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Learning Objectives

o To recognize the risks for HIV transmission
and principles of post exposure
prophylaxis - PeP

o To identify the principles of pre exposure
prophylaxis of HIV- PreP

o To define the national, regional and
institutional approach to the PeP and PreP




Post Exposure Prophylaxis - PEP

PEP considered for following exposures:

oOccupational (OPEP)
oNon-occupational (NPEP)




Examples of Occupational PEP
In Pediatric Practice*

o Outreach clinic calls —-resident was draining the
abscess from the leg of a 4 years old boy and

cut herself with the scalpel she used on the
patient

o HIV clinic - breastfeeding nurse was giving a flu

shot to a 17 years old girl and stuck herselt when
discarding the needle after the shot

o Occupational Health calls - nurse on the ward
was trying to flush the GT of a 7 years old girl with

perinatal HIV and CP, the fluid splashed back to
her eyes

* All scenarios are adapted from real calls




Occupational HIV Exposure

o Percutaneous exposure to HIV-infected
olood - 0.3% (95% confidence interval
Cl], 0.2%-0.5%)

o Mucous membrane exposure - 0.09%
(5% CI, 0.006%—0.5%)

o Non-intact skin exposure - < than 0.09%
or blood exposures.

MMRW, January 9, 2015 / 63(53);1245-1246




Number of Confirmed Cases of
Occupationally Acquired HIV,
CDC, USA, 1985-2013

’ N=58

41.4% nurses

27.6 % lab techs, clinicians
10.3% physicians, non-surgica

No. of confirmed cases

1985 1988 1991 1994 1997 2000 2003 2006 2009 2012
Year

MMRW, January 9, 2015, 63(53);1245-1246




Who can be Considered for
Occupational Exposure

o Emergency medical service personnel, dental
personnel, laboratory personnel, autopsy
personnel, nurses, nursing assistants, physicians,
technicians, therapists, pharmacists, students and
trainees

o Contractual staff not employed by the
healthcare facility, and persons not directly
involved in patient care but potentially exposed
to blood and bodly fluids (e.g. clerical, dietary,
housekeeping, security, maintenance, and
volunteer personnel)




INFECTION CONTROL AND HOSPITAL EPIDEMIOLOGY SEPTEMBER 2013, VOL. 34, NO. 9

US PUBLIC HEALTH SERVICE GUIDELINE

Updated US Public Health Service Guidelines for the Management
of Occupational Exposures to Human Immunodeficiency Virus
and Recommendations for Postexposure Prophylaxis

David T. Kuhar, MD;' David K. Henderson, MD;* Kimberly A. Struble, PharmD;’
Walid Heneine, PhD;* Vasavi Thomas, RPh, MPH;* Laura W. Cheever, MD, ScM;®
Ahmed Gomaa, MD, ScD, MSPH;® Adelisa L. Panlilio, MD;'
for the US Public Health Service Working Group

This report updates US Public Health Service recommendations for the management of healthcare personnel (HCP) who experience
occupational exposure to blood and/or other body fluids that might contain human immunodeficiency virus (HIV). Although the principles
of exposure management remain unchanged, recommended HIV postexposure prophylaxis (PEP) regimens and the duration of HIV follow-
up testing for exposed personnel have been updated. This report emphasizes the importance of primary prevention strategies, the prompt
reporting and management of occupational exposures, adherence to recommended HIV PEP regimens when indicated for an exposure,

exnert consultation in manasement of exnnsures. follow-nn of exnnsed HCP to imnrove adherence tn PEP. and careful manitoring for




Updated US Public Health Service
Guidelines for the Management
of Occupational Exposures to HIV

o PEP is recommended with occupational
exposures

o HIV status of the exposure source patient should
be determined, if possible, to guide PEP

o PEP ART should be started as soon as possible
affer occupational exposure to HIV and should
continue for 4 weeks

o New recommendation - PEP regimens should
contain =23 ARV drugs




Why 3 Drugs and not Two?

o Superior effectiveness of 3 drugs in reducing
viral burden in HIV-infected persons

o Concerns about source patient drug
resistance to commonly used ARVs

o Better safety and tolerability of new ARVs

o Potential for improved PEP adherence due 1o
fewer side effects




Updated US Public Health Service
Guidelines for the Management
of Occupational Exposures to HIV

Recommended PEP :

o Dual NRTI backbone plus an INSTI, a boosted Pl or
a NNRTI

o Other antiretroviral drug combinations may be
indicated for specific cases (e.g., exposure to a
source patient with drug resistant HIV)

o Expert consultation is recommended for any
occupational exposures to HIV with known
resistance and other complicated scenarios

o National Clinicians’ Post-Exposure Prophylaxis
Hotline (PEPline) at 888-448-4911

Infect Control Hosp Epidemiol 2013;34(9):875-892




Updated US Public Health Service
Guidelines for the Management
of Occupational Exposures to HIV

Recommended PEP regimens:

o Dual NRTI backbone — TDF+FTC (Truvada) or TDF+3TC or
/DV+3TC (Combivir) or ZDV+FTC plus

INSTI - RAL

Boosted PI - DRV/RTV or ATV/RTV or LPV/RTV
NNRTI - RPV, ETR

Stribild — Elvitegravir/Cobicistat, TDF, FTC

Not Recommended for PEP:

» NRTI - ddl
» Pls—=NFV, TPV

Contraindicated for PEP:
> NNRTI = NVP

O V VvV V

Infect Control Hosp Epidemiol 2013;34(9):875-892




Updated US Public Health Service
Guidelines for the Management
of Occupational Exposures to HIV

Evaluation and follow up:

o Close follow-up with counseling and monitoring
for drug toxicity within 72 hours of an HIV
exposure

o HIV testing at baseline and at 6 weeks, 12
weeks, and 6 months after exposure

o Complete blood counts and renal and hepatic
function tests - at baseline and 2 weeks after
exposure (further testing it abnormalities)

Infect Control Hosp Epidemiol 2013;34(9):875-892




Laboratory Testing for the
Diagnosis of HIV Infection:
Updated Recommendations

Published June 27, 2014

Prepared by

Bernard M. Branson, MD*
S. Michele Owen, PhD?
Laura G. Wesolowski, PhD*
Berry Bennett, MPH*®




HIV-1/2 antigen/antibody combination immunoassay

' '
(+) (-)
Negative for HIV-1 and HIV-2
l antibodies and p24 Ag

HIV-1/HIV-2 antibody differentiation immunoassay

| ] |

HIV-1 (+) HIV-1 (-) HIV-1 (+) HIV-1 (-) or indeterminate
HIV-2 () HIV-2 (+) HIV-2 (+) HIV-2 (-)
HIV-1 antibodies HIV-2 antibodies HIV antibodies i
detected detected detected HIV-1 NAT
|
v '

(+) indicates reactive test result

(-) indicates nonreactive test result HIV-1 NAT (+) HIV-1 NAT (-)
NAT: nucleic acid test Acute HIV-1 infection Negative for HIV-1




Updated US Public Health Service
Guidelines for the Management
of Occupational Exposures to HIV

Evaluation and follow up:

o New recommendation - if a newer fourth-
generation combination HIV p24 antigen-HIV
anfibody test is utilized for follow-up HIV testing
of exposed HCP, HIV testing may be concluded
4 months after exposure

o If a newer testing platform is not available,
follow-up HIV testing is typically concluded 6
months after an HIV exposure

Infect Control Hosp Epidemiol 2013;34(9):875-892




Non-Occupational PEP (NPEP)
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Estimated Risks for HIV
Transmission

Types of exposure Estimated Risk

Needle-sharing exposure to an 0.67% (1 in 150)
infected source

Receptive anal intercourse with 0.5% (1in 200) / 3.0% (6 in 200)
an infected source

Receptive vaginal intercourse with 0.1% (1 in 1000) / 0.2% (2 in 1000)
an infected source

Insertive anal infercourse with an 0.065% (1 in 1500)
infected source

Insertive vaginal intercourse with 0.05% (1 in 2000)
an infected source

Oral sex with ejaculation with an Conflicting data-however, risk is
infected source considered to be low




Examples of NPEP in Pediatric Practice

o 17 years old boy is brought in by his mother
for evaluation — he told her that he was at the
private tattoo party yesterday and now has 2
new taftoos

o 18 years old girl reports that she had sex with
3 boys last week and just heard that one of
them is HIV positive

o ED calls - 6 years old boy was sexually
abused by 14 years old relative at his home

* All scenarios are adapted from real calls




Examples of NPEP in Pediatric Practice

o 4 years old boy was playing in the park and
found a used condom which he tried to blow
as a balloon, his 3 years old sister stuck herself
with a needle from used syringe found in the
same place

o 8 years old boy is referred by his PMD
because there are multiple syringes found at
home form his visiting uncle who is using IV
drugs daily, he might have been stuck as well

o 6 weeks old is admitted with human bites all
over this body by his mother who is HIV
positive and has multiple drug resistances

* All scenarios are adapted from real calls




NPEP Guidelines

Clinical Review & Education

Special Communication

HIV Prevention in Clinical Care Settings

2014 Recommendations of the International Antiviral Society-
USA Panel

Jeanne M. Marrazzo, MD, MPH; Carlos del Rio, MD; David R. Holtgrave, PhD; Myron S. Cohen, MD;

Seth C. Kalichman, PhD; Kenneth H. Mayer, MD; Julio S. G. Montaner, MD; Darrell P. Wheeler, PhD, MPH;

Robert M. Grant, MD, MPH; Beatriz Grinsztejn, MD, PhD; N. Kumarasamy, MD, PhD; Steven Shoptaw, PhD;
Rochelle P. Walensky, MD, MPH; Francois Dabis, MD, PhD; Jeremy Sugarman, MD, MPH; Constance A. Benson, MD

= Editorial page 349
IMPORTANCE Emerging data warrant the integration of biomedical and behavioral Supplemental content at
recommendations for human immunodeficiency virus (HIV) prevention in clinical care jama.com

settings. .
CME Quiz at

. A } i o jamanetworkcme.com and
OBJECTIVE To provide current recommendations for the prevention of HIV infection in adults CME Questions page 430

and adolescents for integration in clinical care settings.

DATA SOURCES, STUDY SELECTION, AND DATA SYNTHESIS Data published or presented as
abstracts at scientific conferences (past 17 years) were systematically searched and reviewed
by the International Antiviral (formerly AIDS) Society—USA HIV Prevention Recommenda-

tinnc Panal Panal mamhare ciinnliad additinnal ralaviant nihlicatinne roviawad availahla

JAMA. 2014;312(4):390-409.




NPEP Guidelines

EDITORIAL REVIEW

Practical guidance for nonoccupational postexposure
prophylaxis to prevent HIV infection:
an editorial review

Sachin Jain®” and Kenneth H. Mayer®"

Postexposure prophylaxis (PEP) with antiretroviral medication has been used as an HIV-
prevention strategy for nearly 20 years. The fact that approximately 50 000 new HIV
infections occur in the United States each year reflects marked underutilization of
nonoccupational PEP (NPEP). There have been several advances in NPEP in the past 10
years. Clinical trials from different countries have demonstrated better tolerability,
completion rates, and fewer drug—drug interactions with newer antiretroviral agents.
Notably, there has been a shift from zidovudine-based to tenofovir-based regimens.

AIDS 2014, 28:1545-1554




NPEP Guidelines

Morbidity and Mortality Weekly Report

Recommendations and Reports January 21, 2005 / Vol. 54 / No. RR-2

Antiretroviral Postexposure Prophylaxis
After Sexual, Injection-Drug Use,
or Other Nonoccupational Exposure
to HIV in the United States

Recommendations from the U.S. Department
of Health and Human Services




NPEP Sources

o Any possible exposure to HIV-infected blood, genital
secretions, rectal secretions, breast milk or other
bodily fluid visibly contaminated with blood

Potential exposures:

unprotected sex

protected sex with condom failure
intfravenous drug use

other mucosal or wound exposure

Exposures involving the insertive oral partner and
human bites do not require NPEP unless there are
extenuating circumstances

O vV VvV VvV Vv O




NPEP Guidelines

o TDF+FTC plus RAL - preferred NPEP
regimen based on a study*

o Theoretical advantage of blocking viral
replication prior to infegration within host
DNA

o Few interactions with other medications
compared to RTV-containing regimens

*J Acquir Immune Defic Syndr 2012; 59:354-359.




Changes to OPEP and NPEP

Medication Regimen

Truvada® (300 mg tenofovir + 200 mg emtricitabine) — one tablet once daily*

Preferred
PLUS

Dolutegravir (Tivicay) 50 mg — one tablet once daily

Alternative Truvada® (300 mg tenofovir + 200mg emtricitabine)- one tablet once daily*

Plus 4 weeks
Darunavir (Prezista®) 800 mg- One tablet once daily with food (28 days)

Plus

Ritonavir (Norvir®) 100mg — One capsule once daily with food

NOTE: Alternative regimens may be used in certain circumstances based on
recommendations from Adult PEP Consultant

Adults with renal Zidovudine dose adjusted to degree of renal function

el sileieni(@@ <5 Lamivudine dose adjusted to degree of renal function

mL/min) 4 weeks
PLUS (28 days)

Dolutegravir (Tivicay®) 50 mg — one tablet once daily

Adults with renal Zidovudine dose adjusted to degree of renal function
dysfunction (CrCl < 60 |Lamivudine dose adjusted to degree of renal function

mL/min)
PLUS 4 weeks

Alternative (28 days)

Darunavir (Prezista®) 800 mg - 1 tablet once daily with food + Ritonavir (Norvir®)
100 mg - 1 capsule once daily with food

dical Center, Courtesy of Ellen Cooper



NPEP Guidelines

o NPEP should be discontinued if the source
Is deemed to be HIV uninfected

o If the source is HIV-infected and is on ART,
obtain information about resistance
profile and freatment history

o The source should also be tested for
hepatitis B and hepatitis C if his or her

status is unknown




NPEP Guidelines

o Empiric treatment for gonorrhea and
chlamydia should be given for survivors of

sexual assault

o Non-victims of sexual assault should be
tested for gonorrhea, chlamydia, and
syphilis, and treated if tested positive

o Emergency contraception can be offered
to female victims of sexual assault within
/2 h of the exposure if pregnancy test is

negative




AMERICAN ACADEMY OF PEDIATRICS

CLINICAL REPORT

Guidance for the Clinician in Rendering Pediatric Care

Peter L. Havens, MD, and the Committee on Pediatric AIDS

Postexposure Prophylaxis in Children and Adolescents for
Nonoccupational Exposure to Human Immunodeficiency Virus

ABSTRACT. Exposure to human immunodeficiency vi-
rus (HIV) can occur in a number of situations unique to,
or more common among, children and adolescents.
Guidelines for postexposure prophylaxis (PEP) for occu-
pational and nonoccupational (eg, sexual, needle-shar-
ing) exposures to HIV have been published by the US
Public Health Service, but they do not directly address
nonoccupational HIV exposures unique to children (such
as accidental exposure to human milk from a woman
infected with HIV or a puncture wound from a discarded
needle on a playground), and they do not provide anti-
retroviral drug information relevant to PEP in children.

This clinical report reviews issues of potential expo-
sure of children and adolescents to HIV and gives rec-
ommendations for PEP in those situations. The risk of
HIV transmission from nonoccupational, nonperinatal
exposure is generally low. Transmission risk is modified
by factors related to the source and extent of exposure.

INTRODUCTION
xposure to human immunodeficiency virus
E(HIV) can occur in a number of situations
unique to or more common among children
and adolescents. Guidelines for prophylaxis after ex-
posure to HIV in occupational and nonoccupational
(eg, sexual, needle-sharing) settings have been pub-
lished by the US Public Health Service (USPHS),'-2
but they do not directly address nonoccupational
HIV exposures unique to children (such as accidental
exposure to human milk from a woman infected
with HIV or a puncture wound from a discarded
needle on a playground), and they do not provide
antiretroviral drug information relevant to postexpo-

sure prophylaxis (PEP) in children.
This clinical report provides a review of the liter-

Pediatrics 2003 Jun;111(6 Pt 1):1475-89

NPEP for Children and Adolescents




NPEP for Children and Adolescents

o Adult recommendations are frequently used
for adolescents

o For children old fashioned choices such as
ZDV+3TC plus LPV/RTV are mostly used, with
EFV as alteratfive for children > 3 years of age

o Adherence is challenging due to adverse
events and tolerability

o Poor follow up rates in several pediatric
studies (most published <2010)




NPEP for Children and
Adolescents

Post-Exposure
Prophylaxis (PEP) in
Pediatrics/Adolescents

September 2014
Meedle-sharing exposure to an infected source 0.B7% (1 in 150}
Receptive anal intercourse with an infected source 0.5% (1 in 2000/ 3.0% (6 in 2000
Editors: Vicky Cam pbell, ARKP -
Lawrence B. Friadman, MD. Receptive vaginal intercourse with an infected source 0.19% {1 in 10003/ 0.2% (2 in 1000)
P’Wd‘“"”g ﬂa‘E'Uf'the_'el‘“tH': E#”"‘m ”?”3‘{"3“:’"‘ et Emily Hussgen, PharmD, ARHI VP Insertive anal intercourse with an infected source 0.065% (1 In 1500
and resource materials to healthcare professionals i
thvoughaut the region, AETC Manﬂumu Editor:  kimberly Tucker, MEd Insertive vagiral intercourse with an infected source 0.05% (1 in 2000)
poises el Adrian Green, BS
— e : Oral sex with siaculation with an irfected source Conflicting data-howe er, risk is considered to be low
Chart Reviews Clinical C: :
Thers ars na offcial quidslines for prophylais of non-occupational HIV axposura in
F.C AETC - Project ECHO® HIV CareLink Hewsletter Padiatrics/Adoles cants. This resourcs was develap ed UtlZing the references belows
. Information summarized in this res ouroe includes managament of expusures, study
HIV Updates: Preceptorships findings related to exposure, important discussion points when assessing the exposed
individual, recammended antiretreviral (ARV) regimens for post expesure prophylazic t
Treatment Guideline Resowrces Weh Based Education (FEP) of HIV, ARV adwerse efizcts, hepatitis B PEF, and hepaliis C postexpasurs ailable e hieiielines orgp-oc - 4
Mahement msﬂmmmmm WUWF@E
The moda of HIV exposurs patentally includes: acuts sexual ass ault, chronie sexual
WWUV.FCAETC.org O csusmgb\eequ. R e e e Excposure to needles or sharps that have not been in cortact with a Hiv-infected or at-risk person
866.FLC.AETC (856.352.2382) found in the environment. Child Protection Teams (CFT), schook , youth athletic = Hurman bites not involving blood
programs, juvenile justice centers, and other entiies that inolude participation of + Kissing
B children and adales cark mayind guidanice an this fopichelptul. + Oral sex without ejaculation ar blood exposure
While data frem oecupational postH IV expos ure prophylaxis, perinatal exposure * Oralto oral contact without mue osal damage
wwweFCAE TC.org/consuitation prophylacs, and animal studies on transmission prevention cannot be direstly = —
Available to diniciansin Florida, Puerto Rico, and the LS. Virgin Islands exdrapnlated to non-oceup ational exposure, it s raasanable o sssume that a similst L LR, HeCDERE Holawn;
Tespoums A Ras el R e T sl s e Ik R e A ey = Direct contact of vagina, anus, peris, or mouth with sernen, vaginal fluid or blood of the allaged perpetrator with or without visible injuries,
Online Consultatis with adufs recaning medicaions for HIV axposure, this prophylaxds & recommen dad to {2605 Bsiagb or bl
continue for 28 day= weeks ]
E;;z‘énzﬁaﬁgrge d‘sgmss presentionyzandtteatmertiat HIVIAD 3and e N A T * Injurieswith exposure ta blood from a source known to be HIV-infected
ek immediate attention fram your dactor or the local He akth D epartment. For victime L
B v o e e S e s S R B Injuries with exposure to blood from a source of unknown HIY status (including needlesticks, human hites, accidents)
Resistance Testing Consuftation Attorney General s Division of Motim Servces at 1800 226 8657 may be able to = Meedle sharing
Consultation on the interpretation of resigance test results. assistwith coverage for the ARV drugs. = Wictim's broken skin or rucous membranes were in contact with blood, vaginal fluid, ar semen of the aleged perpetrator
References

o GRS G reaid I F0e ornil the Ratbn el Savkiges Dk 1. New York State Department of Health AIDS Institutz . HIv Prophylasis following Non-

Occupational Exposure. Abany, NY: NYSDOH AIDS Instiute; 2004, pdated Jily, 2013

Natienal Consultation Services Auailable o, Lo srarting 3
Clinician Consuttation Center stk wing-rnnoccinabional-e gasure poi fesessd Septemher 5, 3014, 5 ;
anline Consultation: rece. ucst e 2. Mew Vork Stte Department of Health AIDS Instieune . I\ Past- Expasure. Prophyfass Assess whether or not a significant exposure occurred during -
or Children Beyond the Perinatal Penud Albany, NT: NYSDOH AIDS Intitute; 2004. sexual assault or ather injury exposure i
is fuzilable at: fitp k g/ 4 Whiv-ost- .
%‘éﬁmﬁgﬂ{ﬁ:ﬂmugﬁ;‘g:::m i 4 iR If HIV statug and age of alleged perpetrator is known or not esse 5. 2014 i
5,201, = = i i i it 7
Call 8 am - 2am EST, 7 days a vieek or sss the online PEP Quick Guids 3 fml,g for Disease Cortrol and Frevention (CDE). Sexiclly Transmhtad Disazses ChildiAdolescent's readiness to take ARY's for 26 days Cansider giving hepatitis B |mmune Glohulin (HBIG) and hepatitis =
for Lrgert PEP cecision-making Treatment Guidelines. 2010. Aailable at: B vaccine for children and adolescents who have not completed o
i asaul it Accessed September 52014, Importance of adherence their hepalitis B vaccine series
Peintal HADS 558 448 5785 4. Pansl on ArtireTovisl Therapy and Medical Manzgemam of HisInfected Children .
Rapid petinatal HIV consulation Buidelines wm Use of Antirereuiral Agents in Pe. HIV Infe ction Ausilable Importance of clinical and laboratory follow-up Consider vaccinating against tetanus
24 b day, 7 oa H au inkip sl e s pof. Ao d -
BLTRAREYC R e e R e = Potential risk and henefits of ARV post exposure prophylaxis Cansiderations for assessing fisk for HV and need for PEF:
FINGAIDS Mimagensent 6009333413 6. Mew York State Oepartment of Haalth AIDS Institute. HIY Froph fais fr Wotims of .
Peertopeer adsioe on HIWAIDS management Sexual Assaul, Abany, NY: NYSDOH A1; 2013, Aailable at: ftp sy figuideines. Prevalence of HIY in cormmunity/Tacility Itis exireriely Wil el that v infecyonaolly Ucc‘urfull\:rwmg
am -8 pm EST, Manday - Friday o) prigryysny 4399 iy Ioa ssacit pott. an injury from a needle discarded in a public place
Veicemail 24 hours a day, T days & weel Aosessed Aorssed September§, 2014 Recognition that HIV prevalence in sexual assailants may be * Estimated risk of HIY transmission from needles found in
g 6. COC. fetiretroviral i sema‘. i drug use, or other higher than that ofthe general population community (0.32%)*
i exposure to HiVin the United Stat om the U5 v Bt o ot
Depanmem of Health and Human Services. JWHWR zuu5 54(RF:-2), 1-19. Aailable t: Signs of retroviral syndrome: fever, phary ngitis, ymphadenopathy, epi Skih penetration
WG a5 Y. Aonessed Accessed rash, hepalosplenomegaly (HSM) Potential source of needle
CaNTER Sepmmherﬁ 2014 « Type of needle
ik "Pa=diay Chid Health. Heedle stck unes I e community Mar 2008 153) 3052 10- = Presence of biood
2. Beoker, ©., e al. Ocoupationalin etion with hurman immunode faiency virus (HI). Fisks * Prevalence of HIV in communityifacility
and risk redugtion. An htem Med 1O/E1653-6. 1058, faalable at. it fiaww.asisn an = Prevalence of IV druc use in cormmunity

L




Pre-Exposure Prophylaxis (PreP)

oPrevention of mother-to-child
transmission (PMTCT)- gold
standard

oOccupational - rare
oNon-occupational — on the rise




Ultimate PreP




PreP Quiz

The most effective PrEP IS (select one correct answer):

a.
o.
C.
d.
e.

Not to have sex
Not to have sex
Not to have sex
Not to have sex
All of the above




PreP for HIV-Iinfected Persons

o Timely diagnosis of acute HIV infection and start of

ART

o Support for adherence to ART
o Counseling on disclosure of HIV status and partner

noftification

o Regular assessment of sexual and substance use

practices

o Individualized risk-reduction counseling
o Screening for sexually fransmitted infection

o Condom provision
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Prevention of HIV-1 Infection with Early Antiretroviral Therapy
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ABSTRACT




HPTN 052

o 9 countries, 54% of the subjects were from Africa

o 1763 couples (heterosexual and homosexual)in which one
partner was HIV-1-positive and the other was HIV-1-
negative

o 50% of infected partners were men
o HIV-1-infected subjects with CD4 counts 350- 550 cells/mm3

o Randomly assigned in a 1:1 rafio to receive ART either
iImmediately (early therapy) or after a decline in the CD4
count or the onset of HIV-T-related symptoms (delayed
therapy)

o The primary prevention end point was linked HIV-1
transmission in HIV-1-negative partners




HPTN 052

o Total of 39 HIV-1 fransmissions were observed
(incidence rate, 1.2 per 100 person-years; 5%
confidence interval [CI], 0.9 to 1.7)

o Of these, 28 were virologically linked to the
infected partner (incidence rate, 0.9 per 100
person-years,25% ClI, 0.6 to 1.3)

o Of the 28 linked transmissions, only 1 occurred
in the early therapy group (hazard ratio, 0.04;
95% CI, 0.01 10 0.27; P<0.001)

o Protective effect 96 (95% CI 73 to 99)!




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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PreP for HIV-negative Persons

o Daily oral PrEP with the fixed-dose combination of
TDF 300 mg and FTC 200 mg (Truvada) has been
shown to be safe and effective in reducing the risk
of sexual HIV acquisition in adults

o Acute and chronic HIV infection must be excluded
by symptom history and HIV testing immediately
before PreP is prescribed

o HIV infection should be assessed at least every 3
months while patients are using PreP

o Renal function should be assessed at baseline and

monitored at least every 6 months while on PrEP




PreP for HIV-negative People

o Persons at high risk for HIV based on
background incidence (>2%) or recent
diagnosis of incident STI (syphilis, gonorrhea, or
chlamydiaq)

o Individuals who have used NPEP > 2 times in the
past year

o People who inject drugs and who share
Injection equipment, inject 1 or more times @
day, or inject cocaine or methamphetamines

o PreP should be part of an integrated risk-
reduction strategy

o Regular assessment of the patients’ risk is

required




PreP CDC Guidelines

PreP should be considered for:

o Sexudlly-active adult MSM (men who have sex
with men) at substantial risk of HIV acquisition (1A)

o Adult heterosexually active men and women who
are at substantial risk of HIV acquisition (1A)

o Adult injection drug users (IDU) at substantial risk of
HIV acquisition (1A)

o Heterosexually-active women and men whose
partners are known to have HIV infection (i.e., HIV-

discordant couples) considering conception and
pregnancy (lIB)

Pre exposure Prophylaxis for the Prevention of HIV
Infection in the US, 2014 Clinical Practice Guideline




PreP for HIV-infected Drug Users

o Harm reduction services infegrated with
stfrategies to maintain adherence

o Assistance for patient- or clinician-based
notification of sex and injection drug use
partners to facilitate HIV testing

o Linkage to care of relevant partners and
other key persons

o Needle exchange and other harm-reduction
Interventions

o For people who Inject drugs medicalized

heroin and medically assisted therapy (which

includes opioid-substitution therapy)




PreP for Adolescents

o Currently the data on the efficacy and
safety of PrEP for adolescents are insufficient

o The behavioral infervention as well as
ongoing risk reduction counseling sessions
have been found to be highly acceptable

among a sample of racially diverse YMSM
J HIV AIDS Soc Serv 2013;12(3-4)




PreP CDC Guidelines

o TDF alone has shown substantial efficacy and safety in
trials with IDUs and heterosexually active adults and can
be considered as an alternative regimen for these
populations, but not for MSM, among whom its efficacy
has not been studied. (IC)

o The use of other antiretroviral medications either in place

of or in addition to TDF/FTC (or TDF) is not recommended.
(IA)

o The prescription of oral PrEP for coitally-timed or other
noncontinuous daily use is not recommended. (111A)

Pre exposure Prophylaxis for the Prevention of HIV Infection
in the US 2014 Clinical Practice Guideline




Examples of PreP in Adolescents

o 18 years old perinatally infected MSM with history of
sustained non-adherence, profound immune
suppression, high viremia, untreated perianal warts
brings in partner of 2 years for PreP discussion

o 17 years old perintally infected woman with excellent
control of her disease and undetectable viremia, on oral
contfraceptives presents with her HIV-negative boyfriend
to discuss if they can stop using condoms

o 19 years old perinatally infected man with intermittent
adherence and moderate degree of viremia tells you
that his girlfriend and him want to have a baby

* All scenarios are adapted from real calls




Conclusions

o Thorough history and evaluation of risk

factors are crucial

o Individualized approach is very important

o Pep and Prep both require close follow up
and repeat testing and evaluations

o Recurrent PEP and PreP both needs to
iInclude counseling on risk reduction in all

populations
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