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HIV/AIDS:
Prevention and Treatment



Pre exposure Prophylaxis

MSM/TGW

Tenofovir disoproxil fumarate/emtricitabine po qd
Tenoffovir disoproxil fumarate/emtricitabine po 2:1:1

Tenofovir alafenamide/emtricitabine po qd
Cabotegravir IM q8 weeks

Cis-Women

Tenofovir disoproxil fumarate/emtricitabine po qd
Cabotegravir IM q8 weeks
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HPTN 084 Update: Study Design

§ International, randomized, double-blind phase III trial1,2

§ Primary endpoints (blinded study): incident HIV infections (ITT), grade ≥2 AEs1

§ Current analysis: incident HIV infections during 12-mo period following unblinding (11/5/2020 -

11/5/2021, detected through 12/31/2021); grade ≥2 AEs, ISRs, pregnancy 

incidence/outcomes during 12-mo unblinded phase; cumulative HIV incidence for primary 

blinded and 12-mo unblinded follow-up2

1. Delany-Moretlwe. Lancet. 2022;399:1779. 2. Delany-Moretlwe. AIDS 2022. Abstr OALBX0107.

CAB 30 mg PO daily + 
PBO PO daily

(n = 1614)

PBO PO daily + 
TDF/FTC PO daily

(n = 1610)

Sexually active 
cisgender women 

aged 18-45 yr 
without HIV and at 

high risk of HIV 
infection

(N = 3224)

LA CAB 600 mg IM at Wk 5, 9 and 
Q8W thereafter +

PBO PO daily 

PBO IM at Wk 5, 9 and 
Q8W thereafter + 
TDF/FTC PO daily 

Wk 5
Oral Lead-in Blinded Phase

LA CAB 600 mg IM Q8W

TDF/FTC PO daily

Unblinded Phase
Protocol 

amendment

http://www.clinicaloptions.com/
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HPTN 084 Update: HIV Incidence

1. Delany-Moretlwe. Lancet. 2022;399:1779. 2. Delany-Moretlwe. AIDS 2022. Abstr OALBX0107. Reproduced with permission.
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Combined Blinded and Unblinded Period 
Through Dec 20212

CAB
(n = 1613*) 

TDF/FTC
(n = 1610) 

HR: 0.11 (95% CI: 0.05-0.24)

*Excludes 1 baseline infection from the blinded period.

Primary Blinded Period 
Through Nov 20201

http://www.clinicaloptions.com/
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HPTN 084 Update: Cumulative HIV Infections 

1. Delany-Moretlwe. Lancet. 2022;399:1779. 2. Delany-Moretlwe. AIDS 2022. Abstr OALBX0107

3 additional 
infections 

during 
unblinded 

phase—none 
with on-time 

CAB injections

Step 1: Oral CAB lead-in
Step 2: CAB LA 600 mg IM
Step 2: CAB LA injection >2 wk overdue
Step 3: Open-label TDF/FTC
Step 3: Overdue TDF/FTC dispensation
Annual follow-up

Percent adherence to oral lead-
in
CAB LA 600 mg IM
Open-label TDF/FTC dispensed
First HIV positive visit
First site positive visit

%

A     Before enrollment (ie, baseline)
B     No recent CAB exposure
C     Before injections (ie, oral lead-in)
D     On-time CAB injections

A1

B1
B2

B3
B4

C1

DX100%

0%

0%

?%

100%

100%

?%
4.6 3.8 7.7 7.78.5

5 5.9

5.1

1.6 57
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45
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http://www.clinicaloptions.com/
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HPTN 084 Pregnancy Outcomes

Delany-Moretlwe. AIDS 2022. Abstr OALBX0107.

Cumulative Pregnancy Outcomes, n Total
(n = 132)

CAB
(n = 63)

TDF/FTC
(n = 69)

Ongoing 57 23 34
Known pregnancy outcomes*
§ Live births
§ Pregnancy loss

‒ ≥37 wk
‒ 20-36 wk
‒ <20 wk†

61

0
3

13

31

0
1
9

30

0
2
4

Congenital anomalies 0 0 0
*Includes multiple births. †Includes ectopic pregnancies, elective and spontaneous abortion.

§ Incidence of pregnancy increased between blinded and unblinded period
‒ Overall: 1.3 vs 3.2 per 100 PY; CAB arm: 1.5 vs 2.6 per 100 PY; TDF/FTC 

arm: 1 vs 3.8 per 100 PY

http://www.clinicaloptions.com/


• PrEP-to-need ratio
– Number of PrEP users divided by the 

number of new HIV diagnoses in that      
group in the same year

– Equity metric, no “target” level
• US prevention programs in all regions  

have demonstrated larger gaps in       
PrEP-to-need ratios by race/ethnicity
– Southern states lagged all other 

regions
• Better programs are needed to 

provide PrEP to communities and 
people at greatest risk for HIV 
infection

PrEP-to-Need Ratio (2021)
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Trends in PrEP Use in the United States (2012-2021)
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DoxyPEP: Study Design
§ Randomized, open-label study conducted at HIV and STI clinics in San Francisco and 

Seattle

§ Primary endpoint: ≥1 incident STI (gonorrhea, chlamydia, or syphilis) during quarterly STI 
test

§ 5/13/2022: Enrollment stopped early per DSMB after interim analysis showed significant 
effectiveness in both cohorts

Luetkemeyer. AIDS 2022. Abstr OALBX0103.

PWH cohort: MSM 
and TGW with HIV* 
(Planned n = 390)

Doxycycline 200 mg PEP†

Within 72 hr of condomless sexual contact

No PEP
(standard of care)

PrEP cohort: MSM 
and TGW receiving 

HIV PrEP*
(Planned n = 390)

Doxycycline 200 mg PEP†

Within 72 hr of condomless sexual contact

No PEP
(standard of care)

2:1

*All participants were assigned male sex at birth, had ≥1 STI in past 
12 mo, and had condomless sex with ≥1 partner in past 12 mo. 
†Maximum dose of 200 mg/24 hr.

Quarterly STI testing 
for gonorrhea, 

chlamydia, and syphilis 
at 0, 3, 6, 9, and 12 mo 

post intervention2:1

http://www.clinicaloptions.com/
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DoxyPEP: Quarterly STI Incidence (Primary 
Endpoint)

Risk Reduction in 
STI Incidence per 
Quarter 
(95% CI)

Doxy PEP vs 
Standard of 

Care*

PrEP 0.34 

(0.24-0.46)
PWH 0.38 

(0.24-0.60)
Total 0.35 

(0.27-0.46)*All P <.0001Luetkemeyer. AIDS 2022. Abstr OALBX0103.
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Antiretroviral Guidelines:  First-line Therapy

DHHS (1/2022)
Recommended for Most People With HIV

Bictegravir/Emtricitabine/Tenofovir alafenamide

Dolutegravir/Abacavir/Lamivudine*

Dolutegravir + Emtricitabine/Tenofovir 
alafenamide (or disoproxil fumarate)

Dolutegravir/Lamivudine†

IAS-USA (10/2020)
Recommended Initial Regimens

Bictegravir/Emtricitabine/Tenofovir alafenamide
Dolutegravir + Emtricitabine/Tenofovir 
alafenamide (or disoproxil fumarate), or 
Lamivudine + Tenofovir disoproxil fumarate

Dolutegravir/Lamivudine*

*Only for persons HLA-B*5701 negative and without chronic 
HBV coinfection.
†Not for persons with pre-treatment HIV RNA >500K 
copies/mL or known to have active HBV coinfection, or no 
genotype available

*Not recommended for rapid start because baseline laboratory 
evaluation results must be reviewed before initiation. Also not 
recommended for patients with chronic HBV or HIV RNA level 
>500K copies/mL.
Close monitoring for adherence and virological response is 
needed.
Not recommended for patients being treated for an active 
opportunistic infection.

DHHS. https://clinicalinfo.hiv.gov/sites/default/files/guidelines/documents/AdultandAdolescentGL.pdf. Revision January 20, 2022.
Saag MS, et al. JAMA. 2020;324:1651-1669.



Responders by 
Analysis, % (n)

DTG + 3TC
(n = 716)

DTG + FTC/TDF
(n = 717)

Difference, % 
(95% CI)

Snapshot 86.0 (616) 89.5 (642) -3.4 (-6.7 to 0)*
TRDF† 96.6 (692) 96.4 (691) 0.2 (-1.8 to 2.2)

GEMINI-1 and -2: Virologic Response at Wk 96

§ DTG + 3TC met Snapshot criteria for noninferior efficacy vs DTG + FTC/TDF at Wk 
96

*Adjusted for baseline HIV-1 RNA, baseline CD4+ cell count, and study.
†Accounts for CVW, withdrawal for lack of efficacy or treatment-related AE, and participants meeting protocol-defined stopping criteria.
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TSEPAMO: Update on Neural Tube Defects



ADVANCE: First-line DTG/FTC/TAF vs 
DTG/FTC/TDF vs EFV/FTC/TDF

Venter. NEJM. 2019; Venter AIDS 2022, Abst PELBB01

Phase 3 (South Africa)
Open-label
Treatment-naïve
HIV RNA ≥500 copies/mL
No TB or pregnancy
No baseline genotyping Dolutegravir + F/TDF

(n=351)

Dolutegravir + F/TAF
(n=351)

Week  0                              48                              96                             144                      192

Primary Endpoint
HIV RNA <50 Copies/mL
10% Non-inferiority criteria

met for all comparisons 

Efavirenz/F/TDF
(n=351)

Current
Analysis



§ Significantly greater weight increase* with DTG vs EFV, with TAF vs TDF; plateauing 
in weight gain after Wk 48 observed in men but not in women

ADVANCE: Mean Change in Weight to Wk 96 by 
Sex

Wk

Women

Hill. IAS 2019. Abstr MOAX0102LB.
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Venter WD, et al. AIDS 2022. Abstract PELBB01.

DTG
+ F/TAF
(n=351)

DTG
+ F/TDF
(n=351)

EFV/
F/TDF

(n=351)
HIV RNA <50 copies/mL (%)

ITT
On treatment

62
96

58
98

50
99

Weight gain (kg)
Overall
Women/men

8.9
10.0/7.5

5.8
6.5/5.0

3.3
5.0/2.0

Obesity (BMI ≥30 kg/m2) (%)
Overall
Women/men

29
43/10

21
27/10

15
20/2

Metabolic syndrome (%)
Overall
Women/men

15
20/7

10
12/6

7
10/3

Outcomes at Week 192§ HIV RNA <50 copies/mL (ITT)
‒ DTG-based ART superior to EFV ART

§ DTG + F/TAF (versus DTG + F/TDF) 
‒ Greater weight gain, clinical obesity, and 

risk of metabolic syndrome (P<0.001)
§ Predictors of obesity (P≤0.001)

‒ Dolutegravir + F/TAF (ref: 
efavirenz/F/TDF): HR 3.28 (95% CI: 2.10-
5.14)

‒ Baseline BMI: HR 1.82 (95% CI: 1.68-
1.98)

‒ Female: HR 2.14 (95% CI: 1.38-3.32)
‒ Baseline HIV RNA: HR 1.97 (95% CI: 

1.58-2.46)
Observed analysis: weight gain, obesity, treatment-emergent 
metabolic syndrome.

ADVANCE Study: Results at Week 192



**

Multivariate Analysis of Weight Gain Following 
ART Initiation

§ Pooled analysis of weight gain across 8 randomized phase III clinical 
trials of first-line ART initiation occurring in 2003-2015 (N = 5680)

Sax. Clin Infect Dis. 2019;[Epub].

*Color-coded to match respective comparators, denoting P ≤ .05 vs NNRTI (first panel), EVG/COBI (second panel), or ZDV (last panel).
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§ Weight gain occurs in most people starting ART
§ Weight gain is potentially greater with 2nd generation INSTIs and 

TAF
§ Weight gain potentially attenuated with EFV and TDF
§ There are clear clinical advantages to starting 2nd generation 

INSTIs over alternative agents and they remain preferred options 
for most

§ The mechanism behind differences in weight gain by ARVs 
remain poorly understood

§ There is no definitive strategy for managing excessive weight 
gain that may be mediated by select ARVs

Factors to consider when addressing potential 
weight gain associated with starting ART



Optimization/Simplification of Therapy:  Applies to 
those virologically suppressed

Why
§ Simplify regimen (pill number 

and frequency)
§ Tolerability
§ Comorbidity
§ Drug–drug and drug–food 

interactions
§ Pregnancy
§ Cost

How
§ Maintain viral suppression to 

avoid resistance
§ Need to consider

‒ Previous ART

‒ Previous resistance
‒ Likelihood of adherence

‒ Drug–drug or drug–food 
interactions

‒ Comorbid conditions

DHHS guidelines. September 2022.



Long-Acting CAB/RPV vs Oral ART 
in Treatment-Experienced and 

Treatment-Naïve Patients
ATLAS: LA CAB/RPV is noninferior to oral ART at 

48 weeks in treatment-experienced patients1
FLAIR: LA CAB/RPV is noninferior to oral ART at 

48 weeks in treatment-naïve patients2

1. Swindells S, et al. N Engl J Med. 2020;382(12):1112-1123; 2. Orkin C, et al. N Engl J Med. 2020;382(12):1124-1135.
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Injection site reactions were seen in 81% of CAB/RPV group 
and decreased to 11% at week 48

Injection site reactions were seen in 86% of CAB/RPV group 
and decreased to 20% at week 48



Long-Acting CAB/RPV Q4W vs Q8W
ATLAS-2M (Wk 48)

• Injection site reactions were 
rated as mild-to-moderate by 
98% of participants experiencing 
them

• Median duration of 3 days

CAB/RPV Q8W noninferior to Q4W

Overton ET, et al. Infect Chemother. 2020;52(suppl):S378-S379.
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Managing Antiretroviral 
Failure



Management of ARV Failure: 
Second Line and Beyond

Adapted from DHHS ART Guidelines. January 2022.

*Rare in patients never exposed to unboosted PIs (eg, NFV, DHHS alternative since 2003 and not recommended since 2008).
†If INSTI naive or experienced with no resistance (limited data in patients with resistance to RAL or EVG but susceptibility to DTG).
‡Data limited to DTG, but similar results might be seen with BIC.

Boosted PI and/or 
DTG susceptible

§ DTG†‡ + 2 NRTIs
§ Boosted PI + 2 NRTIs
§ Boosted PI + active INSTI

Susceptible to Both

§ 2 (preferably 3) 
fully active drugs

Susceptible to Neither*

§ Boosted PI + 2 NRTIs
§ If boosted PI not used, 2 
(preferably 3) fully active 
drugs 

Susceptible to PI 
Only

§ DTG†‡ + 2 NRTIs
§ If DTG not used, 2 

(preferably 3) full active 
drugs

Susceptible to DTG 
Only*
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Ibalizumab: Virologic Outcomes (Wk 96)
§ TMB-311: patients enrolled in US and Puerto Rico who completed 25 wks in 

TMB-301 continued ibalizumab 800 mg Q2W for up to 96 wks

*Primary endpoint; P < .0001 vs 3% at end of control period. †3 patients without ≥ 0.5 log10 HIV-1 RNA decrease at Day 14 later reached 
HIV-1 RNA < 50 copies/mL with ibalizumab + OBR.[5]

1. Emu. NEJM. 2018;379:645. 2. Emu. IDSA 2017. Abstr 1686. 3. Emu. HIV Glasgow 2018. Abstr O345. 
4. Emu. CROI 2019. Abstr 485. 5. DeJesus. HIV Glasgow 2018. Abstr P064. 

Virologic Outcome Day 14[1]

(N = 40)
Wk 25[1]

(N = 40)
Wk 48[2,3]

(N = 27)
Wk 96[4]

(N = 27)
≥ 0.5 log10 HIV-1 RNA decrease, 
%

83*† 63 NR NR

≥ 1.0 log10 HIV-1 RNA decrease, 
%

60 55 67 NR

Mean log10 HIV-1 RNA decrease 1.1 1.6 2.1 NR
Median log10 HIV-1 RNA 
decrease

NR 2.5 2.8 2.8

HIV-1 RNA < 50 copies/mL, % NR 43 59 56
HIV-1 RNA < 200 copies/mL, % NR 50 63 NR



Fostemsavir: Virologic Outcomes (Wk 240)



Lenacapavir: CAPELLA virologic outcomes 
(Wk 52)



COVID-19:
Prevention and Treatment



Weekly Trends in COVID-19 Cases in U.S> Reported to CDC

Daily Admissions with COVID-19- 7 Day Morning Average
Weekly Trends in Number of COVID-19 Deaths 

in US Reported to CDC





cdc.gov/vaccines/covid-19/downloads/COVID-19-vacc-schedule-at-a-glance-508.pdf



cdc.gov/vaccines/covid-19/downloads/COVID-19-vacc-schedule-at-a-glance-508.pdf









§ Randomized, double-blind, placebo-controlled phase III study of long-acting mAb 
combination Primary Efficacy Analysis

Day 183 

Unvaccinated adults ≥18 yr 
of age with no prior SARS-

CoV-2 infection and 
increased risk of either 
inadequate vaccination 
response or SARS-CoV-2 

exposure  
(N = 5197)

Placebo
(n = 1737)

PROVENT: Tixagevimab + Cilgavimab as
PrEP of COVID-19  

Tixagevimab + Cilgavimab 300 mg* 
(n = 3460)

Levin. IDWeek 2021. Abstr LB5.

*AZD7442 was given as a single 300-mg dose of 2 IM injections 
(150 mg each of tixagevimab and cilgavimab)

Randomized 
2:1 Day 1

Outcome
Tixagevimab + 

Cilgavimab 
(n = 3441)

Placebo
(n = 1731)

Relative Risk 
Reduction, % 

(95% CI)
P Value

First SARS-CoV-2 RT-PCR–positive 
symptomatic illness,* n (%) 8 (0.2) 17 (1.0) 77

(46.1-90.0) <.001



Tixagevimab + Cilgavimab 
Emergency Use Authorization for PrEP 

§ EUA was updated in June 2022 to modify the 
initial dose and repeat dosing 
recommendations

FDA. Fact sheet for healthcare providers: Emergency Use Authorization for tixagevimab co-packaged with cilgavimab. 

. . . for pre-exposure prophylaxis of 
COVID-19 in patients ≥12 yr of age 

weighing ≥40 kg who are not currently 
infected with SARS-CoV-2 and who have 

moderate to severe immune 
compromise and/or for whom COVID-19 

vaccination is not recommended

Lineage With 
Spike Protein 
Substitution

WHO 
Nomenclature

Fold Reduction 
in Susceptibility 
(Pseudotyped 

VLPs)

Fold Reduction 
in Susceptibility 

(Authentic 
Virus)

B.1.617.2 Delta No change No change

AY.1/AY.2 Delta [+K417N] No change No change

BA.1 Omicron (BA.1) 132- to 183-fold 12- to 30-fold

BA.1.1 Omicron (BA.1) 
[+R346K]

424-fold 176-fold

BA.2 Omicron (BA.2) No change 5.4-fold

Tixagevimab + Cilgavimab Neutralization Data for 
SARS-CoV-2 Variants



>55% TIX-CIL 
Resistant





https://www.covid19treatmentguidelines.nih.gov/



https://www.covid19treatmentguidelines.nih.gov/therapies/statement-on-omicron-subvariants/



COVID-19 Therapies Predicted to 
Provide Benefit at Different Stages

Oxygen

Remdesivir
Dexamethasone

Benefit unclear

Benefit 
demonstrated

Stage I
(Early Infection)

Se
ve

rit
y 

of
 Il

ln
es

s

Stage II
(Pulmonary Phase)
IIA IIB

Stage III
(Hyperinflammation Phase)

Viral Response Phase

Host Inflammatory Response Phase

Time Course

Clinical 
symptoms

Clinical 
signs

Mild constitutional symptoms
Fever > 99.6°F

Dry cough

Lymphopenia

Shortness of breath without (IIA) 
and with hypoxia (IIB) (PaO2/FiO2 ≤ 

300 mm Hg)

Abnormal chest imaging
Transaminitis

Low-normal procalcitonin

ARDS
SIRS/shock

Cardiac failure

Elevated inflammatory markers
(CRP, LDH, IL-6, D-dimer, ferritin)
Troponin, NT-proBNP elevation

Siddiqi. J Heart Lung Transplant. 2020;39:405.



Victim of Variants





Nirmatrelvir plus Ritonavir Drug-
Drug Interactions

https://covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-
nirmatrelvir--paxlovid-/paxlovid-drug-drug-interactions/

https://covid19-druginteractions.org/checker

https://covid19-druginteractions.org/checker
https://covid19treatmentguidelines.nih.gov/therapies/antiviral-therapy/ritonavir-boosted-nirmatrelvir--paxlovid-/paxlovid-drug-drug-interactions/
https://covid19-druginteractions.org/checker












Efficacy of BEB and 
Nirmatrelvir + RTV Against BA.2 

Mayo Clinic Experience
• Patients receiving BEB were 

older and had a higher number of 
comorbid conditions
– CVD, lung disease, kidney disease, 

rheumatologic disease, cancer, and 
immunocompromised status

• Patients receiving nirmatrelvir + 
RTV had a higher median BMI 
and proportion of T2D

aSevere outcome is defined according to World Health Organization classification of 4 (hospitalization and oxygen supplementation) or higher (including death).
N=3607 adults at high risk for progression to severe COVID-19 who attended Mayo Clinic received either BEB (n=2833) or nirmatrelvir + ritonavir (n=774).
BMI, body mass index.
Razonable R, et al. J Infect Dis. 2022. [Epub ahead of print].

Outcome
BEB 

(n=2833), 
%

Nirmatrelvir 
+ RTV 

(n=774), %

Severe 
outcomea 1.4 1.2

ICU 
admission 0.5 0.3

Death 0.2 0



~45% BEB 
Resistant





https://www.covid19treatmentguidelines.nih.gov
/therapies/statement-on-omicron-subvariants/



Drug Dosing Duration Time from 
Symptom 

Onset

Specific issues

Nirmatrelvir (N) + 
ritonavir (RTV)

eGFR ≥60mL/min: 
N- 300 mg with 
RTV- 100 gm po bid

eGFR ≥30 to <60 
mL/min
N- 150 mg with 
RTV-100 mg po bid

5 days ≤5 days • DDIs
• Not recommended with Child-

Pugh Class C
• All data in vaccinated

Remdesivir (RDV) RDV 200 mg IV
F/B 100 mg IV daily

Day 1
Day 2, 3

≤ 7 days • Infusion over 30-120 min
• Infusions over 3 consecutive 

days

Bebtelovimab 
(BEB) 

BEB 175 mg IV Day 1 ≤ 7 days • Administer ≥30 seconds
• No clinical endpoint data

Molnupiravir (MOL) MOL 800 mg po bid 5 days ≤5 days • Potentially less efficacious than 
other options

• Safety concerns



COVID-19 Therapies Predicted to 
Provide Benefit at Different Stages

Siddiqi. J Heart Lung Transplant. 2020;39:405.

Stage I
(Early Infection)

Se
ve

rit
y 

of
 Il

ln
es

s

Stage II
(Pulmonary Phase)
IIA IIB

Stage III
(Hyperinflammation Phase)

Viral Response Phase

Host Inflammatory Response Phase

Time Course
Clinical 

symptoms

Clinical 
signs

Mild constitutional 
symptoms

Fever > 99.6°F
Dry cough

Lymphopenia

Shortness of breath without 
(IIA) and with hypoxia (IIB) 
(PaO2/FiO2 ≤ 300 mm Hg)

Abnormal chest imaging
Transaminitis

Low-normal procalcitonin

ARDS
SIRS/shock

Cardiac failureElevated inflammatory 
markers

(CRP, LDH, IL-6, D-dimer, 
ferritin)

Troponin, NT-proBNP 
elevation

Remdesivir

Corticosteroids

Tocilizumab

Baricitinab

Anticoagulation





MPX:
Epidemiology, Testing, 

Prevention and Treatment



Monkeypox (MPX)



Declared public 
health 

emergency of 
international 

concern by WHO
July 23, 2022







Daily Monkeypox Cases Reported and 7 Day 
Daily Average



NEJM 2022; 387:547-56





Differential diagnosis

• Herpes zoster (shingles)
• Herpes simplex
• Scabies
• Syphilis
• Chancroid
• LGV
• Allergic reaction



Addressing MPX Outbreak



• The MVA-BN vaccine is called 
Imvanex (in Europe), Jynneos (in 
USA) and Imvamune (in Canada)

• All the same vaccine manufactured by 
Bavarian Nordic

• Live non-replicating Modified Vaccinia 
Ankara approved for smallpox and 
Monkeypox

• No human efficacy data

August 09, 2022

FDA NEWS RELEASE
Monkeypox Update: FDA Authorizes 

Emergency Use of JYNNEOS Vaccine to 
Increase Vaccine Supply







Inhibits activity of orthopoxvirus VP37 protein (encoded by 
all orthopoxvirus) and blocks interaction with cellular Rab9 
GTPase and TIP47, preventing the formation of egress-

competent enveloped virions
Safety and efficacy data are lacking for HMPXV







A Randomized, Placebo-Controlled, Double-Blinded Trial of 
the Safety and Efficacy of Tecovirimat for the Treatment of 
Persons with Human Monkeypox Virus Disease

Study of Tecovirimat for Human Monkeypox Virus (STOMP)

SPONSOR: NIH/AIDS CLINICAL TRIALS GROUP

A5418



Eligible Participant

Eligible For 
Randomization

Not Eligible for Randomization
• Severe disease [e.g., ocular, 

hospitalization, deep lesions 
requiring surgical intervention, 
potentially disfiguring lesions on the 
face]

• Those with severe 
immunodeficiency, Severe 
inflammatory skin conditions

• Pregnant and breastfeeding people
• Children

Yes No

Arm C
Open-Label 
Tecovirimat

Arm A
Tecovirimat

Arm B
Placebo

Randomized 2:1



• Major advances have been made in HIV PrEP and Treatment
• STI PEP represents a potentially important strategy to 

compliment PrEP and HIV U=U
• COVID-19 pandemic continues with major advances in 

vaccine strategies and treatment; however, emerging variants 
has limited PrEP and treatment

• Monkeypox spread in U.S. continues, although marked 
reduction in cases associated with changes in behavior, 
natural infection and vaccine strategies

Conclusions



Thank You!!

?


