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¢ Qué colectivos
pueden beneficiarse
de la PrEP?

Julian Olalla Sierra
Hospital Costa del Sol
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PrEPJUICIOS

De como de Medicina han de hablar los que de Medicina saben, y de
como el ruido y la sordera se asocian para no escuchallos
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Premisas

= Medicacion a gente SANA
« Efectos secundarios a medio-largo plazo
= Grado de compromiso del solicitante

= Hoy por hoy: TDF/FTC
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Colectivos que podrian beneficiarse

= HSH de alto riesgo
= Trabajadores del sexo

= Heterosexuales con alta
promiscuidad

= Trabajadoras del sexo
= Practicas sexuales en grupo

= Cooperantes en escenarios
de violencia sexual y alta
incidencia de infeccion VIH

Chem Sex
UDVP

Parejas de pacientes VIH sin
TAR

Clientes de trabajadores del
sexo (combinaciones
multiples)




GUIDELINE ON WHEN
[0 START ANTIRETROVIRAL

THERAPY AND
ON PRE-EXPOSURE
PROPHYLAXIS FOR HIV
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2.2 Oral pre-exposure prophylaxis for preventing the acquisition of HIV infection

Recommendation i

Oral PrEP containing TDF should be offered as an additional prevention choice for people at
substantial risk of HIV infection as part of combination HIV prevention approaches (strong

recommendation, high-quality evidence).

Box 3. Defining “substantial risk”
Substantial risk of HIV infection is provisionally defined as HIV incidence greater than 3 per 100

person—years in the absence of PrEP. HIV incidence greater than 3 per 100 person—years has

g World Health
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Special Communication

HIV Prevention in Clinical Care Settings
2014 Recommendations of the International Antiviral Society-
USA Panel

Preexposure Prophylaxis
Daily FTC/TDF as preexposure prophylaxis should be offered to

Persons at high risk for HIV based on background incidence (>2%) or
recent diagnosis of incident sexually transmitted infections. espe-
cially syphilis. gonorrhea. or chlamydia. Rating: Ala

Individuals who have used postexposure prophylaxis more than twice
in the past year. Rating: Alla

People who inject drugs and who share injection equipment, inject 1
or more times a day. or inject cocaine or methamphetamines. Rating:
Ala

JAMA. 2014,312(4):390-409. doi:10.1001/jama.2014.7999
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Table 1. Strength of Recommendation and Quality of Evidence

Rating Scale”
Rating Definition
Strength of
recommendation
A Strong support for the recommendation
B Moderate support for the recommendation
C Limited support for the recommendation
Quality of
evidence
la Evidence from 21 randomized clinical trizls published
in the peer-reviewed literature
Ib Evidence from =1 randomized clinical trials presented
in abstract form at peer-reviewed scientific meetings
| Evidence from nonrandomized clinical trials
or cohort or case-control studies published
in the peer-reviewed literature
Ib Evidence from nonrandomized clinical trials or cohort

or case-control studies presented in abstract form
at peer-reviewed scientific meetings

Recommendation based on the panel’s analysis
of the accumulated available evidence

* Adapted in part from the Canadian Task Force on Periodic Health

Examination.®
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Special Communication
Antiretroviral Drugs for Treatment and Prevention
of HIV Infection in Adults

2016 Recommendations of the International
Antiviral Society-USA Panel

Box 7. Recommendations for Prevention of HIV Infection®

+» ART is recommended for all HIV-infected individuals with
detectable viremia, not only because of individual health benefits
but also because of the reduced infectiousness of individuals
achieving virologic suppression with ART (evidence rating Ala).

« PrEP should be considered for anyone from a population whose
HIV incidence is at least 2% per year (evidence rating Ala)
or HIV-seronegative partners of HIV-infected persons who do not
have viral suppression.

» Daily (rather than intermittent) TDF/emtricitabine is the
recommended PrEP regimen {evidence rating Ala).

« Tenofovir disoproxil fumarate-based PrEP is not recommended for
individuals with osteopenia or osteoporosis {(evidence rating Alll)
or a creatinine clearance rate of less than 60 mL/min (evidence
rating Alla) and should be used with caution in patients with
chronic hepatitis B virus infection (evidence rating Blla).

» Tenofovir alafenamide/emtricitabine is not recommended for PrEP
until effectiveness has been demonstrated in clinical trials
(evidence rating Alll). Use of non-TDF-containing PrEP or
augmentation of TDF/emtricitabine PrEP with other agents is not
recommended (evidence rating Alll).
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US Public Health Service

PREEXPOSURE PROPHYLAXIS
FOR THE PREVENTION OF HIV
INFECTION IN THE UNITED
STATES - 2014

A CLINICAL PRACTICE GUIDELINE
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Box B1: RECOMMENDED INDICATIONS FOR PREP USE BY MSM?

* Adult man

= Without acute or established HIV infection

* Any male sex partners in past 6 months (if also has sex with women, see Box B2)
* Not in a monogamous partnership with a recently tested, HIV-negative man

AND at least one of the following

* Any anal sex without condoms (receptive or insertive) in past 6 months
* Any STI diagnosed or reported in past 6 months
* Isin an ongoing sexual relationship with an HIV-positive male partner
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BOX B2: RECOMMENDED INDICATIONS FOR PREP USE BY HETEROSEXUALLY ACTIVE MEN
AND WOMEN

*  Adult person

*  Without acute or established HIV infection

* Any sex with opposite sex partners in past 6 months

* Not in a monogamous partnership with a recently tested HIV-negative partner

AND at least one of the following

* Is a man who has sex with both women and men (behaviorally bisexual) [also
evaluate indications for PrEP use by Box B1 criteria]

» Infrequently uses condoms during sex with 1 or more partners of unknown HIV
status who are known to be at substantial risk of HIV infection (IDU or bisexual male
partner)

* Isin an ongoing sexual relationship with an HIV-positive partner
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B0OX B3: RECOMMENDED INDICATIONS FOR PREP USE BY INJECTION DRUG USERS

*  Adult person
* Without acute or established HIV infection
* Any injection of drugs not prescribed by a clinician in past 6 months

AND at least one of the following

* Any sharing of injection or drug preparation equipment in past 6 months
* Been in a methadone, buprenorphine, or suboxone treatment program in past 6 months
» Risk of sexual acquisition (also evaluate by criteria in Box Bl or B2)
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Recomendaciones sobre
Profilaxis Pre-Exposicion en
adultos para la Prevencidén de
la Infeccion por VIH en
Espana

Grupo de Estudio de Sida de la SEIMC (GeSIDA)
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Recomendaciones

Se debe valorar la PrEP en las personas que solicitan o aceptan de modo voluntario la intervencidon y

qgue cumplen los siguientes criterios:

1. Tener descartada la infeccion por el VIH. En caso de duda sobre una posible infeccion
reciente (sindrome mononucléosico u otro criterio), no se debe recomendar PrEP hasta

excluir de modo razonable la infeccidn por el VIH.

2. Mostrarse dispuesto a cumplir de modo regular las recomendaciones y a adherirse a un

programa de seguimiento en el tiempo.
3. No tener contraindicacion clinica o analitica para recibir TDF o FTC.
4. Pertenecer a una de las poblaciones diana para recibir la PrEP

A. Se debe recomendar a las personas que tienen un riesgo elevado de infectarse por
VIH. Se entiende por riesgo elevado pertenecer a un colectivo en el que el riesgo

supere 2 casos por 100 personas-ano (Al):

= HSH y mujeres transexuales que en los 6 meses previos han tenido

' relaciones sexuales sin uso de preservativo y, ademas, uno de los siguientes:
e Relaciones sexuales con mas de 2 parejas
e Diagndstico de una o mas ITS
e Administracion de profilaxis post-exposicion
e Uso de sustancias psicoactivas durante la relaciones sexuales

A .
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B. Se debe considerar en las personas que pueden tener un riesgo elevado o en los que
hay cierta evidencia de beneficio

" Personas con pareja/s infectadas por VIH sin control clinico o virologico y sin
utilizar preservativo (Bl)

" Personas con relaciones sexuales no protegidas e intencion transaccional
(dinero, drogas, casa) (Blll)

*  UDP que comparten jeringuillas (Bl)

* Personas en situacion de vulnerabilidad social expuestas a contactos
sexuales no protegidas con alto riesgo de infeccion por VIH (Clll)
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Figure 4. Forest plot of comparison: | TDF+ FTC vs placebo, outcome: 1.1 HIV infection (by risk group).

TDF-FTC placebo Risk Ratio Risk Ratio
Study or Subgroup  Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
1.1.1 Heterosexual group
Baeten 2012 13 1579 52 1584 23.9% 0.25[0.14, 0.46) —
Thigpen 2012 9 601 24 5989 206% 0.37[0.18, 0.80] —
Yan Damme 2012 33 1024 35 1032 27.0% (Bt
Subtotal (95% CI) 3204 3215 71.5% 0.46 [0.19, 1.10] e e '

1.1.2 MSM group
Grant 2010
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Test for overall effect: Z=2.83 (P = 0.005)
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Cochrane Database of Systematic Reviews 2012, Issue 7. Art. No.:

CD007189. DOI: 10.1002/14651858.CD007189.pub3.
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Table 3. Bone Mineral Density Scores.*

Assessment

T score
Enrollment
6 mo
12 mo
18 mo
24 mo

z Score
Enrollment
6 mo
12 mo
18 mo
24 mo

Forearm Hip Lumbar Spine
TDF-FTC Placebo TDF-FTC Placebo TDF-FTC Placebo
(N=109) (N=112)  PValue (N=109) (N=112)  PValue (N=109) (N=112)
0 O(H =0 001
-0.75 -0.58 0.44 0.53 -0.72 -0.59
-0.77 -0.50 0.33 0.57 -0.34 -0.45
-0.79 -0.48 0.33 0.54 -0.77 -0.56
= _() 27 017 077 =
-0.92 -0.13 0.21 0.74 -1.11 -0.37
0.004 <0.001
-0.70 -0.54 0.45 0.54 -0.67 -0.54
-0.73 -0.45 0.35 0.58 -0.80 -0.41
-0.72 -0.42 0.34 0.55 -0.74 -0.53
-0.88 -0.21 0.18 0.78 -0.88 -0.41
-0.87 -0.13 0.20 0.76 -1.09 -0.28

P Value
<0.001

<0.001

N Engl J Med 2012;367:423-34
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TDF-FTC 199 141 82 58 43

Figure 3. Kaplan—Meier Estimates of the Probability of HIV-1 Infection.
The cumulative probability of HIV-1 acquisition is shown for the two study
groups in the modified intention-to-treat analysis. The inset shows the same
data on an enlarged y axis.
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N Eng J Med 2015, 373: 2237-46
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IperGay: Habito Sexual
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Y dos...ja cubierto!
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PROUD
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Reported sexual behaviour (preliminary)

Anal sex partners in last 90 days Immediate Deferred

BASELINE n=539 Median (IQR) | Median (IQB)_
Total number of partners 10.5 (5-20) 10 (4-20)
Condomless partners, participant receptive 3 (1-5) 2 (1-5)
Condomless partners, participant insertive 2.5 (1-6) 3(1-7)

Anal sex partners in last 90 days Immediate Deferred

MONTH 12 n=349 ian (IOR) | Median ( )
Total number of partners 10 (3-24) 8 (3-15)
Condomless partners, participant receptive 3 (1-8) 2 (1-5)
Condomless partners, participant insertive 3 (1-8) 3 (1-6)

Visitas trimestrales
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V C

colectivos 2004

* Prevalencia general : 0.4%

* |Infeccién oculta: 0.1%

* Mujeres transexuales: 24.5%

* Trabajadores sexuales masculinos: 19.5%
 UDP: 17%

* HSH: 7.6%

* Hombres y mujeres heterosexuales: 0.9%

* Trabajadoras sexuales femeninas: 0.8%
A
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Tasa de incidencia en Espana (x100 p-a)

TABLE 3
HIV incidence rate in people undergoing HIV testing, by different variables, EPI-VIH Study, Spain, 2000-09 (n=30,679)

Variable Numbe::!;)[fe%ersons serggt;?\?/g:soigns Person-years Incidence rate® (95% CI)
HIV transmission category

PWID or ex-PWID 884 32 2,016.1 (1.6 (1.110 2.2)\
MSM 8,492 529 21,181.0 2.5 (2.3t02.7)
Heterosexual men and women 10,500 23 17,914.2 0.1 (0.09 t0 0.2)
Female sex worker 9,808 16 21,027.9 0.1 (0.05 t0 0.1)
MSM sex worker 549 39 1,311.0 \3-0 (2.2 t0 4.1)

RESEARCH ARTICLES

Trends in HIV testing, prevalence among first-time

testers, and incidence in most-at-risk populations in
Spain: the EPI-VIH Study, 2000 to 2009

Euro Surveill. 2014;19(47):pii=20971.

A .




@ JORNADAS DOCENTES_03
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2

Incidence (per 100 py)

Heterosexual men and women (n=10,500)
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Y por qué ser prudentes?

* No hay evidencia El problema de la mujer:

suficiente en Cisexuales — ¢Adherencia?
— Menopausia
* El seguimiento es aun — Salud osea
corto:
— ¢Efectos secundarios a * Intervencién en sanos:
largo plazo? _ Dintel de ,
riesgo/beneficio MAS
* El problema del no-joven EXIGENTE
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Where is PreEP?...

-"Seforita, jse acostaria usted conmigo
por un millén de ddlares?”

+"Por supuesto’, respondia ella.

-"¢Y por un ddlar?”, preguntaba de nuevo.
+";Qué se cree usted que soy?”,
contestaba la dama ofendida.

-"Lo que usted es ya ha quedado claro,
ahora estamos negociando el precio”.

Groucho Marx




