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Background and introduction

An estimated 2 334 662 people are living with HIV in Europe and Central Asia, 1 944 695 of whom (83%; range
65-100%) have been diagnosed [1]. In 2023, 110 486 people were diagnosed with HIV in the WHO European the
region [2]. Of these new diagnoses, 54% were made at a late stage of infection (CD4 cell count < 350 cells/mm3
at the time of diagnosis), including 34% with advanced HLV infection (CD4 cell count < 200 cells/mm3) [2]. Early
identification of recent HIV infection helps detect people during a period of increased transmissibility and reduces
the risk of spread of onwards transmission [3].

Pre-exposure prophylaxis (PrEP) with antiretroviral medications is a highly effective tool in preventing new HIV
infections [4-7]. Roll-out of oral tenofovir disoproxil/emtricitabine (TDx/FTC) based PrEP effectively reduced
incidence among key populations at substantial risk of HIV acquisition through sexual exposure[8-10], but wider
scale implementation of PrEP is necessary to accelerate progress towards the UN sustainable development goal 3.3
of ending the AIDS epidemic by 2030.

The implementation of HIV PrEP has improved substantially since 2016, but there is still a great deal of variation in
the implementation across countries. In 2023, thirty-two countries reported that 203 362 people received PrEP at
least once in the last 12 months. Also, in this period 30 countries in Europe and Central Asia had developed and
implemented national PrEP guidelines, and system-funded PrEP was available through the healthcare system of 15
countries [11]. Even within these countries, PrEP is not always fully available, and some countries also have
restrictions around eligibility. For certain key populations (prisoners, people who inject drugs and undocumented
migrants), PrEP often remains inaccessible or only available through private clinics or at-cost. This creates a
financial barrier to care for these populations [12].

By the end of 2023, 13 countries in Europe and Central Asia had not yet formally implemented PrEP through their
healthcare systems. In 15 countries, PrEP was available for free at public facilities and in 4 countries PrEP was free
if the individual had insurance. In 14 countries PrEP was available at cost [11]. PrEP is typically provided in clinical
settings, such as infectious disease clinics and sexual health clinics, and in most countries in the WHO European
region requires a prescription from a medical doctor. In 2022, doctors were able to prescribe PrEP in 36 countries,
but four of these countries specified that the prescribing doctor had to be an infectious disease specialist. Members
of the nursing profession were only able to prescribe PrEP in two countries, and pharmacists were not able to
prescribe PrEP in any European country. This may create barriers to access for key groups [13].

What are standards of care for HIV?

The standards of care (SoC) for HIV define the expected, or desired, quality of prevention, treatment, and care for
people at risk of HIV acquisition or living with HIV.

The standards are based on a scientific rationale, as well as the responsibilities of each stakeholder and ensure
that people receive appropriate, high-quality prevention and care that aligns with the most up-to-date medical
knowledge and ethical standards.

The European Centre for Disease Prevention and Control (ECDC) in partnership with the European AIDS Clinical
Society (EACS) have developed standards of care in the areas of HIV testing, pre-exposure prophylaxis (PrEP),
antenatal screening, commencement of ART, and HIV and co-morbidities (add links to SoC modules).

Each standard is based on the following structure:

1. brief description of the rationale for the standard.

2. quality statements describing best practice based on current guidelines, evidence, and expert opinion.

3. related measurable and auditable outcome indicators used to assess the quality and effectiveness of the
services.

4, numeric values for defined targets.

The standards are person-centred in their approach with a specific focus on being equitable, non-discriminatory,
relevant, appropriate, and accessible for people at risk of or living with HIV.

Who is the intended audience of the standards of care?

These standards of care are designed for three distinct audiences:

. people at risk of acquiring HIV or people who are living with HIV;
. people responsible for the provision and delivery of HIV-related services (service providers);
. people who have responsibility for policy, guidance development and commissioning or funding of HIV

services (Commissioners and public health institutes).
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Methodology

An advisory group and topic-specific writing groups consisting of representatives from clinical care providers, public
health practitioners, community organisations and people living with HIV from across Europe were established (see
Annex 1). The advisory group provided overarching advice throughout the duration of the project, supported the
prioritisation of module selection, prioritisation of quality statements and indicators and reviewed the SoC module.
The topic-specific writing groups have developed the quality statements, indicators, and targets (under the
guidance of an EACS expert lead writer), and also reviewed the final SoC testing module.

In developing the standard, a combination of consensus-building techniques, such as the RAND/UCLA
Appropriateness method and the Delphi method, were used. The RAND method is a formal consensus technique
that combines scientific evidence with expert opinions to create guidelines, recommendations, and quality
indicators, particularly in healthcare settings — this method was used to identify topics for the SoCs and for
developing quality statements and indicators. The Delphi method is a structured communication process that
gathers expert opinions and facilitates consensus through multiple rounds of questions and feedback — this method
was used as part of the writing group meetings.

The methodology has been described in more detail in the method paper on ECDC's website at:
https://www.ecdc.europa.eu/en/infectious-disease-topics/hiv-infection-and-aids/ecdceacs-standards-hiv-care

Quality statements, indicators, and targets

The SoC for PrEP is divided into topics under which quality statements and indicators have been developed. The
topics are listed below followed by the rationales and quality statements describing best practises and the
minimum service and care that a person at risk of HIV should expect to be able to access relative to HIV risk or
status and across the life-course.

Topics

Access to PrEP

PrEP initiation, including safety aspects

Continuum of PrEP care (including adherence and post-exposure prophylaxis)
PrEP delivery, integrated services, and combination prevention

Staff training

Monitoring and evaluation

oA

For each of the quality statements listed below, indicators and targets have been developed to support monitoring
of the various quality statements.

A detailed overview of quality statements, indicators, numerator, denominator, targets, and data source can be
found in Annex 2.
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1. Access to pre-exposure prophylaxis (PrEP)

Rationale

Pre-exposure prophylaxis (PrEP) access, delivery methods and implementation practices are notably different and
not fully equitable across countries ranging from fully system-funded, to partially reimbursed to fully payable or
with limited availability [20, 21]. Large scale, real-life analyses indicate that long-term protection provided by PrEP
is needed to reach the SDG of ending AIDS by 2030. However, there remains a large unmet need for PrEP
implementation within the system-funded programmes across countries in Europe [15, 16, 22]. Only expanding
equitable access to reach all individuals in need of PrEP would allow to meet the UNAIDS 2025 PrEP target, which

is critical to reaching the SDG goal of ‘ending AIDS' by 2030 [23, 24].

Table 1. Quality statements, indicators, and targets for topic 1 ‘Access to PrEpP’

Quality statement

1.1 All people at risk of acquiring HIV should be offered and have equitable access to PrEP.

Indicator* Target
1.1 Percentage of countries offering PrEP 100%
1.2 Percentage of countries across Europe providing system-funded PrEP. Target
100%
1.3 Number of current PrEP users in a country Target

Targets to be established and defined
following implementation of audits

1.4 Number of new PrEP users in a country

Target

Targets to be established and defined
following implementation of audits

1.5 Percentage of countries with availability of long-acting injectable PrEP

Target

Targets to be established and defined
following implementation of audits

1.6 PrEP-to-need ratio (PnR) for a country across key populations

Target

Targets to be established and defined
following implementation of audits

* Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption

and reporting against the standards.
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2. PrEP initiation, including safety aspects

Rationale

Safety and avoiding harm in people using PrEP remains a high priority [8-10, 15] and is a marker of excellence in
healthcare care. Prior to initiating PrEP, it is critical to consider the exposure history and risk of recently acquired
HIV infection. Therefore, it is essential to exclude undiagnosed infections both at PrEP initiation and during follow-
up care. For this purpose, appropriate HIV testing should be undertaken for those with suspected or probable
acute infection using antigen/antibody combination assays or nucleic acid amplification testing [8, 25-27]. Timely
detection of acute/recently acquired HIV infection and initiation of antiretroviral therapy (ART), as well as
identification of drug-resistant variants, is essential from both a population and individual perspective. Such an
approach aims to reduce the risk of onward transmission and preserve effective PrEP options [28].

Furthermore, delayed detection of HIV infection while on PrEP has been associated with increased risk of drug
resistance, limiting ART options [29]. PrEP users may also be vulnerable to contracting hepatitis B virus (HBV),
even though tenofovir based agent-use is associated with decreased risk of HBV infection [30]. Vaccination against
HBV remains a well-established and successful method for HBV prevention and should be accessible to all PrEP
users [31]. On the other hand, among people living with chronic HBV, PrEP use appears safe when at risk of non-
adherence or discontinuation [32]. Also, due to risk (albeit low) of toxicities, especially related to kidney and bone
aspects in cases of TDx use, relevant biochemical testing strategies should be available at predefined intervals in
addition to alternative PrEP options (e.g. TAF in individuals with impaired kidney function) [8, 33]. Lastly, TDx/FTC
has a proven safety profile in pregnancy and during the breastfeeding period [34, 35].

Table 2. Quality statements, indicators, and targets for topic 2 ‘PrEP initiation, including safety
aspects’

Quality statement

2.1 PrEP should be initiated with full consideration of clinical safety including reliable exclusion of HIV infection.

Indicator Target

2.1 Percentage of countries following international (e.g. EACS) or national PrEP safety 100%
guidelines, that include option for alternative PrEP regimens for safety reasons

2.2 Percentage of PrEP users older than 50 years and with baseline eGFR <90 with kidney function Target
assessed at least annually 90%

2.3 Percentage of PrEP users with reliable” exclusion of HIV infection prior to initiating Target
PreP 95%

*Baseline negative HIV test for people without recent risk exposure, repeated testing for people
with recent risk exposure at baseline

Quality statement

3.1 All PrEP users should be tested for hepatitis B and if non-immune, effectively immunised.

Indicator Target

3.1 Percentage of countries with system-funded HBV vaccination available to PrEP 100%

users

3.2 Percentage of PrEP users with HBV status verified using: Target
a) HBsAg (active replication), or 90%
b) anti-HBc (past/active infection) 80%

3.3 Percentage of PrEP users tested HBsAb negative immunised with HBV vaccination Target

80%
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Quality statement
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4.1 Clear pathways for rapid and reliable diagnosis of HIV as well as antiretroviral treatment initiation should be ensured for

PrEP users.

Indicator Target

4.1 Percentage of PrEP services with established pathways for rapid identification of HIV infection 80%

among PrEP users

4.2 Percentage of PrEP users with recently acquired HIV infection Target

4.3 Percentage of PrEP users with recently acquired HIV infection initiated on ART Target
95%

Quality statement

5.1 Priority resistance testing for PrEP users recently infected with HIV should be available.

Indicator Target
5.1 Percentage of countries with resistance testing available for PrEP users with 100%
recently acquired HIV infection

5.2 Percentage of PrEP users with recently acquired HIV infection who undergo resistance testing Target
prior to ART initiation 80%

* Indiicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption

and reporting against the standards.
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3. Continuum of pre-exposure prophylaxis
care (including adherence and post-exposure
prophylaxis)

Rationale

Supporting the patient journey along the continuum of PrEP care and reducing barriers to PrEP access contributes
to adherence and persistence in PrEP use. Retention strategies should be optimised, as PrEP discontinuation rates
are usually high [36, 37]. Major barriers to PrEP persistence include substance use (including chemsex), mental
health and housing issues, cost, insurance, and access to healthcare [38]. Low PrEP adherence and condomless
sexual exposures may lead to HIV acquisition, and most cases of HIV acquisition in people taking PrEP occur due
to incorrect drug dosing and/or tolerance issues. To promote optimal dosing, adherence should be monitored and
factors influencing adherence, such as tolerance issues, should be discussed and addressed [39].

Non-adherent populations may benefit from post-exposure prophylaxis (PEP) as an additional preventive measure
[8]. Suboptimal TDx/FTC PrEP adherence is clearly defined across guidelines, allowing for the identification of non-
adherent PrEP users who should be offered PEP as soon as possible, but not later than 72 hours after exposure.
PEP initiation in PrEP-naive individuals should be seen as an opportunity to follow PEP immediately with a PrEP
offer. To facilitate PrEP use, both on-demand and daily TDx/FTC dosing strategies may be used interchangeably
among cisgender men based on individual risk, tolerance, medical history, and financial capabilities. Both dosing
strategies have been proven to be highly effective in reducing the rates of HIV acquisition [40]. However, for
transgender populations, optimal dosing strategies (on-demand or continuous) should be decided individually
based on the actual personal risk and concomitant use of gender-affirming therapies.

Table 3. Quality statements, indicators, and targets for topic 3 ‘Continuum of PrEP care’

Quality statement

6.1 PrEP adherence should be assessed and addressed routinely whenever PrEP is dispensed.

Indicator Target

6.1 Percentage of people on PrEP with documentation of adherence assessment 80%

Quality statement

7.1 For men, continuous daily and on-demand PrEP dosing should be available interchangeably and individualised in line with
relevant guidelines.

Indicator Target

7.1 Percentage of countries with availability of both continuous and on-demand PrEP 100%

Quality statement

8.1 In the event of high-risk sexual exposure without appropriate PrEP use, system funded HIV post-exposure prophylaxis
(PEP) should be immediately available.

Indicator Target

8.1 Percentage of countries with availability of system funded PEP for high-risk sexual 100%
exposures

* Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption
and reporting against the standards.

10
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4. Pre-exposure prophylaxis care delivery,
integrated services, and combination
prevention

Rationale

Combination prevention approaches have resulted in an increase of PrEP use [15]. To expand effective PrEP use, it
is vital to implement combination prevention integrating a variety of sexual health-related services, including
testing, vaccination, counselling, simplifying and individualising access with consideration of the local population
needs. A wide array of models for PrEP delivery have been successfully established worldwide. These include, but
are not limited to, delivery in specialist clinics (infectious disease and HIV units, STI/genitourinary clinics), primary
care centres, sexual health centres, community-based organisations (checkpoints). In most settings, however, PrEP
is highly medicalised. There is a significant benefit from a wide offer of delivery approaches that commonly have
convenient opening hours [41, 42]. Integration with sexual and reproductive health (SRH) services has also been
shown to improve effective use of PrEP [16, 21]. Such integration brings expanded skills development and a
reduction in workload [15] and therefore improved efficiency.

Novel PrEP delivery methods, such as the use of telemedicine and online communication technologies to create
virtual platforms for delivering PrEP services, have the potential to remove barriers for PrEP uptake and persistence
and support its effective use [43]. Only virtual tools that are secure, ensure confidentiality and have been fully
evaluated in relation to access and use should be implemented. The principles of good clinical practice need to be
maintained regardless of which pathway of delivery is chosen. In order to optimise clinical and public health
outcomes for HIV and other STIs during the follow-up period, relevant STI testing should be integrated in PrEP
care strategies and offered to users according to current guidelines [8-10]. Services should integrate relevant STI
prophylaxis, screening, treatment and follow-up as an integral part of PrEP programmes with a focus on HAV and
HBV vaccination, optional HPV, MPOX and other relevant immunisations as well as treatment of both asymptomatic
and symptomatic STIs [44-47].

Table 4. Quality statements, indicators, and targets for topic 4 ‘PrEP delivery, integrated services and
combination prevention’

Quality statement

9.1 PrEP users should have access to a wide choice of delivery locations and integrated services, including in primary
healthcare and community-based settings to improve ease and equity of access.

Indicator Target
9.1 Percentage of countries with PrEP available in at least one non-medical (community) -
setting

9.2 Percentage of PrEP prescribed by setting: specialist infectious diseases/sexual health Target
clinic, primary healthcare, and non-medical (community-based) facilities -

Quality statement

10.1 PrEP services may be managed remotely if clinical safety and proper clinical management is ensured.

Indicator Target

10.1 Percentage of people with remote/on-line consultation who adhere to the testing 80%
guidelines and recommended timeline for follow-up visits

Quality statement

11.1 PrEP should be used as an opportunity to integrate appropriate STI screening, treatment, and follow-up care, including
partner notification.

Indicator Target

11.1 Percentage of countries with system-funded NAAT based Chiamydia trachomatis and 90%
Neisseria gonorrhoea screening for PrEP users

11.2 Percentage of countries with system funded syphilis VDRL/RPR screening for PrEP Target
users 90%

11
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Quality statement

12.1 In PrEP users, HIV and STI testing should be performed at regular intervals as predefined by national and international
guidelines.

Indicator Target

80%
12.1 Percentage of PrEP users being tested for HIV at least every 6 months ’

12.2 Percentage of PrEP users tested for syphilis and STI (gonorrhoea, chlamydia) at least | Target
annually 80%

Quality statement

13.1 PrEP should be a part of comprehensive combination prevention, which includes personalised immunisation strategy
(HAV, HPV, MPOX), as well as screening, prevention, and treatment of sexually transmitted infections.

Indicator Target
13.1 Percentage of countries with MPOX vaccination option available for PrEP users 90%
13.2 Percentage of countries with system funded HAV and HPV vaccination available for Target
PrEP users
90%
13.3 Percentage of PrEP users offered and immunised against HAV, MPOX, HPV Target
80%

* Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption
and reporting against the standards.

12
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5. Staff training

Rationale

Relevant and continuous training allows for the maintenance of high-quality PrEP service delivery, especially from
the perspective of integrated services. Training of healthcare staff helps engrain the necessary behaviours,
attitudes, skills, and knowledge to deliver high-quality, safe, person-centred care and can reduce fear and stigma,
as well as help health professionals protect themselves and others [48].

Initiation, continuation, and effective use of PrEP is affected by health providers’ knowledge about PrEP,
combination prevention approaches and ability to discuss sexual risk [48]. Training needs to equip health providers
with a solid understanding of how PrEP works, and the confidence to initiate clients onto PrEP and motivate them
to continue with this method while their risk remains high.

Table 5. Quality statements, indicators, and targets for topic 5 ‘Staff training’

Quality statement

14.1 Well defined staff competency frameworks should be in place, including relevant training and competence assessment
allowing for safe and efficient PrEP delivery both in medical and community settings.

Indicator Target
14.1 Percentage of countries with inclusion of PrEP-related training in curriculum of key
medical specialties: 100% for a,b,c

a) infectious diseases, 90% for d,e,f
b) genitourinary medicine,
c) dermatology/venerology,
d) obstetrics/gynaecology,
e) urology,

f) primary healthcare.

14.2 Percentage of services with PrEP training programmes or competency assessment Target
relevant for PrEP delivery available for healthcare providers 100%
0

14.3 Percentage of providers who completed a recognised training programme or competence = Target
assessment relevant for PrEP delivery 80%
0

* Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption
and reporting against the standards.

13



OPERATIONAL SUPPORT European standards of HIV prevention and care: Module on pre-exposure prophylaxis

6. Monitoring and evaluation

Rationale

Rolling out PrEP has exposed gaps in the ability to monitor and assess the use of PrEP and assess whether PrEP
programmes effectively reduce HIV risk for individuals and communities.

Accurate data on demographics and uptake across key populations are essential to monitor equity of access and
outcomes. This information is essential to ensure that PrEP programmes meet users’ needs and to assess their
impact and effectiveness at the community and national levels. Routine monitoring and robust evaluations are
therefore critical [49]. Strengthening the link between data collected through national healthcare databases,
community-led monitoring and population-level or surveillance surveys would provide a more accurate picture of
trends in PrEP use, programmatic gaps, and prevailing attitudes or perceptions of users, providers, and
communities [49].

Furthermore, monitoring of indicators for coverage and impact can help countries, implementers and funders
understand and assess the benefits of PrEP programmes. Collection of data on costs and utilisation of PrEP-related
programming such as demand generation, community outreach, and implementation of combination prevention
programmes will therefore help to ensure and optimise the access, availability, uptake, adherence during periods of
HIV risk and effectiveness of PrEP. To address and monitor PrEP implementation, ECDC has produced guidance for
monitoring of PrEP programmes in the EU/EEA encompassing three thematic domains related to PrEP (pre-uptake,
uptake, and coverage, continued effective use) with corresponding indicators [50] to be used across countries.

Table 6. Quality statements, indicators, and targets for topic 3 ‘Monitoring and evaluation’

Quality statement

15.1 Every country should initiate standardised national protocols for monitoring of PrEP implementation.

Indicator Target

90%
15.1 Percentage of countries collecting, analysing, and reporting data on key European level PrEP °

indicators in line with national protocols for monitoring of PrEP implementation

* Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption
and reporting against the standards.

Applying the standards

One essential tool to support the application and measurement of these standards is the process of auditing. Audits
at clinic and structural/policy level provide a reference point against which to benchmark the quality of HIV
prevention or care services.

The indicators listed in the standards are either structural, process or outcome indicators (defined in Annex 2).
Many of the structural indicators are collected annually through the 2004 Dublin Declaration monitoring. On the
other hand, to evaluate performance against the process indicators, in particular at the clinical service level, cyclical
audits can generate results to form recommendations to improve quality and provision of care. Clinical level audits
can thus supplement data collected through the Dublin Declaration monitoring. Specifically, findings from clinical
audits could be used to identify areas of underperformance to produce specific clinic recommendations and drive
quality improvement.

On a broader scale, auditing can assess the quality-of-care patients receive in Europe, guide service
commissioning, and support the development of public health, clinical, and community guidelines.

14
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Annex 2. Overview of quality statements,
indicators, and targets

The indicators' that have initially been selected for prioritisation in order to maximise acceptability and feasibility of
adoption and reporting against the standards are highlighted in green and bold writing in the table.

Access to PrEP

Quality Type of Key Denominator K Targets Data source
statements indicator | audience

Structural Policy/public Number of

1.1 Al
people at
risk of
acquiring
HIV should
be offered
and have
equitable
access to
PrEP

Percentage
of
countries
offering
PrEP

1.2
Percentage
of
countries
across
Europe
providing
system
funded
PrEP

1.3 Number Process
of current

PrEP users

ina

country

1.4 Number Process
of new

PrEP users

ina

country

1.5
Percentage
of
countries
with
availability
of long-
acting
injectable
PrEP

Structural

health

Structural Policy/public

health

Healthcare
providers

Healthcare
providers

Policy/public

health

countries
with PrEP
available
within the
medical
system
Number of
countries
with available
system
funded
(reimbursed)
PrEP

The number
of people who
received PrEP
for HIV
prevention at
least once
during the
last 12
months*

Number of
people who
received PrEP
for HIV
prevention for
the first time
during the
last 12
months*

Number of
countries
with long-
acting
injectables
for PrEP
available

Number of 100%

countries

Number of 100%

countries

- k%

Not
applicable or
per 100 000
population
(optional)

Not - k%

applicable or
per 100 000
population
(optional)

Number of - *¥

countries

National level
data sources

Or Dublin
Declaration
monitoring

National level
data sources

Or Dublin
Declaration
monitoring

Dublin
Declaration
monitoring

or

National level
data sources

Dublin
Declaration
monitoring

or

National level
data sources

Dublin
Declaration
monitoring

i Indicators highlighted in bold have been selected for prioritisation in order to maximise acceptability and feasibility of adoption
and reporting against the standards.
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Quality Type of Key Denominator K Targets Data source
statements indicator | audience

1.6 PrEP-
to-need
ratio (PnR)
fora
country
across key
populations

European standards of HIV prevention and care: Module on pre-exposure prophylaxis

Process Policy/public Number of Estimated
health people who number of

used PrEP at  people in
least once in  need of PrEP,
the last 12 disaggregated
months, by key
disaggregated population if
by key available

population if
available

Dublin
Declaration
monitoring

or

National level
data sources

* Or shorter reporting period (as applicable) in case PrEP implementation was initiated less than 12 months ago.
™ Targets to be established and defined following implementation of audits.

PrEP initiation, including safety aspects

Quality Type of Key audience Denominator | Targets Data source
statements indicator

2.1 PrEP
should be
initiated with
full
consideration
of clinical
safety
including
reliable
exclusion of
HIV infection

20

Percentage
of countries
following
international
(e.g. EACS)
or national
PrEP safety
guidelines,
that include
option for
alternative
PrEP
regimens for
safety
reasons

2.2
Percentage of
PrEP users
older than 50
years and with
baseline eGFR
<90 with
kidney
function
assessed at
least annually

2.3
Percentage
of PrEP
users with
reliable*
exclusion of
HIV
infection
prior to
initiating
PrEP

*Baseline
negative HIV
test for people
without recent
risk exposure,

Structural | Policy/public
health

Process Healthcare
providers

Process Healthcare
providers

a) Number of
countries with
national PrEP
safety
guidelines
available for
medical
practitioners/or
following
international
PrEP guidelines
that include
system funded
(reimbursed)
alternative
PrEP options
for safety
reasons

Number of people
above 50 years of
age who received
PrEP at least once
in the last 12
months and had
glomerular
filtration rate
measured at least
annually

Number of
people who
received PrEP
at least once in
the last 12
months who
had an HIV test
performed prior
to initiating
PrEP

Numberof  100% | Review of

countries national
guidelines
or
Questionnaire
to national HIV
focal points

Number of 90% Audit

people above

50 years of

age who

received PrEP

for HIV

prevention at

least once in

the last 12

months

Number of 95% Audit

people who

received

PrEP at least

once in the

last 12

months
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Quality Type of Key audience Denominator | Targets Data source
statements indicator

3.1 All PrEP
users should
be tested for
hepatitis B
and, if non-
immune,
effectively
immunised

4.1 Clear
pathways for
rapid and
reliable
diagnosis of
HIV as well
as
antiretroviral
treatment
initiation
should be
ensured for
PrEP users

repeated
testing for
people with
recent risk
exposure at
baseline

3.1
Percentage
of countries
with system
funded HBV
vaccination
available to
PrEP users

3.2
Percentage of
PrEP users
with HBV
status verified
using:

a) HBsAg
(active
replication), or

b) anti-HBc
(past/active
infection)

3.3
Percentage of
PrEP users
tested HBsAb
negative
immunised
with HBV
vaccination

4.1
Percentage of
PrEP services
with
established
pathways for
rapid
identification
of HIV
infection
among PrEP
users

Structural

Process

Outcome

Structural

Policy/public
health

Healthcare
providers

Healthcare
providers

Healthcare
providers

Number of
countries with
available
system funded
(reimbursed)
HBV
vaccination
available for
PrEP users

a) Number of
people who
received PrEP at
least once in the
last 12 months
with Hepatitis B
surface antigen
testing performed
prior to PrEP
initiation

b) Number of
people who
received PrEP at
least once in the
last 12 months
with Hepatitis B
core antibody
testing performed
prior to PrEP
initiation

Number of people
who received
PrEP at least once
in the last 12
months who
tested negative to
Hepatitis B
surface antigen
and were
immunised with
HBV vaccination

Number of
services
prescribing PrEP
with established
pathways for
rapid
identification of
HIV infection
among people
who received
PrEP at least once
in the last 12
months,
especially for
symptomatic
cases

Number of

countries 100%

Number of
people who
received PrEP
for HIV
prevention at
least once in
the last 12
months

a) 90%
b) 80%

Number of 80%
people who
received PrEP
at least once
in the last 12
months who
tested
negative to
Hepatitis B
surface
antigen

Number of 80%
services
prescribing

PrEP

Review of
national
guidelines

or

Questionnaire
to national HIV
focal points

Audit

Audit

Audit
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5.1 Priority
resistance
testing for
PrEP users
recently
infected
with HIV
should be
available

Percentage
of PrEP
users with
recently
acquired
HIV
infection*

4.3
Percentage
of PrEP
users with
recently
acquired
HIV
infection
initiated on
ART

5.1
Percentage
of
countries
with
resistance
testing
available
for PrEP
users with
recently
acquired
HIV
infection

5.2
Percentage
of PrEP
users with
recently
acquired HIV
infection
who
undergo
resistance
testing prior
to ART
initiation

Process

Process

Structural

Process

European standards of HIV prevention and care: Module on pre-exposure prophylaxis

Quality Type of Key audience Denominator | Targets ' Data source
statements indicator

Healthcare
providers

Healthcare
providers

Policy/public
health

Healthcare
providers

Number of
people who
received PrEP
at least once
in the 12
months who
were
diagnosed
with HI1V,
classified as
recent HIV
infection*

Number of
people who
received PrEP
at least once
in the 12
months
testing
positive for
HIV infection
who were
initiated on
ART

Number of
countries with
resistance
testing
available for
people
recently
diagnosed
with HIV who
received PrEP
at least once
in the last 12
months

Number of
people who
received PrEP at
least once in the
last 12 months
and tested
positive for HIV
infection who
had a resistance
test performed
prior to initiating
ART

number of
people
newly
diagnosed
with HIV in
the last 12
months

Number of 95%
people who
received
PrEP at
least once
in the last
12 months
testing
positive for
HIV
infection

Number of 100%

countries

Number of 80%
people who

received

PrEP at least

once in the

last 12

months who

tested

positive for

HIV infection

National level
data sources

or

Audit

Audit

Review of
national
guidelines

or

Questionnaire
to national HIV
focal points

Or
National level

data sources
Audit

" Classification of recent infection based on either laboratory evidence of recent infection, last negative HIV test within 12 months
of HIV diagnosis, or clinical evidence of acute infection (ref Croxford et al 2022).
™ Informative for monitoring of PrEP uptake in the context of new infections but no specific target value is expected.
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 statements = | indicator | audience
6.1 PrEP . Process Healthcare Number of Number of 80% Audit
adherence Percentage of providers who received | people who
should be people on PrEP at least received
assessed and PrEP with once in the PrEP at least
addressed documentation last 12 once in the
routinely of adherence months with last 12
whenever assessment adherence months
PrEP is assessment
dispensed performed at

least once
7.1 For men, 7.1 Percentage | Structural | policy/public Number of Number of 100% Review of
continuous of countries health countries with | countries national
daily and on- with availability available for guidelines
demand PrEP of both on-demand
dosing should | continuous and and or
be available on-demand continuous
;n:srchangeably PrEP E;EKPS(:)(L ta1||gh Quest!onnaire
oo . to national HIV
individualised €xposures focal points
in line with
relevant
guidelines
8.1 In the 8.1 Structural Policy/public Number of Number of 100% Review of
event of high- | Percentage of health countries countries national
risk sexual countries with with guidelines
exposure availability of available
without system system or
appropriate funded PEP funded
PrEP use, for high-risk (reimbursed) . .
system funded | Sexual PrEP for guestl_onnflre
HIV post- exposures high-risk Honl;aﬂ;g:la
exposure sexual points
prophylaxis exposures
(PEP) should
be immediately
available

PrEP delivery, integrated services and combination prevention

Quality Type of | Key audience Numerator Denominator | Targets Data source
statements indicator

9.1 PrEP users
should have
access to a
wide choice of
delivery
locations and
integrated
services,
including in
primary
healthcare and
community-
based settings
to improve
ease and
equity of
access

9.1 Percentage | Structural | Policy/public Number of Number of -*  |Dublin |

of countries health; countries with | countries Declaration
with PrEP community-level | PrEP available monitoring
available in at service providers | in non-medical

least one non- settings

medical

(community)

setting

9.2 Percentage | Process Healthcare Number of Number of - National level
of PrEP providers; PrEP users with | services data sources
prescribed by community-level | PrEP prescribing

setting: service providers | prescribed via | PrEP, or

specialist specialist disaggregated

infectious infectious by setting: Audit
diseases/sexual diseases/sexual | specialist

health clinic, health clinic, infectious

primary primary diseases/

healthcare, and healthcare, sexual health

non-medical community- clinic, primary
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S | || O e fmerstor | Denominator Tarpers fatmroure
statements indicator
(community- based and healthcare,
based) facilities other settings, | community-
(disaggregated | based and
by provider) other settings)
10.1 PrEP 10.1 Process Healthcare Number of Number of 80% Audit
services may | Percentage of providers people who people who
be managed people with received PrEP | received PrEP
remotely if remote/on-line at least once in | at least once
clinical safety | consultation the last 12 in the last 12
and proper who adhere to months users | months who
clinical the testing who were were managed
management | guidelines and followed-up remotely
is ensured recommended remotely who
timeline for and adhered to
follow-up visits testing
guidelines and
recommended
timeline for
follow-up visits
11.1 PrEP 11.1 Structural | Policy/public Number of Number of 90% Review of
should be Percentage of health/Healthcare | countries with | countries national
used as an countries with providers available guidelines
opportunity to | system funded system funded
integrate NAAT based (reimbursed) Consider
appropriate Chlamydia NAAT based adding to
STI screening, | trachomatis CT/NG Dublin
treatment, and | and Neisseria screening for Declaration
follow-up care, | gonorrhoea PrEP users monitoring
including screening for (i.e. spit per
partner PrEP users STI)
notification
11.2 Structural | Policy/public Number of Number of 90% Review of
Percentage of health countries with | countries national
countries with available guidelines
system funded system funded
syphilis reimbursed .
VgRL/RPR S/DRL/RPR ) C0n§|der
screening for screening for addlr_19 to
PrEP users PrEP users Bublin .
Declaration
monitoring
(i.e split per
STI)
12.1 In PrEP 12.1 Process Healthcare Number of Number of 80% Audit
users, HIV and | Percentage providers; people who people who
STI testing of PrEP users Community- received received
should be being tested level service PrEP at least PrEP for HIV
performed at | for HIV at providers once in the prevention
regular least every 6 last 12 in the last 12
intervals as months months who months
predefined by were tested
national and for HIV at
international least every 6
guidelines months
12.2 Process Healthcare Number of Number of 80% Audit
Percentage of providers; people who people who
PrEP users community-level | received PrEP | received PrEP
tested for service providers | at least once in | at least once
syphilis and the last 12 in the last 12
STI months who months
(gonorrhoea, were tested for
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Quality Type of | Key audience Numerator Denominator | Targets Data source
statements indicator

OPERATIONAL SUPPORT

chlamydia) at STI at least
least annually annually
13.1 PrEP 13.1 Structural | Policy/public Number of Number of 90% Review of
should be a Percentage of Health countries with | countries national
part of countries with system funded guidelines
comprehensive | MPOX (reimbursed) o
combination vaccination Mpox
prevention, option vaccination Questionnaire
which includes | available for available for to national
personalised PrEP users PrEP users HIV focal
immunisation point
strategy (HAV, | 13.2 Structural | Policy/public Number of Number of 90% Review of
HPV, MPQOX), | Percentage of health countries with | countries national
as well as countries with system funded guidelines
screening, system funded (reimbursed) o
prevention, HAV and HPV HAV
and treatment | vaccination vaccination Questionnaire
of sexually available for available for to national
transmitted PrEP users PrEP users HIV focal
infections point
13.3 Process Policy/public Number of Number of 80% Audit
Percentage of health people who people who
PrEP users ever received | ever received
offered and PreP who were | PrEP for HIV
immunised offered and prevention
against HAV, vaccinated
HPV, MPOX against HAV,
MPOX, HPV
* Informative for monitoring of PrEP uptake across a variety of settings but no specific target value is expected.
Staff training
Quality Indicator Type of Numerator Denominator Targets Data
statements indicator audience source
14 Well defined staff | 14.1 Structural Policy/public | Number of | Number of 100% for Questionn
competency Percentage health countries countries a,b,c aire to
frameworks should | of countries with PrEP 90% for d,e,f | national
be in place, with training HIV (or
including relevant inclusion of included in other)
training and PrEP-related curriculum focal
competence training in of key point
assessment allowing | curriculum medical
for safe and efficient | of key specialties
PrEP delivery both in | medical offering
medical and specialties: care-related
community settings | a) infectious to infectious
diseases, b) diseases and
genitourinar STI,
y medicine, disaggregate
19) d by medical
dermatology speciality (a)
/Venerok)gy, infectious
d) diseases, b)
obstetrics/gy genitourinar
naeco'ogy, Yy medicine,
e) urology, 9]
dermatology
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protocols for
monitoring of
PrEP
implementati
on

monitoring of
PrEP
implementatio
n

OPERATIONAL SUPPORT European standards of HIV prevention and care: Module on pre-exposure prophylaxis
Quality Indicator Type of Key Numerator Denominator Targets Data
statements indicator audience source

f) primary /venerology,
healthcare d)

obstetrics/gy

naecology,

e) urology,

f) primary

healthcare
14.2 Structural Policy/public | Number of Number of 100% Questionn
Percentage health services with | services aire to
of services PrEP training national
with PrEP programmes HIV (or
training or other)
programmes competency focal
or assessment point
competency relevant for
assessment PrEP delivery
relevant for available for
PrEP delivery healthcare
available for providers
healthcare
providers
143 Process Number of Number of 80% Questionn
Percentage Healthcare | PrEP PrEP providers aire to
of providers providers providers national
who with HIV (or
completed a documentati other)
recognised on of focal
training recognised point
programme PrEP training
or or
competence competency
assessment assessment
relevant for
PrEP delivery

Monitoring and evaluation
Quality Indicator Type of Key Numerator Denominator Targets Data source
statements indicator audience

15.1 Every 15.1 Structural Policy/pub Number of 90% Dublin
country should Percentage of lic health Number of countries Declaration
initiate countries countries monitoring
standardised collecting, collecting,
national analysing and analysing and National level
protocols for reporting reporting data data sources
monitoring of data on key on key
Prep European European level Questionnaire
implementation. | level PrEP PrEP indicators to national
indicators in in line with HIV focal point
line with national
national protocols for
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