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Objectives

- Identify groups most at risk of HIV acquisition and articulate
strategies for HIV prevention

- List key differences between pre-exposure prophylaxis (PrEP) and
post-exposure prophylaxis (PEP)

- Recognize historical and laboratory information needed for
1nitiation and maintenance of PrEP

- Describe common barriers to PrEP implementation
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We've already got HIV under control, right?

New HIV Diagnoses in the US and Dependent Areas by Race/Ethnicity, 2018
American Indians/
e Alaska Natives
- Nearly two million new HIV <1%
infections yearly across the globe / Native Hawaiians/

Other Pacific
Islanders
<1%

Asians
2%

Multiple races
- Nearly 1.2 million adolescents and 2%

adults in US living with HIV

- No effective vaccine to prevent iy B';\f#;@g:f;n
transmission, and ART only provides Latinos" | 42%

: 27%
suppression, not cure.

- In 2017, more than 38,000 people
received an HIV diagnosis in the US

CDC. Diagnoses of HIV infection in the United States and dependent areas, 2018 (updated). HIV Surveillance Report 2020;31.




14,000
13,000
12,000
11,000
10,000
9,000
8,000
7,000
6,000
5,000
4,000
3,000
2,000
1,000

New HIV Diagnoses in the US and Dependent Areas by Age, 2018
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CDC. Diagnoses of HIV infection in the United States and dependent areas, 2018 (updated). HIV Surveillance Report 2020;31.




How can we reduce the risk of HIV acquisition?

- Increased testing, linkage to care
- Delayed or fewer partners

- Activities with less risk

- Increased condom use

- Empowerment, negotiation skills
- Reduce alcohol and drug use

- Reduce psychosocial barriers

- Circumcision

« STI Treatment

- HIV PEP and PrEP

**Thanks to M. Iandiorio for original slide.




PrEP versus PEP

- HIV PrEP - HIV PEP
* Pre-exposure prophylaxis - Post-exposure prophylaxis
+ Daily regimen given before exposure * Given AFTER high-risk exposure to
to reduce risk of HIV acquisition reduce risk of HIV infection
- Start at least 7 days prior to exposure « Start with 72 hours of exposure
 Daily 2-drug regimen - 28-day course of daily 3-drug
regimen

**Thanks to M. Iandiorio for original slide.




1Prex Study

- NEJM 2010.

+ 2499 HIV-seronegative men or transgender
women who have sex with men

- Randomized to emtricitabine and tenofovir
disoproxil fumarate (FTC-TDF) or placebo

* 100 became infected during follow-up (36 in
FTC-TDF group, 64 in the placebo group)

* 44% reduction in incidence of HIV
* In group receiving FTC-TDF:

* Drug detected in 22 of 43 of seronegative
subjects (51%)

* Drug detected in only 3 of 34 HIV-infected
subjects
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What about other groups at risk?

- Bangkok Tenofovir Study (Lancet 2013)

* Double-blind, placebo-controlled trial enrolling volunteers who inject drugs from 17 drug-treatment
programs in Bangkok, Thailand

+ 2413 participants randomized to tenofovir or placebo

* 48.9% reduction in HIV incidence (95% CI 9 6-72 -2; p=0-01); when adjusted for detectable
levels of TDF, risk reduction closer to 70%

- Partners PrEP (NEJM 2012)
- Randomized, placebo-controlled, three group trial following heterosexual, serodiscordant couples
© 4747 couples assigned to TDF, TDF/FTC, or placebo and followed for 36 months

+ Detectable tenofovir associated with relative risk reduction 86% in TDF and 90% in
TDF/FTC groups

- Partners PrEP, continued (Lancet Infectious Diseases 2014)

- Randomized, double-blind, placebo-controlled three-group phase 3 trial for individuals in
serodiscordant heterosexual relationships

+ Placebo arm terminated early and patients re-randomized to TDF or TDF/FTC

+ Detection of TDF in plasma samples associated with 85% relative risk reduction in TDF group
and 93% for TDF/FTC group




Back-to-Back Results

TABLE. Results from randomized, placebo-controlled, clinical trials of the efficacy of daily oral antiretroviral preexposure prophylaxis (PrEP)
for preventing human immunodeficiency virus (HIV) infection

Clinical trial Participants Type of mITT Adherence-adjusted efficacy based on TDF detection
medication efficacy™® in blood
% |(95% % {95% CI)

Bangkok Tenofovir Injecting drug users TDF
Study

Partners Prep HIV discordant couples TDF

TDF/FTC

Heterosexually active men and TDF/FTC
warmen

Men who have sex with men TDF/FTC

Fermn-PrEP Heterosexually active women TDF/FTC

VOICE Heterosexually active women TDF

TDF/FTC

Abbreviations: mITT = modified intent to treat analysis, excluding persons determined to have had HIV infection at enrollment; CI = confidence interval;
TDF = tenofovir disoproxil fumarate; FTC = emtricitabine; NS = not statistically significant; NA = data not available.

* %% reduction in acguisition of HIV infection.

CDC. Update to interim guidance for preexposure prophylaxis (PrEP) for prevention of HIV infection: PrEP for injecting drug users. MMWR. June 14, 2013.
. Accessed Aug 30, 2018.



https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6223a2.htm?s_cid=mm6223a2_w

Recommended Indications for PrEP

Men who have sex with men

Heterosexual women and men

People who inject drugs

B Adult or adokascent male weighing at
least 35kg (T Ths])

B Without scute or established HIV infection

B Asy male sex partness in past & months
(il aleo has sex with women, see next box)

B Mol in & Monsgamaus. partnership with a
recenily tested, HV-negative man

AND at least one of the following

B Ay anal sex withoul condoms (receptive
or insertie) in past 8 months

B A bhatterial 3T (syphilis, gonarmeaa, ar
chlamydia) disgnosed or reported in past
6 marnths

B Adult or adolescent person weighing al least 35kg
{7 Tlbes)

B Without acibe or esialishad HIV infection

W Any sex with opposite sex partiers in past & manths

B Not in a monogamous partmership with a recently tested

HIV-negative partnes
AMND at l=ast one of the following
B |5 & man who has ey wilh both wornen and men

[Dehaviorally bisexual) [also evaluate indications far PrEP

s bry prenious be exiteria]

L Inh‘eu-uently uSes pondoms |:I'urir'|,g ey with 1 or mane
partners of wnlnown HIV stalus who are known to be
at substantial fisk of HIV infection [PWID or bisaxual
male pariners)

B |5 in an ongoing saxual relationship with an
HIV-positive parines

B A bacterial 3T1 | syphilis, ONTEea in Wormen ar men)
ﬂiﬂl‘h‘.‘lﬁ&ﬂ oF reported N past 8 montha

W Adult of sdolescant person weighing at least 35kg
(7T}

W Without acute or established HIV infection

W Any injection of drugs not prescribed by a clinician
in past & manths

AMD at l=ast one of the following
W Any shasing of ingection ar drug preparation
aquiprment in past & maonths

W Risk of sexual acquisition (alse evaluate by criteda
N previous Boxes)

https://www.cdc.gov/stophivtogether/library/prescribe-hiv-prevention/brochures/cdc-lsht-php-brochure-prep-faq.pdf



https://www.cdc.gov/stophivtogether/library/prescribe-hiv-prevention/brochures/cdc-lsht-php-brochure-prep-faq.pdf

Effectiveness

Population Estimate Source Interpretation

When taking PrER with adherence indicated by laboratory-detected presence of drug, the risk of

0 (6]
T::‘:E I:Z":f 92% Grantt, | e quiring HIV is reduced by 2% for HV-nesative MSM, Missed duses result in lower efectiveness.
2010 Very high levels of adherence may increase effectiveness,

When taking PrER with adherence indicated by laboratory-detected presence of drug, the risk of

Heterosexual 90% Baeten!Z, acquiring HIV is reduced by 90% for HIV-negative heterasexual men or women. Missed doses result in
men and women 2012 lower effectiveness. Viery high levels of adherence may increase effectiveness.

When taking PrER with adherence indicated by laboratory-detected presence of drug, the risk of
__ Persons who 70% | Choopanya', | acquiring HIV is reduced by 70% for HIN-negative PWIDs. Missed doses result in lower effectiveness.
inject drugs (PWIDs) 2013 Very high levels of adherence may increase effectiveness.

https://www.cdc.gov/stophivtogether/library/prescribe-hiv-prevention/brochures/cdc-lsht-php-brochure-prep-faq.pdf



https://www.cdc.gov/stophivtogether/library/prescribe-hiv-prevention/brochures/cdc-lsht-php-brochure-prep-faq.pdf

To whom should | offer PreEP?

PrEP is for people without HIV who are at risk of acquisition from sex or injection drug use. People at risk who should be
assessed for PrEP include:

e Sexually active gay and bisexual men without HIV

e Sexually active heterosexual men and women without HIV
e Sexually active transgender persons without HIV

e Persons without HIV who inject drugs

e Persons who have been prescribed non-occupational post-exposure prophylaxis (PEP) and report continued risk
behavior, or who have used multiple courses of PEP

https://www.cdc.gov/hiv/clinicians/prevention/prep.html



https://www.cdc.gov/hiv/clinicians/prevention/prep.html

S0 you want to start on PrEP...

- What are key historical questions to ask?
- What labs do you order?

- Which medication do you choose?




Assessment: Initiation

- Medical History - Vaccinations History

- Kidney disease - Particularly Hepatitis A and B

+ Osteoporosis / Osteopenia

« STT history + Labs . . .

+ Contraception / Pregnancy intent . pHrIexge‘;iSet(i;l g (Antigen/Antibody screen
- Allergies  Renal function

- Hepatitis serologies

- Medications * Syphilis Screening/Monitoring

* Drug-drug interactions « GC/CT screening at all active sites

* Pregnancy evaluation

Social History
- History of drug use, route of use - Psychosocial

- Number of partners, types of sexual acts - Willingness/ability to adhere to
treatment
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HIVTre (50)

HIVWE (50)

[5=|Neonatal HIV Perinatal Prophylaxis

Pref1

Ref Link for Nurse - Shivering

US HIV RNA (HIVTAG)

Western Blot (HIV Confirm) (SO
ZyrTEC Hives 1 mg/mL oral syrup

Search withir: | Al




Acute HIV

HIV Antibody

HIV RNA

HIV p24 antigen

5 10 15 20 25 30 35 40 45 &0

Days following HIV Acquisition

HIV National Curriculum: https://www.hiv.uw.edu/custom/screening-diagnosis/3/2



https://www.hiv.uw.edu/custom/screening-diagnosis/3/2

Assessment: Maintenance

- Follow up visits at least every 3 months

- Repeat labs at follow up
« HIV screen (Ag/Ab preferred)

- Bacterial STI testing (GC/CT swabs at all active sites, syphilis
screening/monitoring)

- Renal function at first three months, then every six months thereafter
- Hepatitis C antibody yearly (more frequently if MSM or otherwise high risk)
* Pregnancy test (and assessment of pregnancy intent)




Medications

TDF/FTC (Truvada®)
- Approved for HIV treatment in 8/2004

- Approved for HIV prevention in
7/2012

- MSM, transwomen, heterosexuals,
PWID

- Approved for CrCl >60 ml/min
- Side effects

* Decreased bone mineral density
* Decreased GFR

TAF/FTC (Descovy®)

- Approved for HIV treatment in 4/2016

- Approved for HIV prevention in

10/2019
- MSM and transwomen ONLY

- Approved for CrCl > 30 ml/min
- Side effects

* Weight gain
* Increase in LDL cholesterol




GUT PLASMA HIV TARGET CELL

®0

TDF (300 mg)

o L?
TFV-DP— ;gé
TAF (25 mg) _(V

o TFV

Ray et al., Antiviral Research 2016.




Which medication should | prescribe for PrEP?

TDF/FTC gupmm

(Truvada)

EFFECTIVENESS

~99% [N VSV & TRANSWOMEN
~00 [ = TEROSEXUALS

74-s4% [ PWID
EFFECTIVENESS SAFETY /48 WKS EFFECTIVENESS
+« v for multiple populations + v for MSM and transwomen
2.0 eGFR (mL/min) " 2.0 + ? for other populations
SAFETY
« Small | in eGFR and BMD .u_gg%’ HIP BMD 1 +0.18°% SAFETY
: : « Small 7 in LDL and weight
COST 658 LDL (mg/dL) ] +1.0
« $1,845/monthin 2019 : : COST
+ Genericin 2020 +0 BODY WEIGHT (kg) l +1.1 +« $1,845/monthin 2019
& I I B
100 0 0 100

Sources: fda.govimediaM 29607 'download; fda.govimedia/129609/download; cde.govihivrisk/estimates/preventionstrategies.htmil Created by: @JuliaLMarcus




Medications coming soon?

- Long-acting injectables — Late 20217
- Slow release implants
- Intravaginal rings

- Antibody infusions

Sy




It’s so easy...why aren’t more PCPs doing 1t?

- Barriers to prescription

* “There are too many potentially
detrimental side effects...”

« “Taking this medication could lead to
increased HIV resistance...”

« “Truvada 1s a party drug that will only
lead to more sex and more ST1Is...”

An Open Letter To The

NOC 61958-07011
~ Truvada Wro n g
o |;de.a&m Iﬂll w&w
A disopront faacte)
. Tablets
g 30 tablets

= ! PrEP?

A Paid Advertisement of AIDS Healthcare Foundation

The Cemters for Dis=ase Control and Prevention {COC) recantly recommeanded that half
a milian gay Men i the Unken States recata Truvads for the prevanton of HIV

Further, ihey changed their warding fram "uriprotecied sex” to "condomiless sea” to.
describe intercourse wihoul & candam. thus saying that sex without a cendom cauld sbll
b safe F acsompaned by medicaton while igronng the rarsmission of all sther STDe
fesices HIW AIOS Heakhcare Foundaban (AHF| regands thess decisions as cangsmous
o the pubic haalih of the country. Bath of these decisions are basad on fhe premiss that
PrEP (pre-exposure prophyleoes) with Truvada i a sound pubic health strategy.

AHF believes St while Truvsds meny wirk b probect 8 small ssgment of the papuation
aof Hiv-negative indriduals, all of e scienthe studies have shown that it well nat wark an
& commurity-wice basis because of consistendy bad adherence by sludy subjects - even
urder keal drcumstances:

Howevwer, if the data that will be reported in the next two years
show that we are wrong about PrEP, we will be the first to
admit it. We challenge the CDC fo make the same pledge.

Currertly, the gay make community is facing saarng rates of syphiis and ciher 5TDs '
The COC knows thal Truvada offers no protecticn against syphiis. If hoae numbers
eendnue fa ga highar, wil e COC go back i caling unsafs bahavior "unprateciad™? H
peaple on Tnowvads become infected with HIV, will the COC reconsider its rash decision
an PrERT H men who become mfected develop drug resisiance, will the COC apalogize?

Medical ethics. are based on the concept of *do no harm " Beyond te potential camage
o ihe healh of the ndmiduals, e CDC's ill-advasd sbrabsgy of mass beabmant wilh
Trvada poses 3 sgniicant risk 1o the condom culbure, which whike i hae eraded, has stil
prevailad amang gay men for ihres decates.

Studias show Sal ihe majority of gay men uss condoms sways or someimas.* This &
borree oul by e fact thal the current rates of infection would be far Figher if they s
Theredore, spreading misirdormaton that Truvada i an effeclive community-wide
preveniion srategy has the polents o do grase harm

Bt tha commanity ard I gavarmmant must be sccaurtable ki the guidance My gve
#3 vulnarabis populaticrs. The debate about safer sex goas back to the beginning of tis.
apicamic. Evary tma we didn't hesd advice o pratect curselves, we pald @ 1Bk proe
AHF will do everything fiat we Gan fo make sure that doasn't heppen again. Howeves, if
wa are wrang, wa wil teka responsility for our deciskans, 'Wa hape that everyona slse
will do the sams




Too many side effects?

° iPI'eX Table 2. Adverse Events.*
.. Adverse Event FTC-TDF (N=1251) Placebo (N=1248) P Valuet

* Serum creatinine levels elevated at .y wosof s of oscl

more than one consecutive test in 5 Fatisit 06 vesis PSS CF) A
. . Any adverse event 867 (69) 2630 877 (70) 2611 0.50
SUbJ eCtS n the TDF/FTC group (< 1 %) Any serious adverse event 60 (5) 76 67 (5) 87 0.57
and resolved after discontinuation of Any grade 3 or 4 event 151 (12) 248 164 (13) 285 0.51
study drug Grade 3 event 110 (9) 197 117 (9) 225 0.65
Grade 4 event 41 (3) 51 47 (4) 60 0.57
- Nausea and unintentional weight loss T E—— 252) 28 14 Q) 15 0.08
only statistically significant side effects | Headache 2 o8 ) & e
Compared tO placebo group Depression 43 (3) 46 62 (5) 63 0.07
Nausea 20 (2) 22 9 (<1) 10 0.04
Unintentional weight loss (=5%) 27 (2) 34 14 (1) 19 0.04
Diarrhea 46 (4) 49 56 (4) 61 0.36
Bone fracture 15 (1) 16 11 (<1) 12 0.41
Death 1(<)i 1 4(<1) 4 0.18

Discontinuation of study drug

Permanently 25 (2) 26 27 (2) 33 0.82
Permanently or temporarily 79 (6) 99 72 (6) 92 0.49

* A listing of all laboratory abnormalities and clinical adverse events of grade 2 or higher that were reported in 25 or
more subjects (1%) is provided in Tables S9 and S10 in the Supplementary Appendix. FTC-TDF denotes emtricitabine
and tenofovir disoproxil fumarate.

7 P values were calculated by the log-rank test.

1 This death was due to a motorcycle accident.




What about resistance?

- In Partners PrEP:

+ Of the 8 subjects retrospectively found
to be HIV-1 infected at initial
randomization, 2 developed HIV-1 with
resistance to study medications

« Of the 52 subjects who acquired HIV-1
after randomization, 48 had resistance
data, but no resistance to study drugs
were detected

James Myhre

Picture from: https://www.verywellhealth.com/things-should-know-hiv-drug-resistance-48633



https://www.verywellhealth.com/things-should-know-hiv-drug-resistance-48633

Does PrEP lead to more STIs?

- PROUD (2016) showed no evidence of
increase 1n other STIs

- Other studies suggest that there may
be some risk compensation

- Those on PrEP actually receive more
STI screening on a regular basis




More on PEP...

- WHO Guidelines
- PEP 1nitiated as soon as possible after exposure, ideally within 72 hours
- Exposures that may warrant PEP include:
+ Bodily fluids (blood, blood-stained saliva, breast milk, genital secretions, CSF, synovial)
+ Mucous membrane (sexual exposure, splashes to eye/nose/oral cavity)
- Parenteral exposures
- Labs needed:
+ HIV screen
- Hepatitis serologies
+ STI screening
- Kidney function
* Three-drug regimen for 28 days
« TDF/FTC + raltegravir
« TDF/FTC + dolutegravir




Key Resources

- HIV ECHO m HEALTH
* Occurs every Tuesday afternoon, 12-1p N\JLA SCIENCES

* First Tuesday of every month on PrEP

AETC imie
South Central

LK:SF University of California, San Francisco | About UCSF | Search UGSF

- Clinician Consultation Center

* Phone or email consults from PrEP experts CLINICIAN
* http://www.nccc.ucsf.edu @ CONSULTATION
CENTER

« Truman Health Services Connect-2-Care Line
- 505-206-7048



http://www.nccc.ucsf.edu/

Summary

- PrEP 1s a program consisting of both routine STI testing AND medications
to prevent HIV transmission

- Medications used for PrEP have few side effects and are well tolerated

- Regular follow up for people receiving PrEP should occur every 3 months
* No one should receive a prescription with 11 refills...

- Screen for STIs routinely in those at high risk and discuss PrEP with those
who might benefit

- Consider PrEP for PWID, particularly those with STI history or who engage
1n sex with substance use
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Questions?
|

Scan for link to Dropbox folder with access to PDF's of
papers and slides from today’s discussion.
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CJ When poll is active, respond at PollEv.com/projectecho442
&1 Text PROJECTECHO442 to 22333 once to join

After this didactic, how confident are you at prescribing
PrEP?

Very Confident

Confident

Ambivalent

Not Confident

(Still) Definitely Not Confident

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




.. CJ When poll is active, respond at PollEv.com/projectecho442
&1 Text PROJECTECHO442 to 22333 once to join

After this didactic, how confident are you at prescribing
PEP?

Very Confident

Confident

Ambivalent
Not Confident
| still don't know what's PEP...

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




Case #1

- David Ross 1s a 24 yo cisgender male with history of asthma and alcohol use,
presenting to establish care.

- At the beginning of the visit, he asks about PrEP.

- What do you want to know?




Case #1 continued...

- No personal or familial history of renal, liver or bone disease, no meds or
allergies

- Sexual debut at 18 with cisgender men and women

* In the last 6 months, 15 male partners — he is anal insertive and receptive partner,
also oral sex (giving/receiving)

- Rarely uses condoms

- Two cases of gonorrhea in the last six months

- What do you do next?




Case #1 continued...

- Labs - Medications
- HIV screen * Truvada (TDF/FTC)
- TPAB * Descovy (TAF/FTC)
« GC/CT 3 site testing
- Hepatitis serologies - When?

 Chem 7




Case #1 continued...

- Dawvid calls back the next day, stating that he went to pick up his
medications, but he had a $50 copay.

- What options are available to help with copays?
+ Gilead Advancing Access Program (gileadadvancingaccess.com)
« Teva Copay Assistance (tevahivgenerics.com/Truvada-generic)

€ C Y @& gileadadvancingaccess.com 4
Glossary Get Started with Advancing Access For Professionals
ADVANCING AFFORDING UNDERSTANDING YOUR
ACCESS YOUR MEDICINE COVERAGE UNINSURED 24/7 SUPPORT

Gilead's Advancing Access® Program Is Here
to Help You

Gilead's Advancing Access program is committed fo helping you afford your medication no matter
your situation. Whether you have insurance or not, we can explore potential coverage options that
might be right for you.

Our dedicated program specialists are here to help you. Talk to someone right away by calling 1-800-226-2056
phon are open M us after hours, leave a message,

"
Advancing Access phone lines. en M - F 9am - 8pm ET. if you reach and we will call you back during the next business day.

The Advancing Access The Advancing Access
CO-PAY COUPON PROGRAM PATIENT SUPPORT PROGRAM
7

Enroll today and get access to the live support
you need for your Gllead medication.
See Ifyou're eligible to save on your Gllead prescription Uninsured 24/7 support >
with our co-pay coupon card.

Get starte

Get Started > Download the enrollment form >




Practice Pearls

- Use dot phrases to remember key points of history and counseling to discuss

- Use appropriate ICD Codes
« 720.6 “Contact with HIV”
« 711.3 “Routine screening for STI”




Subjective/HPI
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Subjective: The patient is seen today for NPV for an HIV risk assessment, discussion of risk reduction
and evaluation for initiation of HIV PrEP. They were made aware of HIV PrEP services by a partner~. The
patient reports a potential risk of HIV transmission by multiple unprotected sexual exposures

including MSM~-partners. They have been~ screened for HIV in the past. The last HIV screen was

done today= and was nonreactive,

Sexuzl history was reviewed. The patient’s initial sexual debut was _ and was consensual. They denied a
history of prior sexual abuse or coercion. The patient's sexual partners are cis-gender men~ and sexual
activities have included insertive~ anal= intercourse. Pt does not have a regular

partner.= for monogamous= relationship. Partners HIV status is unknown=. They use condoms never-,
The patient does not report other potentially high risk sexual practices, including sexual activitiy with a
partner with known HIV or IDU. The patient denied~ a history of prior STI. Patient denied= a prior history
of syphilis. Patient reports last encounter for condomless intercourse was _.

The patient denied current symptoms of an STI including dysuria, penile discharge, genital ulcer or sore,
genital warts, anal discharge, anal pain, pharyngeal discharge, sore throat, rash. The patient denisd
current symptoms consistent with acute retroviral syndrome (rash, fever, myalgias, sore throat).

The patient's substance use history was reviewed. See social history findings. Patient disclosed= 2 history
of IDU or needle sharing for any reason. Patient disclosed= unprofessional tattoos or pierdngs. The patient
denied a history of or ongoing occupational or recreational exposure to blood.

Past Medical History:

-- Denied a history of liver, kidney, bone problems, history of blood/blood product/organ transplantation
-- Reports receiving all routine childhood vacdnes

-- Denied a family history of liver, idney, or bone problems.

PrEP Information:
1. HIV Exposure Risk: MSM
--- HIRI-MSM Risk Score: _ (_date)
. Baseline labs: pending
. PMH: a5 above
PCP: _

. Insurance: _
. Pharmacy: _

I‘.:erl:hl'_AJM

Assessment/Plan
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Ongoing risk of HIV acquisition. The patient was educated on the risks of HIV transmission and
transmission of other STI and viral hepatitis. HIV risk reduction was discussed, incuding barrier protection,
monogamous relationships, routine screening and early treatment of ST1s, less risky sexual acts, HIV PEP,
and HIV PrEP. U=U with PWH on stable ART also discussed.

The risks and benefits of HIV FrEP were discussed with the patient including that HIV PrEF does not
prevent 5T1s nor pregnancy and should not be used in those with HIV infection. In addition, HIV PrEFP
requires daily dosing and close clinic and laboratory monitoring at least every 2 months. Also discussed
alternate dosing, while not FDA-approved, is evidence informed when sexual interactions are infrequent
and predicted. We discussed TAFR/FTC versus TDF/FTC.

The patient voiced understanding of the information presented, as documented above, and is interested
in starting= medications today. If there are any abnormal laboratory findings, the patient will be contacted
by clinic staff. Also informed that if any STI symptoms occour in between visits, they can call for an

ACY with clinic provider.

- Truvada~ 1 pill PO daily, Disp £30, Refill 2~
-- Labs today, induding HIV screen, TPAB, STI, Chem 7, HCV Ab-
-~ RTCin 12 weeks

Save




HIV PrEP Toolkit

HIV Tools

STl Tools

Other Tools

Calculate the HIRI-MSM Score
Answer these questions to calculate a HIRI-MSM score:

How old are you today?

OUnder18 1828 02940 O 4148 O 49+

In the last 6 months, how many men have you had sex with?

O overto O610 O0-5

In the past 6 months, how many times did you have receptive anal sex (you

were the bottom) with a man without a condom?

O otimes O 1 and more times

In the past 6 months, how many of your sex partners were HIV-positive?

O o partners O 1partner O More than 1 partner

In the past 6 months, how many times did you have insertive anal sex (you

were the top) without a condom with a man who was HIV-positive?

O 0-4times O 5or more times

In the last 6 months, have you used metamphetamines such as crystal or
speed?

Cves O Mo




Case 2

- Kris is a 58 yo cisgender male with hypertension, hyperlipidemia, and
diabetes presenting for evaluation of pre-exposure prophylaxis.




Case #2 continued...

- Familial history of renal failure (mother, DM)

No other known personal or familial history of liver or bone disease

On metformin, losartan, amlodipine

Sexual debut at 13 with cisgender men

* In the last 6 months, 3 male partners — he 1s anal insertive partner, also oral sex
(giving/receiving)

- Rarely uses condoms

One case of chlamydia in the last six months; believes he was also diagnosed
with syphilis previously

What do you do next?




Case #2 Continued...

- Vitals
- T 36.5
- BP 152/98
- HR 95
- Ht 165 cm
- Wt 90 kg

- Labs
* Serum creatinine 1.3 mg/dL
- TPAB reactive, RPR 1:8
« GC/CT positive for rectal chlamydia
- Hep B s Ag nonreactive, Hep B s Ab reactive, Hep B ¢ Ab reactive
- Hep C Ab nonreactive
- HIV screen negative




Practice Pearls

- Be sure to swab ALL SITES where patients are sexually active

- Be familiar with STI recommendations for STI treatment
* GC now treated with ceftriaxone 500 mg IM

« If CT not completely excluded, doxycycline 100 mg BID x 7 days recommended

Sexually Transmitted Diseases




BOX. CDC recommended regimens for uncomplicated gonococcal infections, 2020 Return)

Regimen for uncomplicated gonococcal infections of the cervix, urethra, or rectum:

I Ceftriaxone 500 mg IM as a single dose for persons weighing <150 kg (300 Ib) I

* For persons weighing =150 kg (300 Ib), 1 g of IM ceftriaxone should be administered.

 If chlamydial infection has not been excluded, providers should treat for chlamydia with doxycycline 100 mg orally twice daily for 7 days. During pregnahcy,
azithromycin 1 g as a single dose is recommended to treat chlamydia.

Alternative regimens for uncomplicated gonococcal infections of the cervix, urethra, or rectum if ceftriaxone is not available:
Gentamicin 240 mg IM as a single dose plus azithromycin 2 g orally as a single dose OR

Cefixime 800 mg orally as a single dose. If treating with cefixime, and chlamydial infection has not been excluded, providers should treat for chlamydia with
doxycycline 100 mg orally twice daily for 7 days. During pregnancy, azithromycin 1 g as a single dose is recommended to treat chlamydia.

Recommended regimen for uncomplicated gonococcal infections of the pharynx:
Ceftriaxone 500 mg IM as a single dose for persons weighing <150 kg (300 Ib)

* For persons weighing 2150 kg (300 Ib), 1 g of IM ceftriaxone should be administered.

= If chlamydia coinfection is identified when pharyngeal gonorrhea testing is performed, providers should treat for chlamydia with doxycycline 100 mg orally twice a
day for 7 days. During pregnancy, azithremycin 1 g as a single dose is recommended to treat chlamydia.

* No reliable alternative treatments are available for pharyngeal gonorrhea. For persons with a history of a beta-lactam allergy, a thorough assessment of the
reaction is recommended.*

* For persons with an anaphylactic or other severe reaction (e.g., Stevens Johnson syndrome) to ceftriaxone, consult an infectious disease specialist for an
alternative treatment recommendation.

Abbreviation: IM = intramuscular.

* CDC. Sexually transmitted diseases treatment guidelines. MMWR Recomm Rep 2015;64(No. RR-3). https://www.cdc.gov/mmwr/preview/mmwrhtml/rr6403a1.htm.




Case #2 Continued...

- Syphilis
* Contact DOH, find out that last RPR was 1:2 three months ago
* Treat with IM PCN 2.4 million units x 1

- Chlamydia
* Treat with doxycycline 100 mg BID x 7 days

* Instruct him to avoid sex until roughly 7 days after completing treatment and have
partners tested/treated

- Hep B core positivity
 Discuss possibility of HBV reactivation after PrEP discontinuation




Case #2 Continued...

- Kris returns for 3 month check up
* What labs do you obtain?

- Labs
- HIV screen nonreactive

- TPAB reactive, RPR 1:2
+ GC/CT x 3 nonreactive
* Serum creatinine 1.6 mg/dL

- Next steps?




Practice Pearls

- In patients whose serum creatinine clearance declines below 60 mL/min/1.73
m2, or 1n those who function declines 20% but remains above 60, discontinue
TDF/FTC and consider transition to TAF/FTC.

- If evidence of Fanconi syndrome (e.g. hyperphosphaturia, renal glucosuria,
hypouricemia, aminoaciduria), do not use TAF/FTC.

- Evaluate for other causes of renal dysfunction.




Practice Pearls

SubjECtiVEfHFI Selected Visit | I@ | | <
- Be able to access the baseline labs at Tahoma - || Size - B B I U A4 E= == 8
ease so that you can see if serum
t. . . . . Risk Factors: M5M
Creatinine 1s 1mcreasing HIRI-MSM Risk Index: 8 (12/15/20)

Baseline Laboratory Tests (12/15/20):
HIV: nonreactive
BUN / Cr: 8/0.87
Hepatitis & antibody: Reactive
Hepatitis B surface antibody: Nonreactive
Hepatitis B surface antigen: Nonreactive
Hepatitis B core antibody: Nonreactive
Hepatitis C antibody: Nonreactive
Gonorrhea/Chlamydia: negative x 3
T. pall antibody: Monreactive
Insurance: BCES Medicaid
Pharmacy: THS
PCP: Joe Schmoe, MD
Past medical history:
- Chronic left varicocele
- Anxiety

21 yo design major with left-sided varicocele and anxiety presenting for PrEP follow up visit,

Last Saved: MAR. 10, 2021 10:36 Save




Case #3

- Sam 1s a 48 yo cisgender woman with history of hypothyroidism, osteopenia,
CKD stage 2, alcohol use disorder in remission, presenting for evaluation of

PrEP.

- What do you want to know?




Case #3 Continued...

- Unknown cause of CKD, avoids NSAIDs but not on other medications
- Vitamin D for osteopenia, last DEXA 6 months ago

- Recently began having oral and vaginal intercourse with new partners of
unknown status; occasional drugs with sex

- Currently condoms with all sexual encounters




Case #3 Continued...

- Vitals
- T 36.8
- HR 45
- BP 120/60
- Wt 55 kg
- Ht 167 cm

- Labs
« HIV screen nonreactive
- Hep B s Ab, Hep B s Ag, Hep B ¢ Ab nonreactive
- TPAB nonreactive
+ GC/CT x 3 negative

« Serum creatinine 1.31




Case #3 Continued

- Creatinine clearance 49 mL/min

- Recommendations?




Case 4

- Alex, a 45 yo transgender woman, presents to clinic requesting evaluation.
She stated that she had sex with a new partner recently. She stated that she
1s unaware of her partner’s status and is concerned for HIV.

- What do you do?

- What questions do you ask?




Case 4 Continued...

- Her partner was a cis-gendered male; Alex was the anal receptive partner.
- Intercourse was roughly 48 hours ago.
- She has a history of hypertension, chronic back pain.

- She transitioned 5 years ago. She had a vaginoplasty 2 years ago. She has no
known history of kidney, liver or bone problems.

- Medications:
* Lisinopril 40 mg daily

- Next steps?




Case 4 Continued...

- Labs
- Rapid HIV test negative
- Hep B s Ag negative, Hep B s Ab positive, Hep B ¢ Ab negative
- TPAB nonreactive
* GC/CT negative x 3
* Serum creatinine 1.4

- Medications
* Truvada (TDF/FTC) + Dolutegravir x 28 days

- Practice Pearl: If patient uninsured, can use copay cards to help offset costs
for PEP:

* Truvada: Gilead Advancing Access Program
+ Dolutegravir: ViivConnect Savings Card (us.tivicay.com/patient-savings/)
+ Raltegravir: Merck Program (activatethecard.com/7967/)




Case 4 Continued...

- Alex returns on day 28. She has completed the course of PEP with no missed
doses. She has had no fevers, chills, lymphadenopathy.

- She is interested in transitioning to PrEP.
- What do you want to know?

- What do you do now?




Case 4 Continued...

- Alex 1s interested in cis-gender male partners

- She anticipates both anal receptive and vaginal receptive partner.

- Vitals:
- T: 37.5
- H: 75
- BP: 141/92
- Ht: 72 1n.
- Wt: 180 1b.

- Labs:

- HIV screen: negative

- Serum creatinine: 1.45
- Next steps?




Class 4 Continued...

- Creatinine clearance: 54 mL/min (for NBW)
* What medication do you use?
- What other recommendations do you give?




Case #5

- John is a 48 yo cisgender male with history of hypothyroidism, hypertension,
bipolar disorder.

- In a monogamous relationship with male partner for 5 years, recently broke
up. Reports two male sexual partners in the last 6 months.

- Last sexual encounter 4 weeks ago.
- Diagnosed with syphilis 4 months ago.

- Fevers, chills two weeks ago, resolved. Sore throat and myalgias for the last
week. No discharge or rashes noted.




Case #5 Continued...

- Vitals:
- T 36.5
- HR 98
- BP 114/82
- Wt 74.3 kg
- Ht 173 cm

- Labs:
* Serum creatinine 0.78
- TPAB reactive, RPR 1:2
- Hep B s Ag nonreactive, Hep B s Ab nonreactive, Hep B ¢ Ab nonreactive
- Hep C Ab nonreactive
- HIV screen indeterminate

* What do you do next?




Case #5 Continued...

- HIV VL >10,000,000




Key Resources

- HIV ECHO m HEALTH
* Occurs every Tuesday afternoon, 12-1p N\JLA SCIENCES

* First Tuesday of every month on PrEP

AETC imie
South Central

LK:SF University of California, San Francisco | About UCSF | Search UGSF

- Clinician Consultation Center

* Phone or email consults from PrEP experts CLINICIAN
* http://www.nccc.ucsf.edu @ CONSULTATION
CENTER

« Truman Health Services Connect-2-Care Line
- 505-206-7048

+ jwsnyder@unmmg.org



http://www.nccc.ucsf.edu/

After this session, how confident are you at prescribing
PrEP?

Very Confident

Confident

Ambivalent

Not Confident

(Still) Definitely Not Confident

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




After this session, how confident are you at prescribing
PEP?

Very Confident
Confident
Ambivalent
Not Confident

| still don't know what's PEP...

.. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app



Questions for you...

- What barriers do you foresee to providing PrEP and PEP to your patients,
both during residency and after?

- Do you have patients who would benefit from PrEP? How would you
approach them about this?

- If you have questions about PrEP/PEP, do you have the support that you
need to have your questions answered?




Other questions?




Jeremy Snyder
wsnvder@unmmeg.org

505-925-7501 / TigerConnect



mailto:jwsnyder@unmmg.org
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