hospital. All participants also
were provided with sufficient time of 15 days to fill
the pages of questionnaire.
2.4

belonged

to

Analysis

The survey questionnaire was analyzed question wise

Survey recipients

The survey questionnaire was administered to 32
doctors

filled questionnaire to the identified nursing station

different

practicing across two major hospitals.

specialties

and their percentage value was calculated. In the
analysis of all questions total number of responders
to questionnaire survey was considered rather total
number of responders to each question.
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included

purpose of the study and asked to submit the

Page

2.1

3.0

RESULT

Our survey results revealed that 88% of the

Of the 32 survey questionnaires circulated, 27
filled questionnaires were returned giving overall
response rate of 84.37 percent. The response rate
from each study site was

responders were aware of existence of ADR
reporting and monitoring system in India and 23%
of them had
any

of

repor ted suspected ADR

to

the pharmacovigilance centre located

in India.

80% and 91.6% for Muzaffarnagar medical and S.D.
medical Hospital respectively.

Table1: Attitude and perception of doctors towards the reporting.
QUESTIONS

PERCENTAGES

Are you aware existence of adverse drug reactions (ADRs) reporting and

YES

NO

88

12

23

77

31
72

69
28

95

05

92

08

monitoring system (National pharmacovigilence centre) in India?
Have you reported any suspected adverse drug reaction to any of the
reporting and monitoring centers?
Has this system created an awareness of ADR reporting in you?
If the ADR reporting and monitoring system in your hospital, it is useful
for your practice?
Do you think that ADR reporting and monitoring system would benefit the
patient?
Is pharmacist’s assistance in detection, reporting and management of
adverse drug reaction usefull?

awareness in 31% of the responders. If the ADR

benefiting the patient. 92% responders told that

reporting and monitoring system is implemented, it

pharmacist assistance in detection, reporting and

has been found to be useful by 72% of responders,

management of ADR is usefull. The details of

and 95% of the responders opined that the ADR

attitudes and perceptions of doctors towards ADR
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reporting and monitoring system

Page

ADR reporting and monitoring system had created

reporting are summarized in Table-1.
Those factors t h a t

respondents from reporting ADRs are listed in

would discourage

Table 2.

the

Table 2: Factors that discouraged doctors from reporting an ADR
FACTORS INFLUENCED

PERCENTAGE RESPONDERS
(n=12)

1. Time consuming

32

2. Tedious process

18

3. Well known reactions

42

4. Mild adverse effect

08

5. The absence of fees of reporting

05

6. Concern that report will generate an extra work.

12

7. Fear of negative impact.

16

Absence of fees

Mild adverse effect

Extra work

Fear of negetive impact

Tedious process

Time consuming

Well known reaction
0
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Fig1: Factors that discouraged doctors from reporting an ADR

Some of the suggestions provided by the survey
participants are presented in Table-3.

Table3: Common suggestions provided by the responders.
IMPORTANT SUGGESIONS

1. Continue the same system

21

2. Need more feedback on reported reactions

56

3. Educate the nursing stuff.

24

4. Discuss the rare ADRs in monthly meeting.

38

5. Provide information of ADRs to newer drugs

62

6. Bring out monthly and quarterly bulletin on ADRs

16

DISCUSSION

significant number of the respondents were

This study has shown inadequate knowledge
of doctors about reporting and monitoring the
ADRs. Perhaps, the undergraduate training in
pharmacovigilance

and

perceptions may be either

medicine

risk

insufficient or

improperly delivered to prepare the doctors for
the task of ADR monitoring and reporting in
their future career.

18

Lack of

knowledge of where ADRs should be reported
would

automatically

therefore, awareness

affect

reporting,

programmes; through

publicity, would appear necessary to improve
ADR reporting in N or t h India.

15-17

and it is recommended

but not recognized by the

respondents. This is reflected in their low
percentages that considered individuals and
physiotherapists qualified to r ep or t ADRs. A

influence reporting by the respondents with
those

reported by Lopez- Gonzalez et al

11

,

the results were similar. Our study has shown
that, like most countries around the world,
ignorance (not feeling the need to report well
recognized reaction),

diffidence (concern

that the ADR report

may be wrong) and

indifference (lack of time to fill in a report
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professionals and individuals is practiced in
by the NPC

pharmacovigilance centre in India.

When we compared the factors that may

Spontaneous ADR reporting by other health
many countries

not aware of the existence of a national

Page

4.0

PERCENTAGE
RESPONDERS
(n=23)

and a single unreported case may not affect

only improving knowledge and awareness of ADR

ADR database) (Table 2) would significantly

reporting can increase the reporting rates but also

influence ADR-reporting among the doctors

the convenient ADR reporting system. In addition,

working

doctors felt that providing more information to

a hospital of North India.
fear,

incentives and b u r e a u c r a c y

financial

involved i n

them on reported ADRs may assist them in better
management

of

patient.

Providing

assistance

filling in the ADR reporting form would have a

therefore may likely to encourage doctors to report

little influence on the respondents to report

more often than ever.

ADRs. Therefore

ADR under-reporting in

North India appears to be associated more
with knowledge gaps and
doctors rather

than

attitudes of the

with personal and

professional characteristics

reported

in

other studies.

In our survey, majority (95%) of responders not
only reported that ADR reporting and monitoring
system is benefiting the patients but also
opined (92%) that pharmacist’s involvement in the
detection, reporting, monitoring and management
of adverse drug reactions is very useful. This

It was also evident from our study that

suggests that trained and skilled pharmacists

medical practitioners are in need of information in

could be of value to medical practitioners in

managing ADRs especially information on ADRs

detecting, reporting and managing ADRs.

to newer drugs. We observed that medical
practitioners of our study sites were enthusiastic and
encouraging as considerable number of responders
of questionnaire survey expressed that they were in
need of more feedback either in terms of discussing
on ADRs during monthly academic meeting and
publishing bulletin on ADRs. Few of the responders
suggested that pharmacists should educate nursing
staff in reporting and managing ADRs. Doctors
opined that adopting the ADR reporting system
which is simple to operate, monitoring the newer
drugs, creating wider publicity among medical staff

The major limitation of our study is that the study
findings could not be applied to the wider medical
community as the study was restricted to physicians
practicing in hospital setup

Therefore

we

recommend that several studies of similar kind
especially in community setup scattered throughout
the nation need to be conducted to know the
attitudes of community doctors

and

other

healthcare professionals towards ADR reporting
so as to develop strategies to improve the ADR
reporting system in India.

and pharmacists involvement would enhance ADR

Our study strongly suggests that there is greater

reporting rates. Several studies have shown that not

need to create awareness and to promote the
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complacency,

Page

However,

in

reporting of ADR among healthcare professionals

2. Pirmohamed M, James
Green

influence in bringing reporting culture among

drug reactions as cause of admission to

healthcare professionals and may improve the

hospital: prospective analysis of 18 820

reporting rates of ADR

patients.

Pharmacists,

as

doctors

our

al.: Adverse

Br Med J 2004, 329:15-19.

3. Oshikoya KA: Adverse drug reaction in

involvement may increase the reporting rate, have

children: types, incidence and risk factors.

a

Nig J Paediatr 2006, 33:29-35.

play in

that

AK, et

their

greater role to

opined

country.

Scott

Meakin S,

of the country. Only such approach can greatly

in

C,

S,

the

area of

pharmacovigilance.

4.

5.0

CONCLUSION

There

are gaps

Ferrer JM, Rubio E, Morales-Olivas FJ: A
prospective study of adverse drug reactions in

between

hospitalized children. Br J Clin Pharmacol

knowledge and

1999, 47:681-688.

ADRs reporting among doctors working in a
hospital in North India. These gaps need to
be

filled

by

Martinez-Mir I, Garcia-Lopez M, Palop V,

improved

training

5.

Ayani I, Aguirre C, Gutierrez G, Madariaga
A,

in

Rodríguez-Sasiaín

JM,Martínez-

p har ma covigila nc e and risk perceptions of

Bengoechea MJ: A cost analysis of suspected

drugs. It may take the doctors some time

adverse

to fully accept ADR reporting as a role if

emergency ward.

continuous medical

Saf 1999, 8:529-534.

and

awareness

scheme are not

on

education, reminders
the

ADR

reporting

6.

Attitudinal and cultural

changes,

necessary

for

a

long

in

a

hospital

Pharmacoepidemiol Drug

reactions

leading

to

Am J Health Syst Pharm

2003, 60:253-259.

ADR reporting is seen as an integral part
very

drug

hospitalization.

whereby

of the clinical activities of the doctors, are

reactions

WK, Pantaleo N: Evaluation of outpatient
adverse

instituted in the hospital.

drug

7.

Edwards

I,

Olsson

S:

WHO:

global

monitoring. In Pharmacovigilance Edited by:

term

Mann RD, Andrew E. Chichester: John Wiley

improvement of ADR reporting.

& Sons; 2002:169-182.
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