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ARTICLE INFO  ABSTRACT 
 
 

Patient safety incidents, especially adverse events (AEs), are a global public health issue. The 
objective of the study was to characterize patient safety incidents reported by patients or families 
to the Brazilian Health Regulatory System (SNVS). This is a descriptive, retrospective study with 
a quantitative approach, using a database from the Brazilian Health Regulatory Agency 
(ANVISA), NOTIVISA - Citizen module, 2014 to 2019. A total of 1355 safety incident were 
reported, a majority from the Southeast region (45.3%), occurred more frequently among women 
(58.0%) aged between 26 and 35 (16.7%) and 56 and 65 years (16.5%). Healthcare-associated 
infections (HAIs) (36.3%) were the most frequently notified event, followed by 
medication/intravenous fluid (IV) incident (36.2%). Injury was mostly classified as mild (32.0%) 
and moderate (23.7%). From a total of 33 deaths, the majority (51.5%) were due to HAI. There 
was a significant association between the proportion of deaths and age group (p-value = 0.032). 
Most notifications were related to HAIs, followed by drugs or IV fluids and most reported 
incidents resulting in death were due to HAIs, with a significant difference observed in the 
proportion of deaths in relation to age group. The study demonstrates the need for greater 
encouragement and participation of patients and family members in reporting incidents, valuing 
their experiences for continuous learning from errors in health services. 
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INTRODUCTION 

Patientsafety incidents, especially adverse events (AEs), are a global 
public health issue requiring corrective and preventive action to 
minimize injury to patients (WHO, 2021). About 10% of patients in 
health services are affected by AEs, resulting in thousands of deaths 
annually, with 1% suffering serious consequences. Half of these 
events are subject to preventive measures (Baker et al., 2004; WHO, 

 
 
 
 
capable of avoiding unnecessary suffering andpreserving the 
economy of households, health care, society and the state. In this 
context, patient safety is an essential component of quality 
management, and should be considered a fundamental principle of 
patient-centered care (WHO, 2002). Efforts should also be made to 
learn from mistakes, based on a safety culture that involves 
professionals, organizations and patients (IOM, 2001). Since 2004, 
the World Health Organization (WHO) has been leading the global 
movement for patient safety and ensuring a voice for usersof health 
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been systematically developed by the Brazilian Health Regulatory 
Agency (ANVISA) (Santana et al., 2020), having been reinforced in 
2013 with the guidelines established by the National Patient Safety 
Program (PNSP) (Brasil, 2013a).Following recommendations by the 
WHO and considering that “a patient more engagedin their ownhealth 
care can help prevent safety incidents”, the Ministry of 
Healthincluded the parameter“Involvement of citizens in their safety” 
(Brasil, 2013b) in the PNSP (Brasil, 2013a).  However, since 2011, 
health services have been expectedto establish best practices and 
implement actions to promote patient participation in the care 
provided (Brasil, 2011). In 2013, it was reinforced that Patient Safety 
Centers (NSPs) should encourage the participation of patients and 
family members in all levels of care (Brasil, 2013c). 
 
An additional precaution adopted by the Brazilian Health Regulatory 
System (SNVS) was to support the participation of patients and 
family members in the voluntary safety incident reporting process 
(Notivisa, 2021a). It is known that patients hold a unique position, 
being able to contribute to the safety improvement of health systems 
by sharing information about safety issues they have experienced in 
health services and reporting incidents in local or national information 
systems (Ward et al., 2011; EC, 2010). Several studies have shown 
that patients and families can provide experiences and expertise that 
are useful, andpossiblyrich learning opportunities from errors and 
improvements in health care (Longtin et al., 2010; Khan et al., 2018).  
Nevertheless, there are few studies documenting the analysis of safety 
incidents reported by patients and family members in different 
countries. In Brazil, despite the topic’s relevance, there are also 
knowledge gaps in this field and studies remain scarce, requiring 
research that discloses the results of incident reports made by citizens. 
As a result, there was an interest in investigating how the main safety 
incidents reported by Brazilian citizens are characterized. The 
objective of the study was to characterize patient safety incidents 
reported by patients and family members to the SNVS in the period 
between March 2014 and December 2019. Secondary objectives 
include: assessing associations between safety incidents and 
explanatory variables (sex, age group, race, geographic region, 
number of cases per year, phase of care, place and period of 
occurrence of the event) and evaluating associations between deaths 
and other explanatory variables (sex, age group, race, geographic 
region, period of occurrence and detection of the event).  

METHODS 

Study design and duration: This is a descriptive, retrospective study 
following a quantitative approach. The data used in the study are 
secondary, obtained from a national database (NOTIVISA, Citizen 
Module) and include safety incidents reported by patients or relatives 
to the SNVSbetween March 2014 and December 2019.  
 
Population and data collection: Safety incident reports to the 
SNVSwere made by hospitalized or not hospitalized patients (or 
family members) who receivedcare / treatment by health servicesin 
the country, since the national implementation of NOTIVISA (Citizen 
Module). These incident records were included in the study.  
 
Data analysis: The following variables of interest were analyzed to 
characterize the incidents reported: year of report, geographic region, 
sex, age group, race / color, phase of care, place and period of 
occurrence of the event, detection, and injury severity (Notivisa, 
2021a). Taking into consideration the most frequently reported 
incidents, grouping was done into four main categories: 1) Health 
care-related infections – HAIs; 2) Incidents related to medications or 
intravenous fluids (IV); 3) Incidents related to clinical process or 
procedure (procedure / treatment / intervention; diagnosis / 
evaluation; complementary diagnostic); medical errors / failure to 
protect (evasion, accident, fall and pressure ulcers) and other 
incidents that occurred during surgical procedure; and 4) Incidents 
related to clinical administration (admission; discharge; transfer; 
scheduling of appointments; resources and organizational 
management; documentation; patient identification; and infrastructure 

/ facilities). Incidents reported as “other” have been reclassified, when 
possible, considering the specific incident options available on the 
notification form. Exclusion criteria adopted were: lack of 
information / incomplete form, adverse reaction to drugs and 
vaccines, technical complaints, therapeutic ineffectiveness and when 
not applicable (did not characterize an incident).  Descriptive 
statistics were used, and aggregate data analysis was conducted. It 
was therefore not possible to identify the source of information, 
maintaining confidentiality of the reporting citizen’s data in 
accordance with ANVISA requirements. For association analysis 
between the type of incident and variables of interest (sex, age group, 
race, geographic region, number of cases per year, phase of care, 
place and period of occurrence of the event) and the event of death 
and variables of interest (sex, age group, race, geographic region, 
place and period of occurrence of the event, and detection), p-value 
was calculated using the chi-square test. The confidence interval (CI) 
was 95% and a 5% significance level (α = 0.05) was considered in all 
analyses.  Treatment and analysis of data were performed using Stata 
version 16 statistical software. 

RESULTS 

A total of 1355 safety incident reports by patients and family 
members were registered during the analysis period. In general, it was 
found that a majority originated from the Southeast region (45.3%), 
occurred more frequently among women (58.0%) aged between 26 
and 35 (16.7%) and 56 and 65 years (16.5%), and belonging to the 
white race, as shown in Table 1. Most incidents occurred during 
provision of care (35.5%) and when the patient was not hospitalized 
(31.2%). The type of health service where most incidents took place 
was the hospital (38.2%). Incident rate was higher during daytime 
(61.0%). With respect toadverse event detection, patients and family 
members reported that they were informed by health professionals 
(64.4%). The types of incidents reported were HAIs (36.3%), 
followed by incidents related to IV fluids or medications (36.2%), 
clinical process / procedure (16.1%) and clinical administration 
(11.4%).In general, injury was mostly classified as mild (32.0%) and 
moderate (23.7%). Grouped frequency distribution of incidents was 
statistically different in relation to all variables studied (p-value 
<0.001) (Table 1). Evaluation of reports over the years shows a 
tendency for the number of reported events to increase, exceptfor 
2017, which displayed a decrease in incidents. In 2018 and 2019, 420 
event notifications were made each year. In 2018,most incident 
reports were associated withmedications or IV fluids, totaling 200 
cases and comprising approximately 50.0% of all notifications. In 
2019, there was a decrease in the reporting of these incidents, but an 
increase in HAIs notifications (55.5%) (Table 1).  
 
A higher percentage of incident reports related to medications or IV 
fluids was observed in all geographic locations excluding the 
Southeast region, where more HAIs cases were reported (48.5%). 
With respect to the most frequently reported incident categories and 
sex, men were more affected by HAIs (40.1%), while events 
involving medications or IV fluids were mostly described in women 
(40.5%). As for the degree of harm, higher percentages of mild 
(35.3%), moderate (47.5%), and severe (42.5%) injury were seen in 
notifications related to medications or IV fluids (Table 1).Among the 
reported events that resulted in deaths, 17 (51.5%) were due to HAIs, 
11 (33.3%) resulted from clinical process / procedure and 5 (15.2%) 
were associated with medications or IV fluids, totaling 33 deaths 
(Table 1). Taking proportion into consideration, the results also show 
that the majority of death reports came from the Midwest region 
(4.8%), followed by the Northeast (2.6%),and occurred mostly among 
men (3.2%) aged 65 and older (4.3%) belonging to the Asian race 
(16.0%). Although daytime was the period with thegreatest number of 
incident notifications, deaths were more frequently reported at night 
(3.8%). In regard to detection and disclosureof the event to patients 
and family members, a majority of patients answered “I am not sure” 
(5.3%). There were no statistically significant differences in the 
proportion of deaths in relation to year, sex, period, and detection.  
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Table 1. Distribution of incidents according to patient and incident characteristics 
 

 Brazil, 2014 to 2019 
 
 

Variables 
Total Clinical Administration Medication/IVfluids Process/clinical procedure  HAIs 

p-value* 
n n % n % n % n % 

Total 1355 154 11.4 491 36.2 218 16.1 492 36.3 - 
Year                     
   2014 84 3 3.6 55 65.5 11 13.1 15 17.9 

<0.001 

   2015 110 12 10.9 40 36.4 24 21.8 34 30.9 
   2016 218 30 13.8 92 42.2 38 17.4 58 26.6 
   2017 103 16 15.5 40 38.8 14 13.6 33 32.0 
   2018 420 41 9.8 200 47.6 60 14.3 119 28.3 
   2019 420 52 12.4 64 15.2 71 16.9 233 55.5 
Geographic region                     
North 63 9 14.3 31 49.2 9 14.3 14 22.2 

<0.001 
Northeast 269 38 14.1 110 40.9 47 17.5 74 27.5 
Southeast 614 57 9.3 190 30.9 69 11.2 298 48.5 
South 220 33 15.0 95 43.2 35 15.9 57 25.9 
Midwest 189 17 9.0 65 34.4 58 30.7 49 25.9 
Sex                     
   Male 569 57 10.0 173 30.4 111 19.5 228 40.1 

<0.001 
   Female 786 97 12.3 318 40.5 107 13.6 264 33.6 
Age group                     
younger than 29 days 58 13 22.4 12 20.7 11 19.0 22 37.9 

<0.001 

   29 daysto 1 year 34 4 11.8 11 32.4 9 26.5 10 29.4 
   2 to 4 years 21 3 14.3 12 57.1 2 9.5 4 19.0 
   5 to 11 years 35 9 25.7 9 25.7 4 11.4 13 37.1 
   12 to 17 years 22 2 9.1 13 59.1 2 9.1 5 22.7 
   18 to 25 years 146 14 9.6 91 62.3 8 5.5 33 22.6 
   26 to 35 years 226 24 10.6 101 44.7 14 6.2 87 38.5 
   36 to 45 years 189 27 14.3 67 35.4 27 14.3 68 36.0 
   46 to 55 years 147 14 9.5 46 31.3 21 14.3 66 44.9 
   56 to 65 years 224 22 9.8 70 31.3 32 14.3 100 44.6 
   66 to 75 years 123 9 7.3 33 26.8 37 30.1 44 35.8 
   76 to 85 years 101 9 8.9 24 23.8 38 37.6 30 29.7 
Over 85 years 29 4 13.8 2 6.9 13 44.8 10 34.5 
Race                     
White 713 82 11.5 299 41.9 98 13.7 234 32.8 

<0.001 

Black 101 9 8.9 19 18.8 18 17.8 55 54.5 
Brown 360 34 9.4 120 33.3 64 17.8 142 39.4 
 Asian 25 3 12.0 7 28.0 8 32.0 7 28.0 
Indigenous 4 1 25.0 1 25.0 1 25.0 1 25.0 
Not informed 152 25 16.4 45 29.6 29 19.1 53 34.9 
Phaseof Care                     

                                                                                                                                                                                                                                           Continue … 
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During the diagnostic phase/assessment 270 26 9.6 57 21.1 43 15.9 144 53.3 

<0.001 

   Assistance/treatment 481 39 8.1 108 22.5 132 27.4 202 42.0 
During or after blood donation 5 0 0.0 0 0.0 5 100.0 0 0.0 
Admission 120 50 41.7 23 19.2 18 15.0 29 24.2 
Discharge 18 1 5.6 4 22.2 9 50.0 4 22.2 
Transfer of care 10 6 60.0 0 0.0 0 0.0 4 40.0 
Patient was not hospitalized 423 28 6.6 287 67.8 10 2.4 98 23.2 
Post-discharge 28 4 14.3 12 42.9 1 3.6 11 39.3 
Care Setting                     
Ambulatory 202 15 7.4 25 12.4 10 5.0 152 75.2 

<0.001 

Blood bank/Hemotherapy Service 2 0 0.0 0 0.0 2 100.0 0 0.0 
Health Center 65 12 18.5 23 35.4 4 6.2 26 40.0 
PharmacyDrug Store 65 3 4.6 43 66.2 1 1.5 18 27.7 
Outside health care/other 364 34 9.3 255 70.1 9 2.5 66 18.1 
   Hospital 517 54 10.4 91 17.6 180 34.8 192 37.1 
Clinical Laboratory 18 11 61.1 2 11.1 1 5.6 4 22.2 
Nuclear Medicine 38 6 15.8 28 73.7 2 5.3 2 5.3 
Radiology Service 18 3 16.7 4 22.2 4 22.2 7 3.9 
Urgent and Emergency Service 47 13 27.7 17 36.2 3 6.4 14 29.8 
Hemodialysis Services 15 1 6.7 1 6.7 2 13.3 11 73.3 
Mental Health Services or Institutions 4 2 50.0 2 50.0 0 0.0 0 0.0 
Period                     
During the day 827 103 12.5 252 30.5 127 15.4 345 41.7 

<0.001 At night 234 26 11.1 92 39.3 52 22.2 64 27.4 
Patient was not able to inform 294 25 8.5 147 50.0 39 13.3 83 28.2 
Detection                     
Yes 873 84 9.6 266 30.5 175 20.0 348 39.9 

<0.001    No 369 53 14.4 174 47.2 34 9.2 108 29.3 
…I am not sure 113 17 15.0 51 45.1 9 8.0 36 31.9 
Degree of harm                     
   None 265 28 10.6 52 19.6 33 12.5 152 57.4 

<0.001 
Mild 434 51 11.8 153 35.3 82 18.9 148 34.1 
   Moderate 322 26 8.1 153 47.5 48 14.9 95 29.5 
Severe 301 49 16.3 128 42.5 44 14.6 80 26.6 
Death 33 0 0.0 5 15.2 11 33.3 17 51.5 

p-value of the chi-square test Source: NOTIVISA/ANVISA - Citizen Module (Mar/2014 to Dec/2019). Abbreviations: IV, intravenous fluids; HAIs: Health care-related infections. 
 

 
 
 

45658                                     Heiko Thereza Santana et al. Characterization of patient safety incidents reported by patients or families to the Brazilian health regulatory system – 2014 – 2019 
 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
There was a significant association between the proportion of deaths 
andage group (p-value = 0.032) as well asrace / color (p-value = 
0.028) variables, as shown in Table 2.  

DISCUSSION 

The present study characterizes safety incidents notified to the SNVS 
from 2014 to 2019 –being significant forproviding a general 
distribution analysis of incidents reported by patients and family 
members. A majority of incidents occurred in the hospital (about 
40%), which is consistent with most findings showing a higher 
occurrence of events in these institutions, due to high care-associated 
risks and better documentation of safety improvement strategies 
(WHO, 2002). An analysis of notifications made to the Incident 
Report Resulting from Medical Error system in Mexico revealed that 
84% of reported events occurred in hospitals (Rodríguez-Suárez et 
al., 2012a). The study’s findings showed that incidents occurred 
primarily among women (58.0%) of working age (26 to 35 – 16.7% 
and 56 to 65 years – 16.5%). In Mexico, incidents also occurred more 
in women (2:1 ratio) and notifications increased with patient age. 
Nevertheless, approximately 64 to 74% of events happened with 
people aged 18 to 65 years (Rodríguez-Suárez et al., 2012a). As for 
the fact that most incidents occurred during the day, this may be due 
to routine practices in health institutions, where procedures performed 
by health care professionals are mainly conducted during this period, 
possibly leading to adverse events if patient safety practices are not 
adopted (Shojania et al, 2001). In regard to types of incidents most 
frequently reported, HAIs predominated, similar to other studies (EC, 
2010; Rodríguez-Suarez et al., 2012b), since they affect hospitalized 
patients worldwide (Flanagan et al., 2011; WHO, 2011a; WHO, 
2009b). A study carried out between 2011 and 2012, involving 781 
events reported voluntarily by 22 Mexican hospitals through the 
Automated Registration System of Health Incidents (SIRAIS), based 
on the International Classification for Patient Safety (WHO& WHO 
Patient Safety, 2010), showed that HAIs were the most frequently 
disclosed incident (35.9%), followed by those related to clinical 
process / procedure (28.8%), and medication / IV fluids (12.5%) 
(Rodríguez-Suarez et al., 2012b).  

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Another study showed that HAIs were reported by 8.2% of 
hospitalized patients (Agoritsas et al., 2005). Evidently, HAIs are a 
challenge for health services around the world. It is estimated that 
more than 4 million patients in Europe and 1.7 million in the United 
States annually develop some type of HAIs, with higher prevalence in 
low- and middle-income countries. However, approximately 20 to 
30% of HAIs can be avoided with the implementation of control and 
prevention measures in health care facilities, including adherence to 
standard precaution by health care workers, such as hand hygiene, 
epidemiological surveillance of HAIs (Central Line-associated 
Bloodstream Infection - CLABSI, Catheter-associated Urinary Tract 
Infections - CAUTI, Surgical Site Infection - SSI and Ventilator-
associated Pneumonia – VAP), implementation of antibiotic 
stewardship programs, cleaning, disinfection, and sterilization of 
medical equipment, and cleaning environmental (Brasil, 1998; WHO, 
2009b; WHO, 2016a; ANVISA, 2017).  
 
The second most recurrent type of incident involved medications or 
IV fluids, a finding that supports several studies (Weingart et al., 
2005; Hasegawa et al., 2011; Harrison et al., 2015; O´Hara et al., 
2018). Patients seem to report more medication-related safety 
incidents than any other category (Ward, Armitage, 2012). For 
instance, a study found that 71% of events reported by patients were 
medication errors (Weingart et al., 2005). Two other studies showed 
that patients reported medication-associated problems in 33 and 39% 
of cases, respectively (Hasegawa et al., 2011;Friedman et al., 2008). 
In addition, one in ten patients admitted to English hospitals disclosed 
at least one incident involving medication (O´Hara et al., 2018). Such 
events can be avoided throughout the medication-use system 
(prescription, dispensing/distribution, preparation/administration and 
monitoring) (WHO, 2016b), with multidisciplinary work by medical, 
nursing, and pharmaceutical teams (Keers et al., 2014; Goedecke et 
al., 2016; Janmano et al., 2018; Cohen, Smetzer, 2018). Incidents 
reported by patients using medications are known to support the 
identification of new events not previously notified by health 
professionals to regulatory agencies (Harmark et al., 2015; Aslani et 
al., 2018). However, health care teams have not routinely asked 
patients to report incidents that may have occurred during care 
(Harrison et al., 2015).  

Table 2. Distribution of incidents according to patient and incident characteristics Brazil, 2014 to 2019 
 

Variable Total Death p-value* 
 n n %  
Total 1355 33 2.4 - 
Geographicregion         
North 63 0 0.0 0.114 
Northeast 269 7 2.6 
Southeast 614 15 2.4 
South 220 2 0.9 
Midwest 189 9 4.8 
Sex         
Male 569 18 3.2 0.139 
Female 786 15 1.9 
Age group         
Up to 17 years 112 4 3.6 0.032 
From 18 to 65 years 932 16 1.7 
Over 65 years 253 11 4.3 
Race         
White 713 14 2.0 0.028 
Black 101 2 2.0 
Brown 360 10 2.8 
Asian 25 4 16.0 
Indigenous 4 0 0.0 
Period         
During the day 827 16 1.9 0.231 
At night 234 9 3.8 
Patient was not able to inform 294 8 2.7 
Detection         
Yes 873 17 1.9 0.078 
   No 369 10 2.7 
I am not sure 113 6 5.3 

*p-value of the chi-square test; Source: NOTIVISA/ANVISA - Citizen Module  
(Mar/2014 to Dec/2019). 
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The number of incidents reported by citizens has increased over the 
study period, the Southeast region being responsible for most 
notifications – possibly for having the greatest concentration of health 
services in the country. Nevertheless, despite a reporting system made 
available by ANVISA, the number of notifications remains low. A 
study conducted in 2009, involving 27 EU member countries, showed 
that 7,031 interviewed citizens claimed to have been affected by AEs 
when hospitalized, although 70% did not report these events (EC, 
2010). In regard to incident detection, patients and family members 
reported that they were informed by health professionals in most 
cases (64.4%). By contrast, approximately 70 to 90% of AEs that 
occurred in Mexico were not communicated to patients or their 
families (Rodríguez-Suárez et al., 2012a). Traditionally, health 
professionals have avoided discussing safety incidents with patients 
and family members, partly due to fear of legal proceedings for 
negligence and embarrassment or discomfort communicating the 
event (AHRQ, PSNet, 2021). Hence, the importance of transparent 
and timely communication surrounding incidents in improving patient 
and family confidence in health care. From this perspective, the 
Canadian Patient Safety Institute has developed guidelines that 
symbolize a commitment to patients’ right to be informed if they are 
involved in a patient safety incident. Such guidelines promote a clear 
and consistent approach to communication of the event, emphasizing 
the importance of teamwork and continuous learning (CPSI, 2011). 
As for the 33 notifications of death due to AEs, significant differences 
were found in the proportion of deaths in relation to age group (p-
value = 0.032). It is well documented that the incidence of AEs 
increases with age, with patients aged 65 years and over having twice 
the risk of suffering some type of AE compared to those aged 16 to 
44 years, with no difference between the sexes. The degree of injury 
caused by AEs depends on several factors and may even affect patient 
mortality, requiring preventive action by health services, given that 
40% of AEs can be avoided (Villanueva-Egan et al., 2012). A 
secondary study, using ANVISA’s database with respect to 
NOTIVISA registered reports (Health Care module), showed that 417 
AE-related deaths were recorded by health professionals from 2014 to 
2016, mostly in young and older adults (85%), with no differences 
between sexes.  
 
Incident notification is a strategy to mobilize patients for their own 
protection and encourages them to share safety problems. However, 
patients may assume their reporting will not result in any satisfactory 
response, thus potentially omitting disclosure (Rodríguez-Suárez et 
al., 2012a). In the SNVS system, notifications are not analyzed 
individually, avoiding the punishment of those involved. 
Nevertheless, according to ANVISA, the information gathered is used 
to institute general preventive measures and reduce future harm to 
patients using the country’s health services (Brasil, 2017). Patients are 
an important source of learning, but still neglected in determining and 
assessing the quality and safety of health care (O´Hara et al., 2018). 
In its Global Patient Safety Action Plan, the WHO reinforced the 
importance of citizen involvement and empowerment for the 
strengthening of health systems and the provision of safer care free of 
preventable injury (WHO, 2020). However, several barriers hinder 
patient empowerment and engagement in safety initiatives, such as 
inadequate infrastructure for quality management, excessive 
organizational hierarchy in health institutions, communication 
difficulties and the discredited information reported by patients. 
Therefore, patient involvement should be encouraged at all levels of 
health care (Saturno, 2009).  To enable the effective and timely 
participation of citizens in the notification process, it is necessary for 
them to understand the definition of incidents, feel motivated to 
report, and most importantly, be aware of available reporting systems 
(Aslani et al., 2018). However, systems must have forms that contain 
terminology that is understandable to patients, yet also reflect 
prevailing patient safety language (WHO& WHO Patient Safety, 
2010; Larizgoitia et al., 2013), in order to improve event reporting 
and optimize its use in health care. Sharing results from the analysis 
of incident notifications with patient associations can help 
disseminate and increase reporting by raising citizen awareness about 
its importance. Although not every report leads to a sanitary measure, 
whether regulatory or not, a set of notifications arising from this civic 

responsibility, added to information reported by health services, may 
be able to generate consistent data and incite recommendations 
focused on reducing unnecessary harm (Notivisa, 2021a; Brasil, 
2017). In addition, more investment in patient safety training of 
health professionals and the general public, as well as research 
development, can support patient safety improvement (WHO, 2011b) 
and citizens’ compliance with incident reporting. This study had 
several limitations. First, information bias is highlighted given that 
data were obtained from a national database with incidents being 
reported voluntarily by patients or family members. Another 
limitation includes incomplete records and the notification form itself, 
which has pre-defined options and categories for safety incidents, 
potentially hindering responses. Furthermore, since underreporting is 
a possibility, the results obtained may not reflect the real picture of 
notifications in the system. A further limitation is the inability to use 
the results presented to make epidemiological estimates or for 
national monitoring of safety issues, since they depend on the level of 
awareness and topic knowledge of those who made the notification.  
 
Conclusion 
 
The present study showed the currently known distribution of 
incidents reported by citizens to the SNVS. Most notifications were 
related to HAIs, followed by medications or IV fluids. The majority 
of reported incidents resulting in death were due to HAIs, with a 
significant difference observed in the proportion of deaths in relation 
to age group. The study allows for learning from mistakes and can 
help managers, professionals, and researchers propose improvements 
in care systems, based on knowledge of the most frequent safety 
incidents reported by patients and family members. New challenges 
emerge from health initiatives already developed by the SNVS to 
promote patient participation in health care, including the opportunity 
for a reporting system. Nevertheless, it is necessary to expand 
strategies that encourage the notification of events by citizens as a 
complementary tool, supporting the promotion of a safety culture that 
values continuous learning from errors as a result of greater patient 
and family participation in health care. 
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