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= Statins for primary prevention for people with HIV
* Anal cancer screening for people with HIV

= Long-acting injectable HIV PrEP

* Doxycycline PEP for STI prevention
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Statins for Primary Prevention for People with HIV

* People with
HIV are living
longer

= Have 2X risk
of ASCVD

Shah, A. Circulation. 2018

Author(s) Year Weights Risk Ratio (95% CI)
Cardiovascular avents
Gardner ot al 2003 3.0 640 (213, 19.25) 1
Aldaz et al 201 43 3.10 [1.30, 6.10]
Helleberg et al 2012 69 250 [200, 3.10]
Tripathi ot al 2014 72 1.5 [1.04, 1.27]
Womack ot al 2014 57 280 [1.70, 460)
RE Model (Q = 60.48, of = 4; I = 89.2% [95% CI 71.6 - 80.2)) 236(1.50,3.70]
— R —
Myocardial infarction
Triant ot al 2009 59 183 [1.21, 283) —_—
Durand et al 2011 6.9 211 (169, 263]
Kiein et al 2015 72 140 [1.20, 180]
Althotf et al 2015 71 1.76 [148, 207)
Rasmussen et al.1 2015 74 202 [1.71, 238)
RE Model (Q = 15.06, df = 4; I = 64.6% [95% C119.9 - 95.7) 179154, 208)
Stroke
Qureshi et al 1997 32 320 [1.10, 880]
Cole et al 2004 4.1 13.70 [6.10, 30.80] ¥ -—
Chaow et al 2012 7.0 121 [1.01, 1.46)
Mateen ot al 2013 6.0 216 [1.30, 3.31) L S |
Walker ot al 2013 40 561 (241, 1309)
Rasmussen et al.2 2015 72 184 [1.60, 213)
Sicoetal 2018 71 147 [1.01, 1.38)
RE Model (Q = 66.52. of = 6: I = 97.0% [95% C1 92.8 - 99.5) 256(143.481) ——ee—
RE Model Studios (Q = 15691, a1 = 16; 1" = 94.9% [95% C191.4 - 98.7) 216(1.68,277)
I T T T T 1
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Statins for Primary Prevention for People with HIV

= REPRIEVE Study

= Methods

= Double-blind RCT of pitavastatin 4
mg daily vs placebo

= 7,800 people with HIV ages 40-75

= Low-to-moderate ASCVD risk
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Statins for Primary Prevention for People with HIV

= REPRIEVE Study

= Methods

= Double-blind RCT of pitavastatin 4
mg daily vs placebo

= 7,800 people with HIV ages 40-75
* Low-to-moderate ASCVD risk

= Primary Outcome

= QOccurrence of major adverse
cardiovascular event (MACE)

UTSouthwestern

6  Grinspoon, S. N EnglJ Med. 2023 Medical Center




Statins for Primary Prevention for People with HIV

Selected Participant Characteristics

" REPRIEVE Study | Pitavastatin_|__Placebo

= Methods Age (IQR) 50 (45-55) 50 (45-55)
= Double-blind RCT of pitavastatin 4 Male sex, % 68.9 68.9
mg daily vs placebo
. Race, %
= 7,800 people with HIV ages 40-75
: Black 40.4 42.2
= Low-to-moderate ASCVD risk
: Whit 35.1 34.5
= Primary Outcome e
: Asian 14.7 14.6
= Occurrence of major adverse
cardiovascular event (MACE) Hispanic, % 18.7 16.9
ASCVDRisk, % 4.5 4.5
CD4>500, % 67.7 67.7
RNA <400, % 97.9 97.7

UTSouthwestern
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Statins for Primary Prevention for People with HIV

B First MACE
100+ =
* REPRIEVE Study g .0
< 804 T
= Methods SR
= Double-blind RCT of pitavastatin 4 E a G banstti
mg dally VS placebo i . C’0 1l2 -2'4 3I6 4l8 6I0 7'2 l g re!.ative
= 7,800 people with HIV ages 40-75 E o reduction
= Low-to-moderate ASCVD risk 0 —
. 0 12 24 36 48 60 72
= Primary Outcome Months
= Occurrence of major adverse S
cardiovascular event (MACE) of Event (%)

Placebo 0.00 0.66 1.38 2.14 2.74 3.36 4.36
Pitavastatin 0.00 0.56 0.95 1.35 1.89 2.41 2.73

No. at Risk
Placebo 3881 3693 3506 3356 2997 2182 959
Pitavastatin 3888 3647 3475 3364 2997 1947 1052
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Statins for Primary Prevention for People with HIV

B First MACE
100+ 8-
» REPRIEVE Study "
< 804 T
= Methods "
. - - :E 60- g
= Double-blind RCT of pitavastatin 4 £ = G Pitavastatin
mg daily vs placebo 2 0 = 35% relative
) % 0 12 24 36 48 60 72 duction
= 7,800 people with HIV ages 40-75 E oo e
= Low-to-moderate ASCVD risk 0 , , , , , ,
. 0 12 24 36 48 60 72
= Primary Outcome Maniha
= Occurrence of major adverse S
cardiovascular event (MACE) of Event (%)
Placebo 0.00 0.66 1.38 2.14 2.74 3.36 4.36
Pitavastatin 0.00 0.56 0.95 1.35 1.89 2.41 2.73
NNT ASCVD <5%: 149 e ik
NNT ASCVD >5%: 53 Placebo 3881 3693 3506 3356 2997 2182 959

Pitavastatin 3888 3647 3475 3364 2997 1947 1052
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Statins for Primary Prevention for People with HIV

= U.S. HHS /ACC / AHA / HIVMA Updated Guidelines 2024

» People with HIV age 40-75 with low-moderate ASCVD risk
= ASCVD risk 5-20% : initiate a moderate intensity statin (Al)
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Statins for Primary Prevention for People with HIV

= U.S. HHS /ACC / AHA / HIVMA Updated Guidelines 2024

» People with HIV age 40-75 with low-moderate ASCVD risk
= ASCVD risk 5-20% : initiate a moderate intensity statin (Al)

= ASCVD risk <5% : favor initiating moderate-intensity statin but use shared-decision
making (ClI)

UTSouthwestern

Beavers, C. Ann Intern Med. 2025 ierlica) Center




Updates in HIV and STl Prevention Summary

= For people with HIV over the age of 40, start most on atorvastatin
20 mg daily (or equivalent)

UTSouthwestern

Medical Center




Outline

* Anal cancer screening for people with HIV
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Anal Cancer Screening for People with HIV

= U.S. HIV/AIDS Cancer Match Study (1996-2012) of 448,258 PWH
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Anal Cancer Screening for People with HIV

= U.S. HIV/AIDS Cancer Match Study (1996-2012) of 448,258 PWH

Type of cancer Number of cases (percent of total
21,294)

1. NHL 3,687 (17.3%)
2. Lung cancer 2,475 (11.6%)
3. KS 2,269 (10.7%
4. Anal cancer 1,568 (7.4%)
5. Prostate cancer 1,522 (7.1%)
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Anal Cancer Screening for People with HIV

= U.S. HIV/AIDS Cancer Match Study (1996-2012) of 448,258 PWH

Type of cancer Number of cases (percent of total
21,294)

1. NHL 3,687 (17.3%)
2. Lung cancer 2,475 (11.6%)
3.KS 2,269 (10.7%)
4. Anal cancer 1,568 (7.4%)
5. Prostate cancer 1,522 (7.1%)

69% higher risk of cancer compared to those without HIV
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Anal Cancer Screening for People with HIV

Comparing Cancer Incidence Rates
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Anal Cancer Screening for People with HIV

Comparing Cancer Incidence Rates
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Anal Cancer Screening for People with HIV

* ANCHOR Study

= Methods

= Open-label RCT 1:1 to active
monitoring or anal HSIL treatment

= 4500 people with HIV >35 years old

in the U.S. with biopsy proven anal
HSIL
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Anal Cancer Screening for People with HIV

* ANCHOR Study

= Methods

= Open-label RCT 1:1 to active
monitoring or anal HSIL treatment

= 4500 people with HIV >35 years old
in the U.S. with biopsy proven anal
HSIL

* Primary Outcome
= Anal cancer incidence
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Anal Cancer Screening for People with HIV

* ANCHOR Study

= Methods

= Open-label RCT 1:1 to active
monitoring or anal HSIL treatment

Selected Participant Characteristics

Treatment Arm Active
Monitoring Arm

_ Median age 51 51
= 4500 people with HIV >35 years old .
in the U.S. with biopsy proven anal Male, % 80.5 80.3
HSIL
. HIV-1 RNA <50, %  83.7 81.8
* Primary Outcome
= Anal cancer incidence Median CD4 602 607
Nadir CD4<200, % 50.7 50.5

UTSouthwestern
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Anal Cancer Screening for People with HIV

100+ 3.0
il —e— Active monitoring
u ANCHOR StUdy 0 2.5 == Treatment
[ ] M th d g ol P=0.03 by log-rank test
€ethoas g 70+ 2.0
= Open-label RCT 1:1 to active 8 o
monitoring or anal HSIL treatment = | 7
= 4500 people with HIV >35 yearsold 2 | 104
in the U.S. with biopsy proven anal 3 N
HSIL E %3
. Y 204
* Primary Outcome e ——
] ) 10+ 0 6 12 18 24 30 36 42 48
= Anal cancer incidence ; , : . ——e
0 6 12 18 24 30 36 42 43
Months
57% relative reduction :\Jgi.vaetr::)snkitoring 2219 1856 1671 1459 1238 992 758 572 407
Treatment 2227 1871 1655 1473 1224 989 753 557 409

UTSouthwestern

22 Palefsky, J. N EnglJ Med. 2022 Medical Center




Anal Cancer Screening for People with HIV

= U.S. HHS Guidelines

ASSESSMENT OF ANAL CYTOLOGY AND HPV RESULTS IN PEOPLE WITH HIV

Was hr-HPV co-testing performed?

No
il -
| |
Cytology Normal Cytology > ASC-US
Repeat cytology in 1 year (Blll) HRA (BIl)
Normal x 3 consecutive years
Repeat cytology in 3 years (BIll)
' If at repeat testing either cytology is 2 ASC-US or any hr-HPV is detected, refer for HRA (BIll)
Key: ASC-US = atypical squamous cells of HPV = human i

hr-HPV = high-risk HPV; HRA = high-resolution anoscopy; LSIL = low-grade squamous intraepithelial lesion

U.S HHS HIV Opportunistic Infection Panel. 2024

Cytology Normal
Assess hr-HPV restlts

hr-HPV Negative | Repeat cytology
and hr-HPV in
3 years (BIIl)

Cytology ASC-US
Assess hr-HPV results

hr-HPV Negative | Repeat cytology
and hr-HPV in

1 year' (BIll)

hr-HPV Pasitive, | Repeat cytology
No HPV typing and hr-HPV in
6 months' (BIl)

hr-HPV Pasitive, | Repeat cytology

HPV 16 and and hr-HPV in
18 negative 1 year' (Bll)
hr-HPV Positive, | HRA (Blll)
HPV 16 or

18 positive

hr-HPV Positive | HRA (BIll)

\
Cytology > LSIL
HRA (BIll)

Age to start
MSM: age 35
All others: age 45
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Anal Cancer Screening for People with HIV

= How to screen for anal cancer

B
| ThinPre) |

Anal pap test: Cytology +/- HPV

UTSouthwestern

Medical Center




Anal Cancer Screening for People with HIV

= How to screen for anal cancer

| Zfzirﬂfgﬂ ! Refer if positive il
A i |
= i)
Anal pap test: Cytology +/- HPV High-Resolution Anoscopy (HRA)
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Updates in HIV and STl Prevention Summary

* For people with HIV over the age of 40, start most on
atorvastatin 20 mg daily (or equivalent)

= [f access to high-resolution anoscopy (HRA), recommend anal
cancer screening for people with HIV starting at age 35 for
MSM/TW and 45 for all others
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Outline

= Long-acting injectable HIV PrEP
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Long-acting Injectable HIV PrEP

= 2.2 million Americans could benefit from PreP
= Only about 25% on PrEP
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Long-acting Injectable HIV PrEP

= 2.2 million Americans could benefit from PreP
= Only about 25% on PrEP

= [ncident HIV infections in Dallas County, TX

New HIV Diagnoses
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Long-acting Injectable HIV PrEP

* PURPOSE 2 Study

= Methods

= Double-blind RCT lenacapavir SC
g6émonth vs TDF/FTC PO daily

= 3300 mainly MSM >16 years old

UTSouthwestern
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Long-acting Injectable HIV PrEP

* PURPOSE 2 Study

= Methods

= Double-blind RCT lenacapavir SC
g6émonth vs TDF/FTC PO daily

= 3300 mainly MSM >16 years old

= Primary Outcome
= |Incident HIV infection

UTSouthwestern
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Long-acting Injectable HIV PrEP

* PURPOSE 2 Study

= Methods

= Double-blind RCT lenacapavir SC
g6émonth vs TDF/FTC PO daily

= 3300 mainly MSM >16 years old

= Primary Outcome
= |[ncident HIV infection

Kelley, C. N Engl J Med. 2024

Selected Participant Characteristics

Age 28 29
Previous PrEP 23.6 22.9
Use, %

Condomless 97.5 96.4
anal sex >2

partners in last

12 weeks, %

Stimulant use 22.5 24.9

last 12 weeks, %

UTSouthwestern
Medical Center




Long-acting Injectable HIV PrEP

m P U RPOS E 2 Stu d y A E;;Iég;’g:rr;ﬂ:w Incidence and Incidence in the Lenacapavir Group and

= Methods 0%
= Double-blind RCT lenacapavirSC £ '
g6émonth vs TDF/FTC PO daily €% ol
= 3300 mainly MSM >16 years old $E s
= Primary Outcome g2 2] i
= Incident HIV infection % 1o T
T 05 0.10
0.0 W .
Background Incidence Lenacapavir F/TDF
(N=4634) (N=2179) (N=1086)
2 Infections 9 Infections
1938 Person-yr 967 Person-yr

UTSouthwestern
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Long-acting Injectable HIV PrEP

= Available HIV PrEP options
= Daily oral TDF/FTC
= Daily oral TAF/FTC
= On-demand oral TDF/FTC
= Every 2 months cabotegravir IM
= Every 6 months lenacapavir SC
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Long-acting Injectable HIV PrEP

= Available HIV PrEP options = USPSTF

= Daily oral TDF/FTC Grade
= Daily oral TAF/FTC
= On-demand oral TDF/FTC A

= Every 2 months cabotegravir IM
= Every 6 months lenacapavir SC = CDC
= “Inform all sexually active adults

and adolescents about proven
options for PrEP”

= “Strongly recommends
lenacapavir”

UTSouthwestern
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Updates in HIV and STl Prevention Summary

* For people with HIV over the age of 40, start most on
atorvastatin 20 mg daily (or equivalent)

= [f access to high-resolution anoscopy (HRA), recommend anal
cancer screening for people with HIV starting at age 35 for
MSM/TW and 45 for all others

= Strongly encourage people who need or want PrEP to utilize
long-acting injectable options
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Outline

* Doxycycline PEP for STI prevention

UTSouthwestern

Medical Center




Doxycycline PEP for STI Prevention

Total Syphilis Cases and Case Rates by Year of Diagnosis in Texas, 2013-2022
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Year 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2013 | 2020 | 2021 | 2022
EEmCases | 6,982 | 7,613 | 8,376 | 9,632 | 11,328 | 13,101 | 13,672 | 15282 | 21,328 | 25,991
—+—CaseRate| 264 | 28.2 | 30.5 | 345 | 40.0 | 458 | 472 | 523 | 722 | 866
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Doxycycline PEP for STI Prevention

* DoxyPEP Study

= Methods

= Open-label RCT of doxycycline 200
mg PO X1 within 72 hours of
condomless sex or standard care

= 500 MSM/TW in the U.S. with HIV or
on PrEP

UTSouthwestern
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Doxycycline PEP for STI Prevention

* DoxyPEP Study

= Methods

= Open-label RCT of doxycycline 200
mg PO X1 within 72 hours of
condomless sex or standard care

= 500 MSM/TW in the U.S. with HIV or
on PrEP

* Primary Outcome

» Incidence of at least one STI per
follow-up quarter

UTSouthwestern
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Doxycycline PEP for STI Prevention

= DoxyPEP Stud
y y Selected Participant Characteristics
= Methods
= Open-label RCT of doxycycline 200 _
mg PO X1 within 72 hours of Age (HIV, PrEP) 43, 36 42, 36
condomless sex or standard care >=2 STl in past 12 33, 48 47. 41
* 500 MSM/TW in the U.S. with HIV or 10 o (HIV, PrEP) ’ ’
on PrEP
i # Sexual partners 7,8 10.5,10
= Primary Outcome last 3 mo (HIV, PrEP)
= |[ncidence of at least one STI per Substance use last3 66, 52 72, 62
follow-up quarter mo, % (HIV, PrEP)

UTSouthwestern
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Doxycycline PEP for STI Prevention

m DoxyPEP Study 66% relative reduction
= Methods Quarterly Visits with =1 STI
= Open-label RCT of doxycycline 200 212 gt gl Pkl
mg PO X1 within 72 hours of 17
condomless sex or standard care s
= 500 MSM/TW in the U.S. with HIV or g . 31.9 30.5
on PrEP o
= Primary Outcome 5 »
= [ncidence of at least one STI per * 0 g
follow-up quarter .
0 Doxycycline Standard Care Doxycycline Standard Care

Taking PrEP Living with HIV

UTSouthwestern
Medical Center
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Doxycycline PEP for STI Prevention

m DoxyPEP Study 66% relative reduction
= Methods Quarterly Visits with =1 STI
= Open-label RCT of doxycycline 200 212 gt gl Pkl
mg PO X1 within 72 hours of 17
condomless sex or standard care s
= 500 MSM/TW in the U.S. with HIV or g . 31.9 30.5
on PrEP o
= Primary Outcome 5 »
= [ncidence of at least one STI per * 0 g
follow-up quarter .
0 Doxycycline Standard Care Doxycycline Standard Care

. Taking PrEP Living with HIV
NNT to prevent 1 bacterial STI: 4

UTSouthwestern
Medical Center
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Doxycycline PEP for STI Prevention

Syphilis Cases King County, WA
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* Observed cases —— Model-based pre-intervention cases
—— Model-based post-intervention cases Model-based counterfactual cases
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Doxycycline PEP for STI Prevention

= CDC guidelines

= MSM/TW with bacterial STI in
the last 12 months receive
counseling on the availability of
doxyPEP

= Shared-decision making

= Re-assess every 3-6 months
= Routine STl and HIV testing

= Should be on PrEP if HIV neg

UTSouthwestern
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Doxycycline PEP for STI Prevention

= CDC guidelines = How to prescribe
= MSM/TW with bacterial STI in * Free text label
the IasT_12 mot?]ths re_lcetl)\/l_ei : = Doxycycline 100 mg tablets
counseling on the availability o . e 20 - m
doxyPEP Quantity: 30 ; Refill: 1

. . = “Take 2 tablets (200 mg) within 72
= Shared-decision making hours of condor(nless s%)x”

= Re-assess every 3-6 months = 3 site (urine, anal, oral)
" Routine STl and HIV testing Gonorrhea/Chlamydia, syphilis,
= Should be on PrEP if HIV neg and HIV testing g 3 months

= Should be on PrEP if HIV neg

UTSouthwestern
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Updates in HIV and STl Prevention Summary

* For people with HIV over the age of 40, start most on
atorvastatin 20 mg daily (or equivalent)

= [f access to high-resolution anoscopy (HRA), recommend anal
cancer screening for people with HIV starting at age 35 for
MSM/TW and 45 for all others

= Strongly encourage people who need or want PrEP to utilize
long-acting injectable options

= Consider a period of doxyPEP for people with recurrent bacterial
STls
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Questions?

Hayden.Andrews@UTSouthwestern.edu
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