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OBJECTIVES

HIV Overview

Standard of Care

 Screening, diagnostics, treatment goals, initiation
* Pre-exposure prophylaxis (PreP) & Post-exposure prophylaxis (PEP)

HIV Medications
e Conclusion
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Presenter Notes
Presentation Notes
Newer agents
Novel mechanisms of action
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EPIDEMIOLOGY

37,594 36.768 —— 37,981
® o o7 ® 5% increase
30,630 may be due to post-pandemic
. effects on the US public health
system.
2018 2019 2020 2021 2022
(COVID-19
Pandemic)
I Ending | Qverall Goal: Decrease the number of new HIV diagnoses to
o emic | 9,588 by 2025 and 3,000 by 2030. _
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Presenter Notes
Presentation Notes
From CDC
Link: https://www.cdc.gov/hiv-data/nhss/hiv-diagnoses-deaths-prevalence.html
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EPIDEMIOLOGY

Estimated HIV infections decreased 18% among Black/African
American people. However, racial and ethnic differences persist.
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disparity


EPIDEMIOLOGY

Gay, bisexual, and other men who reported male-to-male sexual
contact are the population most affected by HIV.

N=37,981
Male-to-male sexual contact _ 67% 25,422
Heterosexual contact - 22% 8,495
Injection drug use . 7% 2,651
Male-to-male sexual contact &
and injection drug use 2 1,327
Perinatal I <1% 65
Other | <1% 21
0% 100% PN
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HIV LIFE CYCLE & THERAPEUTIC CLASSES
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Presenter Notes
Presentation Notes
Very briefly discuss how meds evolved, how many classes are there
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SCREENING

2 Pregnant

Age 13-64

Ongoing risk factors

»))
¢’ Confidential and Proprietary Information <|
CENI(EJEEOH CENT

ENE PHARMACY SERVICES



Presenter Notes
Presentation Notes
All pregnant persons, including those who present in labor or at delivery with unknown HIV status
All adolescents and adults aged 13-64 years at least once as part of routine health care
Screen those patients who may have ongoing risk factors for HIV at least annually
People who inject drugs and their sex partners
People who exchange sex for money or drugs
Sex partners of people with HIV
Sexually active gay, bisexual, and other men who have sex with men (more frequent testing may be beneficial [e.g., every 3–6 months])
Heterosexuals who themselves or whose sex partners have had ≥1 sex partner since their most recent HIV test
People receiving treatment for hepatitis, tuberculosis, or a sexually transmitted infection

DHHS 2019
CDC:
https://www.cdc.gov/hivnexus/hcp/diagnosis-testing/index.html#:~:text=CDC%20recommends%20all%20patients%20between,foster%20earlier%20diagnosis%20and%20treatment.


DIAGNOSTICS

HIV 1/2 Ab/Ag Assay

A”Eclipse Period” = 5-10 days
HIV 1/2 Ab/Ag
Differentiation Assay

HIV-1 Nucleic Acid Test
PCR (quantitative)
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Presenter Notes
Presentation Notes
(CDC 2014)

During the “eclipse” period, infection cannot be detected (5-10 days)
• By day 10, NAAT can detect the virus
• p24 antigen can be detected between days 13 and 20
• Up to 38% of new HIV infections transmitted by persons who are unaware of their HIV status

Diagnostic testing includes an initial screening for HIV antibodies and/or antigens, followed by a confirmatory test that distinguishes HIV-1 from HIV-2.
If needed, a nucleic acid test detecting HIV RNA (i.e., viral load) may also be used.
Antibodies can be detected in most people approximately 4 - 12 weeks after infection, but it can take up to 6 months in some cases and repeat testing may be needed.



GOALS

HIV Treatment ° Reduce morbidity &

mortality
Goals e Prevent transmission

U=U

Il

Anti-Retroviral ¢ oy rua
Therapy (ART) ¢ preserve immune
function
Goals
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Presentation Notes
ART is recommended for all HIV-infected individuals to reduce the morbidity and mortality associated with HIV infection, as well as to prevent transmission of HIV to others.

ART Goals:
Maximally and durably suppress plasma HIV RNA (viral load)
After initiation of effective ART, viral load reduction to below limits (<200 copies/mL) of assay detection usually occurs within the first 12 to 24 weeks of therapy
Restore and preserve immunologic function
Reduce HIV-associated morbidity and prolong the duration and quality of life and survival
Prevent HIV transmission
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ART INITIATION (TREATMENT-NAIVE PATIENTS)

Triple Therapy Dual Therapy

2 NRTI + 1 INSTI 1 NRTI + 1 INSTI
2 NRTI + 1 NNRTI 1 NRTI + 1 PI
2 NRTI + 1 PI 1 INSTI + 1 PI

~15)
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Presentation Notes
Blue box: 1st line
White boxes: alternatives
Red box: not recommended as initial therapy

2NRTI backbone + a third agent : prevent developing resistance
1 NNRTI + 1 INSTI is NOT recommended as an initial treatment
Recommended for patients who already received another ART & achieved undetectable viral load


LABORATORY MONITORING

HBV/HCV

HIV viral load CD4 count HIV resistance
serology

Fasting lipid
Urinalysis BMP & LFT panel &
glucose or Alc

HLA-B*5701 Tropism test
for abacavir for maraviroc
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Presenter Notes
Presentation Notes

HIV viral load
Every 4-8 weeks after initiation until <200 copies/mL, then every 3-6 months thereafter 
Urinalysis
Every year
BMP & LFT
Every 4-8 weeks after initiation until <200 copies/mL, then every 3-6 months thereafter 
CBC
Every 6 months
Fasting lipid panel & glucose or A1c
Every 12 months


RECENT UPDATES (DHHS 2021-2024)

 Moderate intensity statin for age 40-75, e Cabotegravir ER for PrEP
: 2900
ASCVD risk 5-20% * Long-acting Cabotegravir/Rilpivirine IM
e Significant reduction (35%) in major adverse injection
CV events with daily pitavastatin in HIV . . e L
patients aged 40-75 on ART Lenacapavir: Capsid inhibitor (new class)
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extended-release

2pneic

injectable suspension s
| ilpivirin
600 mg/3 ML fl cobotegravirextended-release . Pi:;;mmempmcn
| : B
(200 mgln'll-) injectable suspension - P::Ihg i g @ 464 mg
use only- 400 mg/3 mL oomg/am nlenca

For gluteal inu-amuscular o u I
solution injeciab e
|énacapavir
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Presentation Notes
Moderate intensity statin options: Pitavastatin 4 mg, Atorvastatin 20 mg, Rosuvastatin 10 mg
Insufficient data for age <40

CAB/RPV for maintenance
Lenacapavir severved for pt w/ multiresistant HIV

brand names
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PRE-EXPOSURE PROPHYLAXIS (PrEP)

" a'an | Patients who reports
‘ | . risky sexual behaviors
Who should N\

Receive PrEP?

’ Patients who reports
A& risky injection practices

Who Sh?0U|d » Patients with acute and
not: chronic HIV infection
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Presentation Notes
Recap:
2021 CDC-DHHS Guidelines for HIV PrEP
ART without diagnosis

All sexually active patients should receive information about pre-exposure prophylaxis (PrEP).
PrEP is recommended for HIV prevention in patients who report sexual behaviors or who inject drugs and report injection practices that place them at substantial ongoing risk of HIV exposure and acquisition.
Acute and chronic HIV infection must be excluded by symptom history and HIV testing immediately before any PrEP regimen is prescribed.



PrEP: TESTING METHODS

Draw blood mp At/Ab test

e Point-of care fingerstick blood test is acceptable

Oral fluid test not acceptable

e Low sensitivity
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Presentation Notes
Preferred testing method:
Draw blood and send to a lab for an antigen-antibody test
Acceptable testing method:
Perform a rapid, point-of-care, FDA-approved fingerstick blood test
Unacceptable testing method:
Rapid tests that use oral fluid should not be used due to lower sensitivity than blood test
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PreEP: CHOICE OF REGIMEN

Oral Regimen

Injection Regimen

e MSM* or transgender women e All patients who are eligible

e Emtricitabine/TDF*® or e Cabotegravir ER (Apretude®)
Emtricitabine/TAF® daily

e Heterosexual men and women
e Emtricitabine/TDF daily

o PWID**
e Emtricitabine/TDF daily

* MSM: Men who have sex with men

** PWID: Persons who inject drug

¢ TDF: Tenofovir disoproxil fumarate A A
¢ TAF: Tenofovir alafenamide r/ 9 ” \
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Presentation Notes
Common brand name: Truvada / Descovy

Oral Regimen
MSM or Transgender Women
Emtricitabine/TDF or Emtricitabine/TAF daily
Heterosexual Men and Women
Emtricitabine/TDF daily
PWID
Emtricitabine/TDF daily
Injection Regimen
All patients who are eligible
Cabotegravir (Apretude) 600 mg IM (gluteal muscle) initial dose, second dose 4 weeks after first dose, then every 8 weeks

Appropriate follow-up based on the regimen



PrEP: CLINICAL ELIGIBILITY

Documented negative HIV
Ag/ADb test result

No contraindications to the
regimen

CENIENFO Confidential and Proprietary Information
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PrEP Initiation

No signs and symptoms of
acute HIV infection

Renal function
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Presenter Notes
Presentation Notes
Documented negative HIV Ag/Ab test result within 1 week before initially prescribing PrEP
No signs and symptoms of acute HIV infection
No contraindications to the regimen
Renal fxn depending on the regimen: Estimated CrCl ≥30 mL/min for Emtricitabine/TAF or CrCl ≥60 mL/min for Emtricitabine/TDF



POST-EXPOSURE PROPHYLAXIS (PEP)

Preferred regimen:

e Emtricitabine/TDF +
28-day course raltegravir 400 mg PO BID

e Emtricitabine/TDF +
dolutegravir 50 mg PO dailyj

Start within 72 hours

Alternative regimen:

Discuss potential Do not use abacavir-

based backbone darunavir 800 mg PO daily+

e Emtricitabine/TDF +

side effects
ritonavir 100 mg PO daily
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Presenter Notes
Presentation Notes
Start as soon as possible after a high risk exposure (within 72 hours)
Take for a full 4 weeks (28 day course)
Preferred regimen:
Emtricitabine/TDF + raltegravir 400 mg PO BID
Emtricitabine/TDF + dolutegravir 50 mg PO daily
Alternative regimen:
Emtricitabine/TDF + darunavir 800 mg PO daily+ ritonavir 100 mg PO daily
Do not use abacavir-based backbone (no time for HLA-B*5701 testing)
Discuss potential side effects; and treatment for anticipated side effects should be prescribed preemptively, if indicated
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THERAPEUTIC CLASSES

Attachment Inhibitors | Post-Attachment Fusion Inhibitors CCR5 Inhibitor Capsid Inhibitors
Inhibitors Lenacapavir

Fostemsavir (Rukobia) Ibalizumab (Trogarzo) Enfuvirtide (Fuzeon) Maraviroc (Selzentry) (Sunlenca)

Abacavir (Ziagen) Doravirine (Pifeltro) Elvitegravir Atazanavir (Reyataz)
Emtricitabine (Emtriva) Efavirenz (Sustiva) Raltegravir (Isentress) Darunavir (Prezista)
Lamivudine (Epivir) Etravirine (Intelence) Cabotegravir (Vocabria, ~oSarrprenTietbedad
Apretude)
Tenofovir disoproxil Nevirapine Miramune) Dolutegravir (Tivicay) Tipranavir{Aptivus)
fumarate=TDF (Viread)
Tenofovir alafenamide=TAF  Rilpivirine (Edurant) Bictegravir
Zidovudine{Retrovir) Cobistat (Tybost)
Ritonavir (Norvir)*
D)
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Presenter Notes
Presentation Notes

Crossed out: legacy drugs, no longer or rarely prescribed


THERAPEUTIC CLASSES
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FIRST-LINE AGENTS

g negmen | ouwsan

Biktarvy® Bictegravir/emtricitabine/TAF _
Triumeq® Dolutegravir/abacavir/lamivudine _
Dovato® Dolutegravir/lamivudine _
Tivicay® + Descovy® Dolutegravir + emtricitabine/TAF _
Tivicay® + Truvada® Dolutegravir + emtricitabine/TDF _
Tivicay® + Cimduo™ Dolutegravir + lamivudine/TDF _
Tivicay® + Temixys™ Dolutegravir + lamivudine/TDF _

-
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Presenter Notes
Presentation Notes
Recommended first-line agents for initiation (combination drugs) 2022 DHHS guideline
These medications contain a complete regimen all in one.

Slash means they exist as a combined pill + means they are needed to be taken as a separate pill 

Dolutegravir and Bictegravir have higher barrier to resistance than NRTIs, NNRTIs and other INSTIs
Also, less food restrictions 

Limitation
Abacavir: use only if HLA-B*5701 negative
Triumeq, Dovato: Do not use if HBV co-infection (inadequate coverage)
Dovato: use only if HIV RNA <500,000 copies/mL


Biktarvy® (Bictegravir/Emtricitabine/TAF)

* Use: HIV treatment & PEP
 Dose: 50mg/200mg/25mg PO once daily

 ADEs: nausea, diarrhea, lactic acidosis, lipid abnormalities,
hyperpigmentation, T SCr, weight gain, insomnia

* Black Box Warning: acute exacerbation of hepatitis B
 Contraindication: co-administration with dofetilide or rifampin

Take any time of No booster No food
the day needed restrictions

Do not use if

CrCl <30mL/min

o —

'}
o NDC61958-2501-1 30 tablets

3 Biktarvy®

i
|

|
’

“’iﬂegravir, emtricitabin® ’“‘i i

. ‘“ofovir alafenamide)

50 mg /200 mg /25 mg

Woite to pharmacist:
D498 cover ALERT box with pharmacy b
RALERT: Find oun about medicines that
hould NOT be taken with Bikary

W) SR AD
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Presenter Notes
Presentation Notes
Bictegravir is only in combination Biktarvy

In the list of common adverse effects,
Nausea and diarrhea are common in all nukes as well as the warning for 
lactic acidosis. But there's much less risk of lactic acidosis with tenofovir alafenamide compared to disoproxil fumarate form, due to its ability to concentrate in the target cells better. However, lipid abnormalities are more associated with TAF than TDF.
Hyperpigmentation comes from emtricitabine, and
↑SCr: is specific to bictegravir component. and weight gain and insomnia are common in all Integrase Inhibitor. 
Keep in mind that there's rare risk of depression and suicidal ideation in pt with pre-existing psychiatric conditions

*SCr increase with no effect on GFR
*Fanconi syndrome (renal tubular injury with severe hypophosphatemia)

Beneficial and easier for patients to adhere in many ways
Do not use if CrCl <30mL/min > not absolute C/I. Use is not recommended.

FYI: All INSTIs: take INSTI 2 hr before & 6 hrs after products containing Al, Ca, Mg or Fe -> taking together can cause chelation, ↓ efficacy
(Bicte & dolute can be taken with Ca or Fe if taken with food)



Triumeq® (Abacavir/Dolutegravir/Lamivudine)

* Use: HIV treatment
 Dose: 600mg/50mg/300mg PO once daily

 ADEs: headache, nausea, diarrhea, fatigue, insomnia, T~LFTs

e Black Box Warning: Hypersensitivity reaction (HSR)

* Contraindication: Prior HSR to abacavir, presence of HLA- Igggggﬁ
B*5701 allele, moderate-severe hepatic impairment

TABLETS

#
RS72 Tri,

Test for HLA- Avoid in patients Do not use if Do not use if CrCl
B*5701 with CVD HBV co-infected <30mL/min
) )
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Presenter Notes
Presentation Notes
Patients who carry the HLA-B*5701 allele are at a higher risk of a hypersensitivity reaction

ADE: fatigue & insomnia for lamivudine
C/I: HSR usually within 2 weeks of starting, Mild hepatic impairment: Not recommended; fixed-dose tablet cannot be dose adjusted

Studies: abacavir is associated with MI
Do not use if HBV co-infected bc abacavir has no activity against HBV; bc only two agent is active
lamivudine not cleared well in patient with a CrCL <50 mL/min and not recommended in <30


Dovato® (Dolutegravir/lamivudine)

* Use: HIV treatment
 Dose: 50mg/300mg PO once daily

 ADEs: nausea, diarrhea, weight gain, insomnia

* Black Box Warning: Emergence of lamivudine-resistant HBV R e - ,,ﬂ
. - ;f
and exacerbation of Hep B S (dDOVO'.COd
e
* Contraindication: co-administration with dofetilide § Tablets
S S0mgaoomg Y
y Ol g ""f
[ Pt | £
30 tabletshe taken wi Z'{' £
Use only if HIV RNA B Do not use if severe Do not use if HBV Ry
<500,000 copies/mL @ hepatic impairment co-infected
R\
C [9) EJ
» S , . N | ¢
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Presenter Notes
Presentation Notes
Black Box Warning
Emergence of lamivudine-resistant HBV
Exacerbation of HBV after D/Cing 
All patients with HIV-1 should be tested for the presence of HBV prior to or when initiating dolutegravir and lamivudine
Additional treatment should be considered for appropriate treatment of chronic HB; otherwise, consider an alternative regimen to Dovato
Hepatic function monitoring
Use only if HIV RNA ≤500,000 copies/mL

Triumeq, Dovato: Do not use if HBV co-infection (inadequate coverage)


Tivicay® (Dolutegravir)

* Use: HIV treatment & PEP e
* Dose: 50mg PO once or twice daily
 ADEs: headache, insomnia, weight gain, T~SCr

 Black Box Warning: post-treatment acute Tl 5
exacerbation of hepatitis B vicay

dolutegravir)
ablets

‘ﬁ&“ SRS RARR

e Contraindication: co-administration with dofetilide

Each fim-coated ta b!etﬂ’“tlg.,,
f“wm sodium equiva
50mg fd olutegravir:

30 Table®

NW/MWWW/IW
49702-228-15 9

(

Do not use if severe

Soluble tablet . :
hepatic impairment

'\\
"\\
&
) I I | |

/!
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Presenter Notes
Presentation Notes
Combined with other drugs
Dosing frequency depends on resistance status and the other agents that are co-admistered.

(Treatment naive or treatment-experienced INSTI-naive when coadministered with carbamazepine, efavirenz, fosamprenavir/ritonavir, tipranavir/ritonavir, or rifampin:Oral: 50 mg twice daily.
INSTI-experienced with certain INSTI-associated resistance substitutions or clinically suspected INSTI resistance: Oral:50 mg twice daily.)

Generally well-tolerated
High generic barrier to resistance

Tivicay PD (dispersible tablet)


Truvada® (Emtricitabine/TDF)

e Use: HIV treatment, PrEP, PEP & HIV/HBV co-infection

treatment
 Dose: 200mg/300mg PO once daily - =
 ADEs: "NOF”, headache, TMLFTs, abnormal phos levels, ‘ |
neutrophils ST
v P = Truvada
* Black Box Warning: post-treatment acute exacerbation of st
hepatitis B, risk of drug resistance (PrEP) SO
s By ]
Fanconi ¥’.

Syndrome

Nephrotoxicity

¢’ Confidential and Proprietary Informati _}s
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Presenter Notes
Presentation Notes
NOF = tenofovir

Severe renal impairment
bone mineral density decreases
Fanconi syndrome is rare

CrCl <60 mL/minute: Not recommended. (PEP & PrEP)
CrCl <30 mL/minute: Not recommended. (HIV treatment)


I
Descovy® (Emtricitabine/TAF)

e Use: HIV treatment & PrEP
 Dose: 200mg/25mg PO once daily

 ADEs: hyperpigmentation, nausea, diarrhea, weight

gain, TLFTs e |
. ] ] o, Descovy ¥
* Black Box Warning: acute exacerbation of Hep B, risk Cadnbine S

of drug resistance (PrEP) 200 mg/25 mg

Much less Do not use if

¢’ Confidential and Proprietary Informati
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Presenter Notes
Presentation Notes
Descovy to be prescribed as PrEP , patients must confirm to be HIV-negative immediately prior to initiating, and it's only recommended for MSM and transgender women.

TAF is a prodrug of TDF, more recently developed, no generic available, just like many other meds, 

There's a brand product called Vemlidy that is TAF alone, is used for HBV tx.
Less kidney and bone toxicity but associated with weight gain and lipid abnormalities.


Cimduo™ & Temixys™ (Lamivudine/TDF)

e Use: HIV treatment & HIV/HBV co- o e
infection treatment CIMDUO
. (lamivudine and |
 Dose: 300mg/300mg PO once daily %ﬁ“‘““iz‘s’mﬁ' -y
mard £ SR

e ADEs: nausea, diarrhea, “NOF” ﬂiﬁy’ﬁgm
| lsg ime':. .Tm
* Black Box Warning: post-treatment acute ‘
exacerbation of hepatitis B % C

- - Fanconi
Nephrotoxicit Osteotoxicit
D xicity xicity Syndrome
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Presenter Notes
Presentation Notes
CrCl <50 mL/minute: Use of this combination product is not recommended.


B
ALTERNATIVES

Isentress® + Descovy® Raltegravir + emtricitabine/TAF Bl
Isentress® + Truvada® Raltegravir + emtricitabine/TDF Bl
Genvoya® Elvitegravir/cobicistat/emtricitabine/TAF Bl
Stribild® Elvitegravir/cobicistat/emtricitabine/TDF Bl
May available generic Boosted darunavir + emtricitabine/TAF or TDF Al/BII
May available generic Boosted darunavir + abacavir/lamivudine Al/BlII
May available generic Boosted atazanavir + emtricitabine/TAF or TDF BI
Atripla® Efavirenz/emtricitabine/TAF or TDF Bl/BII
Symfi or Symfi Lo® Efavirenz/lamivudine/TDF BI/BI
Complera® Rilpivirine/emtricitabine/TAF Bl
Odefsey® Rilpivirine/emtricitabine/TDF Bl
D)
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Presenter Notes
Presentation Notes
*Boosted: either with COBI or RTV

*Only emtricitabine/TDF is available generic. emtricitabine/TAF is not available generic.
Boosted agents may not available generic in US.

Food: PK boosters, darunavir and atazanavir

Raltegravir
Isentress: BID dosing, safe & effective in pregnancy, also used for PEP
ADE: CPK elevation, nausea, myopathy, rhabdomyolysis 
Elvitegravir
ADE: insomnia, hyperglycemia, proteinuria, N/D
Also only in combination product Genvoya and Strbild (like Bictegravir)
Take in empty stomach!
Cobistat (PK booster)
No activity against HIV
Causes small increase in SCr (0.1-0.15 mg/dL)
Abacavir
AVOID in CVD
C/I in moderate to severe hepatic dysfunction
Fatal HSR linked to HLA-B*5701 allele
Darunavir
Use caution in pt with sulfa allergy
Take with food
Atazanavir
ADE: unconjugated hyperbilirubinemia, cholestasis, cholecystitis
Take with food

Efavirenz
Increased risk of depression and suicidality -> Best to avoid in pt with baseline psychiatric issues; give lower dose if must give
CNS effects usually resolves after 2-4 weeks (confusion, abnormal dreams, somnolence, impaired concentration…)
Pregnancy category D
Rilpivirine
Active against HIV-1 only
Take with food
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ALTERNATIVES/OPTIMIZATION

Delstrigo® Doravirine/lamivudine/TDF Bl
Pifeltero® + Descovy® Doravirine + emtricitabine/TAF Bl
Prezista® + Norvir® + Isentress® * Darunavir/ritonavir + raltegravir BID Cl
Prezista® + Norvir® + Epivir® Darunavir/ritonavir + lamivudine Cl
Juluca® Dolutegravir/rilpivirine 1. Already received another ART & achieved
Vocabria® (PO) Cabotegravir + rilpivirine undetectable VL

Cabenuva® (IM) 2. No history of resistance to the drug class or

treatment failure

*Only if HIV RNA <100,000 copies/mL and CD4 cell count >200 cells/mm3
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Presenter Notes
Presentation Notes
Therapy optimization options
Should carefully assess eligibility
Not recommended as initial therapy; meant to provide value in patient QOL

Doravirine (DOR)
 AE: dizziness, nausea, headache, fatigue, diarrhea, abdominal pain, and abnormal dreams (5%)
 Less neuropsychiatric side effect profile compared to other NNRTIs
 Better lipid profile compared to other NNRTIs and PIs
─ Does not increase LDL and triglyceride and may even lower them
─ May increase HDL
 Higher barrier to resistance
Limited data

Isentress safe & effective in pregnancy, also used in PEP*** Isentress HD(high dose version) not recommended and should be avoided in pregnancy and use as PEP bc of limited data available yet.

Juluca: small pill. Take with food. Only for patients with suppressed VL on a prior ART for at least 6 months and no history of treatment failure or resistance to DTG or RPV
Cabenuva: Patients without prior ART should first achieve viral suppression on another regimen before shifting to oral or injectable CAB and RPV



Cabenuva® (Cabotegravir/Rilpivirine)

i)
i Cabo(egvavirextend!d"EI

i . jectal

injectable suspension ¢ g
400 mg/2 mL el
(200 mg/mb)

* Use: HIV treatment & PEP
* Dose: IM once monthly and bimonthly dosing

 ADEs: injection site reactions (83%), pyrexia, fatigue,
headache g e =

........

Approved by FDA in

January 2021 Resistance testing

Increase monitoring if
CrCl <15mL/min

Two vials co-packaged
with supplies
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Presenter Notes
Presentation Notes
Extended-release suspension IM

No generic form currently available  in US.
Both packages cost $1324.74 (AWP) reference

Supplied as co-packaged vials
CAB 400-mg/2-mL vial & RPV  600-mg/2-mL vial
CAB 600-mg/3-mL vial & RPV  900-mg/3-mL vial

Each dosing kit also contains 2 syringes, 2 syringe labels, 2 vial adapters, and 2 needles for each IM injection (23-gauge, 1.5-inch)

Discuss 2 dosing options before initiating and select most appropriate dosing frequency for patient:
Once monthly dosing 
600mg/900mg once monthly initially, then 400mg/600mg once monthly beginning 1 month after initiation
Every-2-month dosing
or, 600mg/900mg once monthly for 2 doses initially, then 600mg/900mg once every 2 months beginning 2 months after last initiation dose (month 4)

Other ADEs:
Pyrexia (8%)
Fatigue (5%)
Headache (4%)

Renal impairment
Mild-to-moderate (CrCl 30 to <90 mL/min): No dosage adjustment required
Severe (CrCl <15 mL/min) or ESRD: Increased monitoring recommended
ESRD not on dialysis: Pharmacokinetic effects of each drug are unknown
Dialysis: Cabotegravir and rilpivirine are >99% protein bound; dialysis is not expected to alter systemic exposure



Sunlenca® (Lenacapavir)

Use: multi-drug resistant HIV treatment

|

Dose: Two options (PO+ twice yearly SC)

unlenca® 464 M9

BYGEIDOfL USROS 1
V177 FOF cEOUSIUNS ’.

S
solution injectable
ADEs: injection site reactions (65%), glucosuria, \énacapavir
hyperglycemia, proteinuria Voio sous-cuanée
Warnings: Immune reconstitution syndrome ." o
e .- - : : s RUA° s
Contraindication: Co-administration with strong Yo -

CYP3A inducers

Approved by FDA Treats multi-drug

First-in-class

in December 2022 resistant HIV
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Presentation Notes
Dose option 1
Initiation
Day 1: 927 mg SC plus 600 mg PO
Day 2: 600 mg PO
Maintenance
Every 6 months (26 weeks from last injection) +/- 2 weeks: 927 mg SC
Dose option 2
Initiation
Day 1: 600 mg PO
Day 2: 600 mg PO
Day 8: 300 mg PO
Day 15: 927 mg SC
Maintenance
Every 6 months (26 weeks from last injection) +/- 2 weeks: 927 mg SC

More studies needed for special populations & safety
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N
CHALLENGES

Challenges, including structural barriers such as housing instability,
poverty, or transportation access, may prevent people from getting
and staying in HIV care.

For every 100 people with diagnosed HIV in 2022:

0000000000 ’6 0000 54 44444404
I : 2000000 0000000000 65
sessssssss received ssssssssss were sesssessss

: 0000000000 :
eccccocoee J0ME . 0000000000 Fetalned 0000000000 WEI‘EVII‘&H}Q*
eeeooooeee HIVcare eeeoo00000 Incare! eeoeeeeeee suppressed

|ending | Overall Goal: Increase the percentage of people with

| diagnosed HIV who are virally suppressed to at least

| Epidemic | 9594 by 2025 and remain at 95% by 2030.
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CONCLUSION

Holistic Patient
evaluation education
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Presenter Notes
Presentation Notes
Evaluate each patient and give appropriate ART, taking individual patient factors and drug specifics into account
Give patients appropriate and important educations on lifestyle modification, adherence, 
Holistic evaluation of clinical and also patient-centered outcome (incl. social & clinical outcome, safety, patient-reported benefits and concerns)
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Questions?

soyoungson@students.llu.edu
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APPENDIX: RESOURCES

* HIV drug resistance database

 CDC database

 DHHS guidelines

* National Perinatal Hotline: 1-888-448-8765
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Presentation Notes
Useful resources(links available):
https://hivdb.stanford.edu/
https://www.cdc.gov/hiv-data/index.html
https://clinicalinfo.hiv.gov/sites/default/files/guidelines/documents/adult-adolescent-arv/guidelines-adult-adolescent-arv.pdf

National Perinatal Hotline: Health care providers caring for couples planning a pregnancy when one or both partners are diagnosed with HIV may contact the National Perinatal HIV Hotline (1-888-448-8765) for clinical consultation

https://hivdb.stanford.edu/
https://www.cdc.gov/hiv-data/index.html
https://clinicalinfo.hiv.gov/sites/default/files/guidelines/documents/adult-adolescent-arv/guidelines-adult-adolescent-arv.pdf

B
APPENDIX: ABBREVIATIONS

 NRTI: Nucleotide Reverse Transcriptase Inhibitor = “nuke”

* NNRTI: Non-Nucleotide Reverse Transcriptase Inhibitor = “non-nuke”
* |INSTI: Integrase Strand Transfer Inhibitor = “integrase inhibitor”

* PI: Protease Inhibitor

 Ab/Ag: Antibody-Antigen

e ADE: Adverse Event

e DHHS: Department of Health & Human Services
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Presentation Notes
Abbreviations: Full name = “How I often referred it in the presentation”
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