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Study design

adult transgender women (TW) and other individuals identifying
as female or transfeminine but with male sex assigned at birth
(henceforth referred to in aggregate as TW) living with human
Immunodeficiency virus-1 (HIV-1)

phase ll b
48-weekK
open-label

non-randomized

three-group (90 participants (30 per group). |i| * d ’p




48-week, open label, non-randomized, 3-group trial
TW* with HIV, 218 yo, on ART 224 weeks, historic HIV-
RNA <400 copiesimL 6-24 mos prior study entry,

HIV-1 RNA <200 copies/mL (or local LLOD) at screening,
T e
No planned use of non-study FHT/antiandrogens for 24 w

1 DTG/TDFIFTC or 3TC n=30
Yes
On BIC, DTG, or Switch to HIV-1
DRV/c-based ART BIC, DTG, DRV/c- RNA<200 -
- based ART  —+ copies/mL 4 DRV/c ART n=30
through routine weeks after
— —+ o+ o+
Screening Preen™  wo  wa* Wi12* W24* w3er W48
Start study End Etl.ll'.'lf
Study regimen: All participants initiate oral 17-p estradiol 2mg drug” drug
daily at week 0. Titration in increments of 2mg to achieve target
hormone concentrations and participant goals are possible at Intensive PK*

ks 4,12, 24, and 36. ART obtained th h routi . (n=15 per group)
wee ' an orained trotgh routine care A Oral 17-p estradiol, 2mg daily starting dose

dd | T h les f T and * Possible study drug dose titration, 2mg increments
Additional key assessments: Trough samples for sparse ART an *Transition to FHT through routine care

17-p estradiol PK at each visit. FHT acceptability and satisfaction #plasma ART and serum FHT concentrations pre-dose and
assessed by questionnaire (all) and structured interview (subset of 1, 2, 3, 4, 6, and 8 hours post-observed dose
participants) at entry, week 24, and week 48,

**]dentifies as a trans woman or identifies as female or transfeminine but was assigned male sex at birth

Schema Figure 1




Specimen Flow Chart
 HIVNAT (Hematology)
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HIV algorithm for A5403

HIV Rapid test
OraQuick ADVANCE®

Backup : Alere Determine® at RIHES

I I l

Negative Positive
Report : Negative Geenius™ HIV1/2 Confirmatory Assay

Backup : VIDAS®HIV DUO ULTRA
HIV EIA 4* Generation at RIHES

|

Positive

l

Report : Positive



HIV status
Positive

Inclusion Criteria

HIV
RNA

Hematology

Hepatitis

Immuno

Chemistry  phenotyping Hormone

HIV Document
- HIV Rapid test (USFDA
Approved )
- Licensed Western blot
- HIV RNA Viral load

HIV RNA Viral

Hematology

+ Hemoglobin
=9.0 g/dL

* Platelet count

=>75,000/mm3

« WBCand
differential

Load

< 200 copies / mL

Chemistry test

- Creatinine
- Glucose
- Potasium
-Total protein
-Albumin
- Liver function test
- Lipid profile
*Direct LDL
- Indirect Bilirubin
- Total Bilirubin

Hepatitis status

- HCV Negative
- HBV Negative

Hormone

- Estradiol
- Prolactin
Total
testosterone

Immuno
phenotyping

- CD4/CD8



Toxic Grade

Grade from ACTG Clinic
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A5403 Requisition form

1.ClinicalLab 2. SPU___ 3. Office
N o s ze: PID
{61 A5403 Clinical Laboratory & SPU Requisition Form o Group 1/2/3
RIHES RIHES Chiang Mai University ,P.O. Box 80 CMU , Chiang Mai, Thailand Tel 66-5393-6148 ext.469 Institution
visit DOBmomwyyyy) /[ SEX[ Imale [JFemale Lastfood /drinkomsryyy) [/ Time(24 HrsClock) __:__
Fasting [ ves Y Weight (kg)
Collection Date ommwyyyyy / /__TimeBlood (24 Hrs Clock) __:__ CollectorInitial . QCnitial . . Transporter Initial ... .
Ple |xal =2l aleleliis
= I > 2 =
Laboratory category Collection Tube El (2|27 2| 5|53 % EEE $
E|d |U°(z|2|2|2]|2|2%E5
Hematology  (Hb, Hct, RBC, WBC, WBC differential ANC, Fit) X X X X X
CD4+ Cell Count  (if HIV+) 1x3 ml Spray Dried EDTA tube X X X
s HIV testing (if no document) X
'; Chemistry (GLU, K, Cr TP, ALB) X X X X X X X X
g LFT  (ALT(SGFT),AST(SGOT), ALP, TBIL ,IBIL) X X X X X X X X
9 Lipid panel (Fasting) {TG, CHOL , Direct-LDL {LDLD), HDL) 1x5 ml SST tube X X X X X
& | HBsAg  (if not have available in the medical record) X
S Anti-HCV  (if not have availablz in the medical racord) X
S HCVRNA*  (if not have available in the medical record) 1x6 ml Spray Dried EDTA tube X
:g HIV-1 RNA 1x6 ml Spray Dried EDTA tube X X X X X X X X
© ["Estradiol {Ship to UW Renton via 317) X X X X X X X X
Prolactin {Ship to UW Renton via 317) 1x5 ml SST Tube X
Total testosterone  (Ship to UW Renton viz 217) X X X X X X X
Store Plasma 6 ml Spray Dried EDTA tube & G 1T 1T | X2 T | X b Sl
Store Serum 6 ml SST tube T 1T 1T 1T T v v
: Store PBMC and Plasma { 1A for Intensive PK subgroup ) 10 ml Spray Dried EDTAtube & T T T 3T Sti C k er
3 Store PBMC and Plasma ( 1B for ARV trough PK subgroup) 10 m! Spray Dried EDTA tube é T T I m
g ARV Trough PK  (wrappad in foid within 5 minutes of collection until cantrifugation) 4 ml Spray Dried EDTAtube § T | 1T 2T (2T~ | 2T | 2T~ Finad P I D
= -
= 17beta Estradiol Trough PK S ml SST tube E T | T AT | T | T | 1T AT
2 {Collect only 4 ml blood) x ..
@ | Intensive ARV PK for a subset of 15 participants per group ({se= PK collzction requisition form) 4 ml Spray Dried EDTA tube 7 10T 101 101 10T VI Slt
Intensive Estradiol PK for a subset of 15 participants per group (s== PK collection requisition form) S ml SST tube T T m .
(Colect ony 4 i bood) Date collection
«  *For HCV antil testing is positi “F rticipants who are completing an intensive PK visit on the same da the st 1sit, 3n additional trough sample is not requirsd
Remark: e Plaoms AWl bb Shared with stored pleom and viabie PEMG. Golleoton on the folowtg vie: Entry | Week 26 Week £ . and of Discontmuaton 1 F e 1 ot redur Date of Birth
Physician IMurse COBIMBIIL. o oy o s e i s ys s 0w v e e e e P A A S At
Clinical LabUse Only [ _JAccept [JReject SPU Use Only [JAccept [JReject Nurse Use Only
Specimen received : Specimen received: [_]Sml. SST....... tube(s) [_J6ml.SST.... tube(s) | \whole process checked by ................
D 5ml. SST ... tube(s) [J3 ml. Spray Dried EDTA ....... tube(s) [[T]4 ml. Spray Dried EDTA ....... tube(s) [ 6 ml Spray Dried EDTA ....... tube(s)
(L] & mi. Spray Dried EDTA........ tube(s) (] 10 ml. Spray Dried EDTA ...... tube(s) Date (DD/MMMNYYYY) __/__ _/____
Received DY .....oooveeee Received DY ..o Time (24 Hrs Clock) _ _:_ _
Date (DD/MMMMAYYYY) ___/__ _J_____ Time(24HrsClock) __:__ | Date (DDMMMNYYYY) __ _ /1 Time(24HrsClock) __:__ | comment
COMMBAE ...ttt ettt e s et eseneeneneanen COMMBNE ...ttt ee e erese et eneeneneenens

A5403 Lab Requisition Form, Version date 01 AUG 2024



Turn Around Time
IV Rapid Tes (OraQuik® Advnce Raid HIVL/2 A Test) = 1 Days

HIV Viral Load = 14 Days






