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of surveying among the UG and PG students is to check the practices

regarding reporting of ADRs in the hospital and their knowledge about

Dr. Masheer A. Khan the field of pharmacovigilance. To check the points for the analysis we
School of Pharmacy, Devi made a questionnaire consisting of general questions regarding the
Ahilya Vishwavidyalaya, same which includes, the basic knowledge about pharmacovigilance,

Takshshila Campus,

the ADR reporting system in India, whether they dealt with an ADR

Khandwa Road, Indore,

India.

case ever, have they ever gone through the types of ADR reporting

forms available for Doctors, patients, consumers etc., to know about
the condition of ADR reporting in the hospitals. We have tried to get the knowledge about the
conveniences they have and they need in reporting an Adverse Drug Reaction as there is low
ADR reporting in India. We tried to know in which fields of Pharamacovigilance more
attention should be given. Awareness about WHO's online database "Vigibase™ has been
checked. According to the survey's results we have elaborated and organized our project by
underlying the methods of Pharamacovigilance, mandatory points of the field and measures

which can increment the awareness of ADR and Pharamacovigilance.
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INTRODUCTION
WHO defines pharmacovigilance as “the science and activities relating to the detection,
assessment, understanding and prevention of adverse effects or any other medicine-related

problem.”[l]

The goals of PV are to bolster patient safety concerning medicine use by providing a system

to collect, assess, and distribute drug safety data. PV activities involve monitoring approved

drugs and investigational medicinal products (IMPs) to:

« Identify previously unknown adverse effects

» Recognize changes in the frequency or severity of known adverse effects

» Assess a drugs risk/benefit to determine if action is required to improve safety

« Ensure the accuracy of information communicated to healthcare professionals and
patients, and to ensure information contained in patient information leaflets (PILS) is up
to date.™

Basic steps in pharmacovigilance include

» Safety Data Management

 Signal Detection

 Signal evaluation & making decision in regard to safety issue
« Actions, Including regulatory to public health

- Providing information to all concerned partied & stakeholders.?

WHO’s definition of adverse drug reaction which has been in use for about 30years is “a
response to a drug that is noxious and unintended and occur at doses normally used ina man
for prophylaxis, diagnosis or therapy of a disease or for modification of physiologic function.

Adverse drug reaction can be further classified into six categories.

An adverse drug event is an injury resulting from medical intervention related to a drug. This

includes medication errors, adverse drug reaction, allergic reaction & overdoses.!”

The terms adverse drug reaction & adverse drug event are interchangeable, except that an
adverse effect is seen from the point of view of the drug and adverse drug reaction is seen

from point of view of patient.
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Objectives Pharmacovigilance are to:

e Improve patient care and safety in relation to the use of medicines and all medical &
paramedical interventions;

e Improve public health and safety in relation to the use of medicines;

e Detect problems related to the use of medicines and communicate the findings in a timely
manner;

e Contribute to the assessment of benefit, harm, effectiveness and risk of medicines,
leading to the prevention of harm and maximization of benefit;

e encourage the safe, rational and more effective (including cost-effective) use of
medicines, and

e Promote understanding, education and clinical training in pharmacovigilance and its

effective communication to the public.®

Scope: - Pharmacovigilance involves activities related to understanding assessment, detection
& prevention of adverse effects or any other drug related problems Pharmacovigilance is a
continuous process accepted for safety evaluation accompanied by steps to improve safe
usage of medicines. Pharmacovigilance is a science important to reverse most of the adverse
effects by modifying the dose or omitting the offending drug. Pharmacovigilance knowledge
on safety of drugs is obtained from clinical usage practiced daily involving patients, health
professionals, regulatory authorities and pharmaceutical companies. Pharmacovigilance in

companies is characterized in monitoring safety of the drug post launch.!®!

Pharmacovigilance Programme of India (PvPi): The Central Drugs Standard Control
Organization (CDSCO), New Delhi under the aegis of Ministry of Health & Family Welfare,
Government of India has initiated a nationwide pharmacovigilance programme in July 2010,
with All India Institute Of Medical Sciences, New Delhi as National Coordination Center
(NCC) for monitoring Adverse Drug Reaction in the country to safe guard public health. In
the year 2010, 22 ADR monitoring centers (AMC) including AIIMS, New Delhi has been
setup under this program. To ensure implementation of this program in a more effective way,
the National Coordination Center was shifted from AIIMS New Delhi to Indian

Pharmacopoeia Commission, Ghaziabad Uttar Pradesh on 15" April 2011.
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METHOD

The pharmacovigilance method can be categorized as Passive surveillance, Stimulated
reporting, Active surveillance, Comparative observational studies, Targeted clinical
investigation, Descriptive studies. Passive Surveillance is of two type Spontaneous Reporting
& Case Series whereas Active Surveillance is of three types Sentinel Sites, Drug event
Monitoring, Registries. Comparative Observational Studies can be further divided as Cross
Sectional Studies & Cohort Study.™??

Project Study

The survey was conducted with a prospective to know the awareness about adverse drug
reporting & pharmacovigilance practices among undergraduate interns and postgraduate
students. The study was conducted under the guidance of Dr. Masheer Ahmed Khan, Lecturer
at School Of Pharmacy, Devi Ahilya Vishwavidyalaya Indore [M.P]. Participants were taken

from various medical colleges across the country and their Identity was kept confidential.

Material

Study Centre

The study was conducted at Devi Ahilya Vishwavidyalaya, Indore, M.P. which is an
educational Centre with comprehensive facilities for education, research and the institute

provides full time postgraduate and doctoral courses in pharmacy.

Study design
A cohort study was carried out to determine awareness on ADR reporting system among

medical students.

Study duration
This study was conducted for a period of 3 months (March 2020 - June 2020).

Study population
The survey questionnaire was distributed to 140 medical students.

Study tools
A questionnaire was developed after extensive review of literature, discussion with mentors

and colleagues. The final questionnaire consisted of 15 questions.
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The content validity and reliability of the questionnaire were measured prior to using the
questionnaire. The survey questionnaire was analyzed and percentage of response was

calculated.

Distribution and collection of data
The questionnaire was distributed online using Google form. Before filling up the
questionnaire, the objectives of the study and the contents of the questionnaire were briefed.

The respondents were asked to answer and submit the questionnaire.

DISCUSSION
The study was conducted to know the awareness about Adverse Drug Reaction and

Pharmacovigilance practices among medical interns and post graduate students.

In this study, there were a total of 140 participants out of which 67.4% were undergraduate
interns and 32.6% were post graduate students. The survey was conducted online through the
medium of Google Forms. Participants were taken from various medical colleges across the
country. There were 62.5% male candidate and 37.5% female candidate.

@® Male
@ Female

The findings from our study indicate that
About 96.5% candidates were aware about the term Pharmacovigilance while the rest were

not.

® Yes
® No
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77.1% were aware about the National Pharmacovigilance Program of India and 22.9%

candidates were not aware.

@ Yes
® No

88.9% were aware about the Adverse Drug Reporting system and 11.1% were not aware.

® Ves
® No

65.3% were aware about the WHO’s online database for reporting adverse drug reaction

(Vigibase) and 34.7% were not aware.

@ Yes
® No

58.3% have experienced an Adverse Drug Reaction in their career while 41.7% have not.
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® Yes
® No

Among these 34.7% have reported an adverse drug reaction and 65.3% have not

@ Ves
®No

41.7% have seen an adverse drug reaction reporting form and 58.3% have not.

@ Yes
® No

When asked about the convenient method to report an Adverse Drug Reaction over 91%
agreed for the online option while the rest chose drop box, by post & others.
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@ Online
@ Drop Box
@ By Post
@ Other

Over 96.5% candidate felt that there is a need to increase awareness about Adverse Drug

Reaction reporting in India.

® Yes
@® No

When asked about the concerned organization to report an adverse drug reaction 58.3% of the
total believes it to be WHO, 24.3% say National Coordination Center & 17.4% say the

Manufacturing Company.

@ Manufacturing
Company

@ World Heath
Organisation (WHO)

@ National
Coordination Centre
(Nce)

Over 77.1% think the reason behind low Adverse Drug Reaction reporting is unawareness,
13.95% say its difficult identification of an Adverse Drug Reaction & 7.6% find it time

consuming.
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@ Time Consuming
@ Less Important
@ Unawarness

@ Difficult
identification of
Adverse Drug

w Reaction (ADR)

Among these 97.2% agreed to report an Adverse Drug Reaction if a convenient method was

provided.

@ Yes
® No

82.6% candidate have an Adverse Drug Reaction reporting system present at the hospital
while 17.4% do not, which indicate the lack of proper hospital management and hence a low

rate of reporting.

@ Yes
@® No
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an Adverse Drug Reaction and 12.5% believe it to be not.

® VYes
® No

8.3% think provision of feedback on reported Adverse Drug Reaction would.

@ Time Consuming
@ Less Important
@ Unawarness

@ Difficult
identification of
Adverse Drug

V Reaction (ADR)

87.5% believe that pharmacist assistance is helpful in detection reporting and management of

At last, about 60.4% think increasing awareness among heath care professionals would
encourage Adverse Drug Reaction reporting, 31.3% think simplifying the method would &

SUMMARY
S.NO | QUESTION % YES | % NO
1 | Are you aware about the term pharmacovigilance? 96.5% 3.5%
2 | Are you aware about the National Pharmacovigilance Programme of India? | 77.1% | 22.9%
3 | Are you aware about the Adverse Drug Reaction (ADR) reporting system? | 88.9% | 11.1%
Are you aware about the WHO’s online database for reporting Adverse 0 0
4 Drug Reaction (ADR) i.e. Vigibase? 65.3% | 34.7%
5 Have you ever e_xperlenced an Adverse Drug Reaction (ADR) in your 58.3% | 41.7%
professional practice?
6 Have you ever reported an Adverse Drug Reaction (ADR)? 34.7% | 65.3%
7 Have you ever seen an Adverse Drug Reaction (ADR) reporting form? 41.7% | 58.3%
8 Do you think there is a need to increase awareness about Adverse Drug | 96.5% 3.5%
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Reaction (ADR) in India?
9 | Will you be interested in reporting, if convenient method is provided? 97.2% 2.8%
10 Is an Adverse_Drug Reaction (ADR) reporting system present at your 82 6% 17.4%
Institute / Hospital?
Do you think pharmacist assistance is helpful in detection, reporting and 0 0
1 management of an Adverse Drug Reaction (ADR)? 87.5% 12.5%
GENDER

MALE 62.5%
FEMALE | 37.5%

WORKING STATUS

UNDERGADUATE INTERN | 67.4%
POST GRADUATE STUDENT | 32.6%

CONCLUSION

This study provides a baseline idea about the knowledge and perception of

pharmacovigilance in medical interns. The results of our study concludes, that there is low

awareness about the reporting an adverse drug reaction and several methods can be adapted

to improve ADR reporting (like by means of online reporting) and recognition of ADR.

Introduction of educational interventional programs in hospitals, clinics and social media will

create awareness and encourage ADR reporting. The survey is considered to be successful as

it helped us to know the ground reality of pharmacovigilance among medical students.
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