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“SOPHOCLES - P4G”

The experience of the first interventional implementation PrEP pilot program in Athens

Sophocles Chanos
Checkpoint Head
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* Diagnose all individuals with HIV as early as possible after infection

« Treat HIV infection rapidly and effectively to achieve sustained viral suppression (U=U)

* Prevent at-risk individuals from acquiring HIV infection, including the use of pre-exposure
prophylaxis (PrEP)

« Rapidly detect and respond to emerging clusters of HIV infection to further reduce new
transmissions

Anthony Fauci et al., JAMA, 2019

National Institute of Allergy and Infectious Diseases (NIAID)

HELLENIC SCIENTIFIC SOCIETY THE UNIVERSITY OF
FOR THE STUDY OF AIDS

AND SEXUALLY TRANSMITTED DISEASES

:::
HELLENIC REPUBLIC ,%Ii,
National and Kapodistrian -

University of Athens

CHECKDOINT

EDITORIAL

Ending the HIV Epidemic
A Plan for the United States

Anthany 5. Faud, MD; Robert . Redfield, MD: George Sigounas, M5, PhD; Michagl D. Weahkee, MHA, MBA;

Brett P. Ginoir, MD

In the State of the Union Address on February 5, 2019, Presi-
dent Donald 1. Trump announced his administration’s goal to
end the HIV epidemic in the United States within 10 years.
The president’s budget will ask Republicans and Democrats
to make the needed commit-
ment to support a concrete
plan to achieve this goal.
While landmark biomedical and scientific research advances
have led to the development of many successful HIV treat-
ment regimens, prevention strategies, and improved care for
persons with HIV, the HIV pandemic remains a public health
crisis in the United States and globally.

In the United States, more than 700 000 people have died
as a result of HIV/AIDS since the disease was first recognized in
1981, and the Centers for Disease Control and Prevention (CDC)
estimates that L1 million people are currently living with HIV,
about 15% of whom are unaware of their HIV infection.! Ap-
proximately 23% of new infections are transmitted by individu-
als who are unaware of their infection and approximately 69%
of new infections are transmitted by those who are diagnosed
with HIV infection but who are not in care.* In 2017, more than
38 000 people were diagnosed with HIV in the United States.
The majority of these cases were among young black/African
American and Hispanic/Latino men who have sex with men
{MSM). In addition, there was high incidence of HIV among
transgender individuals, high-risk heterosexuals, and persons
whuo inject drugs.” This public health issue is also connected to
the broader opioid crisis: 2015 marked the first time in 2 de-
cades that the number of HIV cases attributed to drug injec-
tion increased.® Of particular note, more than half of the new
HIV diagnoses were reported in southern states and Washing-
ton, DC. During 2016 and 2017, of the 3007 counties in the United
States, half of new HIV diagnoses were concentrated in 48
“hotspot™ counties, Washington, DC, and Puerto Rico.*

The US Department of Health and Human Services (HHS)
has proposed a new initiative to address this ongoing public
health crisis with the goals of first reducing numbers of inci-
dent infections in the United States by 75% within 5 years, and
then by 904 within 10 years. This initiative will leverage criti-
cal scientific advances in HIV prevention, diagnosis, treat-
ment, and care by coordinating the highly successful pro-
grams, resources, and infrastructure of the CDC, the National
Institutes of Health (NIH), the Health Resources and Services
Administration (HRSA), the Substance Abuse and Mental
Health Services Administration (SAMHSA), and the Indian
Health Service (THS). The initial phase, coordinated by the HHS

Supplemental content

jaimia.Saim

Office of the Assistant Secretary of Health, will focus on geo-
graphic and demographic hotspots in 19 states, Washington,
DC, and Puerto Rico, where the majority of the new HIV cases
are reported, as well as in 7 states with a disproportionate oc-
currence of HIV in rural areas (eFigure in the Supplement).

The strategic initiative includes 4 pillars:

1. diagnose all individuals with HIV as early as possible after
infection;

2. treat HIV infection rapidly and effectively to achieve sus-
tained viral suppression;

3. prevent at-risk individuals from acquiring HIV infection,
including the use of pre-exposure prophylaxis (PrEP); and

4. rapidly detect and respond to emerging clusters of HIV in-
fection to further reduce new transmissions.

A key component for the success of this initiative is active
partnerships with city, county, and state public health depart-
ments, local and regional clinics and health care facilities, cli-
nicians, providers of medication-assisted treatment for opioid
use disorder, and community- and faith-based organizations.

The implementation of advances in HIV research achieved
over 4 decades will be essential to achieving the goals of the ini-
tiative. Clinical studies serve as the scientific basis for strate-
gies to prevent HIV transmission/acquisition. In this regard, as
reviewed in a recent Viewpoint in JAMA,* large clinical studies
have recently proven the concept of undetectable = untrans-
mittable (U1 = U}, which has broad public health implications for
HIV prevention and treatment at both the individual and soci-
etal level. U = U means that individuals with HIV who receive
antiretroviral therapy (ART) and achieve and maintain an un-
detectable viral load do not sexually transmit HIV to others.®
U = Uwill be invaluable in helping to counteract the stigma as-
sociated with HIV, and this initiative will create environments
in which all people, no matter their cultural background or risk
profile, feel welcome for prevention and treatment services.

Results from numerous dlinical trials have led to signifi-
cant advances in the treatment of HIV infection, such that a
person living with HIV who is properly treated and adherent
with therapy can expect to achieve a nearly normal lifespan.
This progress is due to antiviral drug combinations drawn from
more than 30 agents approved by the US Food and Drug Ad-
ministration (FDA), as well as medications for the prevention
and treatment regimens of HIV-assodated coinfections and co-
morbidities. Furthermore, PrEP with a daily regimen of 2 oral
antiretroviral drugs in a single pill has proven to be highly ef-
fective in preventing HIV infection for individuals at high risk.
In addition, postexposure prophylaxis provides a highly ef-

JAMA Publshed orline February 7, 2019

@ 2019 American Medical Asscciation. All rights reserved.

Dowmloaded from jamanetworlccom by guest on 03052018
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EAPC in HIV Diagnoses of Persons 213 y for
US States Grouped Into Quintiles of PrEP Use
USA 2012-2016

4 5% increase in new HIV
diagnoses in group with
the lowest PrEP use

g 0'193 within 5 yrs.

0 - m— -

O
(o
o2
-4
-6
Low Medium Low Medium Medium High
States Grouped by Quintiles of PrEP Use Over Time
Unadjusted EAPC in HIV diagnosis (95% ClI) +0.9 (+0.2, +1.7%) 4.7 (-54, -3.9)
Mean prevalence of FTC/TDF PrEP use in 2016, n/N (%) 33/1000 (3.3) 110/1000 (11)

Error bars represent SE. Low: 13-42/100K Medium low: @2-53/100K Medium: 53-61/100K. Medium high: 62-78/100K; Hgh: 81-178/100K
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* Funding:
N US National Institutes of Health — NIH & Gilead Sciences International Ltd. [ﬂ GILEAD
e AIMS:

N/

“ Determining the demographic and behavioral characteristics of MSM receiving PrEP

N/

“ Emphasizing the importance of linkage to care aimed at administering PrEP to 'high risk' HIV-negative MSM

¢ The collection of data regarding the early parameters of the PrEP cascade so that they can be used in PrEP effectiveness ¢

and models as a public health intervention
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Method 1: “SOPHOCLES” program
Aim: Recruitment of 100 HIV-negative “high risk” MSM msp PrEP

MSM recruitment procedure:

> Ath Checkpoint

*» Respondent Driven Sampling
» Test for HIV

*» Interview through structured questionnaire (max 1,5 hrs) | ‘“W \

% Financial incentive P
** MSM search period: 11/2016 — 04/2018 | e
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Participants’ Demographics
SOPHOCLES
Participants’ HIV Status
» 308 participants:

HIV+ _ _
R 282 HIV- 7% New Hl\zlcyotl)lagnoas

« 21 HIV+
* 5 with new HIV diagnosis

» Greek origin: 91,2%
**+ Median age: 28,9 (8,2) yrs.
*+ Median no of yrs. of education (SD): 15,7 (2,5)

** 54 (19.4%) unemployed

“* 40 (14.2%) bisexual sexual orientation
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Participants’ Behavioral & Psychosocial Characteristics

» 211 (74,8%) have been tested for HIV In the past year
71 (25,4%) reported an STI in the past year

* Median no (250, 750) of the size of their sexual network: 10 (3,30) persons in the last 6 months

“» 84 (31,2%) reported symptoms of depression

=g THE UNIVERSITY OF "/ CHECKDOINT

prevention and testing centers

PositiveVoice

people+HIN

* PrEP eligibility criteria were met by 129 / 282 (41.9%)
« 107 continued in the clinical trial

TO KA©HMEPINO XAMI
MOY MIOPEINA EMMOAIZE]
TH METAAQZH TOY HIV

Tl EINAI'H PrEP

[MPOAHIITIKH ©EPAMEIA ME TRUVADA
[OY EXEI ANOAEIX@EI OTI MEIGNEI MTANQ
AlO 90% TON KINAYNO ACIMQOQ=HX HIV

Eicoun HIV apvnTikég AvBpag Tou kéver 2e€ e Avdpeg (AZA) ke
1oxUel KATI and Ta MAPAKATW f JUVBUCICUGG QUTWV;

@ Sev YpnoIpoTOIEic MAVTO TEOPUASIKTIKS:

@D éyeig moAhamAolg ouvTpdPou;

@D éyeig HIV BeTikoUg cuvTpdpous;

eical epyaldpevog oTo Oet;

ToTE UMOpPEiC VO CUMMETATXEIS KI £0U GTO MROYPOMMO
SOPHOCLES - P4G mou oToyxelel va Mepiopicsl T MeTGdoon Tou
HIV/AIDS kan va AaBeig dwpedv PrEP TouhdyioTov yia éva xpovo.

ZTNV TIPWTN ¢AoN TOU MPOoYPARHATOG MEpIABAVETOI:

@ CUUTANPWON EPWTNHATOAOYIOU MTOU avVogEépETal OTN
oefouahikr) dpacTNEIOTATA KAl TN XPron cuCIhyY

@ HIV Test

kivnTpa auupeToxng 20€ & 10€ yia k&Be Evav Tiou Bal
mpoTelvelg kol Bo cuppeTEXEl oTo P4AG

e Ath Checkpoint, _ 6984900816
MitréKn 4, Movao Tnpdki (M&pbal)
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Method 2: “P4G” (PrEP4Greece) clinical trial

“ PrEP eligibility criteria ¢ Monitoring 1 yr.: 6 visits in total ¢+ Regular screening
Visit 0 - Screening (HIV1, HAV, HBV, HCV, STIs)
* HIV-
Visit 1 — Start of PrEP use < STIs treatment
e HBV- Visit 2 - 1 month after the start of PrEP

. “* Vaccination planning
Visit 3 — 3 months after the start of PrEP

* No of sexual partners N
Visit 4 - 6 months after the start of PreP ¢ ldentification of potential side effects

e STls Visit 5 — 9 months after the start of PrEP

. “* Renal function monitoring
Visit 6 — 12 months after the start of PrEP

Ul
“* PrEP adherence monitoring

* PEP
*» Keeping of dally diary
« ChemSex ¢ Daily TDF/FTC (Truvada) (e.g. sexual intercourse, drug use)
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The PrEP Care Cascade
6 months

>1PEP
> 1 HBsAG+
> 1 lost to follow up

> 4 withdrew willingness

—

HIV(-) PARTICIPANTS SOPHOCLES - P4G HIGH RISK MSM WILLINGNESS FOR PREP

u SOPHOCLES - P4G Participants

¢y CHECKDONNT PositiveVoice

prevention and testing centers PQOP‘_Q + |-" U

> 6 months visit pending for 4 participants
> sexual risk reduction for 8 participants

> 3 lost to follow up

> 1 seroconversion

100

(93,5%) 84

| l (84%) e

PREP USE PREP 6 MONTHS
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Results |, N =84
Characteristics, Screening for PrEP

“» Median age (SD:9,3): 33,5 yrs.

*» Median no of yrs. of education (SD:2,4): 15,9 (majority: higher education)

“ Full time employment: 56.1% (46/84)

“* No of sexual partners: Median no (250, 750) of the size of their sexual network: 30 (15,60) people
“ Participation in group sex: 96,4%

*» Search of sexual partners through mobile apps: 64% (Grindr, Planet Romeo, Scruff)

*» Drug use: 79,7%

< Chemsex (Crystal Meth, Meph, GHB/GBL, cocaine): 66,7%
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Results II, N = 84
6 months PrEP use
Participants' Behavioral Characteristics Participants' Behavioral Characteristics
79.76% 3
a8 8 8
66.67%
59.54% £58.33%
52.38% 51.19% 6
4 4
3
2
[] .
Before PrEP 1st quarter PrEP 2nd quarter PrEP
Before PrEP, Z=24 1st semester PreEP, 2=28

mDrug use m ChemSex
g mSyphilis mNG mHPYV mCT mHAV
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Results II, N = 84
6 months PrEP use

PrEP adherence: 96%, Stable in both quarters

Sy uErier, 2nd guarter,
Median no Median no
(250, 750) (250, 750)
0 91, 7% 97,4%
% UAI 0 ] p=0.009
(62.4% - 100.00%) (78.1% - 100.00%)
' ' 5,5 8
UAI [Passive] (times) 0<0.001
(2-11.5) (2 -22)
' 8,5 14
UAI [Top] (times) 0<0.001
(2 - 20) (5 - 28)
N sexual partners
26 19,5
(individuals) pP=0.007

(17.5 - 35.5) (14 - 39)
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v’ 6 syphilis cases

v'9 NG cases 0
v'5 HPV cases d24 i STIS&
v’ 2 acute HAV cases t'?é’arlomsésm

v' 2 ureaplasma cases

Targeted administration of PrEP to HIV+ networks
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Results IV, N = 100
6 months PrEP use

PrEP CARE
PLAN

N=100

The time for debate on the
effectiveness of PrEP is over.
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Conclusions

<+ Adoption of a PrEP administration program for both primary and secondary STI and HIV transmission prevention

<+ The creation of special sexual health structures through which PrEP will be available

< Collaboration with the community in the design and implementation of HIV prevention programs

“» 74 PrEPers completed the program..

< Implementation of PrEP In Greece seems that it Is not associated with an increase Iin high-risk behaviors and the frequency of STIs

» Excellent PrEP adherence
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OrEP1 | Want PrEP Now [

Home About PrEP PreP on the NHS How to take PrEP Buy PrEP now PrEP mailing list Video Clips

W IMPACT trial Watch Learn Act Engage About

Buy PrEP now

Where to buy genuine generic PrEP online now

{1Mylan

Emtricitabine/Tenofovir
Disoproxil Fumarate Tablets
RICOVIR-EM

30 Toviets

We have identified the following companies who reliably sell genuine generic PrEP.
For full details on our verification process including TDM results click here

Preferred seller

Dynamix International (£35 per month)

You do not need to upload a prescription for orders to the UK.

Order to other countries may require a prescription.

Dynamix is our recommended seller. We have worked with the team behind Dynamix since August 2015

Occasionally some orders will have an import tax imposed. this cost is the responsibility of the customer not IWPN nor
Dynamix.

he PrEP in Europe Initiative is 2 partne:

all VfGR T 19:09 @ < 67%

Verse/ Fun NOW
Verse/ Fun NOW
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How soon after testing negative can | start
Prep?

If your4"‘ generation HIV test comes back negative,
you can start to take PrEP straight away. If you've
taken any HIV risks in the four weeks before that HIV
test, it's a good idea to take another test four weeks
later, in case the first HIV test did not detect recent
HIV infection. If that test comes back as HIV positive,
stop taking PrEP, and seek immediate advice and
support from a sexual health or HIV clinic.

Where can | get PrEP in the UK?

The website iwantprepnow.co.uk lists a number of
online pharmacies that have been checked and
verified. Checks have been made to ensure that the
sites are reliable and that the PrEP they are selling is
genuine (see below). Many of these sites do not
accept credit/debit cards but instead use bank or
wire transfers, and sometimes Pay Pal for payments.
We have received no reports of people being ‘ripped
off” from the pharmacies reviewed on
iwantprepnow.co.uk.

Whatif I don’t live in the UK?

CHECKDOINT

IMPACT trial

Should | start PrEP if I've had recent flu?

If you’ve experienced recent flu-like symptoms, after
an HIV risk, then it is important not to start PrEP.
The symptoms could be of recent HIV infection and
you should seek support and advice from a sexual
health clinic.

How do | know the PrEP sold online is
genuine?

PrEPster and iwantprepnow.co.uk have worked with
sexual health doctors to undertake Therapeutic Drug
Monitoring (TDM} tests on people who have bought
and used PrEP from the websites featured on
iwantprepnow. Recent research reported the results
of over 200 of those tests - and found no evidence
that the drugs are not genuine.

Other ways of getting PrEP

prevention and testing centers

Watch Learn Act Engage About

What other tests should | have once 've
started using PreP?

If you're sexually active then the same guidelines an
HIV and STls screening applies, regardless of whether
you use PrEP or not. Full HIV and STl screens are a
great idea for all people with an active sex life! In
addition, to check your kidney health, it’s advisable
to have a dipstick urine test at every clinic visit, and a
blood test to check your kidneys every year (see
above). When you're at the clinic it’s also a good plan
to check your vaccination status for Hepatitis B and,
ifyou're under 45, to ask about the new HPV (warts
virus) vaccination pilot programme.

Isit legal to buy PrEP online?

Ifyou live in the UK itis legal to buy and import PrEP
as long as it is for personal use. It s strongly
recommended that no more than three months’
worth (usually up to 3 bottles of 30 pills) is bought at

once.

Where can | get more information?

PositiveVoice
people+HIV

COSMOTE = 15:55

the milky way

2 eUxapioT :)

Online TNV KGvw El0aywyn, £Y®
OUYKEKPIEVA and To Green
cross pharmacy TV nfpa, HEow
borderlinx |
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napoxoq

PI’EP 17 - The Comlﬂg Of age Of PI’EP O.nllne Now, 7.933 km away o) |/ o= Home « Prepster X '\ M Eioepyopeva (366] -sc X | € My Drive - GoogleDrive X { [E] Index 2017 - Google b X fpete - O X
Single € C |0 prepsterinto E -
# epuppoyic [ A nesd ! @ STEP-UP Trainng M- [l Bes s-Oono! [ PEPI7-Thecomn: )
About the fil SR 1 Mou apéo=i! N\ AxolouBrioTe ~ Koiwvorroinon
ou e film
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In 2015, film maker Nicholas Feustel made a

Jock, Muscle, College, Daddy, Guy
Next Door

documentary film about the England
PROUD PrEP trial. The documentary was
shown at community events across the UK,

Aczite 20 akdopn oxoiia

( LIF -
XBeg omig 11:50 . €

Mari yvwpeifoupe 1600 Aiya yia Tnv PrEP ka1 1o xém Truvada, tnv
Aao@AAECTEPN AQUTAV TN OTIyur] HEBodo TTpdAnwng a1rd Tov 16 HIV;

E———

lam into
Jocks, Muscle, College, Daddies, Guys
Next Door

and formed the focus for PrEPster's Pushing
for PrEP community education events.

In January 2017, Nicholas returned to
London to pick up what has happened to

= LIFO
uneed to k'nO'W*about PreP Q @lifo.mag

PrEP since the completion of the last film.

|l am open to
Friendships, Relationships, Random
Play/NSA, Dates, Networking

PrEP17 explores the stories of over a dozen

Q| WY BE| BR Bl B U O BP

PrEP activists; current and former PrEP
users; clinicians; and policy-makers. The 36

minute documentary film, commissioned by

In the spring and summer of 2017, PrEPster will be hosting a series of film
showings, followed by panel discussions across the UK. Details of the events

What I'm looking for
Someone who is playful fun and good

PrEPster, shines a light on how PrEP has i il My sex prEferences & Apler'] oceAida
become available to thousands of people, Safet raCticeS
despite the failures of the health system. Versaty”ep I‘I)\npoq)opie(; A S D F G H J K L
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‘Give the power to the people, put the pill in their palms’
Prof. Sheena McCormack

(IAS, Paris 2017)
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https://youtu.be/0Ry3idwrm9c?t=6252
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“SOPHOCLES - P4G”

The experience of the first interventional implementation PrEP pilot program in Athens

Sophocles Chanos
Checkpoint Head
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