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BACKGROUND

* Pharmacovigilance (PV) is science and activities related to the detection,
evaluation, understanding, and prevention of adverse drug reactions” 1

= |n 2014, the Uppsala Monitoring Center found only 13% of the complete
reports 2

= Alarge number of low-quality ADE reports can produce erroneous signal
correlations and greatly affect data availability for any regulatory actions?

= |n September 2021, MTaPS conducted a situational analysis of Nepal's PV
system using USAID’s Indicator-Based PV Assessment Tool4 and WHO's

Global Benchmarking Tool®



BACKGROUND

* The analysis noted

o underreporting and sub-optimal quality of ADE reports;

o lack of a national safety and advisory committee;

o weak functioning of both the DDA as the national PV center and the
regional PV centers;

o limited resources, including human resources;

o lack of health care professionals’ awareness of PV,

o PV’s exclusion from the current Drug Act (1978): insufficient guidance
documents; and

o the need for greater stakeholder coordination and engagement in Nepal®

= Despite these problems, stakeholders believe that ADE reporting Is necessary
In the country and an ADE monitoring system should be established and
strengthened” .



BACKGROUND

= High-quality ADE reports provide the information necessary to protect
public health by preventing, detecting, and assessing adverse events
related to medicinal products on the market. 8

= Quality parameters include authenticity, completeness, accuracy,
timeliness, severity, and outcomes.

» High-quality ADE reports generate signals that can prompt regulatory
actions and therefore form the basis of drug safety monitoring and effective
data use.

* They are needed to quickly identify risks to enable scientific conclusions to
be drawn and risk management strategies to be formed.



BACKGROUND

* The degree of completion of a spontaneous report (SR) is an important quality
parameter.®

= According to Good Pharmacovigilance Practices an ADR report is valid if it
Includes:
(1) one or more identifiable notifiers;
(2) an identifiable user (characterized by initials, date of birth, gender, or age);
(3) one or more suspicious drugs; and
(4) one or more suspected adverse reactions.

* |n addition to these mandatory data, a well-documented SR should also contain
iInformation on

O

O O O O O O

basic medical conditions,

comorbidities,

concomitant medication,

the patient’s clinical evolution,

the therapy used to treat the ADR,

complementary means of diagnosis, and

information on the response to suspension and reintroduction of the drug.1% 11
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OBJECTIVES

*To evaluate the characteristics and quality of ADE reports

*ldentify potential factors contributing to low-quality reports



METHODS

ADR reports received by the National PV Center
January 2020- November 2022 pre-training phase

January -April 2023 as the post-training phase

The capacity building plan was developed and implemented in December 2022 for
60 health care professionals from 15 regional centers and 10 hospitals

The reports were scored using a pre-validated AQUA-12 tool4.
Scores of 1-9 indicated low quality, and scores of 10-12 indicated high quality

The data were subjected to Fisher’'s exact and chi-square tests in R version 4.1.2.



RESULTS (Quality of ADR reports before and after training)

9 (15.8) 21 (72.4)

0.00000a

a Fisher’s exact test







High quality ~ Lowquality ~  p-value?
N (%) N (%) 0.01355
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1 (6.25) 1(8.33)
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S

32 (57.14) 20 (66.66)

1 (1.78) 2 (6.66)

23 (41.07) 8 (26.66)



CONCLUSION AND TAKE AWAY

Education and training appear to have a significant influence on
reporting

Other improvement measures include providing feedback to the
reporters, information through regular newsletters and awareness

materials.

To long-term sustainable PV strengthening, the Ministry of Health
and Population and DDA should develop a PV framework that calls
for the Institutionalization of PV within the different health programs
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