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Outline 

Biomedical: New ARVs

HIV Treatment

HIV prevention



Long-acting injectable antiretrovirals 

Study Population 

MOCHA NCT03497676 12-17 year, VL suppressed 

CRAYON IMPACT2036 2-12 year, VL suppresed

Jan 2022
Mar 2022



Long-acting injectable Cabotegravir + Rilpivirine

▪ Indication: Adults and adolescent > 12 years and BW > 35 kg who are virologically suppressed on a 
stable ART regimen; no history of Rx failure and no resistance to NNRTI and INSTI class (29 March 2022)

FDA extended-release CAB + RPV injections. EMA prolonged-release CAB injection. EMA prolonged-release RPV injection.

Dosing for Q1M Regimen

Drug

Optional Oral Lead-in IM Initiation Injections IM (Once-Monthly Dosing)

~1 Mo
On Last Day of Oral Lead-in or 

Current ART Dosing
Begin 1 Mo After Initiation Injections

CAB 30 mg once daily with meal 600 mg (3 mL) 400 mg (2 mL)

RPV 25 mg once daily with meal 900 mg (3 mL) 600 mg (2 mL)

Dosing for Q2M Regimen 

Drug

Optional Oral Lead-in IM Injections (2-Time Dosing) IM (Every-2-Mo Dosing)

~1 Mo
On Last Day of Oral Lead-in or 

Current ART Dosing and 1 Mo Later
Begin 2 Mo After Second Initiation 

Injections

CAB 30 mg once daily with meal 600 mg (3 mL) 600 mg (3 mL) 

RPV 25 mg once daily with meal 900 mg (3 mL) 900 mg (3 mL) 

Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/


“Direct to Inject”
Switching to LA IM CAB + RPV Without an Oral Lead-in

▪ FLAIR extension study

‒ Participants on DTG/ABC/3TC arm 
achieving virologic suppression 
(HIV-1 RNA <50 copies/mL) in 
20-wk induction phase could 
switch to monthly CAB/RPV at 
Wk 100

‒ Switchers randomized to groups 
with or without an oral CAB + RPV 
lead-in

‒ Similar adverse event profile

Orkin. Lancet HIV. 2021;8:e668. Slide credit: clinicaloptions.com
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Virologic Outcomes at Wk 124 Following 
Switch to LA IM CAB + RPV at Wk 100
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http://www.clinicaloptions.com/


ATLAS-2M: LA IM CAB + RPV Q8W vs Q4W

1. Overton. Lancet. 2021;396:1994. 2. Jaeger. Lancet HIV. 2021;8:e679. 3. Overton. CROI 2022. Abstr 479.  

LA CAB + RPV 
Q8W (n = 522)

LA CAB + RPV 
Q4W (n = 523)

Virologic Outcomes at Wk 481
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Adjusted Treatment Difference for Primary 
Endpoint of HIV-1 RNA ≥50 c/mL (95% CI)1

-10 -8 -6 -4 -2 0 2 4 6 8 10
Difference (%)

Q4WQ8W

-0.6 2.2

0.8

4% NI
margin

Slide credit: clinicaloptions.com
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▪ Noninferiority of Q8W vs Q4W dosing 
maintained through 962 and 152 wk3

▪ Through Wk 152, 13 participants had CVF: 
Q8W, n = 11 (2%); Q4W, n = 2 (<1%)3

▪ None with injection >7 days late

http://www.clinicaloptions.com/




LA IM CAB Q2M vs Daily Oral FTC/TDF

▪ International, randomized, double-blind phase IIb/III (083) and phase III (084) trials

▪ LA IM CAB met criteria for superiority vs daily oral FTC/TDF in both trials

1. Landovitz. NEJM. 2021;385:595. 2. Delany-Moretlwe. Lancet. 2022;399:1779. 

HPTN 0831

▪ N = 4566 MSM and TGW

▪ LA IM CAB was 66% more 
effective than daily oral 
FTC/TDF at preventing HIV 
infection

HPTN 0842

▪ N = 3224 cisgender women in 
sub-Saharan Africa

▪ LA IM CAB was 88% more 
effective than daily oral 
FTC/TDF at preventing HIV 
infection

Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/


• A first-in-class inhibitor of HIV-1 capsid 
• Interfering with capsid-mediated nuclear 

uptake of preintegration complexes and 
impairing virion production.

• Potent viral activity -2.1 log10 c/ml
• EC50 100 pM/L
• Long half life oral 10-12 days, SC 8-12 weeks



Long-Acting Lenacapavir SC q 6 month in Naive Patients
CALIBRATE 

▪ Randomized, open-label phase II trial 

▪ 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

If HIV-1 RNA 
<50 c/mL at Wk 16 
and 22, switched to 

TAF or BIC; 
if ≥50 c/mL, 

discontinued study

Maintenance

1∘ endpoint

Wk 54

ARV-naive adults
HIV-1 RNA ≥200 c/mL, 

CD4+ cell count ≥200 cells/mm3

(N = 182)

LEN SC Q6M +

Induction

*LEN oral lead-in 600 mg Days 1 and 2, 300 mg Day 8; LEN 927 mg SC Day 15 and then Q6M.
†LEN 600 mg Days 1 and 2, then 50 mg from Day 3. ‡FTC/TAF 200/25 mg. §BIC/FTC/TAF 50/200/25 mg.

FTC/TAF‡ PO QD

LEN SC Q6M +

FTC/TAF‡ PO QD

LEN SC Q6M

LEN SC Q6M

TAF 25 mg PO QD

BIC 75 mg PO QD

LEN 50 mg PO QD +

FTC/TAF ‡ PO QD

BIC/FTC/TAF§ PO QD

Wk 80

Group 1* 
n = 52

Group 2* 
n = 53

Group 3†

n = 52

Group 4 
n = 25

2∘ endpoint

Wk 28

Gupta. CROI 2022. Abstr 138. Slide credit: clinicaloptions.com

http://www.clinicaloptions.com/


CALIBRATE Primary Analysis: Wk 54 Virologic Outcomes 

Gupta. CROI 2022. Abstr 138.

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 among patients 
virologically suppressed at Wk 28
▪ HIV-1 RNA <50 c/mL
▪ HIV-1 RNA ≥50 c/mL
▪ No data

94%
4
2

92%
0
8

90%
6
4

92%
0
8

Mean CD4+ cell count 
increase from baseline to 
Wk 54, cells/mm3

206 212 220 193

*3 participants (2 in Group 1 and 1 in Group 2) discontinued due to not having HIV-1 RNA <50 c/mL prior to Wk 28. †1 participant discontinued on Day 2. 
‡2 of 3 participants with HIV-1 RNA ≥50 c/mL at Wk 54 were suppressed at a subsequent visit.

Slide credit: clinicaloptions.com

GI Adverse Events with LEN SC vs PO
Nausea: 14% vs 12%
Diarrhea: 7% vs 10%
Vomiting: 4% vs 8%

Injection Site Reactions (ISRs) 

11%, nodule, 1 grade 3 (nodule)

3 patients discontinued due to ISRs 

http://www.clinicaloptions.com/


SIMPL’HIV: Dolutegravir + Emtricitabine vs SOC

▪ Randomized, open-label, multicenter phase III trial

Marinosci. AIDS 2022. Abstr OAB0302.

Virologically suppressed adults 
(HIV-1 RNA <50 c/mL for ≥24 wk) 

on standard combination ART 
(N = 187)

Median time on ART 7-8 years

Switch to DTG + FTC with SM
(n = 45)

Switch to DTG + FTC with PCM
(n = 48)

Maintain baseline ART with SM 
(n = 47)

Maintain baseline ART with PCM
(n = 47)

Wk 48 Wk 144

Therapy and monitoring at 
patient and physician 

discretion

*Excluded if previous ART change due to suboptimal virologic response (M184V accepted); CrCl <50 mL/min; transaminase elevation >2.5 ULN. 

▪ Post study endpoints: HIV-1 RNA <100 c/mL throughout Wk 144 and HIV-1 RNA <50 c/mL at Wk 144 

▪ Other endpoints: change in lipids, weight, renal biomarkers, and QoL from baseline



SIMPL’HIV: Wk 144 Efficacy (FDA Snapshot)

Marinosci. AIDS 2022. Abstr OAB0302. Reproduced with permission.
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Slide credit: clinicaloptions.com

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

PLWH 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 

intervention

Luetkemeyer. AIDS 2022. Abstr OALBX0103.

2:1

http://www.clinicaloptions.com/


Slide credit: clinicaloptions.com

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 <.0001

Luetkemeyer. AIDS 2022. Abstr OALBX0103. Reproduced with permission.
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PrEP Cohort

(N= 327)

Doxy PEP Standard 
of Care

0

10

20

30

10.7%
(61/570)

31.9%
(82/257)

STI
Gonorrhea only
Chlamydia only
Syphilis only
≥2 STIs

Doxy PEP Standard 
of Care

30.5%
(39/129)

11.8%
(36/305)

PLWH Cohort

(N= 174) Median age 38 year 

Median 7.3 (IQR: 1-10) sex acts/month

Previous Hx of STIs in past 12 months

• Gonorrhea (69%), C.trachomatis (58%), Syphilis (20%)d

http://www.clinicaloptions.com/


Slide credit: clinicaloptions.com

STI Incidence By Anatomic Distribution & Study Arm

Luetkemeyer. AIDS 2022. Abstr OALBX0103. Reproduced with permission.

Reduction in 
STI Incidence 
Per Quarter

Risk Reduction (95% CI) 
P Value

PrEP Cohort PWH Cohort

Gonorrhea
0.45 

(0.32-0.65)
<.0001

0.43
(0.26-0.71)

.001

Chlamydia
0.12

(0.05-0.25)
<.0001

0.26
(0.12-0.57)

.0007

Syphilis
0.13

(0.03-0.59)
.0084

0.23
(0.04-1.29)

.095

PrEP Cohort PLWH Cohort
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Doxy PEP Standard of Care

Anatomic Site
Urethral only
Pharyngeal only
Rectal only
≥2 sites

Urethral only
Pharyngeal only
Rectal only
≥2 sites

Gonorrhea
30

20

10

0

52/570 (9.1%)

52/257 (20.2%)

27/305 (8.9%)

26/128 (20.3%)

Chlamydia
30

20

10

0
8/570 (1.4%)

31/257 (12.1%)

12/305 (3.9%)

19/128 (14.8%)

1°/2°/early 
latent syphilis

Syphilis
30

20

10

0
2/570 (0.4%)

7/257 (2.7%) 2/305 (0.7%) 3/128 (2.3%)

Doxy PEP Standard of Care

http://www.clinicaloptions.com/


Buddy CU clinic: Providers
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จ ำนวนคร้ังต่อปี ของกำรมำรับบริกำรที ่Buddy CU 

Adolescent Young adult service 

ท่ีมาขอ้มูล ระบบ HIS โรงพยาบาลจุฬาลงกรณ์
วนัท่ี 1 ก.ย. 2562 ถึง 23 สิงหาคม 2565
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ข้อมูลกำรรับ PrEP Buddy CU
จำกระบบ NAP-PrEP ปี 2563 -2565 (N=395) 

ปี 2561-2562 จ านวน 258คน เร่ิมใช้ PrEP จากโครงการเพร็พพระองค์โสม 
ก่อนจะเร่ิมเขา้สู่ระบบ NAP-PrEP ในปี 2563

ข้อมูลถึงวนัที ่23 ส.ค. 2565

15- 18 ปี = 19% 
18-24 ปี = 81%



N=97

83% MSM

Median time after 
sexual debut = 3 years

Median age 17.9 years 

Baseline CD4 309 cells/mm3

86% CD4>200 cells/mm3

Treatment outcome of AYA living with HIV

2017-2022

After 6 month 
93% virally suppressed

21% Mental health

16% Syphilis 

6% Hepatitis C



HIV self-test acceptability was 87.8% (95% CI: 81.0-94.5). 
Most (79%) preferred HIVST performance in hospital rather than at home.
Most common problem for invalid is inadequate blood volume



Preference Oral-fluid vs Blood- based HIV self-testing

Oral Fluid-Based Blood-Based

Trade name of test used OraQuick® INSTI®

Time results available 20 minutes 5 minute

Sensitivity 100.0% 100%

Specificity 99.81% 99.83%

Immunological principles IgG Ab to HIV-1 and HIV-2 gp41 and gp36 Ab

Trabwongwithaya P. Puthanakit T. Int J STD AIDS 2022;33:492-8.

From March to April 2021, 87 AYA with a median age of 20 years (IQR) 18-22. 

Two-third of AYA preferred “Blood-based HIV self-test”

Reasons for preferring blood-based testing: rapid results (77.2%) perceived higher accuracy (66.7%).



Case 1: A 15-year-old transgender woman
A 15-year-old TGW, check-up for hormonal service, BW 55 kg
• Sexual debut at age 12 years, lifetime partner = 10, 50% condom use
• anti-HIV: reactive o Baseline Cr: Cr 0.83 mg/dL

o CXR screening: normal
o Other STIs: anti HCV-negative, 

TPHA-negative

✓ Same day TDF/FTC (300/200) 1 tab PO OD + DTG (50) 1 tab PO OD 

Thailand national guideline in HIV/AIDS diagnosis, treatment and prevention 2020/2021

✓ 3 months after treatment: HIV-VL : <40 copies/mL  CD4  330 cell/mm3 (14%)  → 596/uL (16%)
การตดิตามทางห้องปฏบิัตกิาร ปีแรก ปีถัดไป หมายเหตุ

HIV viral load ตรวจหลังเร่ิมยา 3 เดือน จากนัน้ 
ทุก 6 เดือน

ทุก 6-12 เดือน * ตรวจ VL หลังเร่ิม/เปล่ียนสูตรยาเพื่อประเมินประสิทธิภาพ
ของยา
หาก HIV VL undetectable + CD4>500 cells/mm3 + ทาน
ยาสม ่าเสมออย่างน้อย 2 ปี หยุดเจาะ CD4 ได้

CD4 ทุก 6 เดือน ทุก 6-12 เดือน 

CBC ทุก 6 เดือน ทุก 6-12 เดือน 

LDL, cholesterol, Cr, FBS ทุก 6 เดือน ทุก 6-12 เดือน ตรวจ UA ในเดก็ที่ได้ TDF



Gender-affirming hormone therapy

Trade Name Progynova 2 mg Androcur 50 mg

โดสปกติ 2-4mg/วนั ¼ - 1 เม็ด/วัน

ตวัยา Estradiol valerate Cyproterone acetate

ผลต่อร่างกาย กล้ามน้อยลง ผิวเนียน เต้านม 3-6 เดือน ลดขน ผิวเนียน ลดสิว

ราคา 6 บาท /เม็ด 47บาท/เม็ด



PrEP regimen 



แชทออนไลน ์สะดวก ง่าย ครบ จบครบทุกบรกิาร

มขีอ้มูลการตดิตอ่กบัใหก้บัวยัรุน่ และมอีาการอพัเดทสือ่การตรวจและความรูร้วมถงึ บรกิารของทางคลนิิก เพือ่ใหเ้ขา้ถงึวยัรุน่ และใหบ้รกิาร

ทีม่เีป็นมติร สะดวก เชน่การแจง้ผลการตรวจเลอืดออนไลน ์การขอรบัชดุตรวจเอชไอว ีรวมถงึบรกิาร Telehealth ของคลนิิกวยัรุน่



Telehealth ง่าย

แคป่ลายนิว้...........





ลงทะเบยีนใชง้าน Application



แบบสอบถามประเมนิความเสีย่ง



เลอืกรปูแบบ/วธิกีารทานยา



200 adolescents 15-19 year (MSM 74%, TGW 26%)
HIV Prevalence @ Screening visit = 6%

Retention @ 6 months =73%

Songtaweesin WN, Puthanakit T, et al J Int AIDS Soc. 2020;23 Suppl 5:e25564.



Kawichai S, Songtaweesin WN, Puthanakit T, et al.JMIR Mhealth Uhealth. 2022;10:e25561.



42 correct use ED-PrEP
31(74%) condom use 

27 incorrect use ED-PrEP
17(63% condom use)

Adolescent 15-19 years 
August 2020-Dec 2021 

Traikiatphum J, Puthanakit T, et al, Int J STD AIDS. 2022;33:799-805.



Take home message

Biomedical: Long-acting ARV

HIV Treatment: People centered

HIV prevention package




