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Learning Outcomes

1. Review data supporting HIV PrEP in Transgender
individuals

2. How to engage- provide culturally competent healthcare
for Transgender individuals




1. Why focus on the transgender community



Focus Group for PrEP in SC.

Based on HIV Cases

= Of the 1,520 (375 in Low country) newly diagnosed HIV
cases in SC (2016+2017) New HIV/AIDS cases diagnosed in South Carolina

20%

= /6% were MSM

= Low country 71%
= 65% were Black
= Low country 66%
= 42% between <30

= Low country 44%

10%

40%

0%




= ~1 million adults in the US are transgender (underreported,
pooled data)
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Figure 7.42: Living with HIV
RACE/ETHNICITY (%)
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'0verall rate of HIV in trans = 1.4%
e > 4X higher than US pop. (0.3%)
* Higher rates in blacks

20% = % Rate in
I black MTF

18%

* Higher rates in trans women (MtF) 3.4% o

12%
10%

e 23More recently HIV prevalence
 Transgender women= 18.8%
* Transgender men= 2.0%
* Majority of new HIV infections in TG
are between 13-24 years old




Risky behavior: multiple partners, anal/vaginal sex + no

condoms or sharing needles to inject hormones/drugs (or

umoboin art Silicone Injections Given at Party Blamed in Transgender
P PiNg y) Woman's Death

By Vikki Vargas and Asher Klein

Social: stigma, discrimination, rejection/exclusion,
commercial sex work

Providers not sensitive to trans issues - barrier for trans
people living with HIV for treatment and care

HIV prevention programs may not address needs of trans
people
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https://www.cdc.gov/hiv/group/gender/transgender/index.html



= Reporting changes rolled out in Spring 2016 for 201/

= Health centers to report sexual orientation and gender identity
iInformation about the population served

= Sexual orientation data from patients <18 years, not mandated

Line [ Patients by Sexual Orientation Nu(r:]her Line Patients by Gender Identity Number (a)
13. | Lesbian or Gay 20. Male

14. | Straight (not lesbian or gay) 21. Female

15. Bisexual 22, Transgender Male/

Female-to-Male
Transgender Female/

16. | Something else 23,
g Male-to-Female
17. | Don’t know 24, Other
18. | Choose not to disclose 25, Choose not to disclose
19, | Total Patients 26 Total Patients
| (sum lines 13 to 18) ‘ (sum lines 20 to 25)
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Def| N |t|OnS Gender identity(GI) -

P ke |

- ~—~o

{ @ ~Identity

labels used when
socially constructing

The Gender nicom e~ sexed persone

How you feel, who

@A Gender ldentty

O@v Femae AN oman/Girl you are
H ‘,‘\35/‘,'3.’1/:),(‘;')

\ & ¢ — R

~ - 3 Gribmmnie Gender expression -
{ G o situational expression
N | Y I of cultural cues which
L o communicate GI
/ "g' """ - o o How you dress
Sexually Attracted To
Bigm | Gender orientation-
e\ one ceaparneo i . "] subjective SpEBEhiE
© Romanticaly/Emotionally ’}ff‘f‘?md To of one’s body,
N — including it’s sexed
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Gender Dysphoria and Health Care Needs

= Gender dysphoria: distress experienced by some whose gender
identity does not correspond with assigned sex at birth

= 60% of persons start gender thoughts <10 years

°®
Figure 4.3: Age they began to feel gender was O

different from the one on their original birth certificai

2%
21 to 25 26 and over

‘\‘

% of
respondents

Need for Behavioral
Health Support
- Psychiatrist
- Counsellors

- Peers/support group
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Definitions: Gender Identity

GENDER DEFINITIONS

GENDER

The state of being male
or female in typically
regarding to social
constructs rather than
physical attributes.

CISGENDER

Refers to someone who
identifies with the
gender they were
assigned at birth.

GENDER FLUID

Refers to someone
whose gender identity
changes over time from
one end of the spectrum
to the other.

TRANSGENDER
Refers to someone who
does not identify with
the gender they were
assigned at birth.

NON-BINARY

Refers to someone who
does not identify as
exclusively male or
female.

GENDERQUEER

Refers to someone
whose gender identify
falls on the spectrum
between male and
female.
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Gender Identity of Transgender People

* Various terminologies used
* In the largest survey of trans people , an additional
500 gender terms were listed
* Do not assume, just ask

: \NTERSE)(

PERSONS

National Center for
TRANSGENDER
EQUALITY

Celebrating 15 Years

% of
Gender identity terms respondents
Transgender 65%
Trans 56%
Trans woman (MTF, male to female) 32%
Trans man (FTM, female to male) 31%
Non-binary 31%
Genderqueer 29%
Gender non-conforming or gender
wvariant 27%
Gender fluid/fluid 20%
Androgynous 18%
Transsexual 18%
Agender 14%
Two-spirit 7%
Bi-gender 6%
Butch 5%
Crossdresser 5%
Multi-gender 49
Third gender 4%
Intersex 3%
Drag performer (king/queen) 2%
A.G. or aggressive 1%
Stud 1%
Travesti 1%
Bulldagger <19%
Fa'afafine <1%
Mahu <1%
A gender not listed above 129




Definitions: Gender Orientation

Gender orientation terms

- Lesbian (used by females)

-Gay  (used by females or males)

- Bisexual (attraction to male or

female)

- Queer (umbrella term for sexual

and gender minorities )

- Pansexual (attraction toward people
of any sex orgender
identity- gender blind)

- Questioning

- Asexual (no sexual attraction)

- Straight

I'M NOT BROKEN

I WON'T GROW OUT OF IT
I AM NOT CONFUSED

Gender orientation terms

- Gender non confirming
- Other non binary terms
= Pangender/Genderqueer
= Polyamorous
= Bi-gender (moves between
feminine and masculine
gender identities)
= Two-Spirit (indigenous
North Americans to describe
gender-variant individuals)
= Agender (gender free)
= Gender Bender
= Androgyne
= Genderfluid
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Figure 4.28: Sexual orientation

0% 5% 10% 15% 20% 25% 30% 35% 40% 45%

Asexual

Conversations - Don’t assume
* Open ended questions (should
to be role appropriate)
» What is your sexual

Bisexual

Gay, lesbian, or
same-gender-
loving

orientation
 Types of partner(s)
» What part(s)you use for sex
* STl screening and PrEP

Pansexual

Queer

Straight or
heterosexual

Sexual
orientation
not listed

Il overall [l Crossdressers [ Non-binary

. Trans women -Trans men
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Barrier to Providing
Transgender PrEP Care




Percelved Barriers

1. Gender affirming and (59%)
2. Hormone therapy and side effects (53%)

3. Mental Health care, including trauma recovery (49%)
4. Personal care (nutrition, healthy living (47%)

5. ART and side effects (46%)




faced by trans people in SC (n=233)
* 10% unemployed
« 28% living In poverty
* 8% verbally harassed when accessing a restroom

« 37% of those who saw a health care provider had at least 1
negative experience

e Harassment

« 37% of those who held/applied for job were fired, denied
a promotion, or not hired

« 87% of those who were out/perceived as transgender in




1. No assumptions about gender identity, sexual orientation, or
behavior

= HCP should be non judgmental % e O
2. Inclusive language

- Appropriate pronouns /preferred name

- Adding a ‘Transgender’ or ‘Agender’ or ‘Other’ option on
records

3. Assurance of confidentiality
4. Training staff to increase their knowledge and sensitivity
= Including front desk, phlebotomist e

5. The adoption and posting of a nondiscrimination policy —ig#
(organizational support) =




A Welcoming Environment- Language Matters

= Commonly used
= She/her/hers (37% *) I’
= He/him/his (37% *)
= They/them/theirs (29% *)

= Gender-neutral pronouns or just 1 2 3 4 5
) (f)ae (f)aer (f)aer (floers  (f)oerself
their name may be use ofy  em ar s el
_ _ he him his his himself
= He |ost his money = Ze lost hir il i eis jbts perself
she her her hers herself
money they them their theirs  themself
ve ver vis vis verself

xe xem Xyr Xyrs xemself

1¢/7ie hir hir hirs hirself




Activity 1. Getting Comfortable °

= Disclose your pronouns to around the office or write your
pronouns

e

Kamla
Pronouns: She/her/hers




A Welcoming Environment

SO ORESTROOMi
“Gender-neutral” rooms- safe and private
= A single-stall, lockable room available to all genders,
sexes and disability e i A

big deal is?

= Appropriate signs i

: A
US transgender survey (27,715 respondents in 2015) 3
= 9% were denied access to restroom(1 in 10)
= 59% avoided public restrooms for fear of confrontation

= 32% limited the amount they ate or drank
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Access?

Training providers

Cost? /Insurance

Medication assistance programs

Adherence Counseling/Reminders/Behavioral
Intervention

Resistance! HIV testing while on PrEP

Side effects OTC meds, Revisit need for PrEP

Q 12 months

Risk compensation

Emphasize condom use and screen
for STIs frequently

Heterosexism?

Training, Education on HIV public
health burden, checking biases
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= 40% of Physicians are uncomfortable with lesbian or gay patients
(1986)>

= If providers aware of trans status, likelihood of discrimination
increased (2011)*

= Sexual history usually deferred: Primary care3, STI care* and HIV
care>’

= Perceived Risk

= Persons with greater heterosexism, more strongly anticipated
Increased risk behavior and adherence problems to PrEP - lower
prescribing intention®




Need for STI Screen
- 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 Trans3)

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

30% had more condomless sex

@4 mths

Rectal chlamydia & urethral GC




The Evidence:
1) The PrEP data




PrEP: Who Needs It?
MSM Transgender People

 Commercial sex * HIV positive
workers injecting partner
* HIV+ partner » Sharing
needles/injection
 Recent STI equipment

* Multiple partners

* |nconsistent/No
condom use

US Public Health Service

PREEXPOSURE PROPHYLAXIS FOR
THE PREVENTION OF HIV
INFECTION IN THE UNITED STATES
— 2017 UPDATE

$EN World Health
A CLINICAL PRACTICE GUIDELINI [— B organization
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PrEP Options for transgender

1. TDFFTC 1 pill taken daily ( PrEP guideline supported)

b )

2. TAF/FTC —FDA Antimicrobial Drugs Advisory Committee
has recommended for MSM and transgender women (July
2019)- pending FDA official approval and incorporation into
guidelines

AETC AIDS Education &
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PrEP: Efficacy and Adherence

= If drug detected in blood, effectiveness of PrEP = 90-92%

= 92-100% if levels equivalent to daily use? ( Post Hoc iPrEx)
= 0 conversions if at least 4 doses taken3

(5] Effectiveness and Adherence in Trials of Oral and Topical Tenofovir-Based Prevention

. e i Adherence=

- » iPrEx .
o ‘// ;:rthners PYEP (TDF) Eﬁl C aCy

» Partners PrEP (TDV/FTC)

. 'Y  FEM-PrEP
) VOICE (TDF)
De o VOICE (TDF/FTC)

Effectiveness (%)
-]
L ]

-
VOICE (tenofovir gel,
-0 . daily dosing)
-60 »
. [ ] [ ] - L] - - ' .
10 20 30 a0 50 60 70 80 %0
Percentage of participants’ samples that had detectable drug levels
{Calculations based on analyses invalving a subset of total trial participants)
Pearson correlation = 0.86, p=0.003
Trials of oral and topical tenofovir-based PrEP show that these strategies reduce risk of HIV infection if Source: Salim S. Abdool
they are used correctly and consistently. Higher adherence is directly linked to greater levels of protection. Karim, CAPRISA
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PrEP: TDF/FTC In Transgender
The Earlier Studies

e I

1. iPrEx! SA, US, MSM TDF-FTC 44% TDF-FTC 0O conversations

n=2499 South high risk+ or in those with
(2010) Africa, Trans placebo levels consistent
Thailand women with daily use?

Open Label Studies with good outcomes- TDF/FTC

Demo MSM (552%) HIV incidence 0.43 per 2 seroconverters had levels
(3 centers, US) MtF (5) 100 py equivalent to <2 doses/wk




PrEP: TDF/FTC in Transgender

IPrEx Trial had 339 Trans women (MtF) only

= Compared with MSM, MtF more frequently reported transactional
sex, receptive anal intercourse without a condom, or >5 partners
In the past 3 months

= PrEP did not affect behavior
= Qverall adherence, less for MtF
= 11 MtF converted vs 10 in placebo group

= At time of conversion, none had detectable drug levels
(n=6)
= if >4 tablets/week, rate of infection per 100,000 pt/yr =0




PrEP: TAF/FTC in Transgender

= Truvada (FTC
ITDF) only fully
FDA approved drug
for PrEP

= |n treatment trials
TAF less renal
toxicity and bone
toxicity than TDF

= Can FTC/TAF
(Descovy®) be
used for PrEP?

* 74 TGW

22 HIV transmission
7 TAF and 15 TDF

Incidence Rate Ratio [95% CI]

Favors FITAF  Favors F/ITDF

i Noninferiority

AETC sz
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PreEP: TAF/FTC in Transgender

eGFR¢g

Spine Hip
p <0.001* p <0.001* 15 -
5 151 5 15, p <0.001
g ] g q] . :
8 8 0.18 @ 101 )
a 05 a 05 £ =
£ £ o
o - [+ 4
£ - g ° T
% 05 % 05 [
g § oC
& = c -
o -1 4 [5) 1 g -
R * OE
g -15 1 g 151 -0.99 3
- -1.12 2 -
24 2 ® E
n=159 n=160 n=158 n=158 8 1
2 -10 1 J | 1
Change from BL, % B2 FITDF  p-valuet Change from BL, % BRL\S FITDF  p-valuet —~
23% increase 17 9 0.052 23% increase 9 6 0.5 -15 A ' ' ’ '
>3% decrease 10 27 <0.001 >3% decrease 4 18 <0.001 0 12 24 36 48

Weeks
*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

Cochran-Mantel-Haenszel test for nominal data (g« g for F/TOF for PrEP. BL, baseline.
CEECILTE 123 mUmin - 121 mU/min
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On-Demand or Event-Driven PrEP

- with infrequent sexual exposures (IPERGAY?!?)
= 2 doses with food 2-24hrs before sex
= 1 dose 24 hours after the first (double) dose
= 1 dose 24 hours later

Lack of data:
transgender

= 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+




The Reality: PrEP Continuum of Care




PrEP Continuum in Transgender

PrEP Continuum of Care amons 110 yonder Patients

= Kaiser gp ( 2012-2019)- 3 - T o i i
n=2558 pts ( HIV negative) j

= Majority of trans pt in care

:#m‘:)l’rmm O Lu\udmneraum/m)‘ Linked t PrEP care (43/9
— white, average age 33,

‘ Started PrEP (84/2555%) ° Started PrEP (65/632) ‘ Started PrEP (26/91)
632
et o ‘ S PR D ‘ e i
discontinued PrEP
51% trans woman
= Higher rates of

Discontinuation In those e
with ETOH/ Substance N

PrEP Linkage and Initiation by Gender
abuse

Of those who were linked to PrEP care, Of those who started PrEP, 54% were
52% were in the transmasculine spectrum in the transmasculine spectrum

A ETC AIDS Education &
Training Center Program
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PrEP continuum in Transgender Women

The LITE Study

= HIV uninfected PrEP Continuum in TGW
MtF(TGW) in 6 cities Adults = Youth
(incl. South) 86% 89%

= 3 months visits with
testing and survey

26% 26%

= App-based GPS data . 1% ; 14% 12%
collection, some self -

. Aware of PrEP Ever take PrEP in last Adherence to
testing PIEP 30 days PIEP

AETC #3:15:1183213: grogrnm
Southeast http:/ /www.croiwebcasts.org/console/player/41371?mediaType=audio&



PrEP: The Reality for Transgender

= Does PrEP interfere with gender affirming hormones? No

= No significant drug interactions observed: sex hormones and
Prep 12

= TDF/FTC cleared by kidney
= Estrogens metabolized by liver

= Lower TFV(metabolite) levels for TW on feminizing
hormones

= When not addressed with patients, adherence with PrEP
declined due to fear of drug-drug interaction with hormones?
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Time to Maximum Intracellular Concentration of Tenofovir Diphosphate (TFV-DP)

Rectal

Blood (PBMC)

Cervicovaginal

0 S 10 15 20 25

Consecutive Days of Oral Dosing

US Public Health Service. PrEP Guideline — 2017.



The Work Flow




Palmetto Health USC

SR THCARE A

. HIV PrEP Implementation ToolKit
PrEP Algorithm/ e

Bolded items
mandatory

)

PrEP Orientation Visit: Initial Provider Visit: N
W r kfl W &  Discuss PrEP use & Discuss PrEP use (7 day intew\
s Reviewinsurance coverage/med. assistance before adequate levels inrectal
* Perform baseline laboratory tests: tissue and 20 days for vaginal
o HIV Ab/Ag screen” (4* generation) tissue/blood; compliance; SE)
o Cr e Risk reduction counselling, condoms
o Hepatitis Bs Ag/Ab and cAb *  PrEP Clinic Questionnaire(initial)
o Hepatitis C Antibody & Providervisit
o RPR/TrepAb * Symptom history to r/o acute HIV
o Triple site GC/CHtesting- Urine, * 30-day supply of PrEP (start within7
Rectal, Oral (based on exposure) days of HIV screen)

0

Pregnancy test (if female)

Every visit(Q 3mths):
* Greet appropriately

* Adherence review with nurse/ PharmD, risk reduction counselling, assess side effects
e Cr

Assess adherence 60-ciay supply of PrEP
Risk reduction BT

= PreP Clinic Questionnaire (short)
I - * HIV Ab/Ag Test, Pregnancy test, STl screenin MSM*( RPR/Trep Ab, GC/CH( triple site))
COU nse I ng 90-day supply of PrEP

*  Providervisit, risk reduction counselling, condoms

6-month visit/ 12 month visit:
s PrEP Clinic Questionnaire (long)
*  Providervisit, risk reduction counselling, condoms

Provide condoms
H IV SC ree n 9 refi I IS go_d-av S:I[‘:;J:\vt::‘?fr,lzsregnanwtest, Cr, RPR/Trep Ab, GC/CH( triple site), Hep C ab annually

9-month visit:

s  PrEP Clinic Questionnaire (short)

& Providervisit, risk reduction counselling, condoms

s HIVAb/Ag, 5Tl screenin MSM({ RPR/Trep Ab, GC/CH( triple site))
90-day supply of PrEP

STl screen

After the 12 month visit: (Re-evaluation of need for continuing Prer)

Q.3 monthly visit with Adherence nurse/ Pharm D, risk reduction counselling, , condoms.
&  PrEP Clinic Questionnaire (short)
* HIvab/ab q 3 monthly and STl screen g 3 monthly in MSM

A AIDS Education 8 = 90 day supply of PreP
' ST O Q.6 monthly visit with Provider
0 ed * Pregnancytest, Cr, RPR/Trep Ab, GC/CH( triple site) Hep C

& 90-day supply of PrEP, condoms




~ _ -1 1 1 _ _ r _ S |
Provider Name:, | Site Name:

Age: 2 Race; W Gender.. Male Female Trans-femaleTrans-male

Concomitant Medical Diagnosis Current Medications
Testosterone cypionate 20mg weekly
Adderall 15mg twice daily

R | ,

1. What to address first
I H S O N .
él:;.;?ggistan:e n::ded EFD Yes O Mo PrEP or Med|CaI
Drug assistance needed O Yes MO Mo gender aﬁ:irmation?

Rigk factors: ([ Check all that apply )
MSM O Recent 5T1 O Multiple sex O HIV positive O | IWDUWSharingO 2 Pregnancy teSt /
pariners pariner needles 2
Inconsistent B Commercial sex O PAP smear :
condom use wiork 3 TypeS Of
Health Maintenance Description Rizk Reduction i i 9
_ Counzgelling/Intervention partnerlorlentatlon ’
1. _Smoking DO Yes HMNo 4. How often needs to
2. Use of Alcohol/&mount O Yes B Mo )
3. Substance Use O Yes F Mo be seen:
4. Mental Health Assessment M Yes O Mo
5. Pregnancy/Contraception O Yes B No
6. Condoms use O Yes B Mo
Laboratory Test results and date
HIYAg/AD screen Mon- Cro.74 Crcl 113
reactive
Hepatitis Bz Ag Mon- Hepatitis Bz Ab | 6.33 Pregnancy test
reactive Heplizay-B
HCW ab with reflex | Mon-
reactive

A ETC AIDS Education &
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Case 2- Here for PrEP

Provider Name;, Site Name:
Age: 20 Race; W Gender._ Male Female Trans-male
Concomitant Medical Diagnosis Current Medications
Esftradiol 2mg daily
Spircnolactone S0mg dail
hio Adderall
Insurance: Yes [ No
Copay assistance needed B0 Yes [ Mo
Drug assisfance needed 0O Yes O Mo
Risk factors: [ Check all that apply ] 1. Potential drug-drug
MsM O Recent STI O Multiple sex 0O HIV positive O | IVDU/Sharing . .
partners partner neadles |nterat|0ns7
Inconsistent B Commercial sex O
condom use work 2. Types of
Health Maintenance Description Rizsk Reduction i i 9
_ Coungelling/Intervention partnerlorlentatlon ’
! Smoking 0 Yes MMo 3. How often needs to be
2. Use of Alcoholf&mount O Yes B Mo
3. Substance Use O Yves B Mo Seen’)
4. Mental Health Assessment B Yes 0O Mo
5. Pregnancy/Contraception O Yes B Mo
6. Condoms use O Yes B Mo
Laboratory Test results and date
HIVag/Ab screen Momn- Cri1.0 Cacd 113
reactive
Hepalitiz B3 Ag Mon- Hepalitiz B3z Ab | 3.04 Pregnamncy test
reactive Heplisay-B
HCW ab with reflex | Mon-
reactive

A E T AIDS Education &
Training Center Program
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= HIV behavioral interventions not adequate

= 2017, CDC awarded $11 million/year for 5 years to 30 CBOs for
HIV testing in young gay/bisexual men & trans youth of color (1
SC site)
= Many transgender people face stigma, discrimination, social
rejection, and exclusion

= Education for HCP and Staff

= Transgender women and men might not be sufficiently
reached by current HIV testing measures

= Tailoring HIV testing activities to overcome the unique barriers
* Transgender men’s sexual health has not been well studied

= FtM, who have sex with cisgender men are at high risk for
Infection




* Insensitivity to transgender issues by providers

= Few with proper training /knowledge about transgender health
Issues - negative health care encounters
= Transgender people might not fully engage in medical care

= Medical gender affirmation/stigma in HIV care associated with
missing appointments! - risk of HIV transmission

= 40% of FtM in care for HIV had detectable VL over prior 12 mths?

= 50% of MtF had detectable VL over the prior 12 mths 3

= Transgender-specific data are limited

= Two-step data collection method of asking for sex assigned at birth and
current gender identity - Accurate data on transgender status
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