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Initial regimen

▪ New long-acting ART agent: efficacy and safety
▪ What combination?
▪ Two-drug regimen is durable?
▪ Option for specific populations: co-infections 



Monotherapy Dual therapy
Triple 

therapy
Dual therapy

Injectable 
ART 

Implantable 
ART 

Two-Drug Regimens

Integrase inhibitors

▪ DTG

▪ BIC

▪ RAL

▪ EVG/c

NRTI

▪ TDF TAF

▪ ABC

▪ 3TC FTC

▪ AZT

NNRTI: EFV, RPV

PI: DRV, ATV,LPV

Long-Acting Injectable ART

Cabotegravir, Rilpivirine

Initial therapy:

▪ DTG+3TC

Maintenance: 

▪ DTG+3TC 

▪ DTG+RPV

▪ CAB+RPV



DRV/R+3TC for initial regimen

▪ ART initiation with generic FDC DRV/RTV 
+ 3TC noninferior to generic  FDC 
DRV/RTV + 3TC/TDF at 48 wk in 
treatment-naive patients HIV-1 RNA <50 
copies/mL: 91% vs 93% (difference -2.1%; 
95% CI: -7.0 to 2.9; P <.01)

▪ Noninferiority margin not met for subgroup of 
patients with baseline  HIV-1 RNA >100,000 
copies/mL (n = 76) HIV-1 RNA <50 copies/mL: 
87% vs 90% (difference -3.7%; 95% CI: -15.7 to 
8.4; P = .13)



SIMPL’HIV Wk 48 results showed 
noninferiority of switching from 
standard combination ART to DTG + 
FTC vs continued standard 
combination ART in virologically 
suppressed PWH

▪ Switching from standard 
combination ART to DTG + FTC 
was noninferior to continuing 
standard combination ART in 
virologically suppressed adults at 
Wk 144 

▪ Quality of life was similar in both 
groups

▪ Weight changes from baseline 
were not clinically significant

DTG+FTC versus three-drug regimen: data at 144 weeks

Marinosci. AIDS 2022. Abstr OAB0302.



In adults with HIV-1/HBV-coinfection starting antiviral therapy, both B/F/TAF and DTG+F/TDF had high HIV-1 suppression at year 

1, with B/F/TAF resulting in superior HBV DNA suppression and significantly more HBeAg seroconversion. Safety findings were 

similar between groups. Abstract#12565

Adults with HIV-1/HBV 

coinfection were randomized 1:1 

to initiate blinded treatment with 

B/F/TAF or DTG+F/TDF (with 

placebo). Primary endpoints 

were proportion of participants 

with HIV-1 RNA <50 copies/mL 

(FDA Snapshot) and plasma 

HBV DNA <29 IU/mL 

(missing=failure) at Week 48

TAF/FTC/BIC versus TDF/FTC+DTG in HIV/HBV coinfection



Long-Acting Subcutaneous Lenacapavir in  Treatment-Naive Patients

▪ Primary outcome: proportion with HIV-1 RNA 
<50 c/mL at Wk 54

▪ Secondary outcomes: proportion with HIV-1 
RNA <50 c/mL at Wk 28, 38, and 80; change 
from baseline in log10 HIV-1 RNA and CD4+ cell 
count at Wk 28, 38, 54, and 80

Virologic Outcome, %
LEN SC + FTC/TAF

→ TAF
(n = 52)

LEN SC + FTC/TAF
→ BIC
(n = 53)

LEN PO + FTC/TAF
(n = 52)

BIC/FTC/TAF
(n = 25)

FDA snapshot analysis (ITT)
▪ HIV-1 RNA <50 c/mL
▪ HIV-1 RNA ≥50 c/mL
▪ No data
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FDA snapshot analysis among 
patients virologically suppressed at 
Wk 28
▪ HIV-1 RNA <50 c/mL
▪ HIV-1 RNA ≥50 c/mL
▪ No data
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After 2-wk oral lead-in followed by induction 
with 6-mo LEN SC + daily FTC/TAF PO, 
maintenance treatment with 6-mo SC + daily 
TAF or BIC PO associated with high rates of 
virologic suppression through Wk 54 in 
treatment-naive patients
▪ LEN SC + FTC/TAF PO → LEN SC + TAF PO: 

90% 
▪ LEN SC + FTC/TAF PO → LEN SC + BIC PO: 

85%
▪ LEN PO + FTC/TAF PO: 85%
▪ BIC/FTC/TAF PO: 92%Gupta. CROI 2022. Abstr 138.



DTG versus EFV 400 mg 

▪ Multicenter, randomized, open-label phase III trial at 3 sites in Yaoundé, Cameroon
▪ Primary endpoint: HIV-1 RNA <50 c/mL at Wk 48 by FDA Snapshot in ITT population (noninferiority margin: 10%)

▪ Patients with HIV-1 RNA >100,000 c/mL at baseline: 

▪ Had impaired virologic suppression vs patients with 
baseline HIV-1 RNA ≤100,000 c/mL (64% vs 87%) at Wk 
192

▪ Achieved faster virologic suppression with DTG vs EFV 
(66% vs 62%) by Wk 48 

▪ Patients with HIV-1 RNA <100,000 c/mL on EFV had less 
durable virologic suppression (84% at Wk 48 and 77% at Wk 
192)

▪ Both DTG + 3TC/TDF and low-dose (400 mg) EFV + 3TC/TDF effective 
and safe for treatment-naive PWH
▪ Higher rates of virologic suppression with DTG vs EFV over time, 

particularly for those with high viral loads at baseline
▪ Less durable virologic suppression for patients with baseline 

HIV-1 RNA 
>100,000 c/mL on EFV 

▪ Significantly more weight gain with DTG + 3TC/TDF vs EFV (400 mg) + 
3TC/TDF, particularly among women 

Mpoudi-Etame. AIDS 2022. Abstr OAB0304. 



Prevention of HIV and STIs

▪ New long-acting ART agent: efficacy and safety
▪ What about prevention of other STIs?



Doxycycline for PEP

▪ Doxycycline PEP taken within 72 hr of condomless sex reduced STI incidence in MSM 
and TGW
▪ Reduced by 62% in PWH cohort and 66% in PrEP cohort per quarter
▪ Incidence of gonorrhea, chlamydia, and syphilis each reduced substantially

▪ Doxycycline PEP was well tolerated and associated with high adherence 
(by self-report) and few discontinuations

Luetkemeyer. AIDS 2022. Abstr OALBX0103.



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

Long-acting injectable CAB for women

International, randomized, double-blind phase III trial

▪ During 12-mo unblinded phase, LA CAB maintained 
superiority over daily oral TDF/FTC for HIV PrEP in 
cisgender women
▪ HIV incidence reduced by 89% with CAB vs 

TDF/FTC
▪ Safety profile consistent with previous data; no 

new safety signals observed
▪ Incident infections during unblinded period were 

associated with CAB nonadherence
▪ No on-injection breakthrough infections occurred 
▪ Incidence of pregnancy increased between blinded 

and unblinded period (1.3 vs 3.2 per 100 PY)
▪ No congenital anomalies resulted in either study group

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-up

Delany-Moretlwe. AIDS 2022. Abstr OALBX0107.



Search for optimal second-line ART after NNRTI failure in 
DTG era

▪ Genotypic-guided or NO?
▪ DTG versus PI?
▪ Recycling NRTI or continuing NRTI despite failure? : 

AZT/3TC versus TDF/3TC

TDF/FTC/EFV failure

DTG+PI
AZT/3TC+DTG
AZT/3TC+PI
TDF/FTC+DTG



DTG vs DRV/RTV and TDF vs ZDV for Second-line Therapy

Wk 48 results: DTG was noninferior to DRV/RTV 
(but 4 cases of DTG resistance); 3TC/TDF was 
noninferior to 3TC/ZDV

Primary outcome: HIV-1 RNA <400 c/mL at Wk 
96 by FDA snapshot

Paton. CROI 2022. Abstr 137. Paton. NEJM. 
2021;385:330. NCT03988452.



▪ DTG + 2 NRTIs was noninferior to DRV/RTV + 2 NRTIs in patients who experienced failure of 
NNRTI-based initial regimen

▪ DTG + 2 NRTIs can be used as second-line ART, even if NRTIs are predicted to have no activity

Paton. CROI 2022. Abstr 137. Paton. NEJM. 2021;385:330. NCT03988452.



DTG vs PI (LPV/R or ATV/R) and TDF vs TAF for Second-line Therapy

▪ DTG + 3TC/TDF noninferior to DTG + FTC/TAF 
regardless of baseline HIV-1 RNA <1000 c/mL and 
≥1000 c/mL

▪ DTG + 3TC/TDF and DTG + FTC/TAF superior to 
combined PI/RTV arm

▪ Higher weight gain for women receiving DTG and 
TAF vs PI-based regimens or TDF

▪ Investigators conclude these results support switch 
to TDF (TAF)/XTC + DTG from first-line NNRTI-based 
regimens

Mulenga. CROI 2022. Abstr 135.



Updates IAS CROI 2022 

and 

Emerging Monkeypox 

Outbreak in 2022



Monkeypox

Cases/day Cumulative confirmed cases

40,000+

1,000 cases/day



▪ Orthopoxviruses are a group of large, 

complex, double-stranded DNA viruses that 

replicate in the cytoplasm of the host cell

▪ Vaccinia (smallpox vaccine), variola 

(smallpox), monkeypox, cowpox, and several 

newly discovered orthopoxvirus species are 

known to cause human disease

▪ Orthopoxvirus infections can cause a 

spectrum of febrile rash illnesses in humans, 

ranging from fairly benign, localized skin 

infections to severe systemic infections.

▪ Orthopoxviruses induce cross-reactive  

antibodies that protect against infection from  

other orthopoxvirus species



MONKEYPOX Central African Republic
By Emmanuel Nakouné-Yandoko

Monkeypox epidemiology, surveillance, and laboratory capacity in 

DRC.

By Muyembe-Tamfum, MD, PhD

Endemic areas of monkeypox







Exposure

Fever, myalgia, headache

3 days

▪ Centrifugal maculopapular rash starts from site of 

primary infection and spreads to other parts of the 

body

▪ Palms and soles are common in disseminated rash

▪ Lesions progress within 12 days 

▪ Lymphadenopathy is common in monkeypox

▪ Duration of illness is 2-4 weeks

Incubation period 

(5-21 days)

6-13 days

Clinical course of Monkeypox (pre 2022 outbreak) 



Clinical features of 2022 monkeypox outbreak 

(N=104): US Cohort

▪ Mainly occurs in MSM 

▪ 60% had no fever

▪ 1% URI symptoms 

▪ Rash 

▪ Characteristics 

▪ 71% ulcerative (umbilicated) 

lesions

▪ 7% vesicles

▪ 1% pustule/papules 

▪ Distribution of rash:

▪ 51% Genital lesions

▪ 17% Oral lesion 

▪ Inguinal and cervical lymphadenopathy

Clinical features and management of human monkeypox:  US cohort 2022, MMWR June 2022

Coinfection (UK cohort N=54)

Any STIs 25%

(GC or CT or both)

Chancre-like 

lesion at penis 

26%

Preexisting HIV 

infection 

24% 

** HIV patients are likely to have STI 

coinfection  and skin lesion more than 3 sites 



What do we know about route of transmission?

Secondary attack rates among 
unvaccinated household 
members to be about 8%

P1267-1269, SEPTEMBER 01, 2022



https://www.cdc.gov/poxvirus/monkeypox/clinicians/clinical-recognition.html



Lancet Infect Dis 2022https://doi.org/10.1016/S1473-3099(22)00228-6(May 24, 2022)



Clinical features and management of human monkeypox:  US cohort 2022

▪ N=17 (16= MSM)

▪ Age 40 (28-61)

▪ Some cases presented at STI clinic due to genital lesions 

▪ 12/17 had prodromal symptoms; fatigue, fever and 

headache 

▪ 6/17 had rash started at perianal or genital area

The rash associated with monkeypox involves firm, deep-seated, and 

well-circumscribed vesicles or pustules, which might umbilicate or 

become confluent. Lesions progress over time to scabs.





US CDC





Differential Diagnosis of Febrile 
Vesicular Pustular Rash Illnesses That 
May Be Confused With Smallpox



Sex Age Country Nationality

Male 27 Nigeria Nigerian

Male 47 Thailand Thai

Male 25 Germany Deutsch

Female 22 Thailand Thai

Female 24 Dubai Thai

ผูป่้วยไทยทัง้หมดไดร้บัการตรวจยนืยนัทางหอ้งปฏบิตักิารณ์ที่ TRC EID

Clinical Center

Monkeypox cases in Thailand 
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Case 3



Case 4

Case 5













Monkeypox

▪ อาการและอาการแสดงท่ีเปล่ียนไปจากเดิม อาจจะแยกยากจากโรคติดต่อ
ทางเพศสมัพนัธอ่ื์นๆ

▪ คาดวา่มผีูป่้วยเพิม่ขึน้เรือ่ยๆ แต่การระบาดอยูใ่นวงจ ากดัเฉพาะบุคคลทีม่คีวาม
เสีย่งเชน่เดยีวกบัการระบาดโรคเอชไอวใีนอดตี

▪ การเตรยีมความพรอ้ม
▪ คน้หาผูป่้วยทีม่คีวามเสีย่งทัง้ในระดบับุคคลและในชุมชน
▪ พฒันาการตรวจใหเ้ขา้ถงึไดง้า่ยขึน้
▪ การใหค้วามรูแ้ก่บุคคลากรทางการแพทยแ์ละประชาชนทัว่ไป
แผนในอนาคต:การจดัหาวคัซนีและยารกัษาเพือ่ประชากรกลุม่เสีย่ง


