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RESUMO

A epidemia global provocada pelo VIH continua a ser um desafio para a saude publica.
Intervengdes que visam prevenir a infegdo por VIH foram implementadas usando
diferentes modelos de acesso, tais como, o regime de oferta comunitaria de PrEP que
veio diminuir as barreiras de acesso a populagdes com risco elevado de infegdo. Em
Portugal, o projeto-piloto de PrEP em regime comunitario e descentralizado iniciou em
2021. O objetivo deste estudo foi descrever a acessibilidade e a satisfacdo dos
individuos, assim como, dos profissionais de saude nos primeiros 2 anos do projeto-
piloto. Para este fim, foi realizado um estudo transversal descritivo onde participaram 93
individuos cisgénero masculinos em PrEP e 16 profissionais de saude a exercer fungdes
em servicos de PrEP. Os resultados mostraram que a maioria dos utilizadores de PrEP
sentem um elevado nivel de satisfagdo em relagdo ao projeto piloto e, em média,
aguardaram cerca de 7 semanas pela sua primeira consulta médica. Os profissionais de
saude também se sentem satisfeitos, sendo a interferéncia que o projetos-piloto tém com
o seu horério de trabalho o fator que provoca menor satisfacdo. O presente estudo
demonstra que o primeiro projeto-piloto de acesso a PrEP usando um modelo de
distribuicdo comunitario e descentralizado foi bem-sucedido. Estes resultados poderao
ser importantes para o desenvolvimento de novas intervengdes a fim de contribuir para a

satisfagado do utilizador, assim como, do profissional de saude em servigos de PrEP.

Palavras-chave: PrEP, modelo comunitario, VIH, satisfagdo, acesso a PrEP



ABSTRACT

The global HIV epidemic remains a significant public health challenge. HIV prevention
interventions such as PrEP have been implemented in community-based settings to
address barriers in access to formal healthcare settings such as hospitals. The
Portuguese pilot project of PrEP in a community-based distribution model started in 2021.
The objective of this study was to describe the accessibility and satisfaction of
beneficiaries as well as providers in the first two years of this novel pilot project. For this
purpose, a cross-sectional study was conducted. In this study, 93 cisgender male PrEP
users and 16 healthcare professionals participated. The results showed that almost all
PrEP beneficiaries reported a high level of satisfaction towards this pilot project and had
to wait a mean time of 7 weeks to get to their first appointment. PrEP providers were also
highly satisfied, being the lowest satisfied with the interference that the pilot project took in
their working schedule. This study shows that the first pilot project of PrEP access using a
community-based in Portugal was successful in terms of beneficiaries and provider
satisfaction. These results may be important to the development of tailored interventions

in order to contribute to the satisfaction with PrEP.

Keywords: PrEP, community-based model, HIV, satisfaction, PrEP access



BACKGROUND

1. Human Immunodeficiency Virus (HIV)

According to the latest data from UNAIDS, an estimated 38 million people were
living with HIV at the end of 2020, and approximately 1.5 million new HIV infections
occurred worldwide in 2022 (1).

Over the last decade, significant progress has been made globally regarding HIV
treatment, such as ensuring immediate access to antiretroviral therapy (ART) (2).
Nevertheless, the global HIV epidemic remains a significant public health challenge (1).

Furthermore, the COVID-19 pandemic created social disruptions as the loss of
income, livelihood and social changes which impacted and raised even further the
inequalities among the key populations at high risk for HIV, such as men who have sex
with men (MSM), sex workers and people who inject drugs (PWID). Thus, these outcomes
may put at risk public health prevention measures regarding HIV (3) and intensified
efforts and diversified strategies are needed to address this challenge (1). In order to
achieve the WHO goal of ending the HIV epidemic by 2030 we must ensure an efficient
HIV response with a range of prevention strategies that include condom use and pre-

exposure prophylaxis (PrEP) (1,4).

2. Pre-Exposure Prophylaxis (PrEP)

The World Health Organization (WHO) defined PrEP as the use of an antiretroviral
medication by seronegative individuals to reduce the risk of acquiring an infection by HIV
(5).

This prophylactic intervention is safe and recommended as part of a
comprehensive HIV prevention strategy that includes regular HIV testing and condom use
(6-8). Until 2019, several randomised controlled trials (RCT) showed that taking PrEP
resulted in a 97% risk reduction of acquiring HIV, regardless of risk behaviours, if taken
daily or more than 4 doses a week (9-13).

One qualitative study conducted in the World Gay Parade 2017, in Madrid, showed
that 63% of the participants were motivated to access PrEP services, of whom 53%
justified their motivation in order to prevent themselves from HIV infection, 14% to have
condomless sexual intercourses while in PrEP and 8% to feel safer while they were
having sex (14). Though, until 2021, 144 countries adopted the WHO recommendations to
use PrEP in their national guidelines, it may not be accessible or affordable for everyone
who needs it (1,15).



Access to PrEP can be limited by a range of barriers altering the individual’s ability
to access this prevention tool and may contribute to disparities in PrEP uptake and
adherence among different populations all over the world (16). One of the most significant
barriers to PrEP access is the expensive cost of ARV medication, therefore prescription
criteria must be ensured in order to reach key populations, allowing PrEP to be a cost-
effective measure for HIV prevention (17). Although some countries have implemented
PrEP subsidies or assistance programs to help address this barrier, not all individuals
have access to such programs and need to rely on insurance coverage schemes or out-
of-pocket payments (18).

A cross-sectional study in 2019, showed that Portugal and seventeen other
countries (i.e., Northern Ireland, Wales, Scotland and England within the UK, Iceland,
Norway, Sweden, Ukraine, Moldova, Georgia, Bosnia and Herzegovina, Croatia, Slovenia,
Belgium, France, Germany, Luxembourg, the Netherlands, Greece and Spain) offered
free access to PrEP in their National Health Service (NHS), provided through public
expenditure or private funding (e.g., demonstration, research and/or pilot programmes)
(19). Countries such as lItaly, Israel, Austria, Ireland, Malta, the Czech Republic,
Switzerland, Sweden, Poland and Finland partially guarantee free access to PrEP which
means that their citizens are required to have some array of health insurance to have
access. Countries in the Middle East and North African region, Russia and Turkey
acknowledge the non-existence of formal PrEP use (19). Hence, several individuals may
not know that PrEP exists or may have misconceptions about its effectiveness and safety
(20). Healthcare providers may also hold biases and stereotypes about certain
populations, which can lead to feelings of stigma and discrimination associated with HIV
and with high-risk behaviours such as sex work or drug use (21).

Language and cultural barriers can also play a decisive role regarding access to
PrEP services, particularly for individuals from non-English-speaking countries or
immigrant communities (22). In 2022, the USA, Australia, France and the UK were the
high-income countries (HIC) that registered the highest number of people who started to
use PrEP. On the other hand, South Africa, Nigeria, Zambia and Uganda accounted for
the highest PrEP uptake among low and middle-income countries (LMIC) (23).

Moreover, since 2018 PrEP uptake has progressively risen as Europe and Central
Asia boosted their access and availability through formal mechanisms. This resulted from
a multifaceted approach implemented by the national health services over these regions
to diversify their PrEP delivery models (24,25). Currently, countries around the world can

provide PrEP to their citizens through several delivery models, including, hospital-based



outpatient services, pharmacy-led initiatives, nurse-led PrEP, community-based

programmes and home-based delivery services (25,26).

3. Delivery models of PrEP

Hospital-based outpatient services deliver PrEP in clinical settings such as
hospitals and/or primary healthcare clinics through scheduled appointments performed by
healthcare professionals such as doctors and nurses (27). This type of delivery model
effectively uses the institution’s logistics, infrastructure and human resources as also can
provide additional knowledge or skills to their healthcare force (28). Associated with this
delivery model users may find some access barriers (e.g., people who have scarce means
of transportation and have time-limited availability due to living in remote or rural areas),
language barriers in communicating with health professionals, privacy concerns (e.g.,
clinical settings usually are busy and waiting rooms are full), and struggling with feelings
of stigma and discrimination (e.g., some people may not feel comfortable disclosing their
identity, sexual behaviours and/or HIV risk to healthcare providers in public settings)
(29,30). These barriers could halt the population with a high risk for HIV from accessing
PrEP by avoiding hospital-based outpatient services (31).

Pharmacy-led initiatives comprise the provision of PrEP medication by pharmacies
with or without a prescription from another healthcare provider (32). This model has some
benefits, including reduced perceptions of stigmatisation and increased accessibility (e.g.,
PrEP users can access ARV medication easily with less time-consuming and without rigid
schedules) (32). On the other hand, lack of medical oversight, limited counselling and
education-based activities may create the risk of adverse health outcomes and misleading
attitudes by the user of PrEP services (33). In the USA, one qualitative study that
evaluated the users’ satisfaction and pharmacists’ acceptability of a PrEP access
programme that used a pharmacy-led delivery model showed that 73% of the patients
reported being very satisfied and only 2.9% of the pharmacists had experienced
uncomfortable situations (34). Thus, this type of delivery model was associated with
substantial rates of satisfaction and acceptance.

The European Center for Disease Prevention and Control (ECDC) defined nurse-
led PrEP delivery as a type of service that allows nurses to provide ARV medication to the
key population with an ongoing risk of HIV infection (35). This emerging access model
allows nurses to play a central role in initial assessments, prescription, monitoring and
supporting individuals using PrEP by task-sharing alongside doctors. This can boost
adherence, particularly for those who may face barriers to accessing PrEP through

traditional medical settings (36). Nurse-led PrEP can be implemented in non-clinic settings



such as sexually transmitted infection (STI) testing clinics, urban Public Health Units
(PHU), Community-Based Organizations (CBO) and mobile HIV screening units, by
nurses that can also facilitate linkage to care for those who test positive for HIV or other
STI (37).

Community-based programmes have also been involved in the delivery of PrEP to
individuals at high risk for HIV through fixed-location CBO and/or mobile screening units
that are often based in hard-to-reach communities (38). The involvement of CBO in PrEP
delivery has been shown to increase access to PrEP among key populations (e.g., MSM,
sex workers and PWID) that rely on scarce support and low availability of sexual health
services (39). CBO can effectively provide education and navigation services to
individuals who may not otherwise have access to these services. It also works closely
with healthcare providers to ensure that their users receive appropriate medical care,
including monitoring for side effects of PrEP and regular STI testing (40). Other benefits
include the development of trusting relationships between CBOs and their users which
allows them to be more likely to seek out PrEP services as part of their HIV prevention
strategy (41). However, some challenges associated with the community-based PrEP
delivery model can arise as many CBOs rely on grant funding to access medical
resources which can create long waiting periods and a shortage of well-trained health
professionals (42). By leveraging the strengths of community organizations and working in
partnership with healthcare providers, CBOs can play a critical role in reducing HIV
incidence and increasing PrEP uptake and adherence (43).

Home-based delivery of PrEP has emerged as a potential solution to overcome
some of the barriers to accessing PrEP in traditional healthcare settings (44). With online
PrEP access, individuals can obtain ARV medication and clinical monitoring through
telemedicine or web-based portals, often without needing to visit a healthcare provider
physically. Home-based delivery models allow for an agile and discreet delivery to the
user's dwelling, reducing time constraints, transportation, or logistical barriers (45).
Further, online PrEP access can improve access to HIV prevention strategies by reducing
barriers, particularly for individuals who may be uncomfortable accessing PrEP in
healthcare settings due to feelings of discrimination or stigma. Telemedicine can also
facilitate PrEP access for people who live in remote areas or areas with limited access to
healthcare providers (46). Nonetheless, potential disadvantages such as inadequacy of in-
person clinical supervision, monitoring and counselling, a lack of regulation and a
curtailment regarding the quality of care can occur for some online providers. Despite
these concerns, online PrEP access and home-based delivery models have shown

promise in increasing access to PrEP and reducing barriers to care for underserved



populations. Thus, it is crucial to ensure that these delivery models are implemented with
appropriate quality control and monitoring measures to guarantee safe and effective PrEP
use (47,48).

4. PrEP in Portugal

The Portuguese National Health Service (PNHS) registered a total of 1803 new
cases of HIV infection, between 2020 and 2021, where 52% of the new diagnoses
corresponded to heterosexual individuals, and 27.6% were people over 50 years old. HIV
infections among MSM accounted for 40% of the total newly detected HIV infections and
among this population, 70% were individuals between the ages of 15 and 29 years old.
The areas of Lisbon, Porto and Madeira Island were the urban areas with the highest HIV
incidence rates (49).

In 2017, the PNHS published the guideline 025/2017 to provide access to PrEP to
individuals at high risk for HIV infection (50). Soon after, in 2018, PNHS created an early
access program to PrEP services through a hospital-based delivery model that was
available to the Portuguese population (51). Individuals had to schedule an appointment
in the Infectious Disease Department in order to access the PrEP program, which
included different stages: triage, counselling appointments with healthcare professionals
(i.e., doctors and nurses), clinical monitoring and patient follow-up (52). After one year of
the PrEP early access program in Portugal, 1000 users, mostly adult MSM with a
university degree, accessed PrEP (53). Mainly, this population was aware of the PrEP
program due to visits to STI clinics and CBO (53).

In 2021, one study reported that before the introduction of PrEP by the PNHS
people obtained their ARV medication without clinical prescription and supervision using
sources such as the Internet (41%), offered in foreign countries (26%) or through friends
and/or sexual partners (9%), respectively (54). After the introduction of the early access
PrEP program in Portugal, the same study found that 70% of new PrEP users were using
ARV through medical prescription in Portugal (54). Regarding knowledge related to PrEP
in Portugal, one study found that knowledge remains low among people with a high risk
for HIV infection (55).

At the end of the 2nd semester of 2021, the PNHS created a pilot project where
PrEP was delivered in a community-based service through CBO alongside the main
Hospitals in Porto and Lisbon. This initiative was implemented in Lisbon by Grupo de
Ativistas em Tratamento (GAT) through Hospital Garcia de Orta (HGO) and in Porto by
Centro Comunitario +Abrago Porto (CC+AP) through Centro Hospitalar Universitario do
Porto (CHUP) and Centro Hospitalar Universitario Sdo Jodo (CHUSJ) (56-7).



5. Adherence, Retention and Satisfaction in PrEP programmes

Adherence to PrEP is critical for its effectiveness in preventing HIV transmission,
as several studies have shown that high levels of adherence are associated with a >97%
reduction in HIV incidence (58). Several authors reported that nurse-led PrEP in a
community-based setting was associated with high levels of adherence among
participants who reported feeling more comfortable discussing sexual health concerns
compared to a physician in a clinical setting (59). However, further research is needed to
explore the effectiveness of this model in addressing challenges regarding adherence
among different settings and populations (60).

Achieving high levels of adherence in PrEP programmes can be challenging due
to several factors (e.g., stigma, side effects, satisfaction and access barriers). Regular
visits with users to manage side effects and offering PrEP in a variety of settings can
improve adherence to PrEP programs (61).

Retention in PrEP programs is also crucial to ensure that individuals continue to
receive the benefits of PrEP, including protection against HIV and access to HIV-related
healthcare services. The success of PrEP programs is dependent on high levels of
retention, which can be influenced by a variety of factors (62,63). PrEP programs must
ensure that individuals have access to health education interventions to ensure that
individuals understand the importance of adherence and continuous enrollment in the
prevention of HIV programs (64,65). Partner support (e.g., partner counselling and regular
STI screenings) can also be an important factor in improving retention by creating a
supportive network for individuals taking PrEP (66).

In addition, a study conducted in Kenya found that individuals who received
adherence counselling reported higher levels of satisfaction with their PrEP program (67).
Satisfaction in PrEP programs plays an important role in the levels of retention and
adherence to PrEP services (68). A study conducted in San Francisco found that
individuals who reported high satisfaction with their enrolment in PrEP were more likely to
have high levels of adherence (69). PrEP programs should focus on providing high-quality
care, enhancing accessibility and convenience, providing comprehensive information and
education, offering adherence support, and involving individuals in program planning and
evaluation to improve overall PrEP user satisfaction (70).

Moreover, PrEP programs must be adequately staffed to ensure that users receive
timely and appropriate care to minimize waiting times and provide flexible clinical hours to
accommodate individuals’ schedules (71). In 2022, one pilot programme that delivered
PrEP using a community-based model in Cambodia showed a higher effectiveness

compared to previous delivery models used in the country (1). This programme was



implemented by a local CBO working as an STI clinic alongside an urban PHU that
provided ARV medication to key populations at the moment of their first PrEP appointment
if the patients complied with established clinical safeguard guidelines (1). Another study
conducted in Scotland found that individuals who accessed PrEP services with
knowledge-based interventions and support engagement strategies reported equitable
access which increased user satisfaction (72). Similarly, a study conducted in South Africa
sought to evaluate the participants’ satisfaction enrolled in a PrEP delivery service through
a CBO and the results showed higher levels of satisfaction in contrast with participants
who accessed PrEP services through a traditional clinic (73).

According to the ECDC, there is a deep need to create data-collecting tools to
monitor and evaluate PrEP programs in their different delivery models. The ECDC
guidance highlights the importance of involving key stakeholders, including affected
communities, in the evaluation process (74). This involves engaging with individuals and
organizations that are affected by PrEP programs, as well as involving them in the design
and implementation of evaluation activities. Overall, the ECDC guidance provides a
framework for evaluating PrEP programs that can be adapted to different settings and
populations. By evaluating the impact of PrEP programs, it is possible to identify areas for
improvement and optimize the delivery of PrEP for HIV prevention (75). Hence, we sought
to study PrEP users using priority indicators (i.e., the waiting time to get access to PrEP
services and subjective satisfaction) that are embedded and withheld in PrEP programs,
which translates into individuals using continuously ARV medication for a period of three
or more months (76).

Finally, individuals’ experiences with PrEP programs can be enhanced by involving
them in program planning and evaluation. Programs should solicit feedback from
participants and use this feedback to improve services and enhance satisfaction. This can
help individuals feel more invested in the program and increase their overall satisfaction
with PrEP services (77).

OBJECTIVES

The present study aims to describe the accessibility and user satisfaction among
individuals using PrEP for over three or more months in a novel pilot project which uses a
community-based delivery model. This study encompasses the program implemented by
Centro Comunitario +Abrago Porto (CC+AP) through Centro Hospitalar Universitario do
Porto (CHUP). Thus, this study sought to answer the following research questions: “What

was the level of satisfaction of PrEP beneficiaries and PrEP providers of a community-



based PrEP delivery model?” and “What was the mean waiting time between the date of
PrEP request and the date of first PrEP appointment in a community-based PrEP delivery
model from 2021 and 20237?".

To address the exploratory nature of this study we sought to describe PrEP users
at three main levels: sociodemographic, clinical background and risk factors.
Subsequently, we sought to identify and analyze (a) the level of satisfaction of PrEP
users and health professionals, and (b) the waiting time between the date that the user
requested to access the HIV prevention program and the date of the user’s first PrEP

appointment (i.e., the first stage of the community-based PrEP program).

METHODS

1. Study Design

This is a cross-sectional study concerning the first two years of the pilot project
(2021 and 2022) that used a community-based model to offer PrEP in the Centro
Comunitario +Abrago do Porto (CC+AP) to patients of the Centro Hospitalar Universitario
do Porto (CHUP). Currently, CHUP offers PrEP in two models of distribution, hospital-
based and community-based, both following the guideline 025/2017 (updated on 16~ May
2018) in order to guarantee patient safety while on PrEP. The community-based PrEP
model that targets individuals prone to HIV infection includes several interventions such
as: (1) evaluation of the user's knowledge regarding PrEP, perceived risk of HIV infection
and STD, (2) clinical monitoring, and (3) prevention measures through health education
sessions and condoms distribution. At this present date, CHUP continues to collaborate
with CC+AP to distribute PrEP in a community setting. The study received ethical
approval from the Ethical Board of the CHUP.

2. Procedures

Between August and September of 2023, the researcher recruited participants
who were enrolled in the pilot project of PrEP distribution using a community-based model
of Centro Hospitalar Universitario do Porto (CHUP) by face-to-face invitations. This
invitation to participate in the study included the provision of information regarding the
study objectives, as well as briefing sessions to answer possible doubts and questions
that the participants may have. Both the recruitment process, participants’ invitation and
interview process took place at Centro Comunitario +Abrago Porto (CC+AP), which is the
place where PrEP users had their medical appointments. The administration of the

questionnaire was completed privately and autonomously in one office of the CC+AP, in

10



order to ensure patient privacy. The questionnaires were available in Portuguese and
English and took approximately 15 to 20 minutes to complete. The researcher provided
additional explanations if the participants had information-related questions. There were

no incentives or monetary compensation offered to participants for their participation.

3. Participants

In this study, participants were directly recruited at Centro Comunitario +Abrago do
Porto (CC+AP) and Centro Hospitalar Universitario do Porto (CHUP). PrEP users and
healthcare professionals enrolled on the pilot project of community-based, between 20"
November 2021 and 30" March 2023, were invited to participate, regardless of their
gender identity, sexual orientation and relational status.

We included PrEP users enrolled in the pilot project who meet the following
inclusion criteria: (1) being cisgender males, (2) having a valid prescription provided by
the physician, (3) having a pharmaceutical scheme of four or more doses of PrEP a week,
and (4) returning to the medical appointment of the 3™ month. Exclusion criteria include:
(1) two or more consecutive faults to the scheduled medical appointment. 98 PrEP users
were invited to participate in the study, 95 consented to participate in this study.
Questionnaires from 2 participants were excluded because they had two or more
consecutive faults with the scheduled medical appointment.

Regarding the healthcare professionals, we include those who meet the following
inclusion criteria: (1) working in CHUP or CC+AP, and (2) being directly enrolled on the
PrEP pilot project of community-based. 16 healthcare professionals were invited to

participate in the study, all participants consented to participate in this study.

4. Measures
a. Sociodemographic Questionnaire
The sociodemographic questionnaire was applied to the PrEP users’ total sample
and provided a sociodemographic characterization of the following variables: gender
identity, age, nationality, city of residence, education categorized according to the ISCED-

11, and occupation categorized according to the (ISCO-08) (78,79).

b. Clinical Questionnaire
The clinical questionnaire retrieved information from the participant's medical
records that were collected during their first medical appointment in the PrEP program.
Thus, it was possible to collect the following data about the participants’ clinical history:

relevant medical history, use of any regular medication, previous diagnosis of an STD,

11



and if affirmative which one (s), previous use of PrEP, and previous use of Post-Exposure
Prophylaxis (PEP) and if affirmative the date when it was administered. Moreover, data
regarding PrEP users’ risk factors was collected such as their vaccination status for VHA,
VHB and HPV, information regarding sex partners with whom they have unprotected sex,
type of sexual practices and use of psychoactive substances and if affirmative what type

of substance and form of consumption (Appendix D).

c. Perceived Satisfaction Questionnaire

The perceived satisfaction questionnaire aimed to collect data regarding the PrEP
user’s and the healthcare professionals’ own satisfaction regarding the novel pilot project
of PrEP provision in a community-based model. This questionnaire used a Likert scale
that classified perceived satisfaction into 5 levels (0-5) and it was first used in a study that
aimed to evaluate the satisfaction level of PrEP users and healthcare professionals in a
PrEP service using a community-based model by The University of Nebraska (34). The
main author gave permission to use the same framework in this present study. The
perceived PrEP users’ satisfaction questionnaire has questions regarding the level of their
own satisfaction experience with the healthcare provided, information related to their own
health and health education, perceived relation between healthcare professionals, the
process of collecting biological samples, follow-up medical appointments, privacy
concerns and the access to PrEP. The perceived satisfaction questionnaire applied to the
healthcare professionals used questions regarding the level of satisfaction experienced
with the comfort of the facilities, the type of healthcare provided, the working environment,

colleagues’ communication and interference with their work schedule (Appendix E).

d. Access to PrEP
To describe the access to PrEP in the pilot project of community-based we
measured the period of waiting time, in days, that the PrEP beneficiaries experienced
from the date they fulfilled their request to access the program to the date of their first

medical appointment.

5. Analysis

The data obtained from the sociodemographic, clinical and perceived satisfaction
questionnaires were presented using descriptive statistics of the total sample (mean,
standard deviations and range) and frequency analysis (absolute and relative). Due to the

small sample size, we decided to dichotomize the answers from the perceived satisfaction
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questionnaire into low (1-3) and high (4-5). The analysis was conducted using the 29~
version of the IBM SPSS Statistics.

6. Ethical Approval and Informed Consent

To legally implement the present study, permission was obtained by the President
of the Administration Council of the Centro Hospitalar Universitario do Porto (CHUP) that
received approval from the following departments: Ethical Board, Data Protection Officer,
Clinic Investigation Service, Education and Investigation Department, Clinical Director of
the Infectious Disease Department, Clinical Director of the Emergency Department and
respective Nursing Chief Departments (Appendix B). Prior to the data collection, the
objectives of the research project were explained to the participants as also information
was provided regarding the anonymity, protection and confidentiality of the collected data.
Further, recommendations from the Data Protection Officer were followed to safeguard
the elaboration of the study. In the presence of the researcher, a Study Information Form
and an Informed Consent Form (Appendix C) were distributed to the participants and a
copy was provided to them. Subsequently, a set of assessment instruments were
distributed to the participants. Hence, the questionnaires were returned directly to the
researcher soon after being stored in a closet safeguarded by a lock that the key was only
available to the researcher. We provided a point of contact (i.e., phone number and email)
after informing the participants regarding the possibility of withdrawing from the study for a

period of 6 months if they wished to.

RESULTS

1. PrEP users’ characterisation

Participants ranged from 20 to 64 years old (M=31.1; SD= 8.28). Participants'
nationality was distributed relatively equally between Brazilian (50.5%) and Portuguese
(44.1%), other nationalities (5.4%) included participants from the USA, Netherlands, Italy
and Spain. Most were living in the Porto district (89.2%), had completed a higher
education course (64.4%) and were currently working (85.1%). The sociodemographic

characteristics of the final sample of PrEP users are presented in Table 1.1.
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Table 1
Sociodemographic characteristics of PrEP users (N=93)

Variable All
(N=93)
N (%)
Nationality
Portuguese 41 (44.1)
Brazilian 47 (50.5)
Other 5(5.4)
City of Residence
Porto 83 (89.2)
Other 10 (10.8)
Education
Less than upper secondary education 4 (4.4)
Upper secondary or post-secondary non-tertiary education 29 (31.2)
Tertiary or higher education 60 (64.4)
Occupation
Operational and Technical 34 (36.6)
Professional 31 (33.3)
Supervisor and Manager 14 (15.2)
Student 8 (8.6)
Unemployed 6 (6.5)
Age (in years)
Mean (SD) 31.1(8.28)
Range 20-64

Regarding the clinical characteristics of PrEP users, most participants were
healthy without any relevant medical history (73.1%), without known allergies (84.9%) and
didn’t take any regular medication (79.6%). A previous STD infection was reported by
47.3% of PrEP users. Regarding the previous use of PEP, 22.6% of participants said that
they had used it and 81.7% of those used it in the past 3 years. Out of the total sample,
10.8% already had taken PrEP in the past. In regards to the participants’ vaccination
status, almost all had been vaccinated for Hepatitis B (92.5%), 18.33% for Hepatitis A
and 9.7% for HPV. The clinical characteristics of the final sample of PrEP users are

presented in Table 2.
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Table 2
Clinical characteristics of PrEP users (N=93)

Variable All
(N=93)
N (%)
Relevant Medical History:
No 68 (73.1)
Yes 25 (26.9
Relevant Medical conditions present (n=25):
Anxiety 4 (16.0)
Asthma 4 (16.0)
Depression 5(20.0)
Hemorrhoids 4 (16.0)
Others 8 (32.0)
Know allergies:
No 79 (84.9)
Yes 14 (1
Regular Medication:
No 74 (79.6)
Yes 19 (20.4)
Previous Diagnosis of STD:
No 49 (52.7)
Yes 44 (47.3)
STD Diagnosed (n=44):*
Chlamydia 5(5.4)
Gonorrhea 15 (16.1)
HPV 8 (8.6)
Syphilis 28 (30.1)
Others 3(3.3)
Previous Use of PEP:
No 72 (77.4)
Yes 21(22.6
Previous use of PEP in the past 3 years (n=21):
No 4 (18.3)
Yes 17 (81.7)
Previous Use of PrEP:
No 83 (89.2)
Yes 10 (10.8)
Vaccination:
VHA 17 (18.3)
VHB 86 (92.5)
HPV 9(9.7)

.*Categories not mutually exclusive; PEP: Post-Exposure Prophylaxis; PrEP: Pre-Exposure Prophylaxis
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Relatively to the sexual behaviors of PrEP users, 7.5% reported not having and

don’t do unprotected/condomless sex (7.5%), and the remaining participants reported they

have had condomless sex with: people they didn’'t know the results of STD screenings or

if they had been performed (62.4%); people they know to be regularly screened for STDs

and are HIV negative (25.8%); and people with whom they have confirmed to be living

with HIV (4.3%). Still, regarding the individuals with whom PrEP users have condomless

sex with: 45.2% of participants don’t know if they have other partners: 33.5% reported

their partners have other partners; 12.9% reported that don’t have other partners (12.9%).

Participants' sexual practices were receptive oral sex (96.8%), insertive oral sex (94.6%),

receptive anal sex (86%), insertive anal sex (82.8%) and insertive vaginal sex (11.8%).

The sexual behaviors of participants are presented in Table 3.

Table 3
Sexual Behaviors of PrEP users (N=93)
Variable All
(N=93)
N (%)
The individuals with whom you have unprotected sex with:
Not applicable because | don't have condomless sex 7(7.5)
They have confirmed HIV infection 4 (4.3)
They are regularly screened for STDs and are HIV negative 24 (25.8)
| don't know the results of STD screenings or if they are performed 58 (62.4)
The individuals with whom you have had unprotected sex with:
Not applicable because don't do condomless sex 6 (6.5)
Don't have other partners 12 (12.9)
Have other partners 33 (35.5)
Don’t know if they have other partners 42 (45.2)

Regarding your sexual practices, you do:*
Receptive Oral Sex
Insertive Oral Sex
Receptive Anal Sex
Insertive Anal Sex

Insertive Vaginal Sex

90 (96.8)
88 (94.6)
80 (86.0)
77 (82.8)
11 (11.8)

* Categories not mutually exclusive; STD: Sexual Transmitted Diseases; HIV: Human Immunodeficiency Virus

Regarding the use of drugs by PrEP users, most participants used drugs in a non-

sexual context (43%), with alcohol (70.7%) and marijuana (46.1%) being the most used.
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Around 27% used drugs in a sexual context and about 30% reported not using

drugs. The characteristics of drug use of the participants are presented in Table 4.

Table 4
Use of Drugs of PrEP users (N=93)
Variable All
(N=93)
N (%)
Use of Drugs:
Don't use 28 (30.1)
Use mainly in non-sexual context 40 (43.0)
Use mainly in sexual context 25 (26.9)
Type of drugs:
Alcohol 46 (70.7)
Marijuana 30 (46.1)
Cocaine 8(12,3)
Ecstasy 4 (6.1)
LSD 3 (4.6)
Poppers 4 (6.1)
Mephedrone 4 (6.1)
MDMA 5(7.7)
GHB 2(3.1)
Modes of Drug Administration:
Inhaled 14 (15.1)
Smoked 32 (34.4)
Ingested 52 (55.9)
Injected 1(1.1)

*LSD- Lysergic acid diethylamide; MDMA- Methylenedioxymethamphetamine; GHB Gamma-hydroxybutyric acid

Participants reported in general a high level of satisfaction in all subjects
addressed. The satisfaction of PrEP users for each subject is presented in Table 5.

Tabl
Szzs‘asction of PrEP users, the proportion of high satisfaction (4-5)
Variable All
(N=93)
N (%)
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Easy to access PrEP: 87 (93.5)

Waiting period to know the results of the exams performed: 88 (94.6)
Biologic products collection process: 92 (98.9)
Working relationship between the healthcare professionals: 93 (100)
Privacy of the information disclosure during appointments: 92 (98.9)

Information provided by the healthcare professionals about PrEP and/or

health status: 93 (100)
Interested of healthcare professionals in participants health: 92 (98.9)
Comfort of the place where the appointments took place: 92 (98.9)

PrEP: Pre-Exposure Prophylaxis

The mean time of waiting to get access to their first medical appointment was
47.08 days (SD=25.171). The results of the number of days by the number of users

enrolled on PrEP are presented in Figure 1.

Figure 1
PrEP users by order of request to get access to the PrEP program and their respective
waiting time (N=93)
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2. Health Professionals characterisation
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Healthcare professionals included 6 nurses, 9 doctors and 1 psychologist. At the
time of the study, most were working at both hospital-based and community-based PrEP
services (68.8%) and their service time ranged from 4 to 324 months (M=88; SD=105.44).

The professional characteristics of the healthcare professionals are presented in Table 6.

Table 6
Professional characteristics of healthcare professionals (N=16)
Variable All
(N=16)
N (%)
Working setting
Hospital-based only 1(6.3)
Community-based only 4 (25.0)
Both 11 (68.8)
Service Time (in months)
Mean (SD) 88 (105.44)
Range 4-324

Healthcare professionals reported a high level of satisfaction in all subjects

addressed. The satisfaction of healthcare professionals is presented in Table 7.

Table 7
Satisfaction of healthcare professionals, the proportion of high satisfaction (4-5)
Variable All
(N=16)
N (%)
Comfort of the patient-professional relationship: 15 (97.3)
Working relationship among professionals: 15 (97.3)
Comfort of the place where the appointments took place: 15 (97.3)
Comfort with the interventions performed: 14 (87.5)
Interference of PrEP provision with working sheduale: 11 (68.8)

DISCUSSION
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The purpose of this study was to explore the satisfaction of PrEP users and
healthcare professionals with the pilot project of a community-based PrEP program as
well as to identify the waiting time date that the user requested to access the HIV
prevention program and the date of the user’s first PrEP appointment. Despite evidence
demonstrating that users enrolled in PrEP programs that use a community-based model
experience a higher level of perceived satisfaction, this information remained to be known
in Portugal (19,53).

PrEP users’ satisfaction towards the pilot project was high in all subjects
addressed. The lowest levels of satisfaction were related to the ease of access to PrEP
and the time that PrEP users had to wait to receive their exam results. This can be
explained by the increasing waiting time they experienced to get to the first PrEP
appointment. Nevertheless, for all subjects, inquired satisfaction was equal to or more
than 93%. The working relationship between the healthcare professionals, the interest of
healthcare professionals in PrEP users’ health status, and the information provided by the
healthcare professionals about PrEP and/or personal health obtained a 100% high level of
satisfaction. These results are in line with other studies conducted with other populations
using PrEP (34) and can be explained by to development of a trusting relationship
between the community-based organizations and their users (39-41).

Regarding PrEP access, the mean time participants had to wait in order to have
their first PrEP appointment was 7 weeks. In the first 2 years of the pilot project, the mean
waiting time to get PrEP was lower than expected, as evidence shows that the most
common waiting time is 12 weeks (80). On the other hand, the last period of the pilot
project was above 12 weeks which may signal barriers in terms of PrEP access as other
studies demonstrated (80).

Regarding the healthcare professionals’ perceived satisfaction, the results showed
a generalized high level of perceived satisfaction towards the pilot project in all subjects
addressed. These results did not differ from other studies conducted with other
populations of healthcare professionals working in PrEP services (34). In the matter of the
interference with the healthcare professionals’ working schedule, a higher proportion of
participants reported a low level of satisfaction. can be explained due to the extra hours
they may have spent in CC+AP which then adds to the time the healthcare professionals
spend travelling from their workplace (mostly hospitals) to the CBO.

The results of this study not only show that the pilot project of community-based
PrEP was well accepted by the beneficiaries but also by the healthcare professionals.
High levels of satisfaction by the user play an important role in the adherence and

acceptance to PrEP programs (69). The high levels of satisfaction can be explained due
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to the pilot project having high-quality care with accessibility and convenience,
comprehensive information and education sessions, as well as adherence support (70).
Retention is also related to the satisfaction perceived by the user as higher levels
translate into success of the program and higher retention of the user (68).

The inclusion of users’ opinions in this study allowed us not only to analyze their
satisfaction but also to understand if the pilot project was successful during the period of
collected data. The inclusion of the waiting time that the beneficiaries experience from the
request to their first appointment was also important to measure an indicator of
accessibility and also to capture an increase in this indicator which can be an early
warning of a potential barrier being posed to PrEP candidates.

To our knowledge, the present study is the first to explore and describe the
satisfaction of PrEP users in Portugal, contributing to the current state of knowledge about
the topic. However, several limitations of this study should be considered such as the
small sample size, and the fact that the data was collected from a single health institution
and a single CBO. Other limitations include the lack of diversity in terms of
sociodemographic characteristics of the participants; different levels of satisfaction may be
found in PrEP users from different backgrounds. social desirability may have happened
which would contribute to the overestimation of satisfaction, but the fact that the
questionnaire was self-administered would have minimized that effect. Finally, we have
only evaluated satisfaction related to eight aspects of PrEP provision, as PrEP is scaled
up other aspects may gain relevance and be evaluated.

Despite these limitations, we believe that the findings can help fill the gap in the
literature regarding PrEP user satisfaction in Portugal. As well as it describes the pilot
project of PrEP access using a community-based model from its first year of
implementation (2021-2022). This can be valuable to healthcare professionals who work
with PrEP users, public health institutions, decision-makers and governmental officers in
order to have more information available and scientific knowledge when implementing
policies or PrEP access programs for the Portuguese population.

Finally, we believe that future research is needed regarding PrEP users. This will
enable the creation of tailored PrEP access programs for the Portuguese population and
the development of interventions embedded into the program. We believe that investment
in the optimization of PrEP access programs using a community-based model is needed
as well as the full implementation of the program due to the high level of satisfaction
experienced by the PrEP users in the pilot project. By investing in PrEP access programs
with a community-based model as an HIV prevention, Portugal should be more capable of

protecting the populations at high risk of HIV infection.
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APPENDIX B: Permit to Conduct the Study
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ASSUNTO: Trabalho Académico - Mestrado - “AVALIACAO DA CONSULTA DE PREP NO CHUP:
COMPARACAO DO ACESSO E NIVEL DE SATISFACAO DOS UTENTES E PROFISSIONAIS DA SAUDE
ENTRE OS MODELOS DE CONSULTA HOSPITALAR E DESCENTRALIZADA” - N/ REF.* 2023.048(039-
DEF1/040-CE)

O Conselho de Administracdo do CHUASA na reunido de 10 de agosto de 2023 emitiu a seguinte
deliberacio: “Autorizado” para a realizacao do estudo acima mencionado, apds a implementacio das
recomendacdes elaboradas pela Encarregada da Protecdo de Dados do Santo Antdnio, a realizar no
Servico Urgéncia desta Instituicdo e tendo como Investigador Principal o Enf. André Gongalves
Cardoso, estudante de Mestrado em Salde Pdblica Ministrado pela Faculdade de Medicina e pelo
ICBAS da Universidade do Porto.

0 estudo foi previamente analisado pela Comissio de Etica do Santo Anténio | ICBAS, pelo Servico de
Investigacio Clinica, pela Direcdo do Departamento de Ensino e Formacdo do Santo Antonio, pela
Direcdo de Enfermagem e pelo Presidente do Conselho de Administracdo, tendo obtido parecer
favoravel.

Cumy hos, Assinado por: Cliudia Alexandra Ofiveira Santos
Num. de identificacdoc 11083889
Datac 202508.11 10:1806+0100°
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CENTRO HOSPITALAR UNIVERSITARIO DE SANTO ANTONIO, E P.E,
Largo Prof. Abel Salazar | 4059-001 Porto | Portugal | www.chusantoantonso.pt
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APRECIACAQ E VOTACAO DO PARECER
Deliberagao A ~ Data: 10+ 203 ‘Orgao: Reuniao Plendria

Titulo: “AVALIACAO DA CONSULTA DE PREP NO CHUP: Ref* 2023.048(033-DEFUD40-CE)

COMPARACAO DO ACESSO E NIVEl. DE SATISFAGAO DOS

UTENTES E PROFISSIONAIS DA SAUDE ENTRE OS MODELOS

DE CONSULTA HOSPITALAR E DESCENTRALIZADA™

Protocoio/Versao: Promotor. Investigador / Local:

TA-Mestado ofa) proprio(a) André Gongalves Cardoso
Servigo de SU - CHUdSA

A Comissao de Etica CHUdSA / ICBAS, a0 abrigo do disposto no Decreto-Lei n.% 8042018, de 15 de
Qutubro, em reunido realizada nesta data, apreciou a fundamentagao do relator sobre o pedido de
parecer para a realizagao do TA-Mestado acima referenciado:

Ouvido o Relator, o procasso fol volade pelos Membros da Comissdo de Etice CHUJSA / ICBAS
presentes:

Presidente: Prof. Doutor Jodo Nuno Melo Beirao
Vice-Presidente: Dr.* Paulina Aguiar

Dr. Anibal Albuquerque, Prof® Doutora Carla Teixeira, Dr.® CAmen-#eCaivalho, Dr.* Fernanda Manuela
Cosla, Prof. DouterdesgAnténio Pinho, Prof.* Doutora Margesrdaradjo, Prof.* Doutora Maria Strecht,
Prof ? Doumgglsmamlhaes. Mastre Virginio Costa Ribeiro.

Resultado da votagao:
PARECER FAVORAVEL

A deliberagao foi aprovada por unanimdade.

Pelo que sa submete A consideraco supsrior.

Data 1053) %0
O Presidente da Comissao de Etica CHUASA | ICBAS

7
Prof. Douter Jodo Nuno Melo Beirao
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APPENDIX C: Study Information Form and Informed Consent

AVALIACAO DA CONSULTA DESCENTRALIZADA DE PREP NO CHUP: ACESSOE NIVEL
DE SATISFAGCAO DOS UTENTES E PROFISSIONAIS DE SAUDE

INFORMACAO SOBRE A PARTICIPAGAO NO ESTUDO (AVALIAGAO DA
CONSULTA DESCENTRALIZADA DE PREP NO CHUP: ACESSO E NIVEL
DE SATISFACAO DOS UTENTES E PROFISSIONAIS DE SAUDE)

*

Excelentissimo(a) Senhor(a),

Vimos por este meio convida-lo(a) a participar no estudo "AVALIACAO DA CONSULTA
DESCENTRALIZADA DE PREP NO CHUP: ACESSO E NIVEL DE SATISFACAO DOS
UTENTES E PROFISSIONAIS DE SAUDE". Para que possa tomar uma decisdo
informada quanto a sua participacao no estudo e para que possa autorizar o tratamento
dos seus dados pessoais, é importante que saiba quais objetivos, quais os riscos e
inconvenientes decorrentes da sua participacdo no mesmo, as condigbes em que o
mesmo & realizado e que implicagdes 0 mesmo tem para si.

E inteiramente livre de participar ou ndo no presente estudo. Pode, por isso,
recusar-se a participar, sem que isso, de algum modo, afete o seu tratamento.

O objetivo do presente documento é transmitir-lhe, de forma transparente, todas as
informacgdes de que podera necessitar, incluindo informacgao de como os seus dados
pessoais, designadamente os de salde, serao utilizados ou transmitidos a terceiros,
caso opte por participar, para que possa tomar uma decisao informada relativamente
a sua participacdao e relativamente ao tratamento dos seus dados pessoais.
Agradecemos, por isso, que leia, atentamente, o presente documento, confrontando-
o com as informagdes que |lhe foram prestadas pelo investigador.

Antes de decidir se deseja ou nao participar no estudo, pode colocar todas as
perguntas que entender pertinentes, de forma a ficar com um conhecimento
completo acerca do mesmo. No caso de ndao compreender alguma da
informagédo constante deste documento ou de permanecer com davidas
quanto a natureza do estudo e a sua participagao no mesmo, devera solicitar
ao investigador responsavel o esclarecimento ou a informagéao adicional que
entenda necessario.
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AVALIACAO DA CONSULTA DESCENTRALIZADA DE PREP NO CHUP: ACESSO E NIVEL
DE SATISFAGAO DOS UTENTES E PROFISSIONAIS DE SAUDE

IDENTIFICAGAO DO ESTUDO

NOME/TITULO: AVALIACAO DA CONSULTA DESCENTRALIZADA DE PREP NO
CHUP: ACESSO E NIVEL DE SATISFAGCAO DOS UTENTES E PROFISSIONAIS DE
SAUDE

NATUREZA E ALCANCE: Trata-se de estudo nacional, um centro, ndo interventivo,
retrospetivo, transversal, com duracdo de 1 ano. Este estudo pretende recolher
informacao sobre o tempo de espera entre o pedido e acesso a primeira consulta de
PrEP e o seu grau de satisfagao ao nivel dos cuidados de salde prestados, educagao
para a sadde, interagdo com os profissionais, recolha de produtos biolégicos, consultas
de retencdo, conforto do local, privacidade, prescricido e acesso a medicagdo. A
proposta para a sua inclusdo neste estudo e é feita com base no facto de ja ter tido a
sua primeira consulta médica, ter sido prescrita terapéutica, ter mantido uma posologia
superior a quatro doses por semana e ter regressado a consulta do terceiro més.

DURAGCAO: 12 meses

PROMOTOR: Faculdade de Medicina da Universidade do Porto (225513600)
INVESTIGADOR PRINCIPAL: André Gongalves Cardoso (913294380)

EQUIPA DE INVESTIGAGAO: André Gongalves Cardoso (913294380)

1. 0 QUE E UM ESTUDO CLINICO?

Um «estudo clinico» é um estudo sistematico, conduzido no ser humano ou a partir
de dados de saude individuais, destinado a descobrir ou a verificar a distribuigdo ou
o efeito de fatores de salde, de estados ou resultados em salde, de processos de
salGde ou de doencga, do desempenho e/ou seguranga de intervencgdes ou servigos
de salde, através de aspetos biolégicos, comportamentais, sociais ou
organizacionais.

Os estudos clinicos sdo realizados no estrito respeito pelo principio da dignidade da
pessoa humana e dos seus direitos fundamentais.

2. QUAL E A FINALIDADE DESTE ESTUDO?

Este estudo tem como objetivo avaliar a implementagao do projeto-piloto do CHUP
com modelo de acesso a PrEP em regime descentralizado, ao nivel do tempo de
espera entre a manifestagdo de interesse do utente e o0 acesso a primeira consulta
meédica, assim como, ao nivel da satisfagdo do participante e respetivos profissionais
de salde.
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3. O QUE ACONTECERA SE DECIDIR PARTICIPAR NO ESTUDO?

Caso decida participar, os seus dados pessoais abaixo melhor identificados serdo
incluidos no Consentimento Informado, podendo ser analisados e estudados nos
termos acima referidos, tendo em vista o principio da minimizac¢do de dados e incluindo
a pseudonimizacao.

4. QUE RISCOS PODE CORRER COM A PARTICIPAGAO NESTE ESTUDO?

Nao sdo comtemplados riscos a participacdo neste estudo.

5. QUE POTENCIAIS BENEFICIOS PODERAO RESULTAR DA SUA
PARTICIPAGAO NESTE ESTUDO?

Nao sdo comtemplados quaisquer beneficios, monetarios ou outros, a participagao
neste estudo.

6. E OBRIGADO (A) A PARTICIPAR NESTE ESTUDO?

N&o. A participagdo no presente estudo é livre e a decisdo de ndo participar no
mesmo nao acarreta quaisquer consequéncias.

Por outro lado, caso opte por participar, podera, mais tarde, e em qualquer momento,
retirar o seu consentimento para a participacdo, sem ter de invocar qualquer
justificacdo e sem que de tal op¢do advenham quaisquer consequéncias, bastando
para o efeito o envio de uma comunicacgdo escrita, para o enderego postal ou para o
endereco eletrénico do investigador responsavel.

7. QUE DADOS PESSOAIS SERAO TRATADOS NO AMBITO DESTE ESTUDO?
O presente estudo integrara e permitira tratar: (i) Dados de identificagdo, tais como
o nome, género, data de nascimento; (ii) Dados de contacto, tais como email pessoal,
(iii) Dados sociodemograficos, tais como, escolaridade, ocupag¢do e nacionalidade,
(iv) Dados de sadde, tais com antecedentes médicos, vacinagdo prévia,
comportamentos sexuais praticados, uso de drogas e uso de PrEP ou PEP
anteriormente.

8. COMO TERAO ACESSO AOS SEUS DADOS PESSOAIS?

A equipa de investigagdo tera acesso aos seus dados pessoais através do processo
clinico hospitalar sendo certo que este acesso é restrito a(s) finalidade(s) indicada(s)
e aos membros que integram esta equipa.
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9. PARA QUE FINALIDADES SERAO TRATADOS OS SEUS DADOS PESSOAIS?
Os seus dados pessocais serao tratados apenas para as finalidades do presente
estudo, tal como definido, detalhadamente, na resposta a questao 2, pelo que nao
esta autorizada qualquer outra utilizagao para fins ndo identificados.

10. QUAL E O FUNDAMENTO LEGAL QUE PERMITE O TRATAMENTO DOS
SEUS DADOS PESSOAIS?

O fundamento legal que permite o tratamento dos seus dados pessoais no dmbito
do presente estudo é o seu consentimento explicito, nos termos e para os efeitos do
disposto no artigo 9.°, n.° 2, alinea a) do Regulamento Geral sobre a Protegado de
Dados (Regulamento (UE) 2016/672 do Parlamento Europeu e do Conselho de 27
de abril de 2016. Sem a sua autorizagdo explicita, ndo poderemos tratar os seus
dados pessoais para estas finalidades.

11. PODE RETIRAR O SEU CONSENTIMENTO PARA O TRATAMENTO DE
DADOS PESSOAIS?

Sim, o consentimento prestado para efeitos de tratamento dos seus dados pessoais
pode ser retirado a qualguer momento, sem que |he possam ser opostas quaisquer
objecoes.

Se o consentimento para o tratamento de dados for retirado, todas as operacgdes de
tratamento de dados efetuadas até ao momento, com base nesse consentimento,
consideram-se validas. No entanto, o responsavel pelo tratamento de dados deve
interromper o tratamento de dados pessoais e, ndo existindo qualquer outro
fundamento juridico que justifique a conservagao dos dados, deve proceder a sua
eliminacdo. Deste modo, a retirada do consentimento para o tratamento dos seus
dados pessoais implicara, necessariamente, a retirada do consentimento para a
participacdo no estudo.

12. QUEM E (SAO) O(S) RESPONSAVEL(IS) PELO TRATAMENTO DOS SEUS
DADOS?
O(s) Responsavel(is) pelo tratamento dos seus dados pessoais incluidos no
presente estudo é(sdo) a(s) seguinte(s) pessoa(s):

Nome: André Gongalves Cardoso

Contactos: 913294380
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Nome: Isabel Almeida
Contactos: diretura.su@chporto.min-saude.pt

Encarregado da Prote¢cdo de Dados:
Elisabete da Silva Castela
Contactos: dpo@chporto.min-saude.pt

13. OS SEUS DADOS PESSOAIS SERAO PARTILHADOS?
NAO

14. OS SEUS DADOS PESSOAIS SERAO TRANSFERIDOS PARA UM PAIS
FORA DO ESPAGO ECONOMICO EUROPEU OU PARA UMA ORGANIZAGAO
INTERNACIONAL?

NAO

15. SERAO ADOTADAS DECISOES AUTOMATIZADAS, INCLUINDO A
DEFINICAO DE PERFIS?
NAO

16. QUAIS SAO OS SEUS DIREITOS RELATIVAMENTE AOS SEUS DADOS
PESSOAIS?
Na qualidade de titular de dados pessoais, podera, nos termos legais:
- Solicitar o acesso aos dados pessoais que lhe digam respeito;
- Solicitar a retificagcdo dos seus dados pessoais;
Solicitar a eliminacdo dos seus dados pessoais;
Solicitar a limitagao do tratamento dos seus dados pessoais;
Solicitar a portabilidade dos seus dados pessoais;
- Opor-se ao tratamento dos seus dados pessoais ou a sujeicdo a decisdes
automatizadas;
Retirar o seu consentimento;
Apresentar reclamacgado a Comissao Nacional de Protegdo de Dados.

17. COMO PODERA EXERCER OS SEUS DIREITOS RELATIVAMENTE AOS
SEUS DADOS PESSOAIS?
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Os direitos acima referidos poderdo ser exercidos mediante pedido escrito dirigido
ao responsavel pelo tratamento de dados ou ao encarregado da prote¢ao de dados,
para os enderegos eletrénicos ou para as moradas postais atras divulgados.

18. QUAL O PRAZO DE CONSERVAGAO DOS SEUS DADOS?
5 ANOS

19. QUE MEDIDAS SERAO TOMADAS PARA ASSEGURAR QUE OS SEUS
DADOS UTLIZADOS NESTE ESTUDO MANTEM-SE CONFIDENCIAIS?

- Nao utilizar computadores pessoais. Quando tal ndo é possivel, e o investigador
armazena dados em computador préprio, certificar-se que os dados pessoais que
tém o CHUPorto como responsavel pelo tratamento sdo tratados com software
licenciado pela instituicdo, e quando ndo é o caso, cabe ao investigador a
responsabilidade de verificar a conformidade do software com os principios de
protecdo de dados;

- Credenciais de acesso ao equipamento por utilizador (controlo de acesso
légico/autenticagdo): - senha de acesso com o minimo de 12 caracteres, com a
inclusdo dos seguintes conjuntos de caracteres: letras mindsculas (a...z), letras
maiusculas (A...Z), nameros (0...9) e caracteres especiais (~! @ #$ % *&* () _+
|"==\{}[]:":"<>2,.))

- Nao replicar ficheiros de dados pessoais em diversos dispositivos (pens, portateis,
PCs), salvo na medida do estritamente necessario e do tempo estritamente
necessario e/ou exclusivamente para garantir copias de segurancga;

- No caso de utilizacao de dispositivo mével para armazenamento dos dados (risco
elevado de perda e furto de dados) o mesmo devera ser encriptado;

- Separacao légica entre a chave de encriptagdo e a b;

- Realizagdo de cépias de segurancga (backups),

20. QUEM PODE CONTACTAR PARA OBTER MAIS INFORMACOES?

Ira receber uma copia deste documento e da declaracdo de consentimento que
prestar.

Caso tenha alguma questio acerca de qualquer aspeto relacionado com este estudo,
podera contactar o Investigador responsavel ou qualquer elemento da equipa de
investigacgdo, através dos contactos facultados anteriormente.
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Caso tenha alguma questdo sobre o tratamento dos seus dados pessoais, podera
contactar o Encarregado da Protegao de Dados, através dos contactos facultados
anteriormente.

Muito obrigado por se ter disponibilizado a ler este documento e por considerar fazer
parte desta investigagao.

de de

O Investigador responsavel,
ANDRE GONCALVES CARDOSO, MESTRANDO/ ENFERMEIRO, ISPUP,
913294380
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ANEXO |
DECLARACAO DE CONSENTIMENTO INFORMADO
DECLARACAO DE CONSENTIMENTO PARA EFEITOS DE TRATAMENTO DE DADOS
PESSOAIS

Eu, portador(a)
do n.° ,validoaté _ / [ , declaro que:

1. Li e compreendi a informagao constante do documento de informacgao relativo ao
estudo_ (daqui em diante designado apenas por estudo) de que esta
declaragao de consentimento constitui anexo. Fiquei devidamente esclarecido(a)
sobre os objetivos, a natureza, o alcance, as consequéncias, 0S riscos e o0s
beneficios da participagao no estudo, bem como o direito de me retirar do mesmo
a qualquer momento, sem quaisquer consequéncias. As dlvidas que coloquei
foram esclarecidas.

2. Estou ciente de que a minha participagdo no estudo é voluntaria e de que tenho
total liberdade para retirar o meu consentimento para a minha participagdo em
qualquer altura, sem que tenha de invocar qualquer justificagdo e sem que de tal
op¢dao advenham quaisquer consequéncias, designadamente sem que os
cuidados de saude que me sdo prestados ou os meus direitos sejam afetados.

3. Tomei conhecimento de que o André Gongalves Cardoso (913294380) é o
responsavel pelo tratamento dos meus dados pessoais no Ambito do estudo
“Avaliacdo da consulta descentralizada de PrEP: acesso e nivel de satisfacdo dos
utentes e profissionais de sadde” para as finalidades e nos termos acima referidos,
e que tem como encarregado da prote¢ao de dados a Elisabete da Silva Castela
(dpo@chporto.min-saude.pt)

4. Fiquei conhecedor(a) das categorias dos meus dados pessoais a tratar, da sua
origem, das finalidades do tratamento, do fundamento juridico que autoriza o
tratamento e do prazo de conservagao.

5. Fui igualmente informado(a) de que, nos termos da legislagdo aplicavel, poderei
solicitar, a todo o tempo, o acesso aos dados pessoais que me digam respeito,
bem como a sua retificagdo, eliminagcdo ou a limitagcdo do tratamento, a
portabilidade dos dados, ou posso opor-me ao tratamento, mediante pedido
escrito dirigido ao responsavel pelo tratamento de dados ou ao encarregado da
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protecao de dados, através dos seus enderecos postais ou eletronicos. Do mesmo
modo, posso apresentar reclamacao junto da Comissao Nacional de Protegao de
Dados.

6. Fiquei ciente de que poderei retirar o meu consentimento para o tratamento dos
meus dados pessoais em qualquer altura, o que nao invalida, no entanto, o
tratamento efetuado até essa data com base no consentimento previamente dado.
Contudo, a retirada do consentimento para o tratamento dos meus dados pessoais
implicara, necessariamente, a retirada do consentimento para a participagdo no
estudo.

7. Confirmo que recebi todas as informagbes que me eram legalmente devidas, bem
como todas aquelas que solicitei e tive oportunidade de esclarecer todas as
minhas dlvidas e de solicitar os esclarecimentos que entendi adequados e
pertinentes. Se no futuro me surgir alguma ddvida poderei sempre solicitar
esclarecimentos ao investigador principal ou a equipa de investigagdo sobre os
termos do presente estudo; ou solicitar ao responsavel pelo tratamento de dados
ou ao encarregado da prote¢ao de dados o esclarecimento de quaisquer questdes
relacionadas com o tratamento dos meus dados pessoais.

Por ser a minha vontade, concordo em participar, de forma livre e esclarecida, no
estudo

Sim O Nao D

Autorizo 0 acesso aos meus dados pessoais de salde para efeitos do presente
estudo.

Sim O Nao O

Consinto que os meus dados pessoais aqui identificados sejam tratados:

- No ambito do estudo "Avalia¢do da consulta descentralizada de PrEP: acesso e
nivel de satisfagdo dos utentes e profissionais de saude” para efeitos de
dissertacdo de mestrado em Saudde Pdublica, nos termos definidos neste
documento;

Sim 0O Nao O

Autorizo a divulgacdo dos resultados obtidos no meio cientifico, desde que garantido

0 anonimato.

Sim O Nao D
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Entendi e foi-me explicado o documento «INFORMACAO SOBRE A
PARTICIPACAO NO ESTUDO “Avaliagdo da consulta descentralizada de PrEP:
acesso e nivel de satisfagdo dos utentes e profissionais de salide” a que o
consentimento esta anexo, e recebi uma cépia de toda a documentagdo, composta

por cinco paginas.

de de

O Participante,
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Anexo 1 — Questionario de boas-vindas
aste interesse na possibilidade de realizar

te questionario, & porque manifest
lo virus de imunodeficiéncia humana (VIH).

Ol4&! Se estas a ler es
profilaxia pré-exposigdo (PrEP) para prevengéo da infegdo pe
nte eficaz na prevengdo da infegéao pelo VIH, que pode estar indicado

A PrEP é um tratamento altame
nalgumas pessoas com maior risco de infegdo. Como a maioria dos medicamentos, os que compdem a
com a prescrigdo (respeitando os intervalos entre
e contraindicagdes.

PrEP sio mais eficazes quando tomados de acordo

tomas, ndo omitindo tomas previstas, etc.) e ndo sdo isentos de efeitos laterais

Felizmente, os efeitos laterais sdo pouco ou nada notados pela maioria das pessoas que tomam PrEP e,
¢do médica regularmente. Este questiondrio faz

para garantir & tua seguranga, vaios fazer uma avalia
aliar e melhorar a distribuigéo de PrEP de

parte dessa avaliagdo.
podes manifestar essa intengdo no final do

A andiise desta informagdo também é relevante para av:
base comunitéria. Se quiseres contribuir com os teus dados,

questionario.
Toda a informagdo aqui disponibilizada é confidencial e para consulta exclusivamente pelos

profissionais de saide diretamente envolvidos nos teus cuidados.

1. Identificagdo:
Cénero (masculine, feminino, outro):

Pronomes (ele, ela, elu, outro):

Nome:
3. Nacionalidade:

Idade:
Cidade de residéncia:
Contacto preferencial (telemével e/ou email):
Habilitagdes literarias (grau académico e area de especializacdo):

Lol )

S »

Profisséo:

)

8. Antecedentes médicos de relevo?
9. Diagnéstico prévio de infegdo sexualmente transmissivel (VIH, hepatite A/B/C, sifilis, gonorreia,
clamidia, herpes, outra)

o0 A B e o e

i s e e e ey
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APPENDIX E: Perceived Satisfaction Questionnaire

Como classificas o teu nivel de satisfagio com os seguintes aspetos
mencionados?
(assinala com um X a resposta que corresponde a tua experiéncia)

1. A facilidade em aceder a PrEP:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

2. Tempo de espera pelo resultado dos exames realizados:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

3. O processo de colheita dos produtos biolégicos (sangue e urina, zaragatoa):

O muito insatisfeito O insatisfeito O neutro O satisfeito [0 muito satisfeito

4. A relacao de trabalho entre os varios profissionais de saude (médico e
enfermeiro):

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

5. A privacidade das informagdes partilhada nas consultas:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

6. As informagoes que me foram fornecidas pelos/as profissionais de
salde acerca da medicagao e/ou estado de satde:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

7. O interesse dos profissionais de satide no teu estado de satde:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

8. O conforto do espaco onde as consultas foram realizadas:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito
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Categoria profissional:
Tempo de servigo (anos) em infeciologia:
Prestacao de Servigco em:

= consulta de PrEP hospitalar:

»= consulta de PrEP descentralizada:

= ambas:

Como classifica o seu nivel de satisfagdo com os seguintes aspetos
mencionados?
(assinala com um X a resposta que corresponde a tua experiéncia)

1. O conforto da relagao utente/profissional:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

2. O conforto da relagédo profissional/profissional:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

3. O conforto do espaco onde as consultas foram realizadas:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

4. O conforto na prestacdo dos cuidados de saude:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito

5. A interferéncia com o seu horario de trabalho:

O muito insatisfeito O insatisfeito O neutro O satisfeito O muito satisfeito
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