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Introduction

An adverse drug reaction (ADR) is characterized as “any harmful or undesirable, unintentional
response to a medication, which occurs at doses usually used in humans for prophylaxis, diagnosis,
therapy of the disease or for the modification of physiological functions”. The occurrence of ADRs, in
addition to causing harm to patients, causes economic consequences due to additional treatment costs,
increased length of stay, need for other procedures and/or exams to reverse the damage caused. The
active search method in pharmacovigilance allows greater efficiency in identifying adverse drug events
(ADE). The “Global Trigger Tool” or “trackers” method stands out?. However, to capture ADRs, the
quality and availability of information contained in medical records is necessary, as well as the
establishment of effective trackers that present high performance considering the profile of the
institution®. Therefore, it is essential to evaluate the performance of the listed trackers with a view to
prioritizing those that performed better in detecting adverse drug events in relation to their application in
the service's routine.

Material and Methods

This is a retrospective descriptive study conducted at the National Institute of Traumatology and
Orthopedics Jamil Haddad (INTO). For data collection, information contained in the database of the
sector responsible for the hospital's pharmacovigilance activity was used, between the years of 2019 to
2022. The trackers were identified, and their performance was evaluated using the model proposed by
Giordani et al.* e Rozenfeld et al.3, using three components. The first component calculated by dividing
the number of times a trigger was identified by the total number of patients evaluated, multiplied by 100
(1); the second, dividing the number of suspected adverse drug events identified by the trackers by the
total number of patients evaluated, multiplied by 100 (2); the third was calculated by dividing (2) by (1),
multiplied by 100. In this way, the trackers were grouped into performance categories based on the
average yield value and classified as “high performance”, with a yield of 100%; “medium performance”,
between 50% and 99.9%; and those with “low performance”, < 50%. The present study is part of the
research project entitled “Assessment of causality algorithms for adverse drug reactions” approved by the
Research Ethics Committee of the Universidade Federal Fluminense (CAAE 64881922.1.1001.5243) and
by INTO (CAAE 64881922.1 .2001.5273).

Results and Discussion

Between 2019 to 2022, 721 triggers were identified, which made it possible to detect 295 adverse
drug reactions. In the total population (294 medical records) there was a mean of 2.53 (standard deviation
=0.91) and a median of 2. The number of adverse drug events identified per medical record varied from 0
to 6, with 54,4 % of them had between 1 and 2 trackers per medical record.

The most frequently identified triggers in medical records were vancomycin (43.5/100 patients);
loratadine (42.2/100 patients); prednisone (25.2/100 patients) and daptomycin (23.1/100 patients), which



despite being easier to find in medical records, also imply a high workload applied in the analysis process.
The triggers: vancomycin, loratadine, dexchlorpheniramine and prednisone were those most frequently
used to identify suspected adverse drug events. Antimicrobials were involved in 38.3% of adverse drug
reactions. This data corroborates the studies by Ramos et al.> e Andrade et al.° which deal with the
frequent development of adverse drug reactions related to antimicrobials.

A total of twenty-seven triggers were not identified in the medical records, among them, thirteen
belonging to the list of laboratory parameters, two anti-allergic/antidotes and twelve related to the list of
defined medications. Of the 61 triggers defined at the institution, thirty-four triggers did not identify any
adverse drug events. It is important to highlight that these trackers may have superior performance in
larger samples, as discussed by Silva et al.’

Regarding the performance of trackers, we can identify three categories, high, medium, and low
performance. Three trackers showed high performance, that is, they were not necessarily the most
frequently found in medical records, but in 100% of the cases in which they appeared, they signaled the
occurrence of a possible ADR. Eight trackers were classified in the category of trackers with medium
performance and the remaining trackers included in the low performance category (< 50%).

In this case, a careful evaluation must be carried out when applying trackers with lower
performance as this decision can lead to a high work demand, making the methodology unfeasible. It
should also be considered that the process of investigating ADE in medical records requires detailed
analysis and evaluation of each case.

Conclusion

The performance analysis results of the trackers demonstrated their usefulness in monitoring
adverse reactions to medications, considering the institution's profile. However, it suggests the need for
adjustments to prioritize trackers that present better performance, an essential strategy to reduce time and
human resources, in addition to preventing compromising the efficiency of the method.

In this sense, constant review and improvement of these tools are essential to ensure the detection
and management of ADRs, which contributes to the continuous improvement of healthcare, as they play a
crucial role in promoting patient safety.

Acknowledgments
To the Residency Program in Hospital Pharmacy at Federal Fluminense University. Thanks to teachers DSc. Zilda de
Santana Gonsalves and DSc. Sabrina Calil Elias who supported and contributed to this study.

Bibliographic References

[1] Santos, L. A., Sanches, A. C. C., Carraro, C. B.: Perfil das reac6es adversas a medicamentos notificadas em um Hospital
Universitério: Revista Brasileira de Farmacia Hospitalar e Servicos de Saude, 2015, 6, (3).

[2] Salomon, F. C. R., Barbosa, J. R.: Boletim de farmacovigilancia n® 10: Farmacovigilancia ativa. 2020.

[3] Rozenfeld, S., Chaves, S. M. C. et al.: Efeitos Adversos a Medicamentos em Hospital Publico: Estudo Piloto Revista de
Saude Publica, 2009, 43, (5), p. 887-890.

[4] Giordani, F., Rozenfeld, S., Oliveira. et al.: Vigilancia de eventos adversos a medicamentos em hospitais: aplicacdo e
desempenho de rastreadores. Revista Brasileira de Epidemiologia, v. 15, p. 455-467, 2012.

[5] Ramos, S. F., Araljo-Neto, F. D. C., et al.: Causalidade e evitabilidade de rea¢fes adversas a antibioticos em criancas
hospitalizadas: um estudo de coorte. International Journal of Clinical Pharmacy, 2021, 43 (5), 1293-1301.

[6] Andrade, P. H. S., Lobo, I. M. F., & da Silva, W. B.: Risk factors for adverse drug reactions in pediatric inpatients: A
cohort study. PloS one, 2017, 12 (8).

[7] Silva, A. M. et al: Aplicacdo da metodologia Trigger Tool para deteccdo de reages adversas a medicamentos em pacientes
de unidade de terapia intensiva. Research, Society and Development, 2022, 11, e24311830696-e24311830696.



