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Disclosures and Objectives

m No disclosures

m Objectives
1. Overcoming Barriers to PrEP
2. Transitioning from TDF to TAF

3. Maneuvering Payment




PREEXPOSURE PROPHYILAXIS FOR

THE PREVENTION OF HIV
INFECTION IN THE UNITED STATES
— 2017 UPDATE
A CLINICAL PRACTICE GUIDELINE

= HIV PrEF %

= Daily oral PrEP with the fixed-dose combination of tenofovir
disoproxil fumarate (TDF) 300 mg + emtricitabine (FTC) 200 mg
has been shown to be safe and effective in reducing the risk of
HIV acquisition in at risk adults(Al)?
* Truvada® (FDA approved) for patients with eCrCl of 260

ml/min
= FDA approved for adolescents over 35 kgs(2018)

{ m "} Dhmpmencan cotegnor (O ) )
B e U.S. Preventive Services
TASK FORCE

COIVIIVIITTEE OPINION

Preexposure Prophylax or the Prevention of Human Fopulation Recommendation | race
Immunodeficiency Virus ey

Antiretroviral therapy to persons who are at high risk

1. https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2017.pdf
2. Centers for Disease Control and Prevention. HIV surveillance Report, 2016; vol 28. https://www.cdc.gov/hiv/pdf/library/reports/surveillance/cdc-hiv-surveillance-report-2016-vol-

28.pdf
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PrEP: An Alternative to TDF/FTC FIEW

Tenofovir disoproxil fumarate (TDF) o

Ja(
= Considered an alternative in certain population ‘s:

= People who inject drugs

= Heterosexually active men and women
= Lack of data: MSM, transgender

US Public Health Service
PREEXPOSURE PROPHYIL AXIS FOR
THE PREVENTION OF HI1IV

INFECTION IN THE UNITED STATES
— 2017 UPDATE

A CLINICAL PRACTICE GUIDELINE




PrEP: An Alternative to daily TDF/FTC ®
On-Demand or Event-Driven PrEP [intemationatantvira

Society—USA Panel
Saag et al JAMA 2018

2 with infrequent sexual exposures (IPERGA) approved in France
= 2 doses with food 2-24hrs before sex
= 1 dose 24 hours after the first (double) dose
= 1 dose 24 hours later

L ack of data:

transgender,
heterosexuals
and 1vVDU

= Detectable levels in colorectal tissue in 81% and 98% of the
population when administered 2 and 24 hours prior3

= For consecutive sexual contacts,
= |nitiate double dose, then 1 pill/day until 2 days after the last encounter

= Not if Hep B+

1. Molina N Engl J Med. 2015; 2 Molina 9th International AIDS Society Conference 2017; 3 Cottrell J Infect Dis. 2016




PrEP: Option #2

1. TAF/FTC —FDA approved for MSM and transgender women
(October 2019)

= Not yet incorporated into guidelines
= eCrCl>30 mL/min

Not an option

for
Cis Women




PrEP: Who Needs It?

Injection Drug Transgender People
Users

MSM

« Commercial « HIV positive Trans women of
sex workers injecting color?
partner (National HIV/AIDS Strategy
* HIV+ partner 2010, 2015)

» Sharing
needles/injecti

e Recent STI

« Multiple on equipment

partners
* Inconsistent/N

0 condoms )
US Public Health Service 1. https://www.cdc.gov/hiv/risk/prep/index.html (2017 guidelines)

PREEXPOSURE PROPHYLAXIS FOR 2. Herbst JH, Jacobs ED, Finlayson TJ, et al. Estimating HIV prevalence and risk behaviors of transgender persons in

T T S US . AIDS Behav 2008
PHE PREVENTION OF HIV 3. https://mwww.cdc.gov/immwr/volumes/68/wr/mm6827al.htm?s_cid=mm6827al_
INFECTION IN THE UNITED STATES

— 2017 UPDATE

A CLINICAL PRACTICE GUIDELINE
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PreP Uptake
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Approximately 1.2 MILLION PEOPLE are at high risk for
HIV and could benefit fromm comprehensive HIV prevention
strategies, including PrEP

93% of all PrEP users in 2016 were men.
i
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That's 14X more male PrEP users than female.

The CDC estimates

468000

U.S. WOMEN
are eligible for PrEP

Women's heaith care providers
are uniquely positioned 1o
screen, counsel about,
and offer PrEP

AETC AIDS Education &
Training Center Program

Southeast

MIDWEST

23.5 PrEP USERS

SSPER 100,000 POPULATION

WEST B

28.1 PrEP USERS

PER 100,000 POPULATION

AIDSVU.ORG

NORTHEAST

47.4 Prep USERS
In 2016, the rate of
persons using PFEP
was approximately
2X higher in the
- Northeast than the West,
South, and the Midwest.

SOUTH

* 22.6 PrEP USERS

PER 100,000 POPULATION

ADsVuC

220,000-225,000
B

1. https://hiveonline.org/prep4women-disparities/-UCSF

2. DC’S PrEP AWARENESS CAMPAIGN

AVAC




PreEP Uptake

= From 2014 to 2017/

= PrEP awareness among
MSM increased from 60%
to 90%

= Use of PrEP Increased
overall from 6% to 35%!

1. https://www.cdc.gov/mmwr/volumes/68/wr/mm6827al.htm?s_cid=mm6827al_w
2. 2. AVAC

AET

AIDS Education &
Training Center Program

Southeast

PrEP-to-Need Ratio, 2018

0.2.17 335.4.51

AIDSVu.ORG

€ Overall, the annual PnR increased from 0.2 in 2012 to 3.4 in 2018. In
other words, in 2018, for every one person newly diagnosed with
HIV, there were 3.4 HIV-negative persons using PreP.

© In 2018, the PnR for women (1.2) was less than a third of the PnR for
men (4.0), indicating an inequity in PrEP use for women relative to
their need.

© The Southern US. represented half of new HIV diagnoses in 2017
(52%) but had the lowest PnR (2.1) in 2018 among all regions. In
contrast, the Northeast region had the highest PnR (6.4) in 2018.

© While the annual PnR increased for all age groups from 2012 to
2017, those aged 24 years and younger had the lowest PnR (2.1) and
those aged 35 to 44 years had the highest PnR (4.2).

PrEP-to-Need Ratio (PnR)
is the ratio of the number
of PrEP users to the
number of people newly
diagnosed with HIV.

PnR serves as a
measurement for whether
PrEP use appropriately
reflects the need for HIV
preventionin a
geographic region or
demographic subgroup.

452.7.0 7.1+

apsvul)

South Carolina

In 2017, at least 14 of every 100,000
people Wwere PrEP users.

datailed axplanation of the dataset and its
limitationa.

Gulf of
Mexico

Bahama.




Overcoming the Barriers

= How to increase our PrEP efforts?

Effective HIV prevention programme #tire a combMgtion of behavioural,
biomedical and structural interveg

BIOMEDI(

INTERVENTMONS INNFERVENTIONS

INTERVENTIONS

AETC ?ID‘S‘Edugmionga
raining Center Program
Southeast



PrEP Continuum: How is it affected by
barriers
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The PrEP care continuum.
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PrEP Contintiiim

300
0
78% 268
250 Reasons for not starting PrEP
(n=76)
% Reason n (%)
_g 200 Mo reason documented 30 (39)
= Costlinsuranceissues 23 (30)
E Abnormal seroclogy”® 8(11)
= Declined PrEP 7(9)
o Sought PrEP elsewhere 3 (4) 47%
-g 150 Mot eligible for services 3 (4)
_.2' Side effects: 2(3) ﬁ 127
Reasons for discontinuation
(n=141)
100 Reason n (%)
*Consistently elevated creatinine, No reason documented 97 {69)
newly diagnosed diabetes, and Transferred care 15 (11)
newly diagnosed hepatitis B Change in relationship 8 (6)
50 infection. Moved out of region 7(5)
+Started PrEP but immediately Changed mind about PrEP 7 (5)
discontinued due to side effects. Cost or insurance 4 (3)
Other 3(2)
0
Evaluated for PrEP Initated PreP Retained in PrEP program

Hojilla — AIDS behav. 2018

AET AIDS Education &
Training Center Program

Southeast




Barriers to PrEP

Access? Training providers

Cost? Medication assistance programs

Adherence Counseling/Reminders/Behavioral / Intervention
Resistance! HIV testing while on PrEP

Side ettects OTC meds, Revisit need tor

PrEP g12 months

I_Risk compensation” Emphasize condom use and
screen for STls frequently

Heterosexism?3 Training, Education on HIV public
health burden, checking biases

AETC AIDS Education &
Training Center Program

hScutheast
‘JM




_ reany ror PIFIEEIP 77
Barrier : Access —ere—

i)

How Does It Work?

= Sexual history usually deferred by various groupq £
= Primary carel =
= STI care?
= HIV care®>

Start Talking. Stop HIV. (¢ (€28 i

Fotiow o= sring 3 fxcstck co

= Persons with greater heterosexism, more strongly anticipated
Increased risk behavior and adherence problems - lower

prescribing intention®

1 Wimberly YH et al . Sexual history-taking among primary care physicians. J Nat/ Med Assoc. 2006

2. Kurth AE. A national survey of clinic sexual histories for sexually transmitted infection and HIV screeningSTD 2005

3. Laws MB, Discussion of sexual risk behavior in HIV care is infrequent and appears ineffectual: 4IDS Behav. 2011

4. Metsch LR,. Delivery of HIV prevention counseling by physicians at HIV medical care settings in 4 US cities. Am J Public Health. 2004

5. Duffus WA, Effect of physician specialty on counseling practices /referral patterns among physicians caring for disadvantaged HIV populations. CID 2003

6. Sarah K. CalabreseA Closer Look at Racism and Heterosexism in Medical Students’ Clinical Decision-Making Related to HIV Pre-Exposure Prophylaxis (PrEP): Implications for PrEP

Education AIDS 2018

AET ?ID‘S‘Edugmion f
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Approach: In the past 6 mos: (Heterosexual men and women)

= Have you had sex with men, women, or both? (if
opposite sex or both sexes) How many men/women have you had sex
with?

= How many times did you have vaginal or anal sex when neither you nor
your partner wore a condom?

= How many of your sex partners were HIV-positive?

(if any positive) With these HIV +partners,
how many times did you have vaginal or anal
sex without a condom?

The five “P"s stand for:

« Partners

« Practices
 Protection from STDs
» Past history of STDs

» Prevention of pregnancy

CDC. PrEP Guidelines. 2017

AET ?ID‘S‘Edugmion f
raining Center Program
Southeast



Barrier : Access

= Gay and bisexual men get less routine health care than other men?
= Low insurance rate- no insurance for unmarried partners
= Fear of discrimination = no disclosure
= Negative experience with HCP

= Transgender people (n=27,715)! /

= 33% had at least 1 negative experience in a health care setting
= Had to teach the provider about trans people(24%)
= Asked unnecessary or invasive questions about trans(15% )
= Refuse to give them transition related care (8%)

1. 2015 Transgender Survey
2. Quinn Cancer and LGBTQ Populations. CA Cancer J Clin. 2015

AETC ?ID‘S‘Edugmiong
raining Center Program
Southeast



Barrier : Access

1. No assumptions RE gender identity, sexual orientation, or behavior
= HCP should be non judgmental
2. Inclusive language
- Appropriate pronouns/preferred name
- Adding ‘Transgender’ or ‘Other’ option
3. Assurance of confidentiality
4. Training staff to increase their knowledge and sensitivity
= Including front desk, phlebotomist, pharmD etc

5. The adoption and posting of a nondiscrimination policy
(organizational support)

Ineedto draw
> alittle blood,

Gay and Lesbian Medical Association. Guidelines for care of leshian, gay, bisexual, and http://www.gima.org/_data/n_0001/resources/live/GLMA%20guidelines%202006%
transgender patients. Washington, DC: GLMA; 2006. 20FINAL.pdf

AETC ?ID‘S‘Edugmiongg
raining Center Program
Southeast



AIDS Education & o
N . (4 T ‘gining Cenfer Progr(]m \'dhec About Us Heath Environment For Business Food Safety Vital Records

' i\ u ]
b O u T h e q ST DHEC » Health... » DiseasesA... » Infectious... » HIV, AIDS,... * Prep
] PrEPis a pil (Truvada) that can be taken ance a day to reatly PrEP Provider Locator
Q reduce your chances of getfing HIV, if exposed to the virus. If taken
\’d h e C 35 directed, PrEP can reduce your risk of getting HIV by more than 7 FrEP 101 (pe)
- S t e PrEP FAQS (pdf)
y I I I p O I I I S PrEP WILL NOT protect you from §Tls, like syphilis, PP Paot Assstance

p r E P M es C gqn_unr_hea, or chlamydia, so using condom while on PrEP is

=  Flatulence, nausea / Gl upset
= Headache and rash
=  Arthralgia
=  This start up syndrome resolves within first 4-6 wks , for most
= Use OTC medications
= Uncommon —drop in bone density, renal dysfunction (subclinical)

lactic acidosis, transaminitis

1.US Public Health Service. PrEP Guideline — 2017

2 Martin et al. Renal function of participants in the Bangkok tenofovir - Thailand, 2005-2012. CID 2017
3 Solomon et al. Changes in renal function ....PrEP. AIDS. 2017

4 Liu et al. Bone mineral density in .. PrEP ... in San Francisco. PLoS One. 2011

5 PROUD: McCormack S, et al. Lancet 2015




= Small (~1%) decline in BMD occurred in first few months -
either stabilized or returned to normal 12

= IPrex trial (TDF/FTC) & CDC PrEP safety trial in MSM
(TDF)

= No increase In fragility (atraumatic) fractures over the 1-2
years

= DEXA scans or other assessments are NOT recommended

1 Grant. lancet 2014
2 Mulligan CROI 2011




Bone and Renal Health

= Truvada (FTC
ITDF) only fully

FDA approved drug ¢ RCT of Truvada® versus
for PrEP Descovy ° for PrEP
e MSM and TGW

= |n treatment trials Enrolled ~6000

TAF less renal

toxicity and bone * 74 TGW
toxicity than TDF e Followed- 96 wks Incidence Rate Ratio [95% CI]
+ 9% black
* Can FTC/TAF * High rates STl and |ty
(Descovy®) be hg
used for PrEP? chem-sex B
CROI 2019-Discover: Phase Il RCT of F-TAF vs. F-TDF for PrEP 0 1 1.62 2

RR = 1, no difference NI margin

AETC sz
raining Center Program
Southeast



Bone and Renal Health

Spine Hip eGFRcg
p <0.001* p <0.001*
8 15 1 8 15
2 1 0.50 £ 1
8 g 0.18 S 0.001
- < N <0.
2 051 2 051 . P
E £ - 10 - ]
<) 0 4 (<) 0 4
& & L 1
8 05 8 05 Ea
5 g 20 51 1
5 - S 14 w .
X R [ +1.8
c 15 ] g 15 0.99 2C
g -1.12 I 8 c
: n=159 n=160 2 n=158 n=158 O E 2.3
§ 2
Change from BL, % BRar\s FITDF  p-valuet Change from BL, % Bty FITDF  p-valuet g | 1
23% increase 17 9 0.052 23% increase 9 6 0.5 s -10 1 | d
23% decrease 10 27 <0.001 23% decrease 4 18 <0.001 >
'15 9 J ' 1 1
*p-values from analysis of variance model with baseline F/TDF for PrEP and treatment as fixed effects; 'p-value was based on a dichotomized response (ie, 23% vs <3%) from o 1 2 24 36 48
Cochran-Mantel-Haenszel test for nominal data (g for F/TOF for PrEP. BL, baseline.

Weeks

TAF safer for bone and kidney health

CROI 2019-Discover: Phase Ill RCT of F-TAF vs. F-TDF for PrEP

AETC AIDS Education &
Training Center Program

Southeast




Barrier : Cost




PrEP: Cost Benefit Analysis

= Lifetime HIV treatment cost in SC is ~ $367,000 per person?

= Several studies with PrEP cost effectiveness in high risk
MSM3.2.4

= Annual cost of PrEP without meds $1,900- $2, 50
= Medication $19,000 (1,585/month) - free
= Cr /HIV/provider - $545 — $1,345
= STI (triple site and syphilis* 4) - $ 920
= Hepatitis Bs Ab and Ag /Hep C/ Pregnancy*1- $149

1 Centers for Disease Control and Prevention: HIV Cost-effectiveness. https://www.cdc.gov/hiv/programresources/guidance/costeffectiveness/index.html . Assessed May 4, 2018.
2. Drabo A cost-effectiveness analysis of PrEP for the prevention of HIV. Clin Infect Dis. 2016

3. Ross EL, cost-effective, HIV preexposure prophylaxis to high-risk MS . J Acquir Immune Defic Syndr. 2016

4. Shen, cost-effectiveness of oral HIV PrEP and early ART BMC Medicine. 2018

AETC ?ID‘S‘Edugmiong
raining Center Program
Southeast



NNT to prevent 1 HIV infection = 25 (13 — 48)12:3

Outcome to Prevent Intervention

Annual fecal occult

Number needed to
treat (NNT) to
prevent one case

Death from colorectal Ca  blood testing 4551
colorectal screen?
Ml in individuals with HTN | Atorvastatin 10 mg
0 b 100
and average cholesterol daily®
HIV infection in MSM TDF/FTC 1 pill daily® 13

Compliments of
aMandel JS, et al. N Engl J Med. 1993 James J Gibson MD. MPH

*Berger S, et al. JAMA. 2006; ‘Sever PS, et al. Lancet. 2003 |73 CDC/DHAP. team-Dawn.-Smith-MD-and-Mary. TannerMD._

dMcCormack S, et al. CROI 2015. Abstract 22LB (PROUD)

1. Jenness JID 2016

2. McCormack S, et al. CROI 2015 (PROUD- NNT = 13)
3. Molina JM, et al. CROI 2015 (IPERGAY — NNT 18)
4 Mascolini 2017




. Y omel Forbusness  FolSdey  VialReors
Ove rCOmIng PI"EP Cost \'dhec Modls Kb Eniiome

DHEC & Health.. » DiseasesA... » Infectious... » HV, AIDS,.. » Prap

I nsure d Pre-Exposure Prophylaxis (PrEP) _
= Check coverage, prior authorization et e T

CasmecledPEFcanreduceynmns foeting WV by moretan PP 101
00%

- CI I n I C Staﬁ_ C O MV E R M Y M E D \'dhe PrEP WILL NOT protect you from STIs, lie syphlis, %
m S peC | alty p h arm acy partn e r prEPMeSC gonurrhea or chiamydia, 50 Using condom while on PrEP is

= Copay cards available
= https://www.gileadadvancingaccess.com/copay-coupon-card

= Covers up to $7,200
= Not eligible - government healthcare programs
(Medicare Part D, Medicaid, TRICARE, or VA)
= SC Medlcald covers TAF/FTC and TDF/FTO

AETC ?ID‘S‘Edugmiong:
raining Center Program
Southeast



Cowvering the Cost of PrEP Care

Overcoming | i

Insured - Not insured But may ~ Not eligible for Medicaid
r OSt | be eligible for Medicaid or ACA plans OR
= or ACA Plans Insurance denies claim
meaicaon [IERZNN ICIETRESY .

- Uninsured R .

PrEP Medication Assistance Program
Household Income Household Income

Fomily Sime  200% Fadenal Povesty Lewel Houssheld 500% FPL or less more than S00% FPL
1 $58 850 | l
2 $7TE. 650
3 e Medication m [PIRII Lob Test | Ciinic visits
4 A2 K0 . -E‘.‘a-nz at CHC - Bill nsurEnce - Bill msurEnce Bl insurance
5 $142 0S50 < - Appty for copery
e s162 850 e Ty

ABBEREVIATIONS: PrEP MEDICATIONASSISTANCE PROGRAM:

ACA - Affordable Care Act

FPL - Federal Poverty Level

CHC - Community Health Center
PAF - Patient Advocate Foundation

DEFINITIONS:

PrEP: Daily pill to prevent HIW infection (pre-§
prophylaxis)

(Gilead Sciences)
Ph!op.re eligible for this pr@gram muse:

imsur-ance carrier
= Be resident in the US
Hawve family income 00% of the federal poverty level

Co-pay: Fixed amount to be paid by insured per
prescription

ogram:

Co-insurance: Fixed percentage of prescription cost to
by insured persomn

Deductible: Amount of health care cost (including -
prescriptions) that must be paid by the insured person before = Eligibility must be confirmed every & months by the provider
insurance begins to cover costs

Bn get their medication at no charge from their
ider or pharmacy for as long as they are eligible

q

To apply for health insurance on the federal exchange: www healthcare. gow

Community Health Center Locator: findahealthcenterhrsa.gow

MASTAD on-line tool to aulst wiith paying for PréEP at PrEPcost.org

Gilead Sciences: Medi i i Program and Co-Pay Assistance - wwhw.truvada. comihaow-to-get-truvada-for-prepftruvada-cost
Patient Advocate (PAF) Foundation: Co-Pay Relief Program - wwasw copays. org/diseaseshiv-aids-and-prevention

—,,Q%; m$@'ﬁ"2

—

RESOURCES

https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-PayingforPrEP-flyer.pdf

AET AIDS Education &
Training Center Program

Southeast




Barrier — Time




|dentifying the PrEP champions
= Medical assistant/RN
= Pharm D
= Counsellor

= Training goals
= Get comfortable with sexual and substance abuse history
= Trainings or modules available

-ewew = PrEP Telehealth/ preceptorship/ technical support

HIV/AIDS South Carolina HIV

Y. i

PrEP Initiative
CLUNICAL [P R—

TRAINING CENTER
* HRSA

AETC o e
Southeast



= =
= In the past 6 mos: (MSM) V\/N

= Have you had sex with men, women, or both?
= If men or both: How many men have you had sex with?

= How many times did you have receptive anal sex (were the bottom)
with a man who was not wearing a condom?

= How many of your male sex partners were HIV positive?

= If any positive: With these HIV-positive male partners, how many
times did you have insertive anal sex (ie, the top) without you
wearing a condom?

= Have you used methamphetamines (crystal or speed)?

CDC. PreP Guidelines. 2017.




PrEP Workflow

Palmetto Health USC

Bolded items

mandatory

PrEP Orientation Visit:
e Discuss PrEP use

e Review insurance coverage/med. assistance
e Perform baseline laboratory tests:
o HIV Ab/Ag screen” (4" generation)

Hepatitis Bs Ag/Ab and cAb
Hepatitis C Antibody
RPR/Trep Ab

O 0 O 0 O

Triple site GC/CH testing- Urine,
Rectal, Oral (based on exposure)
Pregnancy test (if female)

)

u-umﬂ'ider ViSit: \/\
e Discuss PrEP use ( 7 day interval

before adequate levels in rectal
tissue and 20 days for vaginal
tissue/blood; compliance; SE)

e Risk reduction counselling, condoms

e  PrEP Clinic Questionnaire(initial)

e Provider visit

e Symptom history to r/o acute HIV

e 30-day supply of PrEP (start within 7
days of HIV screen)

AETC iz
Southeast



SO THCARL S

HIV PrEP Implementation Toolkit

Every visit(Q 3mths)
* Provide condoms e cvestionnaire hort)

s Provider visit, risk reduction counselling, condoms

7 =  HIV Ab/Ag Test, Pregnancy test, STl screen in MSM~{ RPR/Trep Ab, GC/CH( triple site))
! l r e I S0-day supply of Prep

6-month visit/ 12 month visit:

Assess adherence I ST TS g condons
. . mn RPR/Trep Ab, GC/CH( triple site), Hep C ab annually
v}
Risk reduction

9-month wisit:
o ®  PrEP Clinic Questionnaire (short)
CO u n Se I I n ®  Provider visit, risk reduction counselling, condoms

g *  HIV Ab/Ag, 5Tl screen in M5SM( RPR/Trep Ab, GC/CH( triple site))
ZAiTo e Sl A :
mon of need for continuing PreP)

Q 2 monthly visit with Adherence nurse/ Pharm D, risk reduction counselling, , condoms.
®  PrEP Clinic Questionnaire (short)

DeCide Who B * HIV ab/ab q 3 monthly and 5TI screen q 3 monthly in MSM

s S0 day supply of PrEP

Sees the Q 6 monthly visit with Provider
*  Pregnancy test, Cr, RPR/Trep Ab, GC/CH( triple site) ,Hep C

* 90-day supply of PrEP, condoms
person

60-day supply of PrEP

Bolded iremsi
P I P mandatory
r PrEP Orientation Visit: Initial Provider Visit: //\/\N
® Discuss PrEP use » Discuss PrEP use | 7 day interval
* Review insurance coverage/med. assistance before adequate levels in rectal
# Perform baseline laboratory tests: tissue and 20 days for vaginal
o HIV Ab/Ag screenn (4™ generation) tissue/blood; compliance; SE)
WO r kfI OW o Cr » Risk reduction counselling, condoms
o Hepatitis Bs AgfAb and cAb *  PreP Clinic Questionnaire(initial)
o Hepatitis C Antibody *  Provider visit
o RPR/Trep Ab »  Symptom history to rfo acute HIV
o Triple site GC/CH testing- Urine, * 30-day supply of PrEP (start within 7
Rectal, Oral {based on exposure) days of HIV screen)
o Pregnancy test (if female)
30-day visit: l
*  Adherence review with nurse/ PharmD, risk reduction counselling, assess side effects
s Cr

i

AET AIDS Education &
Training Center Program

Southeast



Barrier: Adherence

Adherence

https://www.caringvillage.com/2018/02/09/the-top-five-medication-management-apps/ A&
https://www.ripplephx.org/?p=5234 ¢ J\,\/ g
AN 4 4

TAF/FTC — 30

Souingast V" [dayBister pack



arwNE

Retention/adherence rates varies — higher in multidisciplinary scenarios 75%- 90%?13
= Pharmacist! and nurse models*

Text messaging? service or PrEPmate(app)?

= Those who opted for text; more likely to remain in clinic (76% vs. 53%)?
= App had better adherence to visits/ therapeutic levels (56 vs 40% @ 36 wks)

Brief behavioral intervention (sexual health or adherence) —2>less missed pills/higher drug levels (96.6%vs
84%; p = 0.02)- NYC3

CROI 2017 Tung et al FEASIBILITY OF A PHARMACIST-RUN HIV PREP IN A COMMUNITY PHARMACY
CROI 2017 (Abstract 964)- Khosropour et al

CROI 2017 (Abstract 965) — Sarit

Gibson, S. et al. AIDS 2016 (Strut)

Clinical Infectious Diseases, ciy810, https://doi.org/10.1093/cid/ciy810

AETC AIDS Education &
Training Center Program

Southeast




Overcoming Adherence Barrier

‘«:‘ What should | do if | forget a dose?

LT-FA © dmQ =g
L

Informacidén basica

However, if it is almost time for the next

dose, sk;'p the missed dose and continue :Es usted VIH negativo, pero tiene un alto riesgo de contraer el VIH? Si tomav los medicamentos

your regular dosing schedule. de la PrEP todos los dias, estos pueden mantenerlo libre de la infeccién por el VIH.
éQué es la PrEP?

« La PrEP

» B Take the missed dose as soon as you
’ Z remermber i sobre:la PrEP

B Do not take a double dose to make up for
a missed one.

B An occasional missed dose will not greatly
impact overall effectiveness, but it is important
to take the medicine every day. If you miss

¢Es la PrEP lo adecuado para usted?
doses frequently, talk to your doctor. si ust .

usted es ativo y si CUALQUIERA de las sigui

s heterosexual y

un hombre

o bisexual y

What side effects can this medication cause?

B Most people do not have side effects while taking PrEP. However,
you might experience some of the following when you begin taking
the medication:

= upset stomach = headache v
= vomiting = loss of appetite
. ) ) ) Visite a su proveedor de atencién médica
B These side effects usually fade during the first month of taking PrER. « Pura averiguar i 1o PrEP es lo ud.mmp
Tell your doctor if any of these symptoms are severe or do not go away. para usted
« Cada 3 my si esta tomondo los medicomentos v

de la PrEF .S I
del VIH, surtir sus medicam y hacer seguimiento. wveve preplocator.org localizar uno.

What other information should | know?
Call your doctor immediately if you have any unusual problems while ¢Como puede obtener ayuda para pagar la PrEP?
laking this medication or if you have any of the follcwing: . :‘-‘:.[K‘T:J:“g”‘:l‘l :‘n los planes privados y los planes estatales de Medicaid cubren la PrEP. Si tiene la cobertura de Medicoid,

« Sitiene seguro médico, puede recibir asistencia del fabricante del medicamento o de una fundacion de defensa del paciente

» fever or chills especially with sore throat, cough, rash or esgated
other signs of infection

2sor de b

dico, piense en inscribir mercado de seguros, en el progroma de asistencia

plan de M

aid de s

mas informacion sobre

pagor lo PrEP e . PrEPcost.org
What other information should | know?
B Do not let anyone else take your medication.

B Store your medicine in the container it came in, tightly closed, and

out of reach of children. w5 280330

https://www.cdc.gov/stophivtogether/library/prescribe-hiv-prevention/brochures/cdc-Isht-php-brochure-taking-

prep.pdf https://www.cdc.gov/hiv/pdf/library/factsheets/prep101-consumer-info.pdf
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Barriers to Retention

= Other Issues that affect retention




Barriers to Retention

Suicide rising across the US

More than a mental health concern

Suicide rates rose across the US

from 1999 to 2016.

I Increase 38-58%
B Increase 31-37%

W74 Increase 19 - 30%
=—— Increase 6-18%
Decrease 1%

SOURCE: CDC'’s National Vital Statistics System;
CDC Vital Signs, June 2018.

Suicide rates rose across the US from 1999 to 2016.

State Increase/Decrease Overall Percent Change
US (national) Increase 25.4
SC Increase 38.3

AETC AIDS Education &
Training Center Program
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Barriers to Retention
- Mental Health in LGBTQIA+

« LGBTQ+ adults >twice as likely as heterosexuals to have MH condition!

* Includes suicidal thoughts/attempts ; more serious symptoms >

» LGB high schoolers >4X more likely to attempt suicide vs

e Trans adults in states with more LGBTQ-affirming
environments are < likely to have attempted suicide’

OURWORK v EMERGENCY HELP v RESOURCES ¥ FUND YOUR WORK

SIGN ON: Southern Medical
Professionals Oppose Anti-
Transgender Legislation

Lhttps://suicidepreventionlifeline.org/wp-content/uploads/2017/07/LGBTQ_MentalHealth_OnePager.pdf
2. Kann, Sexual Identity, Sex of Sexual Contacts, and Health-Related Behaviors Among Students in Grades 9-12, 2016

3. Medley, National Survey on Drug Use and Health. https:/ / www.samhsa.gov/data/sites/ default/ files/ NSDUH-Sexu s T
42015 The National Gay and Lesbian Task Force and the National Center for Transgender Equality macin S apeaiae. oo i e s
5 Chung, et al. Positively Trans: Initial report of a national needs assessment ... Oakland, California: Transgender Law Center — o

6 Marshal, J Adolesc Health, 2011;  7.Perez-Brumer 2015 i




Barriers to Retention

every minute
every day

NCarty ADOLUE About 1in 5 10% of women
1inS—~1in7 women §§i#$ and
women men N 2% of men
r 3 i Ty B A ah.d _1 .lr‘. .1-.2. EFRCER report having been
report having experienced """""" stalked by an

- : iNtimate partner.
severe physical violence have experienced contact B

from an intimate partner sexual violence by an
in their lifetime. intimate partner.

Intimate Partner Violence (IPV) and PrEP 345
* Recent IPV (3 mths) associated with a lower adherence
*  Women reported taking pills and pill counts (unused) pills suggested they took
their PrEP (VOICES trial )
* BUT serum drug levels undetectable
« Themes of stigma, fear, relationship conflict and lack of understanding

3Roberts ST, et al. CROI 2015. Abstract 980; “Saag MS. N Engl J Med. 2015; 372:564
Svan de Straten A, et al. JIAS. 2014;17 (supple):19146
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Barriers: Risk Compensation

= What is risk compensation

= Introduction of an intervention that reduces the perceived risk of
the behavior - increase risky behavior

= Older studies have found this not to be true

= |-PrEx trial, there was no change in reported sexual practices from
baseline through follow-up and no difference in overall syphilis
Incidence in the perceived treatment group

= BUT these studies emphasized condom use

Grant NEJM 2010




STl Rates — Gonorrhea/Chlamydia
2017

Figure 18. Gonorrhea — Rates of Reported Cases by
Sex, United States, 2008—-2017

Rate (per 100,000 population)
250 4

South Carolina is the 7th most ‘sexually diseased’
state in the nation

BY MICHAELA BROYLES

DCTOBER 26, 2017 11:56 AM, UPDATED OCTOBER 26, 2017 12:07 PM

The Most Sexually Diseased States
in the U.S.
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Extragenital Gonorrhea & Chlamydia, MSM, NHBS 2017

Rectal GC Pharyngeal GC Pharyngeal CT
10% +
7.7% |
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>
% 5.0%
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https:/ /www.cdc.gov/std/stats17/figures/18.htm




Figure 37. Primary and Secondary Syphilis — Rates of Reported
Cases by State and Territory, United States, 2018

Primary and Secondary Syphilis — Rates of Reported
Cases by Region, United States, 2008-2017

Rate (per 100,000 population)
15

— st
Midwest
---------- Northeast

2008 2009 20010 201 02 2013 04 005 2006 2007

Year AK =43

* Per 100,000.
NOTE: Section A1.11 in
in US territories.

22225 SC 361 7.3>7.6 Rate*
ate

0.07
>0.0—-4.1

8.8-304.0



Barriers: Risk Compensation

- Can we blame PreP

= Baseline STI rates

= 60% with STI In 12 mths
prior(PROUD)

= 38% of trans had STI in
prior 6 mths (iPrEX Trans?)

= 27 % had STI at beginning
of study (IPERGAY)

1 Volk JE,Marcus]L, NonewHIVinfectionswithincreasinguseofHIV PREP. CID .2015

3 Deutsch HIV PrEP in transgender women: iPrEx trial. Lancet HIV. 2015
4. STRUT Gibson, S. et al. AIDS 2016
5 Mayer STIin MSM Boston community healthcenter (2005-2015).OpenForumInfectDis.2017
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PrEP in Special Populations
- Additional Barriers to overcome

1. Women
2. Adolescents
3. Transgender




Barriers to PrEP In Cis-Women .

= Why are women at risk for HIV

= Unaware of their male partner’s risks (IVDU or having sex with
men) = No condoms (93% of HIV-negative high-risk women had
vaginal sex without a condom; 26% had anal sex without condom?

) —
= At higher risk for getting HIV durinqg vaqinal/anaK
their sex partners PO € CIC g

= HIV testing rates lower among women (20% who had anal sex
had HIV test3)

= STI (gonorrhea, syphilis) greatly increase the likelihood of HIV
transmission

= Women s/p sexual abuse more likely to engage in sexual risk
behaviors - sex for drugs, multiple sex partners, or having sex
1https://www.cdc.gov/hiv/group/gender/women/index.html Wlth O ut a CO n d O m

2. behavioral survey(https://www.cdc.gov/hiv/pdf/library/reports/surveillance/cdc-hiv-surveillance-report-number-19.pdf)
3. Evans et al Am J Obstet Gynecol.2018- Low HIV testing rates among US women who report anal sex and other HIV sexual risk, 2011-2015
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PrEP for Women

H#PrEPForHer

= DQMINAT

e

PYEP is a safe, daily pill
African Amerncarnvblack women have a
dispeoportionately higher etime risk of that he' $ revent H|v
infection (1 in 54 black women compared '

to 1 in 256 Hispanic/

atina women and 1 in
941 white women).* Although PrEP is a highly

effect

, woman-controlled prevention option
for HIV-negative women, PrEP use among
women has been very low (especially among
black women),

CDC invited subject matter experts involved

SHARE
THE NIGHT,

in HIV prevention efforts for women to
participate in a web-basad series to discuss
tation

barniers 1o PrEP implemx

41\ yo 1ost too many
people to AIDS
because of ignorance.

Not knowing your
Barriers Suggested Activities status will hold you
. men's lack of knowledge a PrEP. HiV-related * Devel back from staying

op and disseminate
ption approp:

der and culturally

healthy and strong.
Get tested today. gy

h literacy, & perce

b omen who might benefit from In
h PrEP and assessing women's risk and HIV — Anna Marie Horsford, Actress
sdge and clinical
. vider bias based on a woman's race care and effectively
xual behavior that might hinder
munication about HIV risk and PrEP ilis to cultivate respectful I’M
. olatec PreP that enable shared
gs and venue ey frequently use * Conduct res h to identify f
oxhtor oo d for Identifying women who might I I
rom PrEP
Effective PrEP imple ) Testing for HIV
Otscluimers This is & summary of the diecussion series hekd No 2016 treough May 2017. It reflacts ideas and thoughts shared by Jual bmnlon b et ek i izl
aricpants, ar 10t it anciex cile ow of ant
For more Information on PrEP
#Doingt your doctor or vi
Conclusions

Increasing PrEP uptake will require caredul attention to personal, social, and structural barriers to PrEP awareness

You can atuo receive inle
800 GOG INFO (800 733

38, and utilization. Potential actions to consider include Tosting is Fost, Freo, and Confidential | cde gov/Doinglt

ating/revising PrEP materials to be overtly ir >t women (¢

sive 3., language, Images)

! .' to promote PYEP kmplementafion for women 1. https://hiveonline.org/prep4women-disparities/-UCSF

2. DC’S PrEP AWARENESS CAMPAIGN
A N https://www.cdc.gov/hiv/pdf/group/gender/women/cdc-hiv-women-and-PrEP-discussion-
e e fatvican series.pdf

* Conducting or supporting health services re

* De

oping or strengthening existing partne:
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° PrEP in Women:
Why didn't it work?

= 2 large studies (FEM-PrEP and VOICE trials), PrEP was not
effective in preventing HIV1?
= Non-adherence was a major factor in study failure
= Qverall adherence <30%

= More common in young women <25 yo

= Differences in vaginal concentrations of drug plausible role in lack
of efficacy- > 100 fold lower than rectum o

Mucosal Tissue Pharmacology

_ 10
3
£o >100-fold
g
% lower )
= Rectal R ;erTaIiAGenital Tract
- rotection
i — 7 doses/week

104
1 Van Damme L, et al. N Engl ] Med. 2012;367:411-422 .

102 1 :

6 24 48 240 336

TFVdp (fmol/g)

2 Marrazzo JN, et al. N Engl ] Med. 2015;371:509-518
3 Patterson STM 2011 and Cottrell JID 2016

168
Time (hr)
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e PrEP continuum
The Reality for Transgender

= The LITE Study

= HIV uninfected TGW In
6 cities (including
Southern U.S.)

= 3 months visits with
testing and survey

= App-based GPS data
collection Adherence
counselling
crucial

http:/ /www .croiwebcasts.org/console/player/41371?mediaType=audio&




PreEP fears to be addressed

IPrEx Trial had 339 MtF (no trans men)3

= PrEP did not affect risk behavior
= QOverall adherence poor, less for MtF compared to MSM

" if > 4 tablets/week, rate of infection per 100,000 pt/yr =
0

= Does PrEP interfere with gender affirming hormones? No
= PrEP does not affect the efficacy of sex hormones and PreP 12
= But hormones can drop PrEP levels-> Ensure Compliance

= When not addressed with patients, adherence with PrEP
declined due to fear of drug-drug interaction with hormones?

ney Lack of effect of TDF on pharmacokinetics of hormonal contraceptives. Pharmacotherapy. 2009
ch HIV PrEP in transgender women: iPrEx trial. Lancet HIV. 2015




Figure 2.08: S.C. HI V/A DS ncidence case rate

hn 0 hu. I
= PrEP Adherence is poor in this groug e

= Chicago MSM ages 18-22 yrs(n=68)- adherence decllned
to 20% by week 24(ATN 082)2

= NO seroconversions

PrEP and Adolescents

Case Rate per 100,000 Population

= Also consider local laws and regulations on autonomy?
= Age of majority in SC in 18 years?
= Age of consent for HIV is 16 years3#
= Appears on insurance

http://www.scdhec.gov/Health/docs/stdhiv/pp_CH1-EpiProfile.pdf

Hosek et al. The acceptability and feasibility of an HIV PrEP trial with young MSM. J Acquir Immune Defic Syndr. 2013
http://www.scdhec.gov/Health/docs/stdhiv/pp_CH1-EpiProfile.pdf

Culp L, State adolescent consent laws and implications for HIV pre-exposure prophylaxis. Am J Prev Med. 2013
https://www.hivlawandpolicy.org/states/south-carolina

Code of Laws Title 63 South Carolina Children's CodeSECTION 63-5-340. Minor’s consent to health service

il
28
3
4.
5.
6.




Soclal Determinants of Health

= Social Determinants of Health = integrated and
overlapping social structures and economic
systems that impact population health

= Health disparities Inextricably linked to a complex
blend of social arf@® economic determinants

Inadequate
Race/ Ethnicity Housing

Access/poor
health care

Poor
Education

Low
Income




Challenges: People of Color Engagement

= Non judgmental
= Understand Stigma or fear of health care syste
= Engage patients /language

= Staff Lo T

= Posters SHARE
N7 THE NIGHT,

THIS LITTLE PILL IS

o 'é)
a5
L e Y, avi

e‘fr 2
alkAboutPrEP

letstalkaboutiprep com
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with a substantial rural

Challenges: Rural US

= Rural residence -risk factor for late HIV diagnosis
= Less likely to obtain HIV testing and Rx

= Challenges of rural pts with HIV (Can extrapolate to PrEP care):
= Stigma and social isolation 5

= Long travel distances to care " @ WiﬁMWAS ‘
= Lack of transportation TTM

/ 'f?n.x

* Lack of providers with “HIV” expertise

= 95% of rural counties lack “HIV” providers compared to 69%
of urban counties

Vyavaharkar, M. (2013). HIV in Rural America. A technical report by the SCRural Health Research Center.
Ohl ME, et al. BMC Public Health. 2011; 11:681.; Weis KE, et al. J Rural Health. 2010; 26(2):105-12.;
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