v

v

Vigilancia Sanitaria em Debate
ISSN: 2317-269X

: INCQS-FIOCRUZ
h.gl.rc% o

Schmitt, Marcia Danieli; Andrade, Selma Regina de
Acdes desenvolvidas por geréncias de risco hospitalar na vigilancia pds-comercializagao
Vigilancia Sanitaria em Debate, vol. 9, no. 4, 2021, October-, pp. 66-73
INCQS-FIOCRUZ

DOI: https://doi.org/10.22239/2317-269X.01909

Available in: https://www.redalyc.org/articulo.oa?id=570572979008

2 -
How to cite gr@é)a\yc@ g
Complete issue Scientific Information System Redalyc
More information about this article Network of Scientific Journals from Latin America and the Caribbean, Spain and
Portugal

Journal's webpage in redalyc.org
Project academic non-profit, developed under the open access initiative


https://www.redalyc.org/comocitar.oa?id=570572979008
https://www.redalyc.org/fasciculo.oa?id=5705&numero=72979
https://www.redalyc.org/articulo.oa?id=570572979008
https://www.redalyc.org/revista.oa?id=5705
https://www.redalyc.org
https://www.redalyc.org/revista.oa?id=5705
https://www.redalyc.org/articulo.oa?id=570572979008

ARTICLE

UisQe©

tedehate

https://doi.org/10.22239/2317-269x.01909 sociedade, ciéncia tecnologia

Actions developed by hospital risk management teams in
post-market surveillance

Acdes desenvolvidas por geréncias de risco hospitalar na vigilancia

pos-comercializacao

Marcia Danieli Schmitt*

Selma Regina de Andrade

Universidade Federal de Santa
Catarina, Florianopolis, SC, Brasil

* E-mail: marciaschmitt@hotmail.com

Received: 23 Mar 2021
Approved: 04 Nov 2021

http://www.visaemdebate.incqgs.fiocruz.br/

ABSTRACT

Introduction: The unsatisfactory and questionable quality of some products marketed for
health care is one of the problems faced by hospital institutions. Some hospitals have risk
management and are part of the Sentinela Network, implemented by the National Health
Surveillance Agency (Anvisa) to face this problem. Objective: Analyze the actions taken
by hospital risk management teams in post-marketing surveillance. Method: Multiple
case study, with a qualitative approach composed of four public hospital institutions that
are part of the Sentinela Network in Floriandpolis, Santa Catarina. Data were collected
through triangulation, with semi-structured interview techniques, non-participant direct
observation and documentary research, from February to June 2017. Data analysis
occurred through the cross-synthesis of cases, from which two categories emerged:
organizational structure of risk management and actions developed by risk management.
Results: The similarities between the actions taken by the hospital risk management
are: an encouragement of notifications, the investigation of notifications, feedback on
notification, and the training of professionals on the subject. Among the main contrasts,
we can mention the organizational structure of risk management in each institution and
the internal communication of risks. Conclusions: Among the actions developed, the
forwarding of notifications to Anvisa is highlighted via the Notivisa system. This action is
essential for the agency to carry out health surveillance of products used in health care,
in the post-marketing phase.

KEYWORDS: Public Health Surveillance; Brazilian Health Surveillance Agency; Risk
Management; Quality Assurance, Health Care; Product Surveillance, Postmarketing Surveillance

RESUMO

Introducgdo: A qualidade insatisfatoria e questionavel de alguns produtos comercializados
para a assisténcia a salde constitui um dos problemas enfrentados pelas instituicoes
hospitalares. Alguns hospitais contam com a geréncia de risco e fazem parte da Rede
Sentinela, implantada pela Agéncia Nacional de Vigilancia Sanitaria (Anvisa) para
enfrentar esse problema. Objetivo: Analisar as acoes desenvolvidas por geréncias de risco
hospitalares na vigilancia pds-comercializacdo. Método: Estudo de casos multiplos, com
abordagem qualitativa, composto por quatro instituicdes hospitalares publicas integrantes
da Rede Sentinela, em Florianopolis, Santa Catarina. Os dados foram coletados por meio
de triangulacdo, com as técnicas de entrevista semiestruturada, observacao direta nao
participante e pesquisa documental, no periodo de fevereiro a junho de 2017. A analise
dos dados ocorreu por meio da sintese cruzada dos casos, da qual emergiram duas
categorias: a estrutura organizacional da geréncia de risco e as acdes desenvolvidas pela
geréncia de risco. Resultados: Entre as similaridades nas acoes realizadas pela geréncia
de risco hospitalar estavam o estimulo a notificagdo, a investigacdo das notificacoes,
o feedback sobre a notificacdo e a capacitacao dos profissionais sobre a tematica. Entre
os principais contrastes encontrou-se a estrutura organizacional da geréncia de risco em
cada instituicao e o processo de comunicagao interna dos riscos. Conclusées: Entre as
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acoes desenvolvidas, destaca-se o encaminhamento das notificacdes para a Anvisa, via o sistema Notivisa. Essa acdo € fundamental
para que a agéncia realize a vigilancia sanitaria dos produtos utilizados na assisténcia a saude na fase pos-comercializagao.

PALAVRAS-CHAVE: Vigilancia em Salde PUblica; Agéncia Nacional de Vigilancia Sanitaria; Gestao de Riscos; Garantia da Qualidade dos

Cuidados de Salde; Vigilancia de Produtos Comercializados

INTRODUCTION

The complexity of the hospital environment increases with the
advancement of health technologies, which brings risks and
benefits in the care provided. There is no way to guarantee the
absence of risks, regardless of the product used. Health services
and Health Surveillance are responsible for preventing harm to
patients using equipment and articles for medical and hospital
use'. Conceptually, health technologies are recognized as a set
of equipment, medicines, supplies, and procedures/processes
used in the provision of health services. These resources involve
the infrastructure, as well as the organization of institutions that
provide health care?.

In order to obtain qualified information on the products after
their sale and to develop in-hospital health surveillance actions,
the Brazilian National Health Surveillance Agency (Anvisa) imple-
mented the Sentinel Network in 20023. Since then, a network of
qualified hospital institutions has been structured in Brazil to mon-
itor and notify technical complaints (TC) and adverse events (AE)
of products used in health care subject to Health Surveillance?.

The network is an observatory on the use of health technologies
and a notifier for the Health Surveillance Notification and Inves-
tigation System (VIGIPOS). VIGIPOS is a surveillance dimension
that maintains a systematic observation of AE and quality devia-
tions or TC of products under health surveillance in the country?,
involving blood and blood products, medicines, health products,
sanitizers, cosmetics, and health care®.

Hospitals accredited to the Sentinel Network are committed
to implementing a risk management system in the institution,
responsible for training the team and fostering a culture of noti-
fication. In addition, these services must appoint a professional
as a risk manager, who will be responsible for coordinating the
actions of identifying, investigating, and notifying in the institu-
tion and making the interface between the actions of intra-hos-
pital health surveillance and Anvisa®®.

In view of this scenario, this study is justified by the focus on risk
management in institutions accredited to the Sentinel Network,
with the expectation of producing empirical evidence on the mon-
itoring actions of products used in health care in the post-market-
ing phase. With this perspective, the following propositions are
accepted: 1) hospital risk management is characterized as the link
between the hospital and Anvisa, which identifies, analyses, eval-
uates, monitors, and communicates risks, under the coordination
of the risk manager; 2) the Sentinel Network is an observatory for
the post-market of health products, which implemented VIGIPOS’
actions in the hospital environment.

http://www.visaemdebate.incgs.fiocruz.br/

Based on these propositions, the question is: how are the actions
developed by hospital risk management in post-market surveil-
lance evidenced? This study aimed to analyze the actions devel-
oped by hospital risk management in post-market surveillance.

METHOD

Multiple case study with a qualitative approach. The multiple
case study is composed of a group of individual cases that allows
to understand and investigate in depth the phenomenon studied.
They are considered more robust and allow greater certainty
about the results’.

The cases studied corresponded to four public hospitals that
are part of the Sentinel Network in Floriandpolis, Santa Cata-
rina (one federal university hospital and three state hospitals).
Within the multiple case study, each hospital institution corre-
sponded to one case. The selection criteria for key informants
were: 1) being a risk manager or a professional designated for
this function; 2) be a professional working together with the risk
manager in post-market health surveillance, regardless of train-
ing and length of experience in the sector.

Data were collected from March to July 2017, through
semi-structured interviews, direct non-participant observation,
and documentary research. The semi-structured interviews were
previously scheduled via telephone and carried out individually,
in a place determined by the study participant, being recorded
after their authorization with the aid of a voice recorder. Subse-
quently, these interviews were transcribed in full and returned
to the participants via e-mail for validation.

Direct, non-participant observations were carried out at each
risk management for an approximate period of four hours and
were scheduled in person on the day of the interview, or carried
out at different times, while the researcher awaited the inter-
view. Documentary research was carried out by verbally request-
ing documents, mostly made available by e-mail. Information
available on the institutions’ websites was also consulted. The
analysis of the documents was carried out based on the reading
and systematization of the document contents, for later compar-
ison with the other data collection techniques.

In order to preserve the anonymity of the participants, the cases
are named A, B, C, and D. Risk managers and other professionals
who work in post-marketing health surveillance are identified by
the letter that determines the case, followed by a number from 1
to 5 that represents the professional. The documents are identified
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by the abbreviation DOC., followed by a number that represents
the document and the letter that identifies the case. Observations
are identified by the abbreviation OBS., followed by the letter that
identifies the case. The Figure illustrates the set of data collected.

For data analysis, the MaxQDA®plus software was used, which
made it possible to codify, categorize, and perform triangulation
of the data collected in the semi-structured interviews, in the
non-participant direct observations, and in the documents. Data
analysis was performed through cross-case synthesis, a technique
used for the analysis of multiple cases. This analysis technique
is relevant in studies that have at least two cases’. After pro-
cessing the data with the support of the software, tables were
structured, in which the data were grouped into two categories:
the organizational structure of risk management and the actions
developed by risk management.

The study was submitted for consideration by the Ethics Commit-
tee in Research Involving Human Beings and was approved under
CAAE n° 63084416.6.0000.0121.

E

2 interviews

El B
OBS. B OBS. A Case A E _ 5interviews

' g //Case B
S 2 B

OBS. C—Observation «— > Interview ___ . .
Case C — 2 interviews

E
Case D— El

2 interviews

OBS. D
Documents

Case A / Case D El

4 documents

5 documents

Case B Case C
AN

11 documents 2 documents

Source: Elaborated by the authors, 2021.

Figure. Source of research evidence.
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RESULTS

All the cases studied are state reference hospitals and are
accredited in the participating profile of the Sentinel Network.
The institutions have a risk manager, however, without exclu-
sive dedication to the activities of the sector. All cases made
notifications in the areas of techno-surveillance, hemovigilance,
pharmacovigilance, and care errors but only case B made noti-
fications in the area of bio-surveillance. The characteristics of
each case are described in Chart 1.

Next, the two categories that emerged from the data triangula-
tion are described: the organizational structure of risk manage-
ment and the actions developed by risk management. The first
addresses how each risk management is structured within the
institution. The second presents the actions that are carried out
by risk management.

Risk management organizational structure

The risk management organizational structure presents sim-
ilarities and contrasts between the cases. In cases B and C,
the risk manager is responsible for coordinating a multi-pro-
fessional team, which worked together in the post-market
Health Surveillance actions. During the observation period,
it was possible to notice that the risk manager in case B coor-
dinated four professionals, each responsible for specific areas
in pharmacovigilance, techno-surveillance, hemovigilance, and
in the Patient Safety Centers (NUSEP). The risk management
of case C included, in addition to the aforementioned areas,
the Waste Management, the Permanent Commission for Tech-
nical Opinion on Materials (CPPTM) and the Epidemiological
Surveillance Nucleus.

[...] my contribution to risk management is to be the
manager. [...] And how is the set, of hemovigilance,
pharmacovigilance, techno-surveillance, bio-surveillance,
and the part of patient safety. So, for each related area,
there are people responsible [...] (B2).

Chart 1. Characteristics of risk management in the cases studied. Florianopolis, SC, 2017.

Analysis elements Case A Case B Case C Case D

Number of beds 120 209 126 159

Year of risk management implementation 2009 2002 2011 2002

Risk manager training Pharmacy Medicine Pharmacy Nursing

Time of risk manager performance in the institution 5 years 13 years 9 months 4 years

Time of risk manager performance in risk management 5 years 3 years 7 months ! mon;:yi:nd 15

Number of professionals working at VIGIPOS 2 5 2 1

Risk management has its own office Shared environment Yes Yes Shared environment
Manual and Manual and

Event communication system Manual notification computerized Manual notification computerized
notification notification

Patient Safety Center Ir)corporated into chorporated into chorporated into Risk manager is a

risk management risk management risk management member

Source: Elaborated by the authors, 2021.
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| am appointed by the Board as a risk manager [...] the
risk management here at the hospital is designed as a
big umbrella, contemplating Waste Management, CPPTM
and NUSEP, and the Epidemiological Surveillance Nucleus

[...] (C1).

In cases A and D, the sector was structured differently. During
the observation period, it was noticed that, in case A, two pro-
fessionals worked together in the actions of risk management
and NUSEP. In case D, the risk manager acted alone and had
their actions focused on pharmacovigilance, techno-surveil-
lance, and hemovigilance.

[...] we carry out the activities together. [...] after the
structuring of NUSEP, it was also assigned to us (A2).

In addition to risk management [...] pharmacovigilance,
techno-surveillance, and hemovigilance (D2).

The contrast between the cases is related to the structure and
organization of the sector within each institution.

Actions developed by risk management

Among the actions developed, encouraging notification was cited
as the main attribution of risk management. The actions devel-
oped by the risk management are articulated with each other,
being triggered from the notification.

| always saw it as the main action, and the rest was the
consequence, to encourage professionals to carry out the
notifications [...] (D2).

Among the actions developed by the professionals who worked in
the risk management of cases A, B, and D, were receiving the noti-
fications, investigating the notified event, notifying the Health
Surveillance Notification System (Notivisa), seeking to solve the
incident that caused the notification and following up the notified
event within the institution and in the Notivisa system.

[...] the main tasks are basically these: receive
notifications, notify, try to solve, and follow up. [...] when
there is a solution in the case, | close the notification (A1).

Going after all the risks, all the adverse events reported in
the institution, is helping in the investigation of some and
monitoring the events that are notifiable in Notivisa (B2).

Another action developed by risk management was the active search.
In case B, the professionals who worked in techno-surveillance,
hemovigilance, and patient safety carried out an active search in
the evolution of the patients’ medical records and in the care units,
involving other sectors such as the warehouse. The active search
aims to identify events not reported by the health team and verify
the quantity of medical-hospital articles reported in the institution,
in order to decide the necessary actions.

Case C indicated that most notifications focusing on patient
safety protocols are identified through the active search, which
is performed daily in all patient records. Case D developed as a
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strategy the active search through personal contact with profes-
sionals in the units, questioning them about possible AE and TC
that occurred in the sectors.

And also, the active search in the evolutions of the nurses
that we did, to see if there is any adverse event that they
did not report, that we need to investigate. In evolutions,
in the system (B5).

[...] most of the notifications are identified through the
active search performed in 100% of the patients’ electronic
medical records [...] (C1).

And | also did that melee search, and asked: I’m getting the
notifications, does anyone else have any notifications? (D2).

In the document analysis, it was possible to perceive that,
in case B, the consultation with health professionals and patients was
also carried out. The participation of health professionals is high-
lighted as essential to expand and qualify this process (DOC. 11 B).

Case A did not perform an active search. This is justified due
to the risk management actions being developed in the phar-
macy and reconciled with the activities of this sector. In case B,
pharmacovigilance did not carry out an active search due to the
restricted workload of the professional who worked in the area.

We were not able to do an active search [...] this is the
great difficulty for being in the pharmacy area, because,
sometimes, many things happen during patient care, there
on a daily basis, that the pharmacist has no contact with.
This impairs both the understanding of what is happening
and the collection of these notifications [...] (A1).

[...] I still have a very restricted workload, | can’t do an
active search (B1).

All the cases studied showed similarity in the actions that involve
the investigation of notifications received by the sector and in the
changes in internal processes caused by the notification/investi-
gation. The investigation takes place through a search in medical
records and interaction with the authors involved in the notified
event, with the most serious events being prioritized. This results
in action plans, changes in internal processes, and the creation of
barriers, with the aim of preventing a new event from occurring.
The cases highlighted that risk management works to offer solu-
tions to identified failures and that most problems are solved by
changing internal processes and training professionals.

[...] the investigation is one of the functions... which is
important because it is often where you will be able to make
a flow and have a plan that will improve what is happening,
be it an event, or an anomalous situation that is happening
at that moment. [...] Many things, sometimes, are process
errors. People do not have the correct information or have
not been trained (D2).

In the document analysis, it was observed that the risk manage-
ment actions were aimed at improvements, corrections, and/or
prevention of the recurrence of events related to hospital health
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risks. The information generated by risk management must be
used to improve processes and preventive and corrective mea-
sures, since it is not enough to follow the notifications without
using them for internal improvement (DOC. 11 B). The notifica-
tion forms have guidelines to detail the incident, with the aim of
establishing preventive measures (DOC. 1 A).

Another action developed by risk management was the return to
the notifier, the sectors, and/or the professional involved in the
reported incident. In case B, the return was made to the noti-
fier (when they identify themselves) by e-mail or in person. It all
depends on the severity of the event. Feedback was also made
to the sectors and teams that performed the service, especially
when it involved issues related to patient safety or events gener-
ated by failures in internal processes. In these cases, risk manage-
ment’s concern was to avoid characterizing the event as an indi-
vidual event, centered on the professional involved in the event.

Case C established an internal flow, in which the risk man-
agement prepared an action plan based on the demands that
emerged from the notified, which was forwarded to the sectors,
which executed the plan, correcting the flaws in the work pro-
cesses. In case D, the return was made to the professional who
erroneously prescribed some medication. In the document anal-
ysis, it was noticed that the letter explained the consequences
that this can cause to the patient, suggesting improvements in
the process (DOC. 3 D).

Usually, these notifications are returned to the notifier.
[...] which takes place by means of a letter... or by e-mail.
[...] when it is a more serious case, there is a return to
the sector. It is not directly related to the person (the
letter), when it involves a process problem... so as not to
characterize any problem, especially in relation to patient
safety, as an individual (D2).

We designed a flowchart, which forwards the notified
demands to the responsible sectors to design action plans
[...]1in order to correct the flaws in the work processes and
with a determined deadline for compliance (C1).

In addition, cases A, B, and D, when they identified TC or AE in
medical-hospital items and/or medications, reported what had
happened to the supplier. This, in turn, evaluated the need to
train professionals on the use of the product, as well as the need
to change batch/brand/replace the material. In case B, the bid-
ding and purchasing sector was also communicated, so that it
was aware of what was happening. In case C, after the informa-
tion was passed on to Notivisa, the techno-surveillance notifi-
cation was forwarded to the Health Department, which carried
out the procedures with the suppliers. Cases A and D were also
referred to the Health Department, however, it was highlighted
that, in case D, due to the delay in returning from the Depart-
ment, the risk management contacted the supplier.

[...] with material quality deviation [...] | call the company’s
Customer Service, which directs [...] collects the material,
or comes here and checks if it is necessary to train employees
on its use, or replace, or change the batch of material. [...] |
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scan it (notification form) and send it to a hospital material
commission at the secretariat (Health Department) (A1).

[...] when it is due to material problems, the return is given
to the company, so that they know which batch of material is
troubled and, usually, they come to find out about the institution
or, at least, by e-mail or some means of communication to
know what happened to their products (B2).

Case D developed an action that differentiates it from the other
cases. The risk manager was responsible for verifying whether
the medical-hospital articles have reported TC or AE, before for-
warding them to the sectors to carry out the technical opinion.

[...] So these are things that | have to look at Notivisa if
there are any technical complaints, if not and forward
them. It is the risk management that sees if there is any
material complaint (D1).

Respondents in cases A, B, and D reported that samples of med-
ical-hospital items or notified drugs were archived by risk man-
agement. This is Anvisa’s guidance that is also used as an argu-
ment when contacting the supplier. In the document analysis,
it was found that the notification forms had the guidance to for-
ward the notified product to risk management (DOC. 4 A, DOC.
4B, DOC. 2 D).

We received guidance from Anvisa that we had to leave
the material, as it says here: keep the sample in your
possession (B3).

It is our orientation to send them together, because, when
contacting the company, we already show the material
with problems [...] (D1).

In view of the professionals’ reports, it was noticed that case
B presented some contrasts in relation to the other cases. Risk
management developed actions aimed at internal risk commu-
nication. This occurred through pharmacovigilance newsletters
(carried out in specific situations) and screening and passing on of
Anvisa’s technical alerts to the hospital sectors. It was observed
that the first action taken by the professional at the beginning
of their work process was to consult the Anvisa website (in the
space “consultation of the irregular product”) to identify the
alerts issued and communicate to the sectors that, if necessary,
they must remove the medical-hospital article and/or medica-
tion circulating in the institution (OBS. B).

Sometimes | issue some pharmacovigilance bulletins when
there is some event or a recurring medication error or
specific information about drug dilution, stability, then | do a
newsletter. [...] It’s printed. But it doesn’t have a circulation,
a specific frequency. It is when a one-off situation occurs (B1).

In the document analysis, it was also possible to perceive that
the direction and the main managers of the institution were
informed about the AEs that caused harm to the patient. This
action aims to keep them aware of what is happening in the
institution (DOC. 11 B).
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Chart 2. Synthesis of actions developed by hospital risk management in post-market surveillance: similarities and contrasts between the cases studied.

Florianépolis, SC, 2017.

Similarities

Contrasts

Notification stimulus

Different risk management organizational structure

Notification investigation

Consultation strategies for health professionals and patients to expand
and qualify risk management

Changes to internal processes caused by notification/investigation

Different ways of verifying the existence of adverse events and technical
complaints of medical-hospital articles before referring them for a
technical opinion

Return to the notifier, sectors, and/or the professional involved in the
reported incident

Internal risk communication mode through newsletters

Training of the team on the areas of activity of risk management

Way of passing on Anvisa’s technical alerts to the hospital sectors

Source: Elaborated by the authors, 2021.

The four cases studied showed similarities in the team’s training
actions in the areas of risk management.

Capacitate your teams. We have taken a lot of courses here
at the hospital at all levels (C1).

Case B highlighted the responsibility of risk management to pro-
vide biannual reports to Sentinel Network. In the speech of the
professional in case D, it was also possible to perceive the com-
pletion of the report.

And also provide the Sentinel Network with the semiannual
reports they require (B2).

A newsletter comes out every six months from the Sentinel
Network, and our hospital was in group A (D2).

In the document analysis, it was noticed that case A also issued
the report, since it was made available for analysis.

Chart 2 presents the main similarities and contrasts between the
cases studied.

DISCUSSION

The results of the study made it possible to compare, in the four
cases studied, the actions carried out by risk management in
post-market health surveillance. The cases showed similarities
in most actions and some contrasts.

All the cases studied were accredited in the participant profile,
thus, they are committed to having implemented an active risk
management in the institution that feeds the VIGIPOS data. Hos-
pital institutions are voluntarily accredited by the Sentinel Net-
work and can opt for different accreditation profiles, which do
not have hierarchies or are excluding?.

The adhesion of hospitals to the Sentinel Network makes it pos-
sible to know the TC and AE in the areas of pharmacovigilance,
techno-surveillance, hemovigilance, bio-surveillance, and care
mistakes. However, there is a need for greater strengthening of
the Sentinel Network in the country, which is capable of making
it a reference in the surveillance of products used in health care
at national and international levels, especially in relation to the

http://www.visaemdebate.incqgs.fiocruz.br/

importance that the notification process has for obtaining quali-
fied information for health regulations®.

Furthermore, the notifications allow the investigation of iden-
tified nonconformities, which reflects on decision-making in
actions aimed at patient safety®. In this context, the importance
of the commitment of the institutions accredited in the Sentinel
Network, with Anvisa’s proposal, is highlighted.

In this study, it was possible to perceive the articulation between
risk management and NUSEP, which develop joint actions in the
institutions studied. Anvisa’s initial focus on the post-market of
health products expanded with the introduction of AE notifications
resulting from the provision of health services, notifications that
are incorporated into the National Health Surveillance System?

The organizational structure of the risk managements studied
was organized according to the structure (human resources,
physical structure) institutionally made available. It is worth
mentioning that the formal designation of a professional to act
as a risk manager is a basic criterion for accreditation in the
Sentinel Network®. It was noticed that the greater the structure
provided (mainly human resources), the greater the number of
actions developed by risk management.

A study emphasizes the role of the risk manager as a profession
and highlights the need for this manager to monitor their pro-
ductivity in order to demonstrate their value in achieving the
institution’s goals™.

Inadequate sizing and turnover of professionals interfere with
the operationalization of risk management actions. This results
in underreporting, which impairs the implementation of improve-
ments, the analysis of risks and events that occur', in addition
to weakening the safety culture in the institution

The difficulty encountered by health institutions in allocating
resources for risk management is highlighted. This is because the
sector is typically considered a department that does not generate
profits for the institution'. However, it should be considered that,
when institutional risks are managed effectively, risk management
contributes to reducing the exposure of professionals, in addition
to promoting the quality and safety of the care provided.
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The actions developed by the risk management of the cases stud-
ied are, in part, similar to studies carried out in other countries. In
the United States, professionals responsible for risk management
in hospitals, in addition to developing and implementing risk man-
agement programs, are committed to creating and/or reviewing
policies and procedures related to their own management'. In the
same country, another study presented as activities carried out
the identification and analysis of risks, loss prevention, activities
focused on patient safety, providing feedback to employees, train-
ing the team, and reviewing contracts and policies™.

The active search, carried out by most of the cases studied, is
highlighted as a way of getting to know the institution itself. This
fact corroborates the study that characterizes the active search
as a management strategy that allows to know the risk situa-
tions'. Furthermore, carrying out an active search for incidents
has proved to be a management strategy, as it helps to identify
risk situations in hospitals'.

The return to the notifier, to the sector, and/or to the profes-
sional involved in the notified event is carried out in different
ways in the cases studied. The feedback establishes a communi-
cation channel, which allows the institution to provide feedback
on the actions taken to solve the problem, in addition to passing
on guidelines and information to professionals®.

In this study, risk management contacts the supplier and fol-
lows Anvisa’s guidelines, filing product/drug samples and noti-
fications, which corroborates another study, carried out at an
institution accredited to the Sentinel Network'. In this way, the
importance of risk management in monitoring and controlling
the quality of products used in health facilities is emphasized,
as well as the importance of a pre-qualification system for med-
ical and hospital articles that enables the adequate selection
of products and that demands quality even before acquisition'.
A study carried out in Thailand showed that hospitals also per-
formed risk management of products used in health care by
investigating complaints, monitoring inappropriate advertising,
and maintaining risk management and surveillance databases’®.

The involvement of health professionals is essential for the
success of risk management actions. These professionals con-
tribute to the identification, analysis, and treatment of risks,
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