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Planning Committee & Speaker Disclosures

• The staff and faculty involved with the planning 
of today’s event do not have any conflicts of 
interest to disclose.

• David E. Koren: Speaker (Gilead Sciences and 
ViiV Healthcare), Independent Consultant 
(Merck & Co)
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Post Event Evaluation(s) and Continuing 
Education Units (CEUs)

The previous process is specifically for general 
certificates of attendance. 

• If you are looking for nursing or other types of continuing 
education credit, you may be directed automatically to 
another post-evaluation survey, OR you will receive a 
different email with another link to complete. 

• Please contact the coordinator of the event or 
maaetc@pitt.edu with any questions.
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Needs

We have attempted to make this presentation compliant 
with the Americans with Disabilities Act and Section 508 of 
the Rehabilitation Act.

If you find that you need further accommodation, or 
alternate means to utilize this presentation, please contact 
us and we will attempt to further accommodate your needs.
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For more information about this presentation, and 
other services of the MidAtlantic AETC, visit us at 

www.maaetc.org or call 412.624.1895
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Today’s Objectives

• Review recent updates for HIV prevention from CROI 
2025 which can be implemented immediately.

• Review recent updates for STI prevention from CROI 
2025 which can be implemented immediately.

• Discuss recent data regarding antiretroviral agents 
under development for HIV prevention
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STI PREVENTION
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STOMP: Study Design
• International, double-blind, placebo-controlled, randomized superiority phase III study

• Primary endpoint: time to clinical resolution (defined as all skin lesions scabbed or epithelialized and all visible 
mucosal lesions healed) by Day 29

• Secondary endpoints: daily pain score, HMPXV detection in various compartments, and patient-reported 
outcomes (study diary through Day 29, lesion self-assessment, Eq-5d-5L)

Adults with symptomatic 
laboratory-confirmed or 

presumptive HMPXV 
<14 days; ≥1 active lesion*

(N = 530)

Tecovirimat 600 mg PO BID
(n = 232)

Placebo 
(n = 112)

*Open label for persons who were pregnant or had severe disease, and those with severe immune suppression 
or severe skin disease (n = 250). Randomized patients were allowed open-label tecovirimat for disease 
progression at any point or severe pain beginning on Day 5.
†Study was stopped early based on an interim futility analysis requested by the independent DSMB.

Day 57†

Wilkin. CROI 2025. Abstr 201. NCT05534984. 

Day 14
Day 29, Primary 
Endpoint Cutoff

Evaluation of clinical resolution, viral load, 
safety, and patient-reported outcomes
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STOMP: Baseline Characteristics

Wilkin. CROI 2025. Abstr 201.

Characteristic Tecovirimat
(n = 232)

Placebo
(n = 112)

Total
(n = 344)

Median age, yr (range) 34 (27-40) 34 (28-41) 34 (28-40)
Sex, n (%)
 Male
 Transgender

228 (98)
6 (3)

111 (99)
5 (4)

339 (99)
11 (3)

Race, n (%)
 White
 Hispanic

121 (52)
107 (46)

61 (54)
44 (39)

182 (53)
151 (44)

Remote enrollment, n (%) 53 (23) 28 (25) 81 (24)
Time from symptom onset, days (range) 8 (6-10) 8 (6-10) 8 (6-10)
Severe pain (NRS: 7-10), n (%) 81 (35) 35 (32) 116 (34)
Lesions, n (range) 9 (5-18) 8 (3-17) 9 (4-18)
Proctitis, n (%) 85 (37) 37 (33) 122 (35)
Living with HIV, n (%) 86 (38) 31 (28) 117 (35)
Prior smallpox vaccine, n (%) 54 (23) 24 (21) 78 (23)
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STOMP: Time to Clinical Resolution 

Wilkin. CROI 2025. Abstr 201. Reproduced with permission.
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STOMP: Treatment Switch due to Disease Progression or Severe Pain

Wilkin. CROI 2025. Abstr 201. Reproduced with permission.
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STOMP: Pain Outcomes in Confirmed Mpox and 
Severe Pain at Baseline

Wilkin. CROI 2025. Abstr 201. Reproduced with permission.
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STOMP: Pain Outcomes in Confirmed Mpox 

Wilkin. CROI 2025. Abstr 201. Reproduced with permission.
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STOMP: Viral Clearance

Wilkin. CROI 2025. Abstr 201. Reproduced with permission.
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DoxyPEP for STI Prevention: Study Design  

• Observational study of DoxyPEP 
efficacy on STI incidence over 2 yr at a 
sexual health clinic in San Francisco

• Enrolled N = 4592 people who used PrEP 
and had ≥1 visit for sexual health 
services pre- and post DoxyPEP 
initiation period

• Compared those who initiated 
DoxyPEP on/after Nov 29, 2022 
(DoxyPEP user) vs those who did 
not initiate DoxyPEP from Nov 2022 
- Sept 2022 (DoxyPEP nonuser)  

– Initiated DoxyPEP: n = 2524
– Did not initiate DoxyPEP: n = 2068

• STI incidence evaluated each 
quarter:

‒ ≤5 quarters pre- and post-DoxyPEP 
initiation for users

‒ 5 quarters pre- and post-April 1, 
2023, for nonusers (median quarter 
of study period)

• Main outcomes:
– STI incidence pre/post analysis (OR) 

among DoxyPEP users and 
nonusers

Scott. CROI 2025. Abstr 163.
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Characteristic DoxyPEP Users (n = 2524) DoxyPEP Nonusers (n = 
2068) Total (N = 4592)

Median age, yr (SD) 34.9 (10.1) 35.3 (11.1) 35.1 (10.6)

Race/ethnicity, %
 American Indian/Alaska Native
 Asian
 Black
 Hispanic or Latino/a
 Multiple
 Native Hawaiian/Pacific Islander
 White
 Declined/other/unknown

0.3
16.4
3.8
25.2
12.4
0.6
32.8
5.2

0.2
16.2
5.0
22.2
12.7
0.7
34.6
4.9

0.3
16.4
4.3
23.9
12.5
0.7
33.6
5.1

Gender, %
 Cisgender women
 Cisgender men
 Nonbinary
 Transgender women
 Transgender men

0.1
90.1
6.0
3.0
0.7

1.1
88.6
5.8
2.9
1.6

0.5
89.4
5.9
2.9
1.1

PrEP type, %
 Injectable
 On demand
 Daily

2.7
14.6
76.7

1.4
14.9
77.9

2.1
14.7
77.2

DoxyPEP for STI Prevention: Baseline 
Characteristics

Scott. CROI 2025. Abstr 163.
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DoxyPEP for STI Prevention: STI Incidence 
Comparison

Scott. CROI 2025. Abstr 163. Reproduced with permission.
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DoxyPEP for STI Prevention: STI Incidence in 
DoxyPEP Users

STI Incidence 
Pre- vs Post-
DoxyPEP in 
DoxyPEP Users

OR 95% CI P Value

Any STI 0.34 0.28-0.42 <.001
Chlamydia 0.19 0.13-0.29 <.001
Syphilis 0.11 0.02-0.54 .006
Gonorrhea 0.56 0.44-0.71 <.001

Scott. CROI 2025. Abstr 163. Reproduced with permission.
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DoxyPEP for STI Prevention: STI Incidence in 
DoxyPEP Nonusers

Scott. CROI 2025. Abstr 163. Reproduced with permission.
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The Pipeline…what’s coming?
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MidAtlantic AIDS Education and Training 
Center - Contact Information

Howard University Local Partner Site:

Rodney Lewis Jr.,-Regional Coordinator
Anthony Green- Sr. Training Coordinator
Dr. Nkem P. Nonyel: Program Coordinator
Stacy White- Administrative Coordinator
2300 4th Street NW
Washington, DC 20059
(202) 806-0222

Headquarters:
MidAtlantic AIDS Education and 
Training Center 
School of Public Health,
University of Pittsburgh
412-624-1895
maaetc@pitt.edu 
www.maaetc.org 

Linda Rose Frank, PHD, MSN, ACRN, FAAN
Principal Investigator and Program Director
Professor of Public Health, Medicine & Nursing
University of Pittsburgh

mailto:maaetc@pitt.edu
http://www.pamaaetc.org/
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