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Abstract Text

Background: WHO Consolidated Guidelines released in November 2015 recommend ART initia age and at any CD4 count. The preferred first line reg
EFV with NVP, EFV 400 mgs and DTG as alternative regimens as well as AZT -- 3TC in place of TDF -- 3TC. Latin-American countries follow local specific guidelines, each one recommending different approa
combinations for ART initiation. The aim of this study is to determine how often ART is initiated in new HIV cases and what antiretroviral combinations are used in clinical practice in countries from Latin America
methods: The Latin-American Workshop Study Group is an expanding network of 38 HIV Care Centers form 11 countries of South America, Central America, the Caribbean and Mexico with clinical data from 73,431 pat
September 2015. We identified 9,979 cases of ART initiation in 2013 -- 2014 in 8 countries. Statistical analysis by chi square test and confidence intervals. Results: Globally 81% of newly diagnosed HIV cases initiated ART duri
first year of follow up. Mexico, Dominican Republic and Argentina were the only countries with rates of ART initiation of 90% or higher while rates of ART initiation were 64% to 74% in most South American countries. Only 16
patients initiated TDF -- 3TC/FTC -- EFV. AZT -- 3TC is still the preferred backbone (52.2%) while TDF -- 3TC/FTC is the second preferred backbone (24.1%) with large differences in NRTI use between countries; less to 25% in Costa
Rica and Peru to over 90% in Ecuador and Mexico. EFV is the third drug in 65.4% of therapies initiated in 2013 -- 2014, protease inhibitors in 18.3% of cases and Raltegravir in 2.4%. Conclusions: In Latin America some countries
adopted ART initiation regardless of CD4 count while most South American countries show ART initiation rates around 70%. Regimens selected for first line therapy are diverse between countries and WHO recommended regimen
is not preferred in most countries. AZT -- 3TC is still the preferred backbone, protease inhibitors are frequently used as third drug and a few patients initiate integrase inhibitors. Standardization of first line regimens is guaranteed
in Latin America.
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Background: The acute infection of HIV is a crucial moment. Table 4. Sexual characteristics

After infection, during the first 3 weeks there is an Variables N (%)

exponential replication growth of the virus and the person is Circumcision 16(15.5)
most infectious, knowing the risks involved [1,2]. We observed (X£DE)
a significant impact of applications among men who have sex .

: . : * Age of sexual life onset 17.9 +14.8
with men (MSM) and meeting places in sexual health, use of '
these leads to a greater likelihood of having unprotected sex * Sexual partners throughout life 113.9£156.8
and spread of disease sexual transmission [3] * Sexual partners in last 3 mo. 7.8 £18.99

* Condomless sexual partners in last 3 mo. 5+13

Methodology: Semistructured interview about risky sexual
behavior and substance use self-report in the three months
prior to HIV diagnosis is applied. In categorical variable
frequencies and percentages for the means and standard

*  +Bottom 19 (18.4)

Table 5. Networking Applications & Meeting sites

deviations continuous variables were performed. UETEE Nif7o)
Use of networking Applications 41 (39)
Results: One application 5(12.2)
Two applications 25 (60.8)
> Two applications 11 (27)
Contact success via applications 35 (85.3)
Variable N (%) Variable (X+DE)
Men 103 Sexual partners via application 12+ 25
Single 72(70.8) Application type N (%)
?CCUEF;T?“E)” ees 46 (44.6) Grindr S0L/3)
. StuZer:/t 23 (22.3) Manhunt = (75
*  Unemployed 20 (19.4) Hornet 3(7.3)
Variable (X£DE) Facebook 3(7.3)
Age 27.6+7.7 Others 2(5.1)
Years of study (X+DE) 13.62 +2.96 Attend sexual meeting places 41(39)
One meeting place 14 (34.1)
Two meeting places 20 (48.7)
> Two meeting places 7(17.2)
Variables X£DE Type of sexual meeting places
Viral load 3386079 +3 601 811 Bath houses 17 (41.4)
CD4 364 £183 Orgias 12 (29.3)
Public transportation 5(12.2)
R, M
Sexual orientation N (%)
* Homosexual 94 (91.3)
e Heterosexual 3(2.9) Conclusions: As we know this is the first study that describes
* Bisexual 6 (5.8) the use of networking applications for sexual contacts in
Sexual position newly diagnosed patients with HIV in Mexico City. Knowing risk sites
«  Top 16 (15.5) could allow preventive policies and procedures to prevent risk
*  Bottom 12 (11.6) behaviors.
*  Versatile 22 (21.3) L Nicols 2 Pcher C Dagesis n managment of e HI nfection. fct D1 Cli N m 21(2007)15-48
* +Top 34 (33) el e s s . s

3-Lehmiller J, Loerger M. Social networking smarthphone applications and sexual health outocmes along men who have sex with men. PLOS ONE. 9

(2014).
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Infroduction Table 3. Sexual characteristics

The phase of acute or recent HIV infection is @ N%

crucial moment of infection to the spread of ~ S€XUdl posifion
; . i . « Active 16(15.5)

fhe virus. Week 2-3 affer infection exponential | 5 .o 12(11.6)

growth of the decrease in viral load and CD4 '

, : : + Active/passive 22(21.3)
occurs. This reported in the literature that . 4aActive/Passive 34(33)
sexual risk behaviors as fraumatic sex, & Active/passive + 19(18.4)

receptive andl intercourse, daclive Ulcerdilive  [Sirsisasicisns 16(15.5)
disease, sex work, drug use and regulate
multiple sexual partners. In men, the risk factors
have been associaled with who are nol
circumecised.

Sexual Orientation
* Homosexual 94(91.3)
* Heterosexual 3(2.9)
« Bisexual 6(5.8)

Methodology Table 4. Sexual Risk behavior

Semisiruciured inferview dboul risky sexual Variables N%
behavior and substance use self-report in the Age of first sexual 17.9+14.8
three months prior fo HIV diagnosis is applied. intercourse (X+DE)

In categorical variable frequencies and  Number of sexual partners 113.9£156.8
percentages for the means and standard along life (X+DE)

deviations continuous variables were  Number of sexual partners 7 8+18.99
performed. 3m (X£DE)

STI's 41(39.8)

Results Anal bleeding 17(16.5)

Table 1. Sociodemographic dala Sustance in Coitus 36(34.9)
Type of substances

X - Alcohol 241666

« Cannabis 12(33.3)

Men LIS + Poppers 12(33.3)

Age (XxDE) 27.6x7.7

Single 72(70.8) Conclusions

It is the first fime a report in Mexico of sexual
Years of sfudy (X+DE) 13.62£2.96 behaviors in persons with acute infection is.
Knowing the sexual behaviors that are having
acute patients will allow us to make strategies
to prevent the spread of HIV

Emploiment

 Employees 46(44.6)
« Student 23(22.3)
*  Unemployed 20(19.4)

Table 2. Viral load and CD4 References:
1. Nicola z, Pilcher C. Diagnosis in managment of ascute HIV

infection. Infect Dis Clin N Am. 21, 2007; 19-48
o 2. Van Kesteren N, Hospers H, Kok G. Sexual risk Behavior among HIV
Variables positive men who have sex with men: A literatura review. Patient
Viral load 3386079.33+3601811.13 education and counseling 65, 2007; 5-20
3. ZouH, Prestage G, Fairlay C, ef al. Sexual Behaviors a Risk for
CD4 364.11+£183.22

Sexualy frasmitted infection among teenage men who have sex
with men. Journal of adolescence healt. 55, 2014; 247-253
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Introduction Results (Cont'd)

echanism of Action: vs - afety Summary vera ange in Spine and Hip
Mechani f Action: TAF vs TDF'® Safety S (o} Il Ch in Spi d Hip BMD
GI TRACT Patients, % EICIFITAF = 4 Spine
Tenofovir o ' n=866 n=867 2 2 P p <0.001
(L'.i\‘?w TRV ) enih Any AE 93 95 ; RRCR
) Any drug-related AE 42 46 = 0 1.291 -0.960
b Grade 3 or 4 AE 12 12 2 2 2790
il Drug-related Grade 3 or 4 AE 2 1 g - 2.830 '
3 Serious AE 11 10 c a
" TFV— ’m‘ Drug-related serious AE 0.6 0.2 é .
astonamite TAF —_V"”‘" AE-related discontinuation 1 2 : 3
ma o L 2 Do Renal AE discontinuation, n 0 6* 53 7% 7
Death 0.2t 0.3 = 5 Hip
*p=0.03; *Stroke (n=1), alcohol intoxication n=(1); *Alcohol and drug intoxication (n=1), myocardial infarction a p <0.001
. . (n=2); AE, adverse event e
¢ TAF, a novel oral prodrug of TFV, is more stable in plasma than < 20672
TDF, allowing for a 10-fold lowering of dose, which results in a = 5075
substantial reduction (90%) in circulating TFV, while achieving a g }
4-fold increase in |.ntracejllular levels of TFV diphosphate (TFV-DP) Common Adverse Events: All Grades <
and comparably high efficacy* 2 0
AEs in 210 % of Patients, % i Sl E/CIFITAF, a?e ‘7‘981 ?2
Study Design Surrent - ¢ e n=866 n=867 848 784 711
Studies 104 and 111 Week 0 a "o Diarrhea 20 23 D, standard deviation Week
M Headache 17 15
n=866 Upper respiratory tract infection 17 17
Nausea 16 19 Overall Change in Spine and Hip BMD
“ Nasopharyngitis 12 12 Difference EpiEﬁg/TAF — STB
E/C/F/TDF QD (Stribild, STB) Cough i 1 ’ AR gss !
neg67 / Fatigue 1 10 4 .
E/CIF, elvitegravir/cobici: icitabine; eGFR, glomerular filtration rate 2 2
¢ Two phase 3 international, randomized, double-blind, double- -3 1
dummy studies . 4 0
—Study 104 (North America, EU, Asia; ClinicalTrials.gov Grade 3 or 4 Laboratory Abnormalities < 0 T 4
NCT01780506), Study 111 (North America, EU, Latin America; Patients, % E/CIFITAF g - s
NCTO01797445): TAF vs TDF, each coformulated with E/C/F S e e "55 "37 @, 2
—Stratified by HIV-1 RNA, CD4 cell count, geographic region T e T g . < = | 5
¢ Primary endpoint met: E/C/F/TAF efficacy noninferior to STB at LDL elevation (fasting) 8 4 @ 4 0 g
Week 48° Lipase 5 9 § o Hip a3
—HIV-1 RNA <50 copies/mL by FDA snapshot analysis at 12% Hypercholesterolemia (fasting) 3 2 © All Ages b
margin Hematuria (quanititative) 3 3 g ! £
¢ Secondary endpoints: hip and spine BMD, change in serum AST 2 2 § 2 2
creatinine, safety and tolerability through Week 48 ﬁﬂw_lylase g g é = !
¢ At Week 48, both arms achieved high rates of virologic suppression Neutrophils 2 3 4 2
(>90%)° Urine glucose 2 2 ’ 18-25 Years
—At Week 48, patients randomized to E/C/F/TAF had significantly GGT 1 3 ! ¢
reduced bone demineralization in lumbar spine and hip, Hyperglycemia (nonfasting) 1 1 -2 2
significantly smaller mean serum creatinine change, and Triglycerides (fasting) 1 <1 3 1
significantly lower rates of total proteinuria, albuminuria, and ;%;lﬁ:;yi’f‘;ﬂ;’:;gTTb‘&;‘_@”e‘g:i;’};L‘L"Sgpj?’“e?AST- 2spaniatelamiioiansicz=e=Cll 4y ” - = w0
proximal tubular proteinuria vs those assigned TDF LSM, least-squares mean Week
Objective ¢ g?t?;;|t\wl\lltilt?]tl_(r)XFof/sBI;Ag)/mv(\lai?r:c_?tljl?:r?sp(_?oosély calcium and vitamin
. (o] (] 5 P=U.
¢ To compare longer term (96 week) efficacy, safety, and tolerability Fasting Lipids
of treatment with E/C/F/TAF vs STB in treatment-naive patients 200, _191 CorTAr ST Changes in Proteinuria
with HIV-1 from Studies 104 and 111 177 Baese Basclne ° | EOFTAT W ST
- Proteinuria (UPCR) p<00otforal  Albuminuria (UACR)
2 3.6 3.6 @ 30 (mg/mL) EZS 30 (mg/mL) HED
) 119 412 113 110 3 °
£ - < 20
. . . . = 100 “ -104- 1,0- 2 4 fg
Baseline Demographics, HIV Risk Factors, and Medical 2 B 2 £ o 0_<:
n=866 n=867 a a t T D & a5 20, e 2
Median age, y (range) 33 (18-74) 35 (18-76) g M o e A s e
o, w RBP/Cr 2M/Cr
Female’ % o 15 15 0 TC LDL HDL Triglycerides 0 TC:HDL Ratio ) 8 BL K7 &y oy 103 ﬁ
Race and ethnicity, % p <0.001 p <0.001 p <0.001 p=0.12 p=0.69 § 60| GO (/o) KL
2'::2 or African hentage ?? ?g HDL, high-density lipoprotein; TC, total cholesterol :E ZZ
Hispanic or Lantino 19 19 g
Median CD4 count(,) cells/pL 404 406 ¢ No difference (TAF VS TDF) in: = o b
D = c —Cardiovascular AEs: 21 (2.4%) vs 27 (3.1%), p=0.46 o u owoowm o om -
Medical history, % ~Serious cardiovascular AEs: 5 (0.6%) vs 4 (0.5%), p=0.75 e e o G A S ST
Diabetes mellitus 3 5 —Rate of initiation of lipid-modifying agents: 33 (3.8%) vs 38 (4.4%),
Hypertension 14 17 p=0.63 4 No cases of proximal tubulopathy with E/C/F/TAF vs 2 with STB
Cardiovascular disease 1 2
Hyperlipidemia 1 12 Conclusions
Median eGFR, mL/min (Cockcroft-Gault) 117 114
¢+ After 2 years, TAF combined with E/C/F produced a high rate of virologic suppression (87%) and
Week 48 and 96 Virologic Outcomes’ remained noninferior to STB in treatment-naive patients
100 9249 Virologic Outcome Treatment Difference (95% Cl)
& 87 g5 Eorme ST + Emergent antiretroviral resistance was rare (1%; 18/1733)
E 8 2
= Week 48 47 + E/C/FITAF continued to have a statistically superior bone and renal safety profile compared with STB
© . . . . 0 . 0
2 . — Differences between BMD widened from Weeks 48 to 96, with spine BMD with E/C/F/TAF improving
: " Week 96 71‘8‘%4_8 towards baseline, but remaining decreased with STB
2 . ‘4: é%; ‘4: 99: — Quantitative proteinuria and renal tubular proteinuria markers continued to favor E/C/F/TAF
: 8 o -12% 0 12% i i X X . .
R —No E/C/F/TAF patients developed proximal tubulopathy vs 2 TDF patients (1 led to discontinuation)

Cl, confidence interval

By 96 ks, virologic fail th resist din 18 ¢ There were increases in the TAF arm in TC, HDL, and LDL cholesterol, but no difference in TC:HDL
¢ pgtient\gee S, virologic Talire With resistance oeetrrec in ratio compared with the TDF group, consistent with the known off-target lipid effect of TDF2?

—10/866 TAF patients (1.2%): 2 with M184V, 6 with + These longer term safety data support the hypothesis that higher circulating TFV levels cause TDF

M184V/l+integrase strand transfer inhibitor-resistance (INSTI-R), A - ;
1 with K65R+M184V+INSTI-R. 1 with K65N+INSTI-R bone and renal toxicity, and the lower levels delivered by TAF reduce exposure, and are protective

—8/867 TDF patients (0.9%): 3 with M184V, 1 with M184V+INSTI-R, against bone and renal effects
2 Véith KB5R+M184V+INSTI-R, 1 with KBSN+INSTI-R, 1 with + E/C/FI/TAF is a safe, well-tolerated, and durable regimen for initial and ongoing HIV-1 treatment
INSTI-R
* M184V/I: 9 TAF, 6 TDF; K65R/N: 2 TAF, 3 TDF; primary INSTI
resistance: 8 TAF, 5 TDF (all genotypically susceptible to References & Acknowledgment
dqutegravir) 1. Babusis D et al. Mol Pharm 2013;10:459-66; 2. Birkus G etal. Antimic_rob Agents Chemother 2007;51:543-50; 3. Lee W, et al. Antimicrob Agents Chemother 2005;49:1898-906; 4. Ruane F_’,_et al. J Acquir
# 3 patients in each arm had antiretrovira resistance that was newly  PATSDSfc Sy Z0iSSSAES o, St JAcourimmune oo s 207 2.5 5 Sl Loce 2015562605157, o D, ot . CRO1 2016, ol 1155 Trgrt 1 05
detected between Weeks 48 and 96 We extend our thanks to the patients, their partners and families, and all participating study investigators. This study was funded by Gilead Sciences, Inc.
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Introduction

¢ As the HIV-infected population ages, and morbidity and mortality
are increasingly driven by non-AIDS-defining conditions, the
demonstration of efficacy and safety in older patients is critical

¢ In the overall study population of two phase 3 trials of treatment-
naive patients with HIV, elvitegravir/cobicistat/emtricitabine/
tenofovir alafenamide (E/C/F/TAF) demonstrated high and similar
efficacy, and improved renal and bone safety compared with
E/C/F/tenofovir disoproxil fumarate (TDF; Stribild® [STB], Gilead)'

¢ To examine the efficacy and safety of E/C/F/TAF vs STB in patients
aged 250 years

Study Design
Primary Endpoint
48

Week 0 96 144

I'l=866v -
E/CIFITAF QD
STB QD
n=867

eGFR, estimated glomerular filtration rate

Treatment-naive adults
HIV-1 RNA 21000 copies/mL

eGFR 250 mL/min

¢ Two phase 3, randomized, double-blind, double-dummy, active-
controlled studies’

—Study 104 (NCT01780506; North America, EU, Asia); Study 111
(NCT01797445; North America, EU, Latin America)

—Stratified by HIV-1 RNA, CD4 cell count, geographic region

¢ Primary endpoint: proportion of patients with HIV-1 RNA <50
copies/mL (COBAS® AmpliPrep/COBAS® TagMan® HIV-1 Test v2.0,
Roche Molecular Diagnostics, Pleasanton, CA)

—Noninferiority (12% margin) based on Week 48 FDA snapshot
analysis

—Combined efficacy analysis prespecified

¢ Secondary endpoints: efficacy, safety, and tolerability at Weeks 96
and 144

—Prespecified Week 48 safety: serum creatinine, proteinuria, hip
and spine bone mineral density (BMD)

¢ Prespecified, pooled, Week 48 analysis of patients aged 250 years
is presented

Baseline Characteristics
E/C/FITAF STB
n=866 n=867

Median age, year 33 35
250 years, n (%) 89 (10) 114 (13)
Sex, %
Male 85 85
Female 15 15
Race/ethnicity, %
Black/African descent 26 25
Hispanic/Latino ethnicity 19 19
Median HIV-1 RNA, log,, copies/mL 4.58 4.58
>100,000 copies/mL, % 23 23
Median CD4 count, cells/uL 404 406
<200 cells/pL, % 13 14
Median eGFR, mL/min* 117 114
Dipstick proteinuria (any grade), % 10 10

*Cockcroft-Gault

Results (Cont'd)

Efficacy at Week 48

Virologic Outcome Treatment Difference (95% Cl)

Favors STB Favors E/C/FITAF

__100 94 91
IS M E/C/F/TAF (n=89)
-E' 80 HSTB (n=114)
E 3.5
2 60
o
o
¥V 40 5.2
<
z
)
> 3 4 2 4
T PR e— ]
Success Failure No Data -14 -10 -6 -2 2

Cl, confidence interval

(p=0.57)

Overall Safety

Any AE 89
Drug-related AE 42
Grade 3/4 AE 8
Drug related 2
Serious AE 8
Drug related 1
AE-related discontinuation 1
Death 0

AE, adverse event

Adverse Events Leading to Discontinuation

1(1) 4(4)
+ Eye irritation, pain, pruritus ¢ Decreased eGFR
+ Renal failure

Common AEs (All Grades): 210% of Patients

AE, %

Diarrhea 17
Headache 12
Rash 12
Fatigue 11
Arthralgia 11
Nausea 10
Upper respiratory tract infection 10
Back pain 9

Grade 3/4 Laboratory Abnormalities

n=89 n=114

Any grade 3/4 abnormality, %* 22
LDL elevation (fasting) 13
Hypercholesterolemia (fasting)
Hematuria (quantitative)
Hyperglycemia (fasting)
Serum amylase elevation
AST elevation
Triglycerides (fasting)
Hypokalemia
GGT elevation
Neutropenia (<1000 cells/pL)
ALT elevation

A AaAa A aaNDNNOO

*21% in E/C/F/TAF arm. ALT, alanine aminotransferase; AST, aspartate
aminotransferase; GGT, -glutamyl transferase; LDL, low-density lipoprotein

93
38

s~

o h~O

18
10
6
8
8
15
10
12

18

~N-_200-_WwW=_2=2Nbd

12.2

¢ Median change from baseline CD4 count: 174 vs 183 cells/uL

E/CIFITAF STB
n=89, % n=114, %

E/C/FITAF, n=89 STB, n=114

+ Vomiting, bladder spasm,
pyrexia, headache, myalgia,
maculopapular rash

+ Arthropod bite, dermatitis

E/C/FITAF STB
n=89 n=114

Change in eGFR

= 15 —e— E/C/F/TAF —e— sTB
E 10
-
E 5
5 o
c
©
5 5
p=0.01
g 10 1.7
2 -5
a 20
S 25
=
o224 8 12 16 24 36 48
Week
SD, standard deviation
Proteinuria: Change From Baseline to Week 48
80 E/C/FITAF  STB 220 Tubular Proteins
Baseline Baseline 200
[0 72 [ Week 48 [Week 48 DI
60 56 > 160
2 o
250 55 g 140 142 142 >
24 = 120
5 40 £ 100
3 S 85
=% = > 78
20 60| NEA 73
40
8
10 5-3")—‘7 20
o 6.2 6 2
UPCR UACR RBP:Cr B-2-m:Cr
B-2-m, B2-microglobulin; Cr, creatinine; RBP, retinol-binding protein; UACR, urine
albumin/Cr ratio; UPCR, urine protein/Cr ratio
Changes in Spine and Hip BMD Through Week 48
o 2 p=0.01 2 p<0.001
[=2]
g O 0 0.31
£ .=
Se 1.47 )
= - p
== 277 2.54
o€
Qs 4 -4
:I.I‘:
3
s 6 <
0 24 48 0 24 48
Week Week

E/C/FITAF, n i3] 86 85 87 85 84
BLA 112 110 105 111 110 104

Conclusions

+ Among patients aged =50 years, those
receiving 48 weeks of E/C/F/TAF had high
and comparable efficacy, and improved
renal and bone safety compared with those
on STB, as previously demonstrated in the
overall study population’

¢ These findings demonstrate an important
safety improvement of TAF relative to TDF in
patients aged =50 years, which is of particular
importance as the population living with
HIV ages and experiences more non-AlIDS-
related conditions
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Establishment of a prospective cohort o "
of adult HIV positive patients in Latin America (me
(LATINA Prospective Cohort)

Rodriguez Loria G", Losso MH “, Mosqueda L °, Viloria G ®, Alave J“, Andrade Villanueva J”, David D ©,
LapluméH"”, de Paz M ®, Lupo S, Michaans M "°, Belloso WH ©

1: Fundacién Ibis para la Investigacion del VIH/SIDA, Buenos Aires, Argentina, 2: Hospital Ramos Mejia, Buenos Aires, Argentina, 3: Hospital General Regional CAPASITS Leon, México, 4: Hospital Barranco, Lima Perd, 5: Hospital Civil de Guadalajara,
Guadalajara, México, 6: Hospital Rawson de Cérdoba, Cérdoba Argentina, 7: Hospital Posadas, Buenos Aires, Argentina, 8: Hospital Italiano de Buenos Aires, Argentina, 9: CAICI, Rosario, Argentina, 10: Hospital San Juan de Dios, La Plata, Argentina.

BACKGROUND

Though HIV epidemics is not decreasing in most Latin American countries, there is little information about the baseline demographics, clinical status at
diagnosis and therapeutic course of patients initiating follow up. LATINA Cohort has already provided information about these issues in its retrospective
component. We present here the first analysis of its prospective component based upon sites from three countries.

MATERIAL AND METHODS

The Cohort is built by a multinational Executive Committee and National Coordinating Centers in charge of local logistics, identification and inclusion of
contributing sites. From initial involvement of sites who participated in the Retrospective Cohort we moved forward to include new sites specialized in HIV
and continuing to ensure data quality. The Prospective Cohort started gathering data in September 2013 from 6 sites and progressed to the current 12
distributed in: Argentina (9 sites), Mexico (2 sites) and Peru (1 site). Data presented here correspond to the first 18 months of follow up (up to March 2015).
Inclusion criteria were recent HIV diagnosis (within 1 year) and at least 2 prior visits to the site in order to ensure commitment. Data collection was
performed through a web site (www.latina.cical.org) presenting the following sections: A - Patient identification and Demographics, B - HIV history, C -
Co-morbidities and D - visits.

Diagnosis for AIDS defining diseases was based on CDC criteria and standardized criteria were developed by the Executive Committee for serious non aids
events. Database was periodically checked for incompleteness and consistency. All data was consolidated in an Access database and analyzed using
Statistics V17.

RESULTS

972 patients had been included, of those 748 (81%) had data included in all of the sections of baseline visit. 578 (77%) were from Mexican sites, 158 (21%)
from Argentinian and 12 (2%) from Peruvian site. Characteristics of our cohort were as follows:

Table 1: Demographic Age was significantly lower in Mexican population (34.71 vs  Table 4: Symptoms at diagnosis (N=276) Table 6: Patients showing Progression of Disease at baseline
Characteristics (N=972) 38.27, mean difference 3.57 (95%Cl 1.66-5.46) as well as SBP (POD) (N=752)
and DBP (108.32 vs 120.58 p value 0.04 and 68.87 vs 75.43 p N % 95% IC
Characteristic  Value Range value 0.01). N % 95%ClI
Weight Loss 110 14.6 10.43-18.77
Age (yrs) 34 27-42 Table 3: Mode of transmission (N=752) Fever > 2 woeks s oa S 131167 POD Yes 179 23.8 20.76-26.84
Education (Yrs) 1.1 8-15 POD NO 573 76.2 73.16-79.24
N % 95% IC Chronic diarrhoea 49 6.5 3.59-9.41
Male at birth (%) 86 84-89 -
MSM/ Bisexual 456 60.6 57.11-64.09 Lymphadenopaties 22 29 0.92-4.88 Figure 1:
White Race 41 37-44 CD4 Distribution
Heterosexual 254 33.8 30.42-37.18 Herpes 20 2.7 0.79-4.16
Table 2: Anthropometric Missing data 29 3.9 2.5-5.28 Oral Candidiasis 1 15 0.07-2.93
characteristics (N=972 . Mean = 443.76
(N=972) Parenteral 5 0.7 0.1-1.3 Oral Leucoplakia 1 0.1 0-0.47 Std.Dov. - 30035
N =692
m Vertical 1 0.1 0-0.33 CD4 counts and viral load values are presented in Table 5. 60
Weight (kg) 674 14.84 Unknown 7 0.9 0.23-157 Table 5: CD4 (cells/ml) and Viral Load (VL, copies/ml) values
Height (cm) 168.72 21 Median IQR .
v
SBP (mmHg) 11131 1351 Only 2.5% of patients had missing data as to diagnosis CD4 443 218-614 §40_
. N o
DBP (mmHaq) 7046 9.9 symptoms. The most common symptoms at diagnosis are - @
9 presented in Table 4. VL 32509 2590-138000 [

There were no significant differences among countries
concerning these laboratory values.

Alcohol consumption was reported in 28.3% (21.99-33-61), drug use in 8.6% (5.29-11.91) and 45% (39.13-50.87)
of patients were current smokers Health Coverage was provided in 88.1% (95% Cl: 85.8-90-4) of cases by Public
Sector, 6.8 % (95% Cl: 5.0-8.6) by Private Sector and 5% (3.5-6.7) of cases by Social Security.

The co-morbidity most frequently found was STD 5.9% of patients (3.12-8.68). Chronic conditions were found in
18.1% (15.35-20.85) being hypertension the most frequent finding in 4.4% of patients (1.98-6.82). HBV and HCV
co-infection was found in 1.9% (0.29-3.51) and 1.5% (0.07-2.93) of patients respectively.

CONCLUSIONS

Data reflects the situation of the HIV epidemics in Latin America even in the era of broad access to antiretroviral therapy, with mostly young
males, predominantly MSMs and with significant proportion of late presenters and self-reported users of alcohol and tobacco.

Major limitation of this cohort is selection bias due to convenience sampling. Patients entering during the analyzed period were maintained
in care at the sites and loss to follow up was less than 3%. Missing data was markedly improved during the last months when the database
interface was improved. Overall, the data quality is acceptable among all participating sites and constitutes a quite diverse and interesting
data set for both continue to follow up and expand its regional representativity.
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Syt Ledipasvir/Sofosbuvir is Safe and Effective for the Treatment of W GILEAD

E .FIE Scan this QR code to Patients With Genotype 1 Chronic HCV |nfecti0n in Both HCV Gilead Sciences, Inc.

link to this poster and to 333 Lakeside Drive
di load a PDF . H H N
e oo Mono- and HIV/HCV Coinfected Patients Foster City, CA 94404
| enter the following pass- Ph;“e (ggg) g;‘;'gggg
=t code: 33447 JL Santana,' Mark Sulkowski,2 C Cooper,® P Kwo,* K Kowdley,® SE Kleinstein,® N Cheinquer,” S Naik,” J Wolf,” M Natha,” P German,’ 2 (650) 578
E E'Il:-l'_l T LM Stamm,” DM Brainard,” S Naggie®

University of Puerto Rico School of Medicine, San Juan, PR; 2Johns Hopkins University School of Medicine, Baltimore, MD; *The Ottawa Hospital and Regional Hepatitis Program, Ottawa,
ON; “Indiana University, Division of Gastroenterology/Hepatology, Indi lis, IN; 5 dish Liver Center, Department of Gastroenterology/Hepatology, Seattle, WA; °Institute for Genomic
Medicine at Columbia University; “Gilead Sciences, Inc., Foster City, CA; ®Duke Clinical Research Institute, Infectious Diseases Research, Durham, NC

Lov T RV C‘ S Figure 1. Overall SVR12 in HCV Monoinfected and HIV/HCV Coinfected Table 4. Baseline Characteristics of Virologic Relapsers
NS5A GO, UG i i .
Inhibitor s X Wmiu GT1 Patients Treated with LDV/SOF x 12 Weeks ION Phase 3 Studies (GT 1, LDV/SOF x 12 weeks)
97 96
100
Ledipasvir (LDV) Sofosbuvir (SOF)
Oneay. o 0mg onaiy, o, 400mg i % swdy 29 | sox | Race | PriorHCV HOV | ,on NSsARAvs NSSARAVS
(years) Treatment Genotype at Baseline t
S reatment
5y S 60 ION 1 56 M White N/A 1a T L31M L31M
NS5A & ION 2 64 M White  Pl+Peg-IFN+RBV 1b cT None  L31M,Y93H
inhibitor % 40 ION 2 62 M White Peg-IFN+RBV. 1b cT None L31V
2 ION 2 64 M White  Pl+Peg-IFN+RBV 1a cT None  Q30H, YO3H
Ledipasvir/Sofosbuvir STR ION 2 61 M White Peg-IFN+RBV 1b cT Y93H Y93H
Once-daily, oral (90/400 mg) single-tablet regimen for HCV ION 2 58 F White  Pl+Peg-IFN+RBV 1a CT  Q30R YO3N  YE3N
HCV M infe d HIV/HCV Coinfected
STR: single-tablet regimen; HCV: hepatitis C |o;"17|2,63m ION?;n © ION 2 57 F White Pl+Peg-IFN+RBV 1a CT 03(;'AF{28J3'1M Q30R, L31M
Similar response rates in HIV/HCV coinfected patients ION 2 54 M White Peg-IFN+RBV 1a Gilg Q30H, Y93H Q30H, Y93H
¢ HIV coinfection has been historically considered a negative predictor of HCV response to CEPECEDIABY e eee) File ION 3 56 M Black NIA b o None  L31l, Y93H
treatment with interferon/ribavirin (IFN/RBV). :0: 9 4‘1‘ m B'Tfk :’2 12‘ CI Vg:‘:' VEELY I‘%N
+ HIV/HCV coinfected patients have also faced historical barriers to HCV treatment that Fi 2. SVR12 by Prior Treat {tE ) d Cirrhosis Stat lgNi gs T :I‘ eli N;A 13 ET N°"e N°ne
i iditi o i i ili igure 2. rior Ireatment Experience an Irrnosis Status 4C 2 One. One
:\;:allijlgslf\:é;;zzr;se rates, comorbidities, drug-drug interactions, and poor tolerability of g Yy P! o o i — e Y 1a o VEER VEEN Yoan
. . i . . . B ON13 [ ION4 L31M,
+ Ledipasvir/sofosbuvir (LDV/SOF) is FDA approved for HIV/HCV coinfection and dosage o ION 4 61 M Black N/A 1a ™ yoan  L31M.YO3N
recommendations are the same as in HCV monoinfection. ION 4 61 F Black Peg-IFN+RBV 1a cT None L31M
+ With the introduction of Direct Acting Antivirals (DAAs) the recently updated AASLD/IDSA/ o & o S NS5a+Peg- - e L3IM, | v vssD
IAS-USA Guidance state “HIV/HCV coinfected persons should be treated and retreated IFN+RBV H58D '
the same as persons without HIV infection, after recognizing and managing interactions :g:: 22 ; ::ac'; :j: 1" g_ :°"e ":‘3“’
. . . N . ” lact a ione lone
LU LS ML L ION 4 63 M Black Peg-IFN+RBV 1a T None Y93N
g a Q30R, L31M,
Ob je ctive ION 4 55 M Black Peg-IFN+RBV 1a s None S
ION 4 58 M Black Peg-IFN+RBV 1b T Y93H L311, Y93H
+ This analysis retrospectively compared the efficacy and safety of 12 weeks with LDV/SOF Naive B Ne e
in HC\( GT1 HIV/HCV c;oinfected patients in the Phgse 3 ION-4 study with GT 1 HCV Treatment History Cirthosis . . o
g\z;;c;—szected ptatlen;s in Ithe P?alse 3 IOINd1 -3 Stl,lldles". . ¢ of basel Comp efficacy b f and HIV/HCV coi d Figure 6. SVR12 by Baseline NS5A Substitutions
. rates, rates of virologic failure including relapse rates and the impact of baseline q A q
NSEA Sibettaione wrore suolated betmaan gfoupsp P ION 1-3: All Oral LDV/SOF STR x 12 weeks in HCV monoinfection (Phase 3)
+ Negative predictors of response were evaluated including race, GT 1 subtype, treatment

history, and cirrhosis status. Figure 3. SVR12 for Combined Treatment History and Cirrhosis Status

*Only RBV-free, 12 week arms will be used from ION 1-3 BN ION1-3 I ION-4

HIV/HCYV Coinfection

85

SVR12 (%)

83% 17%
No BL NS5A BLNS5A
RAVS v

RAVS
N=449 N=89

Study Design: (ION-4) g
Wk 0 Wk 12 Wk 24 2 + NS5A RAVs were observed in 10 of the 11 patients at time of virologic failure
+ No NS5B S282T was observed in any patient at baseline or at time of virologic failure
0 Figure 7. SVR12 by Baseline NS5A Substitutions
SVR1 2 No Cirrhosis Cirrhosis No Cirrhosis Cirrhosis . . .
LDV/SOF . ION-4: All-Oral LDV/SOF STR x 12 weeks in HIV/HCV Coinfection (Phase 3)
Treatment Naive Treatment Experienced
. g
+ Phase 3, multicenter, open-label study (NCT02073656) Figure 4. SVR12 by Genotype 1 Subtype S A
¢ HIV/HCV GT 1 or 4 patients in US, Canada, Puerto Rico, and New Zealand H e RAVS
+ ART regimens: 97 9 o7
— Efavirenz + FTC + TDF 100
— Raltegravir + FTC + TDF 80 —
— Rilpivirine + FTC + TDF _ * Analysis done for all available samples and includes 8 GT4 patients.
2 60
. . [ + NS5A RAVs were observed in 10 of the 12 patients at time of virologic failure (8 of 10 at
HCV Monoinfection % 40 time of relapse, 2 of 2 at time of viral breakthrough)
» + No NS5B S282T was observed in any patient at baseline or at time of virologic failure
Study Design: ION-1, ION-2, ION-3 . .
y 9 0 260250 1290133 Table 5. LDV/SOF x 12 Weeks Safety in HCV Monoinfected and HIV/HCV
Wk 0 Wks W12 Wk 24 HCY HIVIHCY, 87 A, Coinfected
ION1,2,3 ION-4 ION1,2,3 ION-4
o Genotype 1a Genotype 1b LDVISOF LDVISOF LDVISOF LDVISOF LDVISOF
Lrutmu-l 12 weeks 12 weeks 12 weeks 12 weeks 12 weeks
£8 ION-1 ION-2 ION-3 ION 1-3 ION-4
Eoprencad Figure 5. SVR12 in Black and Non-Black Patients AEs 169 (79) 73 (67) 149 (69) 391 (73) 257 (77)
LDV/SOF x 12 Wks in ION 1-3 LDV/SOF x 12 Wks in ION-4 Grade 3-4 AEs 4@ 2@ @ 132 144
HCV Monoinfection HIV/HCV Coinfection* Serious AEs 1(<1) 0 5(2) 6(1) 8(2)
Lovisor +Rev 100, 97 99 26 100 96 90 20 e 0 0 20) 2(<1) 0
LDV/SOF __ 80 .80 Death 0 0 0 0 1(<1)
X X
~ 60 ~ 60 Grade 3—4
o o laboratory 10 (5) 5 (5) 16 (7) 31(6) 36 (11)
o 4 a S o 40 x 40 abnormality
ION Phase 3 Studies Inclusion and Exclusion Criteria S S )
0 20 » 20 Hemoglobin <10 0 0 1(<1) 1(<1) 1(<1)

Inclusion Criteri Exclusion Criteri 3 520538 89190 o gldL
nclusion Criteria xclusion Criteria i
Overall Black Non-Black Overall Black Non-Black H;T"g"’b'” <85 0 0 0 0 0
g

Age 2 18 years Pregnant or nursing female or male with * All patients who reported their race were included in the analysis. *Safety analysis done for all patients enrolled.
pregnant female partner
HCV RNA > 10,000 IU/mL at screening
irthosis IEEneslEral eurentioprioghisoorinicalhisbatic ¢ No difference in SVR in HCV monoinfected ION program (12 weeks) for black (89/90 .
Cirrhosis determination using a liver d t ’ - *
bopy. Foroscan, ForoT et ancior APRI Hfzmpe::a o N 99%) versus non-black (431/448, 96%) treated with 12 weeks of LDV/SOF Table 6. Common Adverse Events: ION Phase 3 Studies
resu s» B HOG or other malignancy m}f;xcep ion ¢ Overall in ION-4, 10 patients had virologic relapse. All ten were black, seven had the TT LDV/SOF LDV/SOF LDV/SOF LDV/SOF LDV/SOF
P e A S D History of clinically significantiliness or allele of the IL28B gene, and eight received efavirenz. 12 yeeks 12 ecks 12 weeks R N
U e R R B e e e Uy — In the multivariate analysis, black race was identified as the only independent, n=214* n=100 n=216 n = 539* n=327
me‘hods"if fer?_ale of Ich\ldbearing potential assessment or ccjmpliance with study statistically significant predictor of relapse. Headache 53 (25) 28 (26) 33 (15) 114 (21) 83 (25)
orsexualy ad 'v‘e male — A comprehensive genome-wide association study (GWAS) of LDV/SOF treatment Fatigue 44 (21) 23 (21) 49 (23) 116 (22) 71(21)
GFR 260 mifmin relapsers in ION-4 revealed no significant genomic associations with HCV relapse. Zia"'hea 2: Em 1; 2?)2) 23 ((‘2) :10((171)) gg 83
ausea
. Insomnia 17(8) 10(9) 15(7) 42 (8) 0
Endpoints Table 2. Race Did Not Impact PK Parameters of LDV, SOF, and GS-331007 Arthralgia 0 7(6) 16 (7) 23 (4) 22 (7)
¢ The primary efficacy endpoint for each study was sustained virologic response and |ON-4: LDV/SOF x 12 weeks in HIV/HCV Coinfection Sy EnElEE alan (o el et el 0 el s
virologic failure including relapse rates with 12 weeks LDV/SOF in both HCV mono- and
HIV/HCV coinfected patients. Mean Parameter Black Non-Black %GMR Table 7. Di i ti Due to Ad Events Wi 1% L ION
— SVR12 was defined as an HCV RNA level of less than 25 1U/mL at 12 (%CV)* =115 n=217 (L @) avle /. P'hs°°"3'"sl:ad'9"s ue to Adverse tvents Tlere 17 or Less:
weeks after the end of treatment AUC,, ng+h/mL 6160 (53.4) 5830 (54.4) 107 (96.9, 118) A58 LdIoS
— HCV RNA analyzed by COBAS® TagMan® HCV Test v2.0 HPS, with LLOQ of 25 IU/mL. C,. ng/mL 278 (48.6) 263 (48.3) 106 (97.2, 116) el el el '-'I’(‘)’:‘s_fF '-'I’c‘)’:f_fF

>

Safety , o C,, ng/mL 183 (56.5) 167 (56.4) 111 (99.5, 123) N=214" N=109 N=216 N=539" N=327
— Adverse events and discontinuations

0% 0% <1%
AUC,, ng-h/mL 1310 (23.1) 1330 (24.2) 98.3 (94.1, 103) “Includes one GT4 patient,

SOF

q g C__.ng/mL 716 (25.0 685 (27.7, 106 (99.8, 112 . . . .
Table 1. Demographics: ION Phase 3 Studies mo NG (220 220 ( ) +  Most common adverse events (>10% reported in any arm) were fatigue, headache, diarrhea, and nausea in
DT T TTT T T e To0y AUC,, ng=h/mL 12,900 (32.3) 13,600 (24.9) 93.2 (88.5, 98.1) both monoinfected and HIV/HCV coinfected patients treated with LDV/SOF.
12 weeks 12 weeks VAT 12 weeks 12 weeks Conaw NO/ML @it (60s) (2 B2 (Es) )

Characteristic

ION-1 ION-2 ION-3 ION 1-3 ION-4
n =214* n =109 n =216 n = 539* n = 327 from analyses.

Conclusions & References

*PK parameters presented to 3 significant digits; 3 patients with undisclosed race information were excluded

Mean age, years L . . L . . i i i i i
(range) 52(18-75) 56 (24-67)  53(20-71) 54 (18-71)  52(26-72) + Pharmacokinetic analyses in ION-4 did not reveal clinically relevant differences in the ¢ Efficacy ratesuwnh 12 V\{egks LDV/SOF in H!V/HCV comfgcted patients
Mean BMI, kg/m? —— o concentrations of ledipasvir, sofosbuvir or GS-331007 based on race (SVR12 = 96%) were similar to those seen in HCV monoinfected
(range) ( ) ( ) (=) ( ) (26) ¢ 90% Cls of %GMRs were within PK lack-of-alteration boundaries of 70-143% patients (SVR12 = 97%).
Male, n (%) 127 (59) 74 (68) 128 (59) 329 (61) 272 (83) ¢ Results are consistent with population PK findings from Phase 2/3 LDV/SOF program — Prior HCV treatment status or the presence or absence of cirrhosis did
Race, n (%) .
not impact outcome

Black 24 (11) 24 (22) 42 (19) 90 (17) 114 (35) L . . )

[ 26 (12) 76) 147) 479) 55 (17) Table 3. Reasons for Not Achieving SVR: ION Phase 3 Studies — LDV, SOF, and GS-331007 exposures were comparable in black and
Cirrhosis 34 (16) 22 (20) 56 (10) 67 (20) LDV/SOF LDV/SOF LDV/SOF LDV/SOF LDV/SOF non black subjects
Mean HCVRNA 100, 64 (4 060) 6.5(044) 6.4(:0.8) 6.4 (£0.64) 6.7 (+0.65) 12 weeks 12 weeks 12 weeks 12 weeks 12 weeks + Safety profile of 12 weeks LDV/SOF in HIV/HCV coinfected patients was
/L 50 Ion-1 ION-2 ION'S o o similar to HCV monoinfected patients
HCV genotype 1a, n =109 n =216 n = 539* n = 327 ’
n (%) 145 (68) 86 (79) 172 (80) 403(79) 260 (76) SVR12 210 (99) 102 (94) 206 (95) 518 (96) 313 (96) — Most common adverse events (>10% reported in any arm) were
IL28B genotype i i
o n-C% o (Z/:’) 159 (74) 99 (91) 160 (74) 474 (88) 247 (76) e . (21) 7(()6) 3‘(’1) 110(2) f ég; fatigue, heat_:iache, nausea apd d|arrh§a
Baseline ALT > Lost ‘t’o — No adverse impact on HIV disease or its treatment
1.5x ULN ) (69 ) D (EE) 271 (6) EBE) Follow-Up 2(<1) 0 73) 9(<2) 1(<1) + LDV/SOF represents a highly effective treatment option for patients with
Treatment ’ 109 (100) 109 (20) 181 (55) Withdrew 0 0 0 0 0 HIV/HCV coinfection and HCV monoinfection.
experience! Consent

Deaths 0 0 0 0 1(<1)* 1. AASLD/IDSA/IAS-USA. Recommendations for testing, managing, and treating hepatitis C. http://www.hcvguidelines.org. Accessed February 24, 2016;
. . . L . N . " N . 2. SOVALDI ® [PI]. Gilead Sciences, Inc. Foster, City, CA , August 2015; 3. HARVONI® [PI]. Gilead Sciences, Inc. Foster City, CA, February 2016; 4. Naggie S, et
*Includes 1 GT4 patient and 2 patients with missing genotype * One patient with confirmed IV drug use developed Staphylococcus aureus sepsis, endocarditis with associated al. N EnglJ Med 2015;373: 705-713; 5. Afdhal N, etal. N Engl J Med 2014;370: 1889-1898; 6. Afdhal N, et al. N Engl J Med 2014;370: 1483-1493; 7. Kowdley K, et
embolic brain abscesses, and multi-organ system failure. al. N Engl J Med 2014;370:1879-1888; 8. Jeffers L, et al. Hepatology 2016;63(2): 437-44; 9. Data on File. Gilead Sciences, Inc. Foster City, CA; 10. German P, et al.
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Introduction

+ Women represent half of all HIV-infected individuals globally, but current
treatment practices are based largely on data from male populations'?

+ Elvitegravir/cobicistat/emtricitabine/tenofovir alafenamide (E/C/F/TAF)
achieved noninferior efficacy, and improved renal and bone safety profiles
compared with E/C/F/tenofovir disoproxil fumarate (TDF; Stribild, Gilead;
STB) at 48 weeks in 2 randomized phase 3 trials of treatment-naive
patients*

Mechanism of Action: TAF vs TDF*°

rmm
Lt ESr L

Gl, gastrointestinal; TFV, tenofovir.

Objective

+ To compare the 48 week efficacy and safety of TAF and TDF in treatment-
naive women with HIV from 2 randomized phase 3 trials

Primary Endpoint
Week 0 48 96 144
———o—

n=866
E/C/FITAF QD
11
STB QD
n=867

¢ Two Phase 3 randomized, double-blind, double-dummy, active-controlled
studies
— Study 104 (North America, EU, Asia; ClinicalTrials.gov NCT01780506);
Study 111 (North America, EU, Latin America; NCT01797445)
— Stratified by HIV-1 RNA, CD4 cell count, and geographic region
+ A prespecified analysis of efficacy and a post-hoc analysis of safety of TAF
vs TDF at 48 weeks by gender were conducted
+ Key endpoints
— Efficacy
* % with virologic success (HIV-1 RNA <50 copies/mL) at 48 weeks by
FDA snapshot analysis
* Change in CD4 cell count from baseline
— Safety
< Treatment-emergent adverse events (AE) leading to study drug
discontinuation
* Grade 3 or 4 AEs
— Renal parameters
« Changes in eGFR, and urine protein/creatinine (UPCR), urine
albumin creatinine (UACR), urine retinol binding protein/creatinine
(RBP:Cr) and urine B2-microglobulin/creatinine ($2-m:Cr) ratios
— Bone mineral density (BMD)
« —Changes in spine and hip BMD over 48 weeks

Study Design
Studies 104 and 111

eGFR, glomerular filtration rate.

Baseline Demographics and Disease Characteristics

Women Men
EICIFITAF STB E/CIFITAF STB
n=133 n=127 n=733 n=740
Median age, y 37 40 32 34
Race, n (%)
American Indian or Alaska Native 2(2) 0 3(<1) 8 (1)
Asian 41 (31) 32 (25) 50 (7) 57 (8)
Black 51 (38) 41(32) 172 (23) 172 (23)
Native Hawaiian or Pacific Islander 0 0 5(1) 4 (<1)
White 24 (18) 33 (26) 461 (63) 465 (63)
Hispanic/Latino 32 (24) 34 (27) 135 (18) 133 (18)
Other 15 (11) 21(17) 42(6) 34 (5)
US region, n (%) 51(38) 53 (42) 481 (66) 479 (65)

Median HIV-1 RNA, log,, copies/mL 4.5 4.5 4.6 4.6

<100,000 copies/mL, n (%) 106 (80) 103 (81) 564 (77) 569 (77)
>100,000-<400,000 copies/mL, n (%) 20 (15) 19 (15) 127 (17) 135 (18)
>400,000 copies/mL, n (%) 7(5) 5 (4) 42 (6) 36 (5)
Median CD4 cell count, /uL. 358 367 414 417
<50/uL, n (%) 4(3) 6 (5) 20 (3) 21(3)
250-<200/pL, n (%) 16 (12) 11(9) 72 (10) 79 (11)
Mode of infection: IV drug use, n (%) 2(2) 0 3(<1) 6 (1)
Median eGFR, mL/min* 116 104 17 115
Proteinuria, n (%)
Grade 1 18 (14) 10 (8) 62 (8) 57 (8)
Grade 2 2(2) 3(2) 6(1) 15 (2)
Grade 3 0 0 0 1(<1)
Diabetes meliitus, n (%) 8 (6) 13 (10) 172) 27 (4)
Hypertension, n (%) 23 (17) 23 (18) 95 (13) 123 (17)
Median 10-y hip fracture probability (FRAX), % 0.04 0.04 0.1 0.12

*Cockcroft-Gault; FRAX, Fracture Risk Assessment Tool

Results (Cont'd)

Virologic Success by Snapshot Analysis at Week 48
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eGFR*: Change From Baseline to Week 48
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Proteinuria: Change From Baseline to Week 48
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Conclusions

+ Use of E/C/F/TAF (n=133 women) vs STB

(n=127 women) at Week 48:

— E/C/F/ITAF demonstrated high and noninferior
rates of virologic success in women (95% vs
87%; p=0.02)

— Both regimens were well tolerated and
proximal renal tubulopathy was not observed

— Among women, decline in eGFR was
significantly less and median decrease in
proteinuria numerically greater with E/C/F/TAF

— Women and men had similar BMD declines,
while those on E/C/F/TAF had less spine and
hip BMD loss vs those on STB (including
women aged >50 years)

+ These results support the use of E/C/F/TAF for
the initial treatment of HIV in women
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Pregnancies in adolescents infected with HIV in the state
of Sao Paulo, Brazil: Challenges to avoid mother-to-child
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Background: Adolescence is the transition between
childhood and adulthood. Primary care health units
concentrate visits in antenatal care (AN), child health and
chronic diseases, which may prevent adolescents from
using these services. Adolescents may only access
services when pregnant or with symptoms of a disease,
including, sexually transmitted diseases (STDs). This
study describes AN, time of HIV diagnosis and pregnancy
outcome in HIV-positive adolescents in the state of Sao
Paulo (SSP), 1999-2015

Materials and methods: Descriptive study of 12-19 year-
old HIV positive pregnant teenagers, living in SSP,
diagnosed with HIV between 01/01/1999 and 06/30/2015.
Data source: cases reported to the Disease Information
System (Sinan).

Results: 1,793 pregnancies were reported in HIV-
infected adolescents, about 8% (1,793/21,662) of total of
the SSP. Pregnancies occurred in 1,591 adolescents:
88.3% (1,405/1,591) had one pregnancy, 10.7%
(171/1,591) two, and 0.9% (15/1,591) three or more.

1,405 (88.3%)

171 (10.8%)

Adolescents Reported  Total pregnancies One pregnancy Two pregnancies More than two
pregnancies

Figure 1. Number of pregnancies in adolescents with HIV, according to the
time of HIV infection. State of S&do Paulo - 1999-2015.

Source: Sinan — VE-PEDST/Aids — SP

In 43.9% (788/1,793) of pregnancies HIV diagnosis was
before AN, 44.3% (795/1,793) during AN, and 9.0%
(162/1,793) during or after childbirth; AN occurred in
91.2% (1,636/1,793) of pregnancies, with 56.8%

(929/1,636) starting in the 2nd or 3rd trimester; in 74.5%
(1,335/1,793) antiretrovirals were used during AN, in
7.3% (131/1,793) not used, and in 18.2% (327/1,793) not
specified; 56.0% (1,004/1,793) evolved to cesarean
delivery and 26.9% (482/1,793) to vaginal delivery;
miscarriages and stillbiths accounted for 2.3%
(41/1,793). Excluding miscarriages, stillbirths and
ongoing pregnancies, in 73.3% (1,263/1,722) intravenous
zidovudine was wused during childbirth, in 9.9%
(171/1,722) not used, and in 16.7% (288/1,722) not
specified.

793 (44.2%) 795 (44.3%)
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162 (9.0%)

43 (2.4%)

Before antenatal care During antenatal care During or after childbirth Unknown

of di is of HIV infecti

Figure 2. Number of Pregnancies in Adolescents with HIV, reported in the
State of Sdo Paulo - 1999-2015 *

Source: Sinan — VE-PEDST/Aids — SP

Conclusions: In this population, the high proportion of
pregnancies diagnosed with HIV before AN suggests
adolescents infected by perinatal transmission or with
unprotected early sexual activity. The care network must
discuss specific strategies of access to services for

adolescents, prevention inputs, sexual and reproductive
health care, including access to long-acting
contraceptives. It is important to link and retain this
population in HIV services, to improve coverage and
adherence to antiretrovirals, reduce viral load and
maintain virologic suppression, prevent mother-to-child
transmission of HIV and keep these adolescents alive.

*cida@crt.saude.sp.gov.br
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Case investigation protocol and committee as strategies

to reduce and eliminate mother-to-child transmission of HIV:

Experience of the state of Sao Paulo, Brazil

Authors: Carmen Silvia Bruniera Domingues'*, Maria Aparecida da Silva', Angela Tayra', Maria Clara Gianna', State

Committee for the Surveillance of Maternal and Infant Mortality?

Institutions: 'Sao Paulo State Program for STDs and AIDS, STD and AIDS Referral and Training Center, Sao Paulo State
Department of Health, Sdo Paulo, Brazil; 2Sao Paulo State Department of Health, Sao Paulo, Brazil

Background: Although intervention measures to prevent
mother-to-child transmission of HIV (MTCT) are available in
health care services for pregnant women, postpartum
women and children, several social, political, economic and
individual factors may hinder access of this population to
these measures, contributing to the occurrence of cases. In
2014, the National STD/AIDS department recommended
the implementation of state and municipal committees to
investigate, discuss and propose measures to reduce and
eliminate MTCT of HIV, using a pre-established protocol to
identify determinants of the disease. The committees are
intra-institutional, inter-institutional, multidisciplinary bodies
with confidential technical performance and educational
function, essential for monitoring and evaluating health
care policies. The state of Sao Paulo (SSP) proposed using
Mother and Child Mortality Committees, given they have
already been established and are operating regularly.
MTCT has declined in SSP — 538 cases in 1996 and 21 in
2013, by year of birth (Figure1). In 2013, the state of Sao
Paulo had 0.03 case of MTCT of HIV per 1,000 live births;
2.7% MTCT of HIV rate; 98% coverage of antenatal care;
and 86.5% coverage of antiretroviral in pregnant women.
This study describes MTCT research results in children
under 5 years of age, born in the SSP between 2007 and
2013.

Materials and methods: Descriptive study using research
protocol with 67 questions in 3 groups: antenatal, delivery
and postpartum / child monitoring  (Available:
http://www.aids.gov.br/sites/default/files/anexos/public
acao/2014/56592/tv_2_pdf_18693.pdf). At the conclusion
of the Protocol, determinants are classified into types of
vulnerability: individual-social maternal and program
(service or management) for decision making.

Results: The 90 protocols studied - 53 cases (58.9%) by
individual-social maternal vulnerability, 8 (8.9%) program-
service, 17(18.9%) in both areas, 9 (10%) under
investigation, and 3 (3.3%) despite infection, followed
prophylactic measures correctly. Main categories of
individual and social vulnerability: 20 cases of drug use
("crack", alcohol and others), 7 living in the streets and
drug use, 17 with low-income and 10 immigrants; for
program-service: gaps in prevention measures, search for
absences, and improving adherence to antiretroviral drugs.
Median maternal age of 30 years, 37.8% were single and
41% housewives. In 44 cases (48.9%) the mothers had the

CRT .  (GQD)

DST/AIDS-SP
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Contium do Dostigus 3

HIV diagnosis before or during antenatal care, 15 (16.7%)
at birth, and 21 (23.3%) after birth, and in these cases
23.8% (5/21) of the mothers were HIV negative during
antenatal care and at birth.
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19851986 1987|1988[1989/1990 | 1991|1992(1993]1994|1995|1996| 1997 1998|1999 2000/ 2001 2002| 2003|2004 2005| 2006 2007|2008 2009|2010/ 2011[ 2012|2013;
mCases| 23 | 65 | 118|178 219 | 261 | 343 | 360 | 441 | 444 | 499 | 538 | 456 | 390 | 343 |338 222 | 175 133|111 | 93 |109 | 66 | 87 | 74 | 52 | 55 | 24 | 21
Years

Figure 1. AIDS cases of mother-to-child transmission of HIV, per year of birth.
State of Sdo Paulo, 1985-2013.

Source: SINAN — VE-PEDST/Aids- SES-SP

Number of cases
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Before antenatal care  During antenatal care At birth After birth Unkwon
Maternal HIV diagnosis

Figure 2. Maternal HIV diagnosis according to the time of diagnosis. State of
Sé&o Paulo, 2007 — 2013.

Conclusions: The success of the national HIV/AIDS policy
has reduced MTCT of HIV. Currently, determinants of this
disease are mainly related to individual and social
components of this population and their accessibility to
services. Action strategies for pregnant users of crack and
other drugs are being developed with other Departments,
including: expanding diagnosis and treatment, access to
long-acting contraceptives, prevention supplies, sexual and
reproductive health care, among others. Expanding access
and improving AN, early diagnosis and timely treatment are
important actions to eliminate MTCT of HIV. Committees
can contribute to improve health care activities and quality
of public policies to overcome these barriers.

*carmen@crt.saude.sp.gov.br

Reference number 3353360
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\ Stony Brook Long-term follow-up of HIV-infected mothers from
Perinatal and LILAC studies in Buenos Aires,

Medicine
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ABSTRACT

Introduction: HIV treatment guidelines updates following the results of the Strategic Timing of
AntiRetroviral Treatment (START) study and WHO B guidelines have changed antiretroviral (ARV)
treatment practices for HIV-infected post-partum women. Factors significant to predicting treatment
abandonment (ABND) among these patients differ globally. Our study aim was to evaluate the factors
that are associated with ABND in this cohort.

Methods: Retrospective review of charts from all women that participated in either or both the BA
perinatal study (2002 - 2007) and BA LILAC: The longitudinal study in Latin American countries (2008 -
2012) were included. Data collected included patient status at the study completion visit through 31 July
2015, medical indication for ARV treatment, ABND, alcohol (ETOH), smoking or substance use, CD4
nadir and most recent count, hospitalizations, hepatitis co-infection (B/C), opportunistic infections (Ols),
change in CDC status, sex industry employment and year last seen in clinic. Associations with the
defined outcome were estimated using chi-square analysis.

Results: Of the 150 women (178 pregnancies), charts were available on 108 women. Only 72 out of 150
were still in care through 2015. Of the 51 women recommended to continue ARV post-perinatal/LILAC;
age 32, (range 26.2- 43.7 years, SD 3.75), 27% had Hep B/C, 6% were sex workers, 27% were drug
abusers, 13% ETOH, 33% smoked cigarettes and 29% were AIDS defined (41% CDC A). Thirty-seven
(72%) abandoned ARV treatment at some point with 40% of those women developing an Ol while off-
treatment; 65 women did not have an end of study indication for ARVs. On average, they were 27.6
years of age (range 18.49 - 37.38, SD 4.96); 12% had Hep B/C and 5% were sex workers; 27% were
drug abusers, 11% ETOH and 36% smoked cigarettes. At the time of completion of their prior study, 94%
were CDC A. Forty-one were later recommended to start therapy, of which 71% abandoned therapy. 46%
of those recommended to start therapy (post-perinatal/LILAC) but who ABND, developed an OI. Maternal
ARV ABND was not predicted by smoking status, ETOH/substance use, Hep B/C status, HIV status of
infant, or prior parity. Being a sex worker (p 0.03) and CDC C (pB0.001) were associated with predicting
ARV ABND.

Conclusions: In this long-term follow-up study, many women continued in intermittent care despite not
taking ARVs; 71-72% of these women stopped ARV treatment at least once during the follow-up period
despite having an indication to continue treatment. Barriers to retention in care required further

OBJECTIVE

Objective: To assess factors significant to LTFU among HIV+
pregnant mothers in Buenos Aires, Argentina.

METHODS

Study Population and Procedures: Perinatal (2002-2007) and LILAC (2008-2011)
comprised a prospective observational study of HIV-infected pregnant women and HIV-
exposed uninfected infants at clinical sites in Latin America and the Caribbean. For this
analysis, we included entry visit data for 130 participants w/ available patient paper charts.

Eligibility Criteria: Pregnant women from the Perinatal (2002-2007) and LILAC (2008-2011)
cohorts followed in Buenos Aires, Argentina who were diagnosed with HIV infection either
prior to or during pregnancy or within 1 month postpartum, and whose paper charts were
available for review and analysis at Hospital Jose Ramos Mejia during June-August 2015.

Study Outcomes and predictors:

= Abandonment of HAART treatment at any point between the end of Perinatal/LILAC and
July 2015

= Progression of CDC status

= Smoking and drug use status

= Participation in the adult entertainment industry

Statistical Methods: All data analysis done in Excel and with Chi squared tests.

Original study initiated

Perinatal (2002-2007) (Perinatal follow up)

LILAC (2008-2011)

Figure 1. Methodology to define sample
study

Perinatal (138 mother-
child pairs) and LILAC

Argentina

Danielle Gladstone!, Silvina Ivalo?, Sharon Nachman', Marcelo Losso? and the

Perinatal and LILAC Study Teams

1 Stony Brook University School of Medicine, Stony Brook, NY, USA; 3 Hospital J. M. Ramos Mejia, Inmunocompromised, Buenos Aires, Argentina

Table 2. ARV abandonment and

Table 3. Baseline characteristics

Ols as compared to ARV treatment
abandonment
Characteristics N (%) N
ever
No ARV at AR_V abandonment at any 27 (42) Abandon cBEREED
end of study | Point s ARV ARV P-
Characteristic (n=66)
(n=65) Total number of Ols 16 (25) (n=50) | value
Mean most recent CD4 513 N (%) N (%)
With ARV at ARV abandonment at any 37 (72) CDC status at C 13 (20) 3 (6) *.03
end of study | Peint last
(n=51) Total number of Ols 15 (29) CiesriltnatallLlLAC
Mean most recent CD4 380 Most Recent C 32 (48) 4(8) *0.001
CDC Status per
sz\ritabandonment at any 34 (44) e
Women with | Total number of Ols 17 (22) ‘::;°h°l 5(10) 9 (14) .55
appointment | Hep B/C coinfection 17 (22 Significant
in 2014-15 - . - ) consumption Drug use 19 (29) 12 24) .76
Significant drug use 18 (23)
(n=77) (current or past) Tobacco 29 (44) 14 (28) .08
Significant alcohol 8 (10) Sex worker 6 (.09) 0 *0.03
AT por sk Hep B/C 16 (24.2 7(14 17
Mean most recent CD4 472 factors c:i’r)'nfection (242) a4 '
Note: * P value < 0.05; Study group differences tested with
Pearson’ s Chi-Square test.

Figure 2. Progression of CDC

State Among Patients Last Seen

in Clinic During 2014-15

Figure 3. Retention in Care of
HIV+ Perinatal Study Mothers
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Table 1. Baseline Characteristics),
Perinatal (n=140) + LILAC (n=38)

(40 pairs): No ARV With ARV
178 women . indication indication
Characteristic (n=65) (N=51)
Available Patient chart N (%) N (%)
patient chart: not available:
130 women 40 women Mean’ yrs 27.6 32
Age Range (SD) | 18.49 - 37.38 26.2-437
m— (4.96) (3.75)
21 clinic appointment No retention in
post study: care post study:
116
women 14 women CDC status at A Gl 21 (41)
Perinatal/LILAC B 4 (6) 15 (29)
No ARV indicati With ARV indicati N completion
B P attheendofthe | [i| Abandoned abandoned £ 0 15 (29)
study: study: B (=3, ARV (n=50) Alcohol use 7(11) 7(13)
65 women o Significant Drug use 17 (26.5) 14 (27)
consumption
Sk g Tobacco 23 (36) 17 (33)
2015: Sex worker 4 (6) 3(5)
77 women Other risk factors | oo B/C
ep B/C 8 (12.5) 14 (27)
We would like the entire Perinatal and LILAC research coinfection

teams as well as the families and care providers who
participated in this study.

INTERPRETATION AND FUTURE

QUESTIONS

= Although both current and previous guidelines dictate
ARV treatment for all expectant HIV-infected mothers,
previous guidelines allowed asymptomatic post-
partum mothers to discontinue ARV use directly or
soon after birth per MD, leading to significant LTFU
soon after the birth of their children with continued
LTFU of cohort mothers with passage of time (Figure 3)

= In Buenos Aires Argentina, where many patients live
far from the hospital, and numerous administrative
hurdles exist in the otherwise public healthcare
system, many patients reinitiate treatment only in the
context of a fall in CD4 count or an opportunistic
infection, leading to continued progression of CDC
disease state (Figure 2)

= Maternal ARV ABND was not predicted by smoking
status, ETOH/substance use, Hep B/C status, HIV
status of infant, or prior parity. Being a sex worker
(p=0.03) and CDC C (p=0.001) were associated with
predicting ARV ABND (Table 3)

= Further research should be done in order to ascertain
the importance of factors that are significant for
predicting LTFU and abandonment of antiretroviral
treatment, in the hopes of decreasing rates of both in

the future.
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censipa Implementation gaps for interventions to prevent mother to
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Introduction

Since the commitment to eliminate the mother to child transmission
(MTCT)- of HIV by 2018, the Mexican Health Ministry has generated
evidence that contributes to the design of strategies for HIV testing
promotion in pregnant women and their linkage to HIV health services.
Using the continuum of care cascade as a monitoring framework is
possible to identify the biggest implementation gaps for the
interventions to prevent mother to child transmission of HIV.

Objective

Methods

Descriptive study based on health sector information in 2014 and 2015. The
estimated number of pregnant women with HIV in 2014 was obtained through the
UNAIDS Spectrum model. The screening coverage was used to estimate the
detection gap; the access to antiretroviral therapy (TARV) for prevention of MTCT
(PMTCT) of HIV was estimated from the reports of the HIV Sector Information
Group. The perinatal cases were classified according to the year of birth and the
diagnosis age. Finally an estimate of the expected number of cases was performed.

To describe the gap between the detection and the antiretroviral therapy access to prevent the MTCT by using the continuum of care cascade.

Results

Continuum of care cascade in pregnant women with HIV

e 1,450 pregnant women with HIV were estimated to be
addressed throughout the Mexican health system in 2014.
According to the detection coverage, 59% (n=856) women were
diagnosed, however, only 38% (n=555) women received
antiretroviral treatment to prevent mother to child transmission
of HIV.

e Based on the data from the National Register Cases of AIDS, in
2014 were diagnosed 90 children with HIV by MTCT and 71 were
diagnosed in 2015. From these children, only 36 were born in
2014, therefore, they were the result of the gap between
detection, diagnosis and access to antiretroviral therapy.

Graphic 1.

Continuum of care cascade in pregnant women with

HIV, Mexico, 2014*
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1. Spectrum model

2. Pregnant women detected with HIV
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Conclusions

MTCT HIV cases

* The mother to child transmission cases of HIV were reviewed from 2004 to
2014. The diagnosed cases between 0 and 24 months were classified like
“timely diagnosed”. The records shows that on average, 32% of these cases
were timely diagnosed. The trend was similar in the 10 years (between 21% to
39%), except in 2014, where there was an increase compared to 2013 (48% vs
25%) (Graphic 2).

Graphic 2.
MTCT HIV cases: age at the moment of diagnosis, 2004- 2014,
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The cases analysis according to the year of birth, showed that the observed
decrease based on the number of diagnostics reported annually, is a reflection
of the delay diagnoses, but not a reduction in transmission, because according
to the estimation, 113 cases are finally expected in 2014 (Graphic 3).

Graphic 3.
MTCT HIV cases: review by year of birth and expected cases*
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Early diagnosis of HIV infection during pregnancy is essential to prevent TMI . In Mexico, the low coverage of detection and low connection to the
continuum of care result in a low proportion of pregnant women having access to antiretrovirals.

The Pan American Health Organization recommended surveillance based on case reports to facilitate longitudinal tracking of infected people, however the
gaps make the surveillance partially retrospective, limiting, for now, the possibility of preventing the transmission.

Achieve the goal of MTCT elimination of HIV in Mexico is still far, because in a divided health system, a sectoral effort is required to ensure detection from

the first prenatal visit, the continuum of care and monitoring cases.
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HIV TESTING, PRENATAL CARE AND DIAGNOSIS IN PREGNANT WOMEN HOSPITALIZED IN A
PUBLIC HOSPITAL IN BUENOS AIRES
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Ivalo, S1.; Terwel, S2.; Bullé, M'.; Scalise, C3.; Hakim A3.; Losso, M'.

"Hospital JM Ramos Mejia — Inmunocomprometidos, Buenos Aires - Argentina; 2Wageningen - University Biology, Wageningen Netherlands; Hospital JM Ramos Mejia, Obstetricia, Buenos Aires - Argentina

BACKGROUND: HIV mother-to-child-transmission (MTCT) it is by far the most common way that children become HIV infected. Without treatment, transmission rates range from 15 to
45%, but this can be reduced to less than 2% with timely intervention. Thus, for the prevention of MTCT (PMTCT) it is key that pregnant women have knowledge of their HIV status.
Hospital J.M. Ramos Mejia is a public institution where most of the well-known strategies for PMTCT are available. Nonetheless, in the period of 2003-2009 there were nine cases of HIV
vertically infected children, resulting in the highest rate of MTCT among 12 hospitals evaluated in Buenos Aires city (MoH, 2011). In a study performed in the period Sep-Dec 2007 two
issues were identified potentially contributing to this high infection rate: the lack of Prenatal Care (PC) and the late diagnosis of maternal HIV status (Bullo, 2009). Another concerning
outcome of the study was the high percentage (38%) of women that did not receive counselling either before or after testing. 6 more cases of MTCT were reported between 2010 and 2015.
The present study aims to re-evaluate PC and provision of HIV testing as reported by women hospitalised in the maternity ward of this institution. Outcomes of interest were the proportion
of women: 1) with term pregnancies (TP) that have not done an HIV test or do not have test results available; 2) with TP that did not receive PC; 3) with TP that received adequate PC (=5
visits); 4) that know their partner’s HIV status; and 5) that received pre- and post-test counselling. In addition, the n°® of prenatal visits, and the results of HIV, VDRL and hepatitis B testing
as reported by the women were compared with the information available in their clinical charts. Also the results of this study were compared with the results from that performed in 2007.

Figure 2
METHODOLOGY: description of results of two cross sectional studies. During an 8 week period between April and June 2015, all e

women hospitalised in the maternity ward were invited to participate in a structured interview (15”). The questionnaire covered four
main aspects: I) Social demographic data: neighbourhood, distance to hospital, patient’s knowledge of her partner’s HIV status. Women
were considered to be negative when they stated to have done an HIV test in the last year. Women were considered to know their
partners HIV status if they reported that their partner had at least one test done in the last year. IT) Obstetrical information: reason for
hospitalisation, n° of pregnancies, types of deliveries, abortions, and gestational age. III) Prenatal care; location and n° of visits; VDRL
and HVB serology. IV) HIV testing: if it was requested during PC, by whom and when, pre- and post-test counselling, perceived
difficulties making appointments or obtain test results. Answers were noted on a report form and compared against information available
in the clinical charts. The study received ethical approval from the IRB. Written informed consent was obtained from all participants.
Statistical analysis: Frequency values (absolute and relative) were computed for qualitative variables. For quantitative variables a mean
(SD) or median (25" and 75™ percentile) were calculated as appropriate. IBM SPSS Statistics 20 was used to perform statistical analyses.

Figure 1: Flow Chart

Results: 255 women hospitalized between April 2015 and 10 June 2015 (figure 1 -flow chart). Age ranged:15-45
years, mean of 26.8 (SD: 6.7). Nationality: 103 (49.3%) Argentina, 38 (18.2%) Bolivia, 32 (15.3%) Peru, 26 (12.4%)
Paraguay and 10 (4.8%) from other countries (figure 2). Almost half had finished secondary education or attained

255 Patients hospitalized between 20-04-2015
and 10062015

2 Patients not able to participate:

higher education levels (figure 3). 120 women (57%) live in the city, with a median travelling time of 20’ (10-30”)
and 89 women (43%) in the suburban area, with 60 min (60-90”). 146 (69.9%) were TP , 25 (12.0%) interrupted
pregnancies and 38 (18.0%) other obstetric related conditions. 51 of the 209 women (24.4%) reported not to know
their HIV status.19.0% with TP did not know their HIV status. 158 (75.6%) knew their HIV status, 155 reported to
be negative and 3 (1.4%) positive (table la). Country of origin seems to be associated with not knowing one’s HIV
status. 17.5% of the Argentineans, versus 31.1% of women from other countries did not to know their serostatus
(table 1b). 103 (49.3%) of the patients responded to know their partner’s status (all negative). 106 women (50.7%)
did not know their partners serostatus, or responded not to know if their partner had a test done in the last year. All
TP women but one, testified to have attended prenatal visits. 26 of the 27 women reporting not to have received PC

3 siresdy partcipsted
T mot pregmant
1 reot able to speak Enghish or Spanish

F1 Patients left the maternity wand
before being invited to participate in
the stwudhy

15 interrupbed pregnancees

1Z serm pregnanciss
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were in the first trimester. 50% reported to start PC in the first trimester, and 6% in the third trimester. 50% did not
know whether or not VDRL was requested, 15.9% reported that VDRL was not requested. Participants reported that p— paﬁ‘eﬁu e
HIV testing was not requested (3.8%) or did not know if HIV testing was requested during PC. Moreover, of the P —————

women saying that HIV testing was asked for, only 4 out of 5 of women knew their test result (table 2). Only 34.0% o e e S

(48 of 141) and 20.6% (29 out of 140) of the women who did an HIV test and had their test results available reported

r

38 others

to have received pre- and post-test counselling respectively. 83 women (59.6%) said not to have received either pre- MRS OIS TN
or post-test counselling. HIV test results are available for just 106 out of 5 out of 182 (58.2%) of the women (figure| Table 3 z;gysz?m ?;”:dlygi;)ls f:l“:dzylz?m study 2015 (n=146)
4). Table 3 shows a comparison between results of questionnaires held in 2007 and 2015. Lives in Buenos Alres city _ 502% (128 54.9% o YT
Table 1(a/b) Figure 3 Gl 25
a  Status Non-term Term pregnancies Total - Secondary completed ?7744;’/;198) 46.7% 28.9% 46.6%
. =
— gl‘zg;;ﬂﬂes o T i Knows own HIV status 84.4% 79.7% 84.4% 80.8%
ositive (3:2%) (0.7%) (1.4%) [ e i JLY i (207 49.5% 60.1% 50.0%
Negative 38 (60.3%) 117 (80.1%) 155 (74.2%) i 1 0.0%
Does not know 23 (36.5%) 28 (19.2%) 5144%) |} fs" PC . o o " o
Total 63 146 209 .- = prenatalvisis - o - -
Primiparous 35.0% 27.5% 39.6% 28.1%
(82 of 234)
b  Status Argentina Other Total 1 v 4 0350 o1 2% 0270, o1 %
— test t 8% 2% % %
Positive 2 (1.9%) 1(0.9%) 3 (1.4%) - . m S : . . i
. o 5 o r—— I-. i ! - Knows HIV test result 76.7% 80.1% 79.2% 84.2%
Negative 83 (80.6%) 72 (67.9%) 155 (74.2%) E A O (184 0f240) (133 of 166) (1600£202) (112 of 133)
Does not know 18 (17.5%) 33 BL1%) I (@) ] i | I, I I l Received pre-test 45.2% 30.7% 44.5% 33.1%
Total 103 106 209 ’ i |- counselling (1080f239) (51 0f 165) (890200) (44 of 133)
driEed ema e
Received post-test 32.4% 20.6% 31.9% 20.2%
Table 2 Figure 4 counselling (68 0f 210) (29 of 141) (58 of 182) (24 of 119)
HIV testing for all women with PC  HIV testing for TP Received neither pre- nor 44.8% 59.6% 44.5% 58.8%
% of total % of test requested % of total % of test requested = post-test counselling Elarh)  @eriky Glas)  @Oerk)
Test not requested 7 (3.8%) 4 (2.8%)
D know if d 8 (44% 8(5.5% I . - - . .
ocs notkmow st was requeste (@4 G370 Conclusions: It is concerning that a quarter of interviewed women
e 106 CLT) 133 OLT) [ reported not to know their HIV status and 50% had no knowledge
Positve 10.6%) 0 about their partner’s HIV status. The rate of MTCT continues to be far
i 0, 0, = . . . . . .
Negative 132 (79.5%) 112 (84.2%) above what is potentially achievable. Comparing the findings of this
D) o7 Ge B0, e, o study with that from 2007, there has been no improvement in the
Mgt et exetible 21(1.2%) 1(0:8%) provision of PC, HIV testing and counselling in our institution. Our
Did not do analysis 7 (4.2%) 1(0.8%) T results highlight the need to explore better understand the causes of
Problems withdrawing results 16 (9.6%) 12 (9.0%) this performance and the opportunities to improve these outcomes in
Total 181 145 order to achieve better results in reducing HIV-MTCT.
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Background

Mexico City has had the highest burden of HIV in the country since the
first case was detected in 1983. It has an estimated HIV prevalence of
0.78%, whereas the rest of the country has a prevalence of 0.2%
according to the 2015 UNAIDS report. The HIV epidemic in Mexico City is
characterized by being predominantly concentrated in males (8 males for
each female), located in the heavily populated boroughs of the city,
affecting the communities of the Most at Risk Population (MARPs) groups,
such as men who have sex with men (MSM) and Transgender Women.

Results

During 2015, 3,480 persons were diagnosed as having an HIV infection at
Condesa Specialized Clinic in Mexico City (Fig. 3). Of these 91.4% were men
and 7.6% were women. This includes 59 patients diagnosed during the acute
stage of the infection , with a negative Western Blot result but a positive p24
antigen result with an average VL >500,000 copies/ml of blood. The people
detected were MARPs with significantly higher prevalences than the national
prevalence of 0.23% (Table 1). Of all the persons diagnosed with HIV at our
facility, 409 had a prior HIV diagnosis and were receiving treatment. This was

Methodology

Condesa Specialized Clinic has a lab specializing in the latest technologies
for HIV and STI diagnosis. The testing algorithm has as its goal Viral Load
Supression (Fig. 1). This has helped view HIV testing as part of the
treatment process becoming an integral part of the treatment cascade and
the “Test and Treat” strategy. The lab algorithm not only includes HIV
testing, but also Syphilis, HBV, and HCV testing (Fig. 2). Patients diagnosed
as having HIV receive rapid CD4 count testing and viral load testing. For
patients that are HIV negative are also tested for STIs and are tested for the
p24 antigen. This has allowed the detection of acute HIV cases with very
high VL count. Those who are negative but with high risk of infection are
considered for Pre-Exposure Prophylaxis (PrEP).The HIV/aids Program
partners with NGOs in the communities to access MARPs and enroll them
into treatment.

identified through undetectable VL. Of the remaining 3,071 patients, 60.2%
were enrolled into HAART, 18.7% were referred to other providers and 21%
were lost to follow-up (Fig. 4). Of the cases detected 34.8% had a late
diagnosis with CD4 count less than 200 (Fig. 5). Nevertheless, once in
treatment patients responded well with 64.6% having a VL<40copies/ml of
blood after 6 months in treatment (Fig. 6). Of the patients with at least 6
months of HAART, 95% has a VL<1,000 copies/ ml of blood, meaning that
their ability to pass on the infection to another person is greatly diminished.
Half of the detected HIV cases in Mexico City are concentrated in 3 of the
city”’s boroughs, Iztapalapa, Cuauhtemoc and Gustavo A. Madero. These
three boroughs are located in the northern and eastern parts of the city,
where the higher number of HIV cases are located (Fig. 7).
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Vs tasant W [P # A DA Targeted HIV testing can be a powerful tool in
———— Consantralion sTRIVS locating HIV cases in concentrated epidemics if
oy In Mexico City focused on MARPs with the assistance of
- - ’ community groups such as NGOs. Getting people
~- i 1 to test early is key as it reduces mortality and
e - - i morbidity and there is a better response to
£ ';- achieve VL suppression. Using the p24 Antigen
~ testing has allowed us to detect people during the
acute stages of infection, when VL are higher and
2, are more likely to pass on the infection to other
e Sy e bmaie el gy people. Treating this group to achieve VL
= 5 i suppression quickly is key to preventing passing
TE——— the infection to their sexual partners. Patients
diagnosed at later stages of the infection (<200
CD4) may present clinical issues that are more
difficult to treat, which require more resources and
the outcome may not be as good.
Conclusions

HIV testing is the door to enter the Treatment Cascade. Test and Treat

90-90-90 goal. Knowing your epidemic is key to best target limited resources in the most affected
communities, both geographically and socially. Coordinating the detection efforts with community groups
that are knowledgeable and part of the MARPs is key to winning over their trust and building friendly and
accessible testing services. Investment in the latest detection technology and strategies is worthwhile only

if you have adequate access to HAART.
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Implementation of New Strategies for Timely HIV Diagnosis in Mexico
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Background

In Mexico City about 35,000 men are in prison distributed throughout 8 centers
with an HIV prevalence of 1.0% (1). Prison inmates that are diagnosed with HIV
are then transferred to the Santa Martha Acatitla (SMA) Prison, where they are
offered HAART and specialized medical care. During the beginning of 2015 there
were 192 patients at SMA, 54.9% of the total of estimated cases (N=350). During
2014 4,559 HIV tests were performed in all detention centers in Mexico City.

Material and Methodology

During 2015 several innovative strategies were implemented aimed at prison
inmates: in the two largest centers, voluntary HIV testing was offered to inmates
by correctional facility medical staff when they entered the prison. In one
center (the second largest) all the prison population was HIV screened (only
those who voluntarily accepted were tested) while in another there was a health
fair where HIV testing was offered to inmates as well as their family members.
All prison centers received periodic visits by the HIV Mobile Diagnosis Team. The
data was collected until October 31st, 2015 in order to analyze the impact in the
continuum of care of all new diagnosis.

20,535 HIV tests were performed from January 1st; 2015 through October 31st
2015 in all the prison centers in Mexico City (4.5 times of all tests performed in
2014). 55 new cases were diagnosed, along with 22 previously diagnosed cases,
with an average CD4 count of 327 cel/ml (SD=258) graph 2. During this time 56
patients were freed and two died. By October 31st, 216 inmates with HIV were
aware of their HIV positive status (61.7% of the total estimated cases), 211
(60.3%) were incorporated to care, 210 (60.0%) retained in care, 204 (58.3%)
received HAART. 190 (54.3%) had a viral load <200 copies/ml and 175 (50.0%) had
a VL<40 copies/ml. 96.7% of the newly diagnosed patients are receiving HAAART
and 90% of patients on HAART have a VL<40 copies/ml (83% with VL<200
copies/ml) graph 1.
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Graph 2. Inmune level at HIV diagnosis. 59.8% with CD4 >200. with an average CD4
count of 327 cel/ml (SD=258)

Conclusions

*The HIV care program in prisons has achieved two of the goals set by the WHO
90-90-90 initiative.

*The implementation of new diagnosis strategies has been translated into a
significant increase in the number of HIV detections in prisons.

*The widespread implementation of these strategies in all the prison system of
Mexico City might allow us to diagnose 90% of HIV cases among prison inmates.

55

i New Patients H Recidivists M Died M Werw Freed M Linked to CEC

Graph 3. October 315t 2015. 56 patients were freed, 89.3% were linked to health care in Condesa Clinic.
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Mexico City has a high HIV prevalence of 18.2% among male sex workers (MSWs) compared to 0.3% among the adult population.® Studies have shown that despite a
decline in HIV in recent years among the general adult population, HIV prevalence among MSWs has actually risen.2 The elevated transmission rate among MSWs is
due to a greater number of sexual partners and more risky sexual behaviors.! Therefore it seems likely that MSWs in Mexico City would haveincreased prevalence of al
STls not just HIV.

An estimation of HIV and STl incidence rates among MSWs in Mexico City would offer a better understanding of HIV/STI prevalence within this particularly vulnerable
population. In addition, time-varying predictors of STI acquisition need to be identified in order to inform targeted interventions.

MSWs recruited from Clinica Condesa HIV Testing Clinic and community sites in Mexico City were tested and treated for STIs (chlamydia, gonorrhea, syphilis, and HIV)
and only tested for viral hepatitis (hepatitis B and C) at a baseline, 6-month follow-up, and 12-month follow-up clinic visits. The initial sample consisted of 227 males
who self-identified as MSWs and MSM who had anal sex with at least 10 male partners over the last six months in exchange for money. Participants completed surveys
at all visits to document sociodemographic characteristics and health behaviors.

We estimated incidence rates and calculated 95% confidence limits using a bias-corrected and accelerated bootstrap method with 1,000 replicates. We used mixed
effects logistic regression with individual fixed effects and a random intercept for each person to examine unadjusted and multivariable adjusted time-varying

predictors of incident STls (excluding HIV in order to retain participants with prevalent HIV infection). Time-varying predictors included in the models were age,
education, marital status, number of sexual partners, substance use, assault, condom use, and types of sexual activity.

Figure 1. Incidence of HIV and STls in @ Cohort of Male Sex Workers,
Mexico City
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The highest incidence rates among the 227 participants were active syphilis (12.44 per 100 PY; 95% 8.17, 1851) and HIV (5.28 per 100 PY; 95% 2.25, 11.75).

In the adjusted mixed effects models, risk of incident STIs did not vary by age, marriage, engagement in a stable romantic relationship, offering services to five or more
clients, alcohol use, polysubstance use, sexual assault perpetration, condom use, provision of penetrative sex, or provision of receptive sex (Table). However, risk of STls
did differ by educational attainment and was lower among those who completed high school (odds ratio (OR) = 0.23, 95% 0.06, 0.93) or college/post-grade education
(OR=0.17, 95% 0.03, 0.93) compared to those who only had completed primary or secondary schooling. The association between risk of STl infection and completion of
high school (unadjusted OR [UOR]=0.28; 95% 0.09, 0.85) or college/post-graduate education (UOR=0.13; 95% 0.03, 0.53) persisted in the multivariable adjusted model.

These findings suggest that HIV/STI incidence is high among MSW in Mexico City, and should be a priority population for treatment and prevention interventions. It
suggests this population could benefit from pre-exposure prophylaxis (PrEP) methods to reduce risks of HIV infection. Education appears to be a key potential predictor of
HIV/STI infections and may be an important component of economic and structural interventions to prevent infections.

1.Galarraga, 0.(2014). Thedisproportionate burcen of HIVand STisamong made sex workers in Mexico City and therationale for economic incentivesto reduce risk.Journd of the Internationd Aids Society, 17(19218).
2. Baral,S. D. (2014). Mde sex workers: practices, contexts,and vulnerabilities for HIV acquisition and transmission. The Lancet.

Clinica Condesa: Andrea Gonzalez, Florentino Badial, Nathalie Gras, Octavio Parra,and JehovaniTena.|NSP:Biani Saavedra Maria Olamendi, Santa Garda. Database construction by CEO:Edgar Diaz. Projectmanagement andadministration by
CISIDAT (Consortiumfor HIV/AI DS and TB Research). We espedially thankthe participants for agreeing to become part of Punto Seguro. Funding: US National I rstitutes of Hedth (R21HD0&5525; “ Condtional economic incentives to reduce HIVrisk:
Apilot in Mexico”; PI”GaldrragaO.). Agency for Healthcare Researchand Quality, 5K12HS022998-02.
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Background

E/C/FITAF and E/C/F/TDF

4 E/C/F/TDF (commercially available as Stribild) and E/C/F/TAF (may not be
commercially available in some countries) are single pill formulations that both
contain elvitegravir (EVG) 150 mg, cobicistat (COBI) 150 mg, and emtricitabine
(FTC) 200 mg
— E/C/F/TAF contains TAF 10 mg
— E/C/F/TDF (Stribild) contains TDF 300 mg

4 Two phase 3 double blind adult studies® comparing E/C/F/TAF to E/C/F/TDF
demonstrated
— Noninferior efficacy of E/C/F/TAF
— Significantly reduced renal and effects with E/C/F/TAF

4 Two single-arm open-label studies”® of E/C/F/TAF and E/C/F/TDF conducted in
treatment-naive adolescents have shown
—These STRs are well tolerated
— Plasma levels of all components are similar to those in adults

4 Cross-study comparison of 2 ongoing open-label, single-arm studies in treatment-

naive adolescents
— Study 292-0106: E/C/F/TAF administered for 48 weeks (N=50)
— Study 236-0112: E/C/F/TDF administered for 48 weeks (N=50)
4 Primary endpoint: safety
¢ Secondary endpoint: viral suppression
4 For both studies key inclusion/exclusion criteria:
—Age 212 to <18 years
— Weight >35 kg
—HIV-1 RNA >1000 copies/mL
— No prior ARV therapy
— CD4 count >100 cells/mm?

Study Assessments and Analysis Methods
4 Safety assessments
— Adverse events and laboratory assessments: hematology, chemistry, renal
tubular protein biomarkers
— Dual X-ray absorptiometry (DXA) of spine and total body less head (TBLH) at
baseline and every 24 weeks
¢ Efficacy assessments
—HIV-1 RNA (TagMan 2.0) and CD4 count at every visit
— Resistance testing in cases of confirmed virologic failure (HIV-1 RNA >400
copies/mL)
4 Statistical methods
— Cross-calibration between DXA scanner types (Hologic and Lunar)
— Calculation of standard and height-adjusted Z-scores and predicted BMD
change
— Snapshot algorithm for HIV-1 RNA <50 copies/mL at Week 24

Demographics and Baseline Characteristics

E/CIFITAF | EICIFTDF | .
n=50 n=50 |P

15 (12-17) 16 (12-17)  0.040

_ Years, median (range)

EER e, n (%) 22(44)  35(70)  0.009
Uganda, n (%) 30 (60) 0
South Africa 3(6) 22 (44)
Country of Origin :
Thailand 6 (12) 14 (28)
United States 1 (22) 14 (28)

Bl mL/min/1.73 m?, median 156.0 1395  0.082

g/cm2, median 0.78 0.93 0.027
Standard Z-score -1.30 -0.72 0.20
Height-adjusted Z-score -0.54 +0.09 0.015

Spine BMD

Baseline Disease Characteristics E/CIFITAF | EICIFITDE
n=50 n=s0 | Pvalue

Changes in Renal Tubular Biomarkers Through Week 24

—e— E/C/F/TAF  —@— E/C/F/TDF

HIV-1 Log,, copies/mL, mean (SD)
RNA >100,000 copies/mL, n (%)

4.62(0.59) 4.60(0.55) 0.98

11 (22) 10 (20) 0.81
Cells/pL, median (Q1, Q3) 456 0 0.060
cD4 (332, 574) 402 22 (44)
(298, 486) 0.060 14 (28)
<200 cells/uL, n (%) 4(8) 2(4)
Vertical transmission, n (%) 32 (64) 17 (34)
Gl Hoterosexual sex 12(24) 12(24)

Infection

Homosexual sex

Patient Disposition

E/CIFITAF

8 (16) 19 (38)

E/C/F/TDF

Screened Screened
N=63 N=56
Screen Failure Screen Failure
n=13 n=6
Enrolled Enrolled
N=50 N=50
Consent withdrawn (n=1) Pregnancy
Lost to follow-up (n=1) Follow-up, n (%) n=1

48 (96) T 49 (98)

23 (46) T 29 (58)

Post-Week 48

Noncompliance
n=1

Efficacy: Overview _, _ ... o ccrmor

Mean HIV-1 RNA Median CD4 Count
5 (log,, copies/mL) 700 (cells/mm?3)

.
500
400
1
0 T T T T T T T 300 T T T T T T T
BL 2 4 8 12 16 24 BL 2 4 8 12 16 24
Study Week Study Week

4 All subjects achieved HIV-1 RNA <50 copies/mL by Week 12

4 Proportion with HIV-1 RNA <50 copies/mL at Week 24: E/C/F/TAF 90% (45/50),
E/C/F/TDF 88% (44/50)

4 Most failures were associated with decreased adherence

4 No emergent resistance

Safety Overview

E/CIFITAF: EI/CIFITDF:
5 SAEs in 4 patients 5 SAEs in 4 subjects

Urinary retention, neuropathic pain,
constipation

1) Suicide gesture
2) Shigella dysentery, acute renal injury

Conduct disorder, polysubstance abuse,
bipolar disorder

Intermediate uveitis, visual disorder*

Pre-term labor

Immune reconstitution inflammatory

Protein Retinol Binding Protein

100 (UPCR) (RBP) B2-microglobulin
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Expressed as ratio of urine marker to urine creatinine. *p<0.05 in favor of E/C/F/TAF.

Changes in Spine Bone Mineral Densit‘

ljf 1

o

2 o

5 : +1
-5
-10 | | | | | |

| |
24 48 24 48 24 48 24 48 Weeks

Predicted m Predicted m

p-value
. +2.55 +1.25 +1.55 -0.985 OEED
Median (#1.11,+454)  (-0.96,+4.11)  (+1.11,+3.07) (-3.57,+0.95) :
(Q1,Q3)
% Change +5.09 +3.25 +2.95 +0.299 012
(+2.23,49.23)  (+2.07, +6.47)  (+2.20, +6.08)  (-2.45, +3.04) :

¢ At Week 24, compared to spine BMD at baseline a decrease of
24% was seen in:
— 3/47 participants (6.7%) in the E/C/F/TAF cohort
— 10/47 participants (21%) in the E/C/F/TDF cohort (p=0.070)

Conclusions

¢ While being cognizant that this was a
cross-study comparison and there were
differences (age, gender, geography, mode of
transmission) at baseline, we note

— Both groups exhibited rapid virologic
response and high rates of virologic success
at Week 24, with no emergent resistance

— E/C/F/TAF and E/C/F/TDF generally well
tolerated

— Small observed increases in serum Cr,

syndrome
1) Substance abuse

2) Suicidal ideation, suicide attempt
*Only treatment-related SAE and resolved without E/C/F/TAF interruption.

Acute asthma exacerbation

4 No deaths or adverse events (AEs) leading to treatment discontinuation
4 Most AEs mild or moderate and unrelated to study treatment

4 No cases of proximal renal tubulopathy or Fanconi syndrome

4 Serious adverse events:

Creatinine and Cystatin C by Visit
—e— E/C/F/TAF —@— E/C/F/TDF

Median Serum Creatinine Median Serum Cystatin C
(mg/dL) (mg/L)

0.8
064 ./0—0———0—0—._.
0.7

0.4
0.6

0.2 T T T T T T T 0.5 T T T T T T T
BLJ 2 4 8 12 16 24 BL 2 4 8 12 16 24
Study Week Study Week

¢ Median change in Cr (mg/dL) at Week 24: E/C/F/TAF +0.08,
E/C/F/TDF +0.08

¢ Median change in eGFR (mL/min/1.73 m?) at Week 24: E/C/F/TAF
-15.0, E/C/F/TDF -14.0

¢ Slight decrease in Cystatin C (not affected by COBI) in both groups

consistent with known effect of cobicistat in
adults

— E/C/F/TAF decreased renal biomarkers,
similar to that observed in adult E/C/F/TAF
phase 3 studies

— E/C/FITAF group had increased median
spine BMD at Week 24 (+1.3%) compared
with a decrease (-1.0%) in E/C/F/TDF group

— These data support use of both regimens in
treatment-naive adolescents and suggest
potential renal and bone safety advantages
of TAF
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Background: The increase of 78.3% of the female prison
population in Brazil in the period 2005-2013, has brought
great challenges, especially those related to the
vulnerability to sexually transmitted infections’. Gender
inequality, stigma, and discrimination increase imprisoned
women's vulnerability to HIV infection’2. The state of Sao
Paulo (SSP) accounts for 30% of this Brazilian
population, and has sought to develop actions within the
National Policy for Integral Women's Health3. The aim of
this study was to estimate the prevalence of HIV infection
in women deprived of freedom in SSP, to establish
parameters for monitoring and evaluation.

Materials and methods: Cross-sectional
seroepidemiological survey for HIV infection conducted in
19 female prisons of SSP. This study was coordinated by
the State Program of STD/AIDS in Sao Paulo and
conducted from August 2012 to December 2013. The
estimated population basis was 11,530 women in all
prisons units. The stages of the study include:
counseling, information about the intervention, guidance
on the sexual transmitted diseases, free and informed
consent to data collection and the offer of testing for HIV
and syphilis. For the definition of HIV infection status we
used rapid diagnostic tests. Data analysis was based on
the estimated prevalence with calculation of confidence
intervals.

Results: Of the total of 8,821 (76.5%) addressed women,
8,740 (99.1%) underwent rapid diagnosis for HIV testing.
The estimated prevalence of HIV infection from this
evaluation was 2.84% (95% confidence interval [CI]:
2.46%-3.16%), 248 infected women. HIV infection by
prison unit in Sao Paulo varied from 0 (CRF and CRF
Araraquara Rio Claro) to 10.20% (PF Capital - 95% CI:
7.64%-12.76%). The integrated analysis identified
coinfection (HIV and Treponema pallidum) in 36 women,
estimated prevalence of 0.47% (95% CI: 0.33%-0.61%).

Embllilhﬂ.mj P—————

Number of women

0
estimated women in all prisons addressed women underwent rapid diagnosis for
units HIV testing

Figure 1. Number of estimated women in all prisons units, women invited to
participate the study, and women that underwent for HIV testing. State of
Sao Paulo, August 2012 to December 2013.

Conclusions: This is the first study-based action in this
extension in SSP. This population-based survey
reinforces the status of great vulnerability to HIV infection
for women in the State penal system, both in urban and
rural realities. This study brings as possibilities to be
assigned: establishment of flowcharts and indicators for
monitoring and evaluation of preventive and therapeutic
strategies to this population; establishment of appropriate
flowcharts to the State Epidemiological Surveillance
System; definition of elements for interventions in the
prison system addressing public health policies, and
scientific knowledge production from this and other
nested publications to the project®4. These initiative could
ultimately contribute to improving the quality of life of
women with a neglected and vulnerable condition?34.
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FIGURE 1. HIV CASCADE OF CARE KEY POPULATIONS

Introduction

Overall rate of new HIV infections appears to be in
decline worldwide; however, among key populations, o | SmAsri TEn—

Men who have sex with Men (MSM), and Trans-women " -
new HIV infections continue growing. Since the

introduction of highly acute antiretroviral therapy

(HAART), people living with HIV live longer than ever .
before. The HIV Cascade of Care is a comprehensive e '
monitoring tool to evaluate the HIV continuum of care,

and to evaluate “leakage points” along the points of -

attention. The objective of this study was to evaluate -

sex with men (MSM), and trans-woman (TGW) and l L
compare this with the general HIV population in an =

outpatient clinic in Santo Domingo, Dominican — — =

the HIV cascade along the services in Men who have
Republic. FIGURE 2. HIV CASCADE OF CARE TRANS WOMEN AND MSM

L TR

We developed a retrospective database of one
outpatient clinic for HIV patients to assess our
population-based cascade. A paper-based data was
collected from clinical files. Characterization of target
populations was assessed through the implementation

of Fichas de Caracterizacion, which collected past
clinical history, sexual identification, gender orientation,
and self-identification as exclusively MSM or
transgender woman. We classified all patients
attending the clinic within the last year. Treatment
access and administration of HIV drugs was based

according with the Dominican Republic MoH criteria R Pom———
(<350 cell/uL), and viral suppression below 20 copies/

mL. We compared the data with the rest of the
population attending the services.
We found a significant difference between access to

HAART and viral suppression in both groups. Is necessary
to note that higher viral loads among these groups will be

We identified 405 HIV diagnosed individuals during the of significant influence for HIV persistence in social and
study period; 60% were male. Of these, 25.18% (n=102) sexual networks. Drops in the proportion to be achieved in
were MSM and TGW. Overall, 64.44% in the +WUR was each step may be a reflection of challenges specific to
retained in care vs 65.68% in MSM/TGW (Figure 1). MSM/TGW access to care. It is necessary to evaluate the
HAART access in +WUR was 56.04%. while in MSM/ potential role of antiretroviral and hormone replacement
TGW 38.29%. Viral suppression in +WUR was 43.70%, therapy interactions.

and in MSM/TGW 24.50%.
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Prevalence of Depression Symptoms and Key Associated Factors Among Female
Sex Workers and Women Living with HIV/AIDS in the Dominican Republic

Christine Tagliaferri Rael '; Alissa Davis'
THIV Center for Clinical and Behavioral Studies, New York State Psychiatric Institute and Columbia
University, New York, NY, USA

HIV CENTER
for Clinical and
Behavioral Studies

SUMMARY: Analysis:

+ Descriptive statistics summarized demographic characteristics; chi-
square (categorical) and t-tests (continuous) detected significant
differences between the comparison group and FSW or WLWHA.

This research was carried out in San Felipe de Puerto Plata, Dominican
Republic (DR). Participants were female sex workers (FSW), women living
with HIV/AIDS (WLWHA), and a comparison group of low-income, HIV-
negative women who were not FSW. This project estimated the prevalence | |+ Unadjusted and adjusted logistic regressions identified significant

of depression and identified key correlates of this outcome in the three relationships between covariates and depression.
groups. Depression was prevalent for FSW (70.2%), WLWHA (79.8%), and
comparison (52.2%) groups. Internalized stigma was strongly associated RESULTS:
with depression for FSW (OR=2.73) and WLWHA (OR=3.06). Interventions
to address depression could benefit all women, regardless on HIV risk/ Table 1: Demographic, stigma, and depression characteristics of
status but should focus on internalized stigma for FSW and WLWHA. FSW, WLWHA, and the comparison group (2014)
FSW WLWHA Comparison
(N=349) (N=213) (N=314)
BACKGROUND: MeantSD MeantSD MeantSD
Age 275+6.7 32.4 £7.6* 28.0+7.2
+ Little is known about the mental health of FSW and WLWHA in the Years of education 8.4 + 3.0* 6.9 + 6.9* 95+27
Dominican Republic (DR). # living biological or adopted children ~ 22£13 2814 24212
« Cross-cultural studies show that the prevalence of depression in FSW Permanent income score ez Ohi 0902 0
ranges from 50-80% and from 25.8-81.0% in WLWHA. Internalized stigma 28108 3.10.8 N/A
N(% N(% N(%
* The Dominican Republic is home to a .gene.ralized HIV epidemic Nationality (Dominican) 254 (73_%)* 145 (8_%)* 278 (8_5%)
(0.8-1.5%) and a concentrated HIV epidemic for FSW (3.3%-8.4%). Partnered (Yes) 112 (32.4%)° 133 (62.4%) 207 (65.9%)
Purpose and significance: Children live with respondent (Yes) 176 (50.6%)* 151 (70.9%)* 273 (87.5%)
Depression (Yes) 245 (70.2%)* 170 (79.8%)* 164 (52.2%)

This project estimated the prevalence of depression and identified key

. . : * = significant diff bet FSW or WLWHA) and i ; p<0.05
correlates of this outcome in FSW, WLWHA, and the comparison group. significant difference between case ( or ) and comparison group; p

Findings will help public health workers to design more effective HIV Table 2: Adjusted logistic regressions between covariates and
prevention, testing and treatment programs both generally and regionally. depression for FSW, WLWHA, and comparison group women
FSW WLWHA Comparison
(N=342) (N=203) (N=311)
METHODS: Age 1.03 1.00 1.06*
i . B [0.98,1.08]  [0.94, 1.05] [1.01, 1.10]
Research setting and participants: Years of education 0.97 1.04 0.89*
. . , [0.88,1.06] [0.92, 1.16] [0.80, 0.99]
* This study took place in San Felipe de # living biological or adopted children 0.95 1.18 1.04
Puerto Plata, Dominican Republic and its [0.75,1.21] [0.83, 1.66] [0.80, 1.34]
municipalities (April - December 2014). Permanent income score 0.08* 1.26 0.04*
[0.01,0.80] [0.07,22.04]  [0.00, 0.45]
» Participants were Spanish-speaking, not pregnant, at least 18 years old, Internalized stigma 2.73* 3.06* NJAb
and were: sex workers (FSW group), HIV-positive (WLWHA group), or [1.95,3.84]  [1.86, 5.05]
i i ; Nationality (Dominican) 1.05 0.76 2.07
low-income HIV-negative women who were not FSW (comparison). (056 1.96] [0.24.2.46] [0.88, 4.84]
e Sj i i i i Partnered (Yes) 1.10 0.45 1.07
Since this study was a secondary analysis of a larger project Ic_)oklng at [0.64.190] [0.19, 1.04] [0.65, 1.77]
motherhood, stigma and HIV, respondents had at least one child under Children live with respondent (yes) 0.83 111 0.87
the age of 16. [0.50,1.37]  [0.47, 2.60] [0.39, 1.97]

. * = significant difference between case (FSW or WLWHA) and comparison group; p<0.05
Sampling and approach: g ( ) p group; p

+ WLWHA and comparison group women were recruited from clinics; FSW

were recruited from diverse sex work sites (e.g., bars, cabarets). CONCLUSIONS:

* Investigators verbally administered questionnaires in Spanish assessing | |« \Women in the DR are facing a serious
demographics and depression to FSW (N=349), WLWHA (N=233), and depression epidemic, since depression
comparison group women (N=314). prevalence was alarmingly high across

+ All FSW and WLWHA completed items ascertaining HIV or sex work- all participant groups, regardiess of HIV

related internalized stigma. risk or status.

* Interventions to address depression in

Measures: :
women are urgently needed in the DR;

* Depression was measured using the CES-D 10 (range: 0-3) and special attention should be paid to CONTACT INFORMATION
internalized stigma was measured using a modified version of the internalized stigma for FSW/WLWHA. Christine Rael. Ph.D
Internalized AIDS-Related Stigma Scale (IA-RSS; range: 1-4). The IA- . . _ cr2857@cumc.columbia.edu
RSS was adapted to measure internalized sex work-related stigma. » Future depression-related interventions HIV & Hepatitis in the

. _ . should address poverty, since this Ameri
* Income was measured using the WHO’s permanent income index for appears to play an important role in ~ ~hmericas
low/middle income countries. PCA reduced scale to relevant items only. mental health. Mexico City, Mexico 2016
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Background: Trends study allows perform future
projections and anticipate results on the HIV/AIDS epidemic
trends. The objectives was describe and analyze the AIDS
and the HIV-positive cases trends in the state of Sao Paulo,
in teenagers and adults, during the period of 2004 to 2013,
according to age groups and MSM.

Methods: trends study performed with AIDS and HIV
positive notification data compared by age group and
exposure categories. It was considered as a dependent
variable (Y) the annual number of HIV positive patients and
the number of AIDS cases, in each of the studied
categories, and the independent variable (X) was the time,
represented by the calendar years, concerning the study
period. The goodness of fit via R? and p<0.05 were used to
determine which models and data were most appropriate.

Results: Among the MSM were analyzed 15,810 cases
of AIDS and 16,138 cases of HIV infected patients. The
obtained modeling was of first order to all age groups. The
trends of the HIV infected patients were growing in all age
groups during the period of 2004 to 2013. The trends were
linearly growing in the age groups of 13 to 19 years
(Y=5+16X, R?=0.78, p=0.032); 20 to 29 years (Y=13+ 63X,
R2=0.89, p=0.001); 30 to 39 years (177+49X, R?=0.86,
p=0.002); 40 to 49 years (Y=60+22X, R?*=0.92, p<0.001)
and 50 years and more (Y=17+8X, R?=0.82, p<0.001).
However, to the AIDS cases it was observed a growing
trends only in the age groups of 13 to 19 years (Y=13+3X,
R?=0.52, p=0.050) and in the 20 to 29 years group
(Y=63+22X, R?=0.93, p<0.001). In the age groups of 30 to
39 years, 40 to 49 years and, 50 years and more, the trend
analysis of the AIDS cases revealed stability along the
historical series.

Table 1. Regression models and trends for new male

AIDS and the HIV-positive cases by age in the state of
Sao Paulo

Age Status Year Model

HIV (+)
AIDS
HIV (+)
AIDS
HIV (+)
AIDS
HIV (+)
AIDS
HIV (+)
AIDS

Y=5+16X
2004 - 2013 Y= 13+3X

Y=13+63X
2013 Y=63+22X

Y =177 + 49X
2013 Y=525+6X

Y=60+22X
2013 Y=356-5X
Y=17+8X
2013 Y=111+2X

13 to 19 years

20 to 29 years 2004 -

30 to 39 years 2004 -

40 to 49 years 2004 -

50 years and
more

2004 -

Y = cases number
X = year of diagnosis; r 2 = determination coefficient

P 027

CRY
A Sy

www.crt.saude.sp.gov.br
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Figure 1. Trends for the HIV-infected (without AIDS) new cases
among MSM, by age group, in the state of Sao Paulo,

2004 to 2013

20-24
y = 104X + 512
r2=0,95
p=0,004

25-29
y=27X+230
r?=0,91

D02 25-29

y =90X + 527

?=0,99 ///
4

p<0001

/ d 30-39

y = 83X +570
40-49

2=0,98

p=0,001
y=31X+235

2=0,97;p=

20-24
y = 26X +203
220,68
p=0,048

—
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) yag——
2011 2013

2008 2009 2010

Year of diagnosis
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Figure 2. Trends for the AIDS new cases among MSM,
by age group, in the state of Sao Paulo, 2004 to 2013

30-39
y =6x + 525
R?=0,14
p=0,521

25-29
y=16x+218
R?=0,70
p=0,048

1905ral  1905ral  1905ral ~ 1905ral ~ 1905ral ~ 1905ral ~ 1905ral ~ 1905ral ~ 1905ral ~ 1905ral

Year of diagnosis

Conclusions: During the period of 2004 and 2013 it was
observed among the HIV infected patients that the higher
growth rate occurred among the MSM in age group of 20 to
29 years, followed by the age group of 30 to 39 years.
Among the AIDS cases it was observed that the MSM in the
age group of 20 to 29 years also presented the highest
growth rate. This analysis points to the importance of this
most vulnerable group that are the young MSM and the
need to prioritize to them, planning actions of the epidemic
control programs.
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Assessing mental health among recently diagnosed HIV patients

at Condesa Clinic in Mexico City

Vega-Ramirez, H."3, MD, MSc; Rodriguez-Pérez, V.2, PsyD; Cruz-Islas, J.3, MD, MSc; Ferreyra, D.2, Psy; Rocabert-Monroy, C.2, MPsy
Hirata-Hernandez, H.3, MD, MSc; Gonzalez-Rodriguez, A.#, MD

Coordinator of the Mental Health Programme, Condesa Clinic, Mexico City; ?Psychologist Mental Health Programme, Condesa Clinic, Mexico City;
3Psychiatrist, Mental Health Programme, Condesa Clinic, Mexico City; *Center for Prevention and Comprehensive Care of HIV /AIDS in Mexico City

Recently diagnosed HIV patient

BACKGROUND Several factors, such as

psychosocial and uncontrolled HIV infection in the central nervous
system contribute to the onset of a mental disorder. Common
mental disorders are more prevalent in people with HIV (i.e.,
depressive disorders, cognitive impairment and substance use
disorders)'. Condesa Clinic (CsC) is the free healthcare center for
people with HIV in Mexico City (n=11,000). The Mental Health
Programme (MHP) from CsC is a part of the HIV treatment
cascade and it was created in 2012. As a part of the initial protocol,
the MHP makes assessment to each patient to detect any mental
disorder that could interfere with HAART therapy or adherence.

OBJ ETIVE The aim of this study is to describe the

mental healthcare process and preliminary results of patients
recently diagnosed with HIV assessed by the MHP at the CsC.

METHODS We describe the model of care of the MHP

incorporated to the HIV treatment cascade at the CsC for patients
recently diagnosed with HIV. We used univariate analysis for
preliminary data.

RESU LTS. Based on the international evidence? and the

needs of the CsC’s patients, the MHP developed a process to early
detect and treat mental disorders in recently patients diagnosed
with HIV. Within the first two weeks after the confirmed diagnosis,
the mental health assessment is performed. A clinical psychologist
through a clinical interview based on DSM-5 / ICD-10 criteria and
valid psychometric instruments® makes diagnosis of any mental
disorder. Depending on the mental disorder, the patient could have
a different treatment outcome (Figure 1). The MHP has evaluated
2,752 patients recently diagnosed with HIV, whose principal
characteristics are shown on Table 1 and morbidity of mental
disorders are on Figure 2. We also found high prevalence of risk
factors related to mental health, such as history of violence,
suicidal attempts, life stressors, etc. (Table 2).

DISCUSSION. We found that sociodemographic

characteristics in this sample were similar to other HIV
concentrated epidemic in other American countries. Most of the
patients were men and were well educated compared to general
Mexican population. This is probably because CsC is in a urban
area. We also found that women and transgender women had
more history of violence (any type), suicidal attempts, and life
stressors during the last year previous to HIV diagnosis. In the
other hand, men were more likely to hide their HIV status and had
more history of mental health treatments (i.e., psychotherapy). All
these risk factors related to mental health are 2-5 times higher than
in general Mexican population.

CONCLUSION Incorporation of mental healthcare

services to the HIV treatment cascade at first level facilities could
be feasible and probably effective in order to help retention,
adherence to HAART and to get undetectable viral loads in
patients. Further analysis to detect mental health factors related to
unfavorable outcomes in HIV patients should be performed.

= No MD

= AD

« MDD

= SUD

® Anxiety disorders
= Alcohol disorder

# Other disorders

MD: Mental disorder; AD: Adjustment disorder; MDD: Major depressive disorder; SUD: Substance use disorder

Figure 2. Morbidity of Mental Disorders of patients from MPH-CsC, 2012-15

Bibliography:

Psychologist

Psychiatrist

Follow-up

rl

-I:: Mental Health History I ASSIST V3.0 jgui SF-36*

1 |
Clinical interview ELE— e
v v

| |
Olpen : BN : Reference if
appointment Jll intervention

P S )
Psychotherapy |l Rehabilitation center j@l Hospitalization

MD: Mental disorder; ASSIST: Alcohol, Smoking and Substance Involvement Screening Test; SF-36: 36-ltem Short Form Health Survey; BDI: Beck Depression
Inventory; WHODAS: WHO Disability Assessment Schedule * These instruments are adapted short versions, previously validated and adapted

Figure 1. Healthcare flowchart of Condesa Clinic’s Mental Health Programme

TABLE 1. Sociodemographic & HIV related characteristics

of patients from MHP-CSC, 2012-15 (n= 2,752)

VARIABLE % n

Sex

Male 89.2 2,454

Female 8.9 247

Transgender woman 1.9 51
Occupation

Employee 34.4 925

Unemployed 21.9 589

Student 12.2 329

Merchandiser 8.2 221

Freelancer 6.9 187

Other 16.4 451
Transmission of HIV

Sexual 99.8 2,749

Injecting drug user 0.2 3
Under HAART (< 4 wk.) 39.1 1,077

MEAN SD RANGE

Age (y.o.) 31.0 9.2 14 -77
Education (y.o.) 11.9 3.9 0-20
Viral load (copies/mL) 339,264 917,962 1004 — 9,998,996
CD4 count (cells/pL) 284 214 10— 1,598

TABLE 2. Risk factors related to Mental Health

of patients from MHP-CSC, 2012-15

RISK FACTOR (2458 (rm247)  WOMAN (ne51)

Violence history % (n)

Sexual 13.3 (327) 19.4 (48) 15.6 (8)

Physical 14.6 (358) 37.7 (93) 21.6 (11)

Psychological 17.2 (423) 37.7 (93) 23.5(12)
Previous psychotherapy % (n) 17.3 (424) 15.8 (39) 9.8 (5)
Psychiatric drugs previously prescribed % (n) 13.1 (322) 11.7 (29) 9.8 (5)
Suicidal attempt % (n) 9.5 (234) 17.4 (43) 19.6 (10)

Mean age at 1°t attempt 19.3 (£6.7) 18.9 (£8.3) 22.8 (+8.6)
HIV disclosure to family % (n) 55.7 (1,367) 79.8 (197) 70.6 (36)
Presence of life stressors, last year % (n) 45.6 (1,120) 53.0 (110) 60.8 (31)

contact: saludmental.cec@gmail.com
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BACKGROUND Figure 1. HIV Positive Patients Who Received CD4 Counts (%)

High attrition during the period from HIV testing to antiretroviral
therapy (ART) initiation is widely reported worldwide. Though

treatment guidelines have changed to broaden ART eligibility and 90
services have been widely expanded over the past decade, data on the 80

81 83 82
e 8 . 76 78
temporal trends in ART initiation rates are limited. .
60
52
METHODS =
40
31

We evaluated temporal trends and predictors of retention for each step 30

from HIV testing to ART initiation over the past decade at the 20

GHESKIO (Haitian Group for the Study of Kaposi’s Sarcoma and 10
Opportunistic Infections) Centers in Port-au-Prince, Haiti. GHESKIO

0

is the largest provider of HIV services in the Caribbean. Most patients
live in extreme poverty on <§US 1 per day. 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

The 22,638 patients >17 years of age who received a positive HIV test
at GHESKIO from March 1, 2005 to February 28, 2015 were . .
included. Patients were followed to determine if they received all Figure 2. Patients Returning For CD4 Count Results (%)
steps for ART staging, and initiated ART within 6 months after HIV
testing.

100

100

95 96
o0 93 91 91 92 - 90 92 93
RESULTS 80
70
22,638 patients (60% female, median age 35 years) were included. A 60
total of 15,756 patients (70%) had blood drawn for CD4 count — this 50
increased from 31% in 2005 to 82% in 2014 (p<0.0001). The time 40
from HIV test to blood draw for CD4 count decreased over time, from
a median of 79 days (IQR: 30 to 182) in 2005 to 0 days (IQR: 0 to 14) 30
in 2014 (p<0.0001). A total of 14,482 patients (92%) returned for 20
CD4 count results; this increased from 93% in 2005 to 96% in 2014 10
(p=0.61). The time from blood draw to return for CD4 count result
0

decrease over time, from a median of 8 days (IQR: 3 to 15) in 2005 to

6 days (IQR: 2 to 14) in 2014 (p=0.04). A total of 7,760 patients were 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014
eligible for ART at presentation, according to the criteria in place at

the time. Of these, 5,885 patients (76%) initiated treatment within 6

months; this increased from 24% in 2005 to 95% in 2014 (p<0.001). Figure 3. Treatment-Eligible Patients Initiating Timely ART (%)
The median time from return for CD4 count result to ART initiation

decreased from 3 days (IQR: 0 to 19) in 2005 to 0 days (IQR: 0 to 0) 100

in 2014 (p<0.001). See Figure 1 for a bar chart of retention at 90

96
91 g9 93

different time points. Predictors of ART initiation included later year 80 80
of HIV testing, older age, higher educational status, and referral from 8 0 7
a provider for HIV testing, compared with self-referral. 7

6

5 47

CONCLUSIONS 4
. . . . - 30 24

The proportion of patients newly diagnosed with HIV who initiate 5
ART has increased over the last decade in Haiti. Over the same time
period, services have been delivered more rapidly. ART is now 1
provided to most patients on the day that CD4 count results are

provided, with very high rates of treatment initiation. 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

o O O O

o O O O o
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CENSIDA Median CD4 count increase
Mexico between 2010 & 2015

Valenzuela-Lara, Marisol; Magis-Rodriguez, Carlos; Becerril-Vargas, Eduardo; Leon Juarez, Eddie Antonio
Mexico’s National Center for HIV and AIDS Preventionand Control (Censida)/DAl, Mexico

Background

The global scale-up of antiretroviral therapy (ART) over the past The objective of this study was to assess trends in the median CD4 count, number of
decade represents one of the great public health and human rights people living with HIV initiating ART and the proportion of people in each regimens
achievements of recent times. The Standardization and according to the third ARV, between 2010 and 2015 in Mexico Ministry of Health (MoH).
simplitying both prescribing practices has been critical to ART We examined transversal data from 63,970 adults (aged 215 years) who initiated HIV
scale-up. treatment programs at 138 HIV care clinics in Mexico between 2010 and 2015. The
Actually, an antiretroviral regimen for a treatment-naive patient clinics included are part of Mexico MoH. Patient information is routinely collected in the
generally consists of two nucleoside reverse transcriptase "Antiretroviral Management, Logistic and Surveillance System” (SALVAR in Spanish). We
inhibitors in combination with a third active antiretroviral drug. defined CD4 count "at ART Initiation” as any measurement 3 months before or 1 month
These guidelines are supported by studies of effectiveness and after ART initiation. Statistical analyses were carried out using STATA, version 11.1.

durability and optimal tolerance and comfort.

Between 2010 and 2015 the median ART initiation age was 33 years old. The median The number of persons initiating ART each month has increased
CD4 count at ART initiation increased from 183 to 242 cells/uL, k-sample test on the from 720in 2010to 1,174 in 2015, year with the highest annual
equality of medians was performed, p<0.0001, and an increase of 9.8 cell/year was change observed in the last five years. In 2010, 52.9% of ART
observed, and sex disparities were reduced from a male-female difference of 52 cells in initiation schemes had Efavirenz,in 2015 was the 80.1%.

2010to 13 cellsin 2015.

_Figure 1 Table 1
Median CD4 count at ART initiation ART initiation of people living with HIV
Mexico, 2015 Mexico, 2015
~ 270
= Year of ART initiation Averag.e.n.'nor.\thly asl Annual change
S, initiation
Lz
g 2010 8,645 720
S 240 2011 9,002 750 4.13%
o 2012 10,181 848 13.10%
IE 2013 10,593 883 4.05%
% 210 2014 11,457 955 8.16%
ﬁ 2015 14,092 1,174 23.00%
—
=
S . Year of ART initiation EFV ATV DRV LPV NVP RAL
bt
S 2010 52.98% 11.46% 0.13% 16.01% 8.47% 0.27% 10.69%
—
-_g 2011 56.58% 10.31% 0.14% 16.13% 10.81% 0.26% 5.78%
)
= 150 2012 69.38% 8.79% 0.15% 12.65% 6.19% 0.21% 2.63%
2010 2011 2017 2013 2014 2015 . . . . . . .
Year of ART initiation 2013 78.09% 6.70% 0.08% 9.57% 3.75% 0.41% 1.41%
2015 80.06% 10.20% 0.53% 6.24% 0.79% 1.83% 0.34%
_Figure 2 Total 70.43% 9.59% 0.21% 11.01% 4.93% 0.70% 3.13%
ART initiation of adult patients by trimester
Mexico, 2015
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® Guidelines in Mexico have been in change, especially in the last couple of years, and the impact of this changes it's observed in the increase of CD4 at ART
Initiation.

® In accordance with national guidelines, Efavirenz has been the preferred third ARV, and the increased in the use of this ARV shows also a prescription more
standardized. Still intensified efforts are needed to initiate ART more opportunely.

www.censida.salud.gob.mx

marisol.censida@gmail.com I @marvall3

References: 1. Hoffmann C.J, et al. CD4 count slope and mortality in HIV-infected patients on antiretroviral therapy: multicohort analysis from South Africa. J Acquir Inmune Defic Syndr 201 3 Jul 1;
63 2. Serena P. Koenig, et al. Trends in CD4 Count Testing, Retention in Pre-ART Care, and ART Initiation Rates over the First Decade of Expansion of HIV Services in Haiti. February 22,2016
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CARE MODEL FOR HIV PREGNANT WOMEN.
CONDESA SPECIALIZED CLINIC, MEXICO CITY PUBLIC HEALTH SEIW'ICES
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BACKGROUND: Condesa Specialized Clinic’'s (CEC) OB/GYN
area offers free diagnosis and treatment for women with
HIV/aids. In Mexico HIV prevalence in pregnant women is
0.06% [Yland in CEC is 0.22%. The objective of this study is to
describe a cohort of pregnant patients that received
healthcare at CEC.

MATERIAL AND METHODS: Cross-sectional, descriptive study
with a cohort of pregnant women with HIV/aids at CEC, from
August 2013 through October 2015. Patients were referred
from outpatients clinics and detection clinics located in the
subway with a reactive rapid HIV test. At CEC other
diagnostic tests for HIV confirmation, HBV, HCV, Syphilis, viral
load (VL) and CD4 count were performed. Patients with
reactive tests are immediately evaluated by OB/GYN, internal
medicine and mental health to initiate HAART. VL were
performed weekly until patients reach undetectable VL (<40
copies/ml) and then follow-up were every month. At the 37t
week they are referred to a hospital for determination of
birthing technique.

RESULTS: We had 69 pregnant women, 85.5% gave birth to a
live baby. Of these 64.4% were diagnosed with HIV during
pregnancy (group 1) and 35.5% already had an HIV+
diagnosis prior pregnancy (group 2).

Group 1. RECENT HIV  Group 2. PREVIOUS
DIAGNOSIS HIV DIAGNOSIS
(N=38) (N=21)
SOCIODEMOGRAPHIC CHARACTERISTICS

Age (mean), y.o. 24.1 24.2
Education
Iliteracy 13.1% 0%
Primary 31.5% 14.2 %
Secondary 38.8% 42.8 %
High school 10.5 % 333 %
University 7.8% 9.5%
Ocupation
Unpaid employment 68.4 % 66.6 %
Employed 23.6 % 19%
Student 2.6 % 4.7 %
Other 5.2% 9.5%
Marital status
Common-law union 76.3 % 52.3 %
Single 21% 333 %
Married 2.6% 14.2 %
Drug use (during pregnancy)
Legal (OH, tobacco) 5.2% 0%
llegal 5.2% 4.7 %
Partner HIV status
Negative 31.5% 57.1%
Positive 55.2 % 9.5%
Unknow 13.1% 33.3%

In group 1 HIV diagnosis was established at week 25.7 (SD=8)
of pregnancy. In group 2 pregnancy was detected at week
17.4 (SD=9.4). First pregnancy in group 1 was 34.2% vs. 67%
in group 2.

._'
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In group 2, 42.8% had a VL<40 when received notification of
pregnancy. 73.6% and 100% of group 1 and group 2 had a VL<40
at the end of the pregnancy, respectively. 94.7% of group 2 had
a VL CV<1,000 copies; in two patients virologic control was not
achieved due to a late HIV diagnosis during pregnancy.

VIRAL LOAD (copies/ml)
40

35

35
30
2 -
20
10 9
o e

Initial viral load
(c/ml) <1000

Final viral load
(c/ml) >1000

Inicial viral load Final viral load
(c/ml) >1000 (c/ml) <1000
1 Group 1. RECENT HIV DIAGNOSIS (N=38)
u Group 2. PREVIOUS HIV DIAGNOSIS (N=21)
Final CD4 CD4 (cel/uL)
501-1000 c/ulL
201-500 c/ulL

<200 c¢/mL

Initial CD4
501-1000 c/ulL

201-500 c/ulL
<200 ¢/mL

42.1% of group 1 received RAL+TDF/FTC, 31.5% received ATV/r +
TDF/FTC.

58.6 % of group 2 received ATV/r+ or LPV/r, and 23.5% received
TDF/FTC/EFV. HAART

i Group 1. RECENT HIV DIAGNOSIS (N=38) i Group 2. PREVIOUS HIV DIAGNOSIS (N=21)

o -

ATV/RTV + TDF/FTC
LPV/RTV + TDF/FTC

LPV/RTV+3TC/AZT

RAL + TDF/FTC
TDF/FTC/EFV

97.3% of group 1 had a C-section birth; vs 80.9% in group 2. The
rest were natural births. 79% of patients had birth control
method, in group 1 definitive family planning method 66% vs
62% in group 2, temporary method 21% and 24% respectively.
18.4 % of group 1 and 23.8% of group 2, were lost to follow-up
after birth. In those who continued treatment there have not
been any cases of vertical transmission of HIV reported.

CONCLUSIONS: HIV diagnosis in women in group occurs at
advanced stages of pregnancy increasing the risk of vertical
transmission. In Mexico coverage HIV testing during pregnancy
is about 58% [2l. Better strategies must be implemented to
increase coverage of HIV testing in pregnant women.

[1] Centro Nacional para la Prevencién y el Control del VIH y el SIDA. Censida informa 2013. México: Centro Nacional para la Pr iony el
Control del VIH y el SIDA; 2013.
[2] Eliminacién de la transmisién maternoinfantil del VIH y la sifilis en las Américas. Actualizacién 2015. Washington, DC: OPS, 2015: 19.
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Are we doing enough preventive primary care
for older HIV positive patients?
A survey in a third level hospital in Mexico City

Reyes-Fentanes Maria José', Caro-Vega Yanin', Sierra-Madero Juan', Madrigal-Iberri Carlos?, Crabtree-Ramirez Brenda*

1 Department of Infectious Diseases, Instituto Nacional de Ciencias Médicas y Nutricion Salvador Zubirdn

mjrfentanes@gmail.com

Background: -
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Life expectancy of people living with HIV has increased as it has become a chronic Rt o sy AT P R T e W-—--- Do 2y
manegeable condition. Primary care preventive services play a crucial role in older : . b -
patients with HIV infection given the higher incidence of comorbidities when compared Wenmes -4 0 MenneRdh  Woman neyd P
to non-HIV population and their impact on overall survival. We aimed to assess the
frequency of screening tests for malignant and non-communicable diseases in HIV+ . o o b
patients >50 years, seen by infectious diseases fellows and specialists at INCMNSZ in » 100 “ 581
Mexico City before and after an intervention designed to improve awareness among w7 190 wi L
physicians. 184 st <008 . "e “@ots
PLA »i nr “s
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Methods: s
All HIV+ patients >50 years old were included (Fig.1) The application of internationally
recommended primary care screening tests! was reviewed in clinical charts and | o i s, GOReEi ve:
compared to HIV related care tests and interventions (Tuberculin skin test, VDRL and e pnaomndiond = s 2 —y
PR Ay Ao N = =
vaccination). We evaluated the frequency of tests prescribed at least once since patients N d ¢ .
. . R — 563 %5 963 Mk
became 50 years old and, for annually applicable tests, the frequency of tests prescribed vom 2 “ $7.2 ey
in the last year of follow-up. Factors associated with better screening practices (defined o ny ns "= s
as more than 75% of screening performed as recommended) were analyzed. A checklist
of appropriate screening tests for non-communicable disease was added to patients i I VT 7 .
X . .. . .. X . igure 2.1. Proportion of patients stratified by groups of screening
files, as a reminder tool for phy5|C|ans.|n. each VISI.t during a follow up period of one year. 5 remered] o0 (26 Gas A s Feries G0 e
Frequency of tests before and after this intervention were compared and the percentage i
of improvement was calculated.
Tests checklist for patients >50 years old. HIV Clinic, INCMNSZ
Name:
Blood pressure: /. mm Hg. Fig_ 1. Study Design
i Phase | INCMNSZ Phase 2 INCMNSZ
HIV Clinic .
) ) HIV Clinic
1602 active patients 1602 active patients . g g o a
Figure 2.2. Proportion of patients, stratified by groups of screening
e — tests done in the last year of care
>50years old BS?paﬁents (24%)
385 patients (24%) 384 evaluated in Phase |
384 patients 7 died "
384 patients Complete data 1 lost of follow-up @E
Complete data
Intervention Phase I 376 patients for follow-up
Before October 2014 e GE
o . Men n=320 Densitometry
Clinical chart review
October 2014-January 2016 Women n=59 Checklists (Intervention): Review in medical records of —
Men n=325 « Percentage answered screening tests actually done ——Women,n=59
« Answered correctly? since the intervention ~m—en, n=325

Screening tests done since
patient became 50 years old

Screening tests done in the
last year of follow up

Results:

385 patients (24%) were 250 years old, 84% were men with a mean age at HIV diagnosis
of 45 years and a median time in care of 10.2 years (SD 5.94). After reaching 50 years
during care, 88% of women had at least one mammogram and 90% cervical cancer
screening; 64% of MSM had anal cancer screening; colorectal cancer screening was done
in 24.6%; cardiovascular risk was calculated in <13%. Frequency of densitometries was
higher in women (61% vs 17%; p<0.001) (Table 1). In the last year of care, only
vaccination, TST, VDRL, dyslipidemia, hypertension and diabetes screening were achieved
in >90% (Fig.2). Only 25% of patients had >75% of non communicable diseases related
tests compared to 89% of complete HIV-care related tests (Syphilis, vaccination, PPD)
before our intervention (Table 2). Women were more likely to have better screening
(p=0.003). Neither smoking nor family history of cancer or cardiovascular risk were
statistically associated with better performance of screening (p=0.2, p=0.3 respectively).
After the intervention, screening remained low for malignancies (55% and 26% for cervical
and anal cancer, 31% for mammographies, 19% for colorectal cancer) and densitometries
(19%) (Fig.3). Cardiovascular risk assessment improved in 45% (Table 3). After the
intervention 37.5% of patients had >75% of screening tests for non-communicable
diseases; improvement was evident only in women and heterosexual men (Fig.4). Only
36% of checklists were answered correctly by physicians. The main cause of missing tests,
according to checklists, was physician’s omission (Table 4).

Figure 3. Proportion of tests done for each study period Figure 4. Comparison of proportion of patients with >75% of
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Human Papilloma Virus and Anal Associated Lesions in Men who Have Sex with Men HIV and non HIV-Infected.
First Cross-Sectional Study in Uruguay. Preliminary Report.

Frantchez V, 1) Arteta Z, 1 D’ Albora C, ? Ruchansky D, ? Caserta B, () Cabrera A, ®) Cabrera S. ("

Results:
During the first 6 months of implementation: 38 patients were included. Median age: 34
years. Median age of first anal sexual intercourse: 18 years. Average number of sexual
partners in the last six months: 14.5 (Table 1). 29 (76.3%) were HIV-positive, all on
antiretroviral therapy, with median CD4+ 620 cells/uL and 23 (79.3%) with suppressed
viral load (Table 2). Anal inspection was abnormal in 14 (36.8%) patients. 27 patients had
a pathological cytology: 14 (36.8%) ASC-US, 12 (31.6%) L-SIL, 1 (2.6%) H-SIL, 9 (23.7%)
had normal cytology. 2 samples were unrepresentative (Table 3). The molecular diagnosis
of HPV was positive in 23 (65.8%) patients, negative in 6 (17.1%) and unrepresentative in
6 (17.1%) (Table 4). Up until this moment, genotyping has only been possible in 14 of the
23 HPV positive patients. The genotypes found were: 6, 11, 16, 18 and 54 (Table 5).
Anoscopy was performed in 15 (565.5%) of 27 patients with indication for it: 9 without
macroscopic alteration and 6 pathological (condillomatosis). HPV detection was positive
in 18 (78.35) HIV-infected patients, and 5 (21.7%) HIV non-infected patients (p 0.555).
Cytology was abnormal in 23 (85.2%) HIV-positive patients (14.8%) and 4 HIV-negative (p
0.064) (Table 6).

Background:
Gay and bisexual men, among other men who have sex with men (MSM), especially
HIV-infected, have an increased risk of anal intraepithelial neoplasia, anal human
papilloma virus (HPV) infection, and anal cancer associated to HPV infection.
Screening program includes anal cytology (Pap test), and high-resolution anoscopy
and biopsy in patients with abnormal cytology findings. The estimate prevalence in
Uruguay for HIV infection in MSM is 9,7%. Anal cytology screening is yet to be
implemented as a routine in Uruguay and there is no previous data of anal HPV
infection prevalence in MSM.

Objective:
To determine, HPV genotypes, and abnormal cytology prevalence in anal samples
from HIV-infected and non-infected MSM.

Material and method:
During the implementation of the first screening program for anal cancer in HIV
positive MSM, a cross-sectional study has been conducted since June 2015 until
December 2015 in Montevideo, Uruguay.

Sample: gay and bisexual men, trans women, and other MSM over 18 vyears.
Exclusion criteria: vaccinated against HPV and HPV-associated anal squamous
intraepithelial and invasive lesions previously diagnosed. Informed consent was
obtained from all study participants, and the study was approved by the Ethical
Committee of the Facultad de Medicina, Universidad de la Republica.

Data was collected through anal examination, demographics characteristics, medical
background, ano rectal symptoms and sexual behavior. A rapid HIV diagnostic test
was performed to those patients whose last HIV serology was 120 days before
entering the program.

Anal visual inspection is performed and 2 samples were taken from the anal canal for
Pap cytology technique (Bethesda Classification 2001), molecular diagnosis and
genotyping of HPV (SerpaA).

Patients with abnormal inspection or anal cytology are referred for anoscopy and
eventual biopsy (Graphic 1).

For the bivariate analysis, the x2 test was applied. The significance level a was 0,05.
Data analyses were performed using SPSS statistical software system for Windows

Discussion:
This is the first transversal cut of a prospective study, and the preliminary report after 6
months, and the sample is still small. However, the results agree with those obtained in
international studies in terms of the high prevalence of HPV infection and abnormal
cytology in this population, especially in HIV positive patients.

The genotypes found in most of the samples have a low oncogenic grade (6, 11, 54), and
in 50% of this patients the anal inspection presented warts, anal or genital condilloma,
which could explain this findings. 1 of every 3 patients included presented an abnormal
anal inspection, which can be associated with a selection bias, given many of the patients
were referred to the program because they communicated signs and symptoms of anal
pathology. Another limitation for our study is that we only have access to conventional
anoscopy for the follow up of our patients, which may determine an underestimation of the
anal lesions.

The results of our study will help to develop national strategies of prevention through the
implementation of anal cancer screening.

Definitions:
MSM: Epidemiological term used to define cis gender males and Trans females who have sex with men, regardless of how

they identify themselves in terms of sexual identity. Abnormal Cytology: atypical squamous cells of undetermined significance
(ASC-US), atypical squamous cells that cannot exclude high-grade anal squamous intraepithelial lesions (ASC-H), low-grade
squamous intraepithelial lesions (L-SIL), high-grade squamous intraepithelial lesions (H-SIL), or carcinoma.

Anal Inspection Characteristics n: 38 (%) Characteristics,
+ Median age, years (range) 34 (18-53) HIV positive
L) Male 33 (86.,8) HAART 29 (100)

T Female 5(13,2)
HPV Molecular Diagnosis Median CD4+ cell count, cells/uL 620

Medical background:

HIV positive 29 (76,3) Baseline CD4+ cell count,

gurrer:lt c_ilgarette sn:joll;er 1 :39(4(1575;) cells/uL 4 (13,8)
exually Transmitted Diseases 50-200

Anal pathology related to VPH 11 (28,9) 25 (86,2)

Anal pathology not related to VPH 11 (28,9) 2200

Sexual history:
Age of first anal intercourse, median (range) 18 (8-40)
PATHOLOGICAL ABNORMAL N° of sex partners in past 6 months (range) 14,5 (1-200)
ALL NORMAL Only had ti lint 9(26,5
INSPECTION CYTOLOGY y had receptive anal intercourse (26,5)
Had receptive and insertive anal intercourse 27 (79,4)

Anal inspection:

. . N | 24 (63,2
Apointment in a year Referral to the Coloproctology Unit Acb)rrlr:?mal 14 536 8;

Viral load of <20 copies/mL 23 (79,3)

14 (48,3)

Diagnosis < 1 year

Genotype | Cytology Anal HIV Age,

inspection | serology | years

18, other L-SIL Warts Positive 47

6 L-SIL Warts Positive 29

Diagnosis n: 35 (%) 6 ASC-US Warts Positive 34

Diagnosis n: 38 (%) Negative 6 (17,1) 1" ASC-US Warts Positive 21
- 6 L-SIL Warts Positive 36

Negative 9(23,7) Z°':"“"e . | 263 (1675’18) 6,11,54 L-sIL Warts  Positive 35
ASC-US 14 (36,8) ot representative sample (17,1) 6,11 ASC-l:JS Normal P03|t|ye 34
1 Negative Warts Negative 18

L-SiL 12(31,6) 1 Negative Normal Positive 32
H-SIL 1(2,6) 6 ASC-US Normal Positive 42
ASC-H 0 18, other ASC-US Normal Positive 35
- Multiple ASC-US Normal Positive 53

Not representative sample 2(5,3) Characteristics HIV negative |HIV positive |p 6 L-SIL Nermel Negative 30

HPV infection 5(21,7%) 18 (78,3%) 0,555 1" Negative Normal Positive 88
Pathological cytology 4 (14,8%) 23 (85,2%) 0,064

Conclusions:

A high prevalence of HPV infection and pathological anal cytology was found in the population studied, especially in HIV infected patients.

References:  Conley LJ, Bush TJ, Darragh TM et al. Incidence and Predictors of Abnormal Anal Cytology Findings Among HIV-Infected Adults Receiving Contemporary Antiretroviral Therapy. J Infect Dis 2016;213:351-60.
Machalek D, Poynten M, Jin F et al. Anal human papillomavirus infection and associated neoplastic lesions in men who have sex with men: a systematic review and meta-analysis. Lancet Oncol 2012;13:477-500.
Solomon D, Davey D, Kurman R et al., Forum Group Members; Bethesda 2001 Workshop. The 2001 Bethesda system. Terminology for reporting results of cervical citology. JAMA 2002;287:2114-9.
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Analysis of HIV/AIDS mortality in Mexico by State and
Municipal level from 2003 to 2013

Enrique Bravo-Garcia', Hilda Ortiz-Pérez2
THIV/AIDS Technical Advisor. Spectrum: Educacion, Salud y Sociedad, A.C. Mexico
2Universidad Autonoma Metropolitana - Xochimilco. Departamento de Atencion a la Salud. México

Keywords: Mortality, HIV, AIDS, Mexico

Introduction

Since 2003, Mexico has a policy of free and universal access to
treatment for HIV/AIDS. At the end of 2013, 89,000 persons were
receiving HAART. However, from 2003 to 2013, 54,140 persons
have died from AIDS. The death rate for HIV/AIDS has not
decreased as expected, reducing only from 4.4 deaths per 100,000
inhabitants in 2003 to 4.2 in 2013. The aim of the present study
was to analyze the distribution of AIDS mortality according to state
and municipal levels, with the purpose of identifying the sites
where resources should be targeted to reduce HIV/AIDS mortality
in Mexico.

Materials and methods

We estimate the increase/decrease in the death rate from
HIV/AIDS by state from 2003 to 2013, and the average annual
HIV/AIDS mortality rate among 2437 municipalities in Mexico from
2009 to 2013. Considering only the municipalities with 20,000 or
more inhabitants, we selected the 25 municipalities with the
highest mortality rates. The information for these calculations was
obtained from INEGI and CONAPO, institutions providing official
figures of population and mortality, respectively.

Results

In 2013, the states with the highest AIDS mortality rates were
Tabasco (10.58 per 100 000 inhabitants), Quintana Roo (9.02), and
Veracruz (8.65). In contrast, Zacatecas (1.03), Guanajuato (1.43)
and Hidalgo (1.92) recorded the lowest rates. The difference
between the states with the highest and lowest rate (Tabasco and
Zacatecas) is more than seven times.

AIDS mcrtality by State. Mexico, 2013
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It is important to emphasize that, from 2003 to 2013, in 50% of
Mexican states (16/32) the AIDS mortality rate increased, rather
than decreased.
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The 25 municipios with the highest death rate from AIDS are
located in five states, all of them in the Southeast (Veracruz,
Chiapas, Tabasco, Campeche and Oaxaca). The municipio of Carlos
A. Carrillo, Veracruz, ranked number one with a rate of 39.6
HIV/AIDS deaths per 100,000 inhabitants (nine times higher than
the national rate), and Poza Rica, Veracruz, being number 25 with
a rate of 13.4 (three times higher than the national rate).

25 municipios with the highest AIDS mortality rates from 2009 to 2013*
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* Only municipios with more than 20,000 inhabitants were included.

Conclusions

Data highlight the need for enhanced HIV detection and treatment
for 25 municipios with the highest AIDS mortality rates, as well as
the states most affected. Findings can help to apply interventions
to link and retain in care persons until they are virologically
suppressed. It is urgent to reduce AIDS mortality in Mexico.

Presented HIV & Hepatitis in the Americas. México, Distrito Federal,
April 28-30, 2016.
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Background: The UNAIDS -- WHO 2,0 initiative and its 90-90-90 goal aims to reduce new HIV ease in diagnosis, care and ART of HIV infected population a w
Latin-American countries launched expanded access to ART long time ago but show low rates of diagnosis of HIV infected people explaining at least in part the modest 3% reduction in new infectio

compared to a 38% global reduction and more than 50 or 75% reduction in some countries. Materials and methods: The Latin-American Workshop Study Group is an expanding network of 38 HIV Care Ce

countries of South America, Central America, the Caribbean and Mexico with clinical data from 73,431 patients up to September 2015, 7,732 of them being new 2013-2014 HIV cases. Age and gender distribution was a
globally and by participating centers and countries. Statistical analysis by chi square test Results: Among new HIV infections 33.8% were 15 to 29 years old being the largest age group in all countries except Argentina witl
wide differences between centers in each country. 79.4% of new cases were men with 34.5% of them 15 -- 29 y/o and 20,6% in women with 31.0% 15 -- 29 y/o (p<0.01). On the contrary 14.1% of new HIV infections occurr!'ﬂ r
in men older than 50 y/o as compared to 18.1% of new cases in women older than 50 y/o. In a sub analysis in Chile the largest increase in new cases among people younger than 30 y/o was observed between 15 to 24 years
old. Conclusions: A modest reduction in new HIV infections has been reported in Latin America. Young people especially men between 15 and 24 years old show an important increase in new HIV casesin 2013 -- 2014 in most
countries in spite of some differences between centers. In the context of the 90 -- 90 -- 90 goals specific policies should be implemented targeting this key population.

Background

Results: Odds Ratlos of age by gender and country
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Figuwe 6 New coses in Chile 2001-2015 wathin the ronge 15—-29 y/o
* Age and gender distribution was analyzed globally and by participating centers and countries.
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« Descriptive statistical analysis performed considering variance within and between centers (random 80.0%
effect). Heterogeneity expressed using I? 70.0%
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Participant centers saon
40.0% Y :\
—-m_mmm T
1 Argentina 8,649 8.021 20,0% 5.0% - 2004 - 2005
2 Chile 10 12.726 9.952 1.506 10,0%
3 Colombia 10 17.988 16.930 2935 a0% 200¢ 2010
4 Costa Rica 2 2.883 1.746 a4 .
5 Ecuador 5 13.035 8.942 393 15-19 2011-2015
6 México 1 3.090 1.740 210 20-24 S
7 Panama 1 2.468 2.468 0 e
8 Paraguay 1 844 719 0
9 Perti 2 9.698 5.987 1616 -Within the range 15— 29 y/o most cases seen in the group 25 — 29
B SEEED 8 2o 2i8 2 - Nevertheless largest relative increases seen in the very young (60% and 30%)
11 Venezuela 1 1.692 1.156 (1]
Total 38 73.431 58.009 7.732

Conclusions

Results: Age distribution of new cases Results: Distribution of < 30 y/o by center
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PRESENTATION TO CARE WITH ADVANCED HIV DISEASE
IS STILL A PROBLEM IN LATIN AMERICA

Celi, Ana Paulina ; Greco, Maria ; Martinez, Ernesto ; Vargas, Carmen ; Belaunzaran, Francisco ; Mejia, Fernando
for the Latin American HIV Workshop Study Group

BACKGROUND

Presentation to care with advanced HIV disease, defined as first CD4 count below 200 cells/mm3, has been reported previously
between 38% and 45% by PAHO, CCASAnet and the Latin-American Workshop Group with significant differences among
countries. The UNAIDS -- WHO 2.0 initiative beside 90-90-90 goal aims to reduce late presentation to ART to 10% of new cases
by increasing strategies to promote testing in different key population and at a general level.

MATERIALS AND METHODS

The Latin-American Workshop Study Group is an expanding network of 38 HIV Care Centers from 11 countries of South America,
Central America, the Caribbean and Mexico with clinical data from 73,431 patients up to September 2015, 6,072 of them being
new 2013-2014 HIV cases.

Late presentation to care was analyzed globally, by gender, age and by participating centers and countries according to the first
CD4+ count and the clinical stage at the first visit. Statistical analysis by chi square test and Odds Ratios.
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CONCLUSIONS

Very late presentation to care is a direct consequence of insufficient testing in Latin America.

A very modest reduction in presentation to care with less than 200 cells/mm?3 has been observed in new HIV cases in 2013 -- 2014
in all countries in spite of some differences among centers.

Women and people younger than 30 years old have the lowest risk for presentation to care with advanced HIV disease. Strategies
for increase in testing should address the higher prevalence in key populations but also promotion of testing in people at risk for
late presentation.
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P040 - Clinical monitoring system of people living with
HIV/AIDS (SIMC): Brazilian strategy to reduce GAP treatment
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INTRODUCTION gl

Brazil published a National guidelines in 2013 o |

implementing the “Treatment for All,”, first developing

country to recommend ART for all people living with e

HIV/AIDS (PLWHA), regardless of CD4 count and HIV =

viral load.

0% |

MATERIALS AND METHODS:

To expand ART coverage, Brazilian Ministry of Health 10% |

(BMoH) developed in 2013 a clinical monitoring

information system (SIMC) combining data from both s ::. ' ::l:. ' 4?;:. ’ 4’::: ' s?;i ' ::'. ! 42:;1.
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Figure 2. Proportion of PLWHA eligible for HAART who did not start treatment (GAP) by

Treatment GAP means people living with HIV/AIDS, who _
age group. Brazil, 2009 - 2015.

are being followed in public services, who are not on ART.

CONCLUSIONS

Stat d icipal dinati d HIV/AIDS
ate and umeipal  COOTCNAtons —af SIMC is an effective monitoring tool that allows

services have access to lists of PLWHA on treatment services to identify PLWHA treatment GAP and to

conduct active surveillance of patients for starting
ART.

GAP patients in SIMC to implement actions with the

objective of location these patients and offer them

. Important disparities among states;
treatment
RESULTS . GAP decreased from 32.5% to 29%;
: I = . General reduction in all age groups;
: TIT e . Substantial GAP (43%) observed in age group 18-24

7

_ T years old.
- This analysis showed that treatment GAP in Brazil
- presents substantial variations within different age
- groups and states. To tackle such inequities is key
to effectively reduce the GAP and increase access to
treatment
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Figure 1. Treatment GAP of Brazilian states (N=27), aged 18 and over, 2015.
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) Persistency of First-Line ART in a Real-World Setting in a
Cohort of HIV-Positive Patients from Santiago, Chile.

Chanqueo, Leonardo; Bernal, Fernando; Vasquez, Patricia; Gutiérrez, Catalina; Giadalah, Carolina; Serri, Michel

Hospital San Juan de Dios Servicio de Medicina Santiago Chile

\_ /

o BACKGROUND

Prolonging ART regimen durability is a key to achieving long-term treatment success in the management of HIV-infected patients.
However, risk factors such as frequency of dosage, complexity of regimens and medication side effects may result in the
discontinuation of ART. The aim of this study was to estimate the persistence of the most commonly used first-line ART regimens
used in HIV-infected adults in Chile and the most common causes of changed ART in our cohort.

Q MATERIALS & METHODS

Cumulate incidence at 18 months

Using restrospective data from our cohort from i v
Hospital San Juan de Dios de Santiago, Chile, we ALY "z’orfg"zeoﬁzART
included naive HIV+ patients between 2013 and (N ='282) / EFV (61,3%) |
2014 who initiated ART with one of the following
.regimens: fixed-dose backbone (ABC/3TC, AZT/3TC (36,9%) |
TDF/FTC or ZDV/3TC) plus EFV, ATV/r or LPV/r . Backbone : TAE?SQTT g ((23501//; —_— LPVIr (20,9%) I
The cumulative incidence of treatment change was S )
calculated at 18 months. In addition, the \
distribution of the reasons for changing was _
calculated in patients who changed their initial ART
regimen. y
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A total of 282 ART-naive patients were included, 85% were male - 80% MSM- and 15% female. 104 (36,9%) started with ZDV/3TC,
99 (35,1%) with ABC/3TC and 79 (28%) with TDF/FTC as a backbone. The most commonly prescribed third drug was EFV (173,
61,3%) followed by ATV/r (59, 20,9%) and LPV/r (50, 17,7%). At 18 months of ART, 70% of patients maintained the same regimen.
BID regimen was associated with a higher risk of treatment change compared with QD regimen, TDF/FTC plus (EFV or ATV/r) and
ABC/3TC plus (EFV or ATV/r) regimen had a cumulative incidence of treatment change at 18 month of 0.148/0.197 and 0.214/0.250,
respectively. However, BID regimens such as ZDV/3TC plus (EFV, ATV/r or LPV/r) had a cumulative incidence of treatment change of
0.483/0.400/0.516, respectively. The reasons for treatment change were toxicity/adverse event (n= 62, 66,1%) - hematologic toxicity
(n=23, 25%), skin rash (n=13,14%) and CNS side effects (n=11, 12%) - followed by simplification (n=12, 14%) and treatment
failure/resistance (n=5, 6.5%).

o CONCLUSIONS

« HIV patients initiating first-line ART with QD regimen are more likely to be persistent with the same therapy than
those beginning treatment with BID regimen.

» Toxicity remains as the main reason for discontinuation of ART.

« Discontinuation and switching of initial ARV regimens is still frequent, therefore the choice of an easy and non-toxic
ARV regimen for initial therapy is the most important issue in the care of our HIV+ patients.

HIV & Hepatitis in the Americas 28-30 April Mexico City, Mexico
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48 weeks CD4 cell recovery in HIV infected patients
on effective antiretroviral treatment

G Viloria, M Kundro, J Toibaro, M Losso

Servicio de Inmunocomprometidos. Hospital JM Ramos Mejia. Buenos Aires, Argentina

Background T Methods

The CD4+ cell counts recovery in HIV infected individuals
receiving antiretroviral therapy (ART) shows high variability.

HIV-infected patients who initiate ART and fail to achieve an
optimal CD4 recovery,are in increased risk of developing an
AIDS-defining event or death compared with immunological
responders.

We reviewed medical records of all naive outpatients for whom
ART was started between January 2008 and December 2014 in
our unit. We excluded pregnant and patient enrolled in clinical
trials.

CD4+ recovery was defined as an increment >100 cell/pyL in the
first year of therapy and effective treatment as the
achievement of HIV-RNA <50 copies/ml.

We aimed to evaluate the factors associated with successful
CD4 recovery in the first year of treatment in a cohort of
patients on effective ART.

463 patients started ART during the study period, of whom 418 (90%) achieved virologic suppression. Nine patients (1,9%) died
during follow up. Data on CD4 recovery was available for 338 (82%) patients. Baseline characteristics of the patients are shown
in Table 1. Median CD4+ gain at 48 weeks was 196 cells/ul (IQR: 102-301). The proportion of patients with a successful immune
recovery was 75% (256/338). It was higher in males, whereas co-infection with HCV and use of intravenous drugs were
associated to a reduced likelihood of attaining a CD4+ cell gain > 100 cells/pl. (Table 2).

Age, baseline CD4+ cell count, heterosexual (vs. homosexual) transmission, NNRTI (vs. Pl) based regimens, and AIDS events
were not associated with CD4+ recovery in this cohort.

In a multivariate model including sex, age, HCV coinfection and baseline CD4+ cell counts, only male sex and HCV coinfection
remained as predictive determinants of immune recovery. Of note, IVDU was not included in this model given interaction with
HCV coinfection.

Logistic regression models were performed to examine the
factors associated with CD4+ cells recovery.

Table 1. Baseline characteristics of the patients

n:338

Male sex % (n) 67.1 (227)
Median age; years (IQR) 41 (35-48)
MSM transmission % (n) 35.8 (121)
IVDU % (n) 2.36 (8)
HCV positive % (n) 7.70 (26)
AIDS at ART initiation. % (n) 29.8 (101)
Baseline CD4+ count, median cells/pl (IQR) 183 (87-250)
NNRTI based regimen % (n) 89 (301)

Table 2. Factors associated with successful immune recovery

Univariate Analysis Multivariate Analysis
Exp (B) Cl 95% p Exp (B) Cl 95% p

Male Sex* 1.80 (1.06 to 3.07) 0.02 1.84 (1.03 to 3.25) 0.03
Age (per year)* 1.00 (0.97 to 1.03) 0.75 1.01 (0.98 to 1.04) 0.35
MSM 1.54 (0.86 to 2.76) 0.14

Intravenous drugs use (IVDU) 0.16 (0.05 to 0.53) 0.02

HCV Coinfection* 0.13 (0.06 to 0.31) <0.001 0.14 (0.06 to 0.32) <0.001
AIDS at ART initiation 1.15 (0.65 to 2.04) 0.61

CD4+ at baseline* 0.99 (0.97 to 1.01) 0.24 0.99 (0.99 to 1.01) 0.19
NNRTI regimen use (vs PI) 0.65 (0.13 to 3.03) 0.58

* Included in multivariate analysis.

We found that a successful immune recovery is feasible in most of naive patients at 48 weeks of effective antiretroviral therapy,
even in those who start ART with low CD4+ cell counts or AIDS events. HCV co-infection was deleterious for CD4+ reconstitution
in our cohort. We did not found differences in CD4+ recovery with the use of Pl or NNRTI based regimens.
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Prevalence of HIV-1 Drug Resistance Associated Mutations in Patients
Experiencing First-Line Antiretroviral Therapy Failure in a Cohort of HIV-Positive
Patients from Santiago, Chile 2012 -2014

Bernal, Fernando; Chanqueo, Leonardo; Gutiérrez, Catalina; Vasquez, Patricia
Servicio de Medicina Hospital San Juan de Dios , Santiago, Chile

J

BACKGROUND

Antiretroviral therapy (ART) has dramatically decreased morbidity
and mortality among HIV-1 infected patients through the durable
suppression of viral replication to undetectable levels. However,
the efficiency of these treatments can be compromised by the
presence of drug resistance associated mutations (DRMs),
resulting in virological failure. Although international guidelines,
such as those of the UK & US, recommend a basal genotypic HIV
resistance testing, in Chile this standard-of-care management test
is recomended only in patients who experienced virological failure
on first-line ART. The aim of this study was to estimate the
prevalence of HIV-1 DRMs in patients experiencing first-line ART
therapy failure in a cohort of adult HIV-positive patients from
Santiago, Chile.

MATERIALS & METHODS

Using restrospective data from our cohort from Hospital
San Juan de Dios de Santiago, Chile, we included all the
HIV genotypic testing request forms from adult HIV patients
with ART therapy failure - defined as a plasma viral load >
1,000 RNA copies/ml- between 2012 and 2014 who
initiated ART according to the Chilean HIV treatment
guideline. The frequency of DRMs was analysed from the
HIV genotypic test reports, which were done by ViroSeq
HIV-1 Genotyping System at the Chilean HIV reference
laboratory (Laboratorio de Biologia Molecular - Hospital
Lucio Cérdova, Santiago).

e RESULTS
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We determined that 99/134 (74%) patients had viruses
harbouring DRMs. Among them, 69 (70%) patients had
two-class resistance (nucleoside reverse transcriptase
inhibitors  [NRTI] and  non-nucleoside  reverse
transcriptase inhibitors [NNRTI])

The most common NRTI and NNRTI DRMs detected
were the M184V and K103N; only in 3 patients was

M230L detected. Major Pl mutations were found only in
3.82% of patients (4/99)

CONCLUSIONS
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Our findings emphasise the importance of using the genotypic test at the first treatment failure in order to guide the
choice of an effective alternative regimen. In addition, our study gave insights into the distribution of DRMs in our

population that are related to the initial ART regimen used.

Two-class resistance (NRTI plus NNRTI) was very frequently developed, but major Pl-mutations were infrequently
detected and no etravirine or rilpiviine DRMs were found in patients in our cohort who experienced virological

failure on first-line ART.

HIV & Hepatitis in the Americas 28-30 April Mexico City, Mexico
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Introduction E=

¢ Ledipasvir (LDV)

— Picomolar potency against
multiple HCV genotypes

— Effective against NS5B RAV
$282T

— Once-daily, oral, 90 mg

¢ Sofosbuvir (SOF)
— Potent antiviral activity against

LDV
NS5A
inhibitor

inhibitor

HCV GT 1-6 Toy SOF - NS5B
— Effective against NS5A RAVs NS5A :gs:’:::e
— High barrier to resistance nAIGIEr inhibitor

— Once-daily, oral, 400-mg tablet
¢ Ledipasvir/Sofosbuvir STR

combination tablet, RBV-free Ine.

To date, >250,000 patients treated with LDV/SOF globally

Background

ION-3 was a phase 3, randomized, open-label study comparing

8 vs.12 weeks of LDV/SOF in GT 1 treatment-naive, non-cirrhotic

patients

arms (94% vs. 96%, respectively)

RNA of <6M [U/ml

HARVONI® [PI]. Gilead Sciences, Inc. Foster City, CA February 2016
Kowdley K, et al. N Engl J Med 2014;370:1879-1888.

Figure 1. ION-3: Efficacy and Relapse by Baseline HCV RNA <6 vs 26
Million IU/mL
97 %

LDV/SOF LDV/SOF
8 weeks 12 weeks

LDV/SOF
8 weeks
1.6% (2/123)
9.8% (9/92)

LDV/SOF
12 weeks
1.5% (2/131)
1.2% (1/85)

Relapse Rates < 6M
Relapse Rates 2 6M

*2 patients were lost to follow-up after their baseline visit and never achieved HCV RNA < lower limit of quantitation

on treatment.

Kowdley K, et al. N Engl J Med 2014;370:1879-1888.
Jacobson |, et al. AASLD, 2014, Poster #1945.
Gordon S, et al. ACG 2015, Poster 459

Figure 2. ION-3 - SVR12 by Fibrosis Scores in Patients with Baseline
HCV RNA <6 Million IU/mL

The baseline viral load cut-off of <6 million IU/mL
demonstrated high efficacy across fibrosis stages

m LDV/SOF 8 Wks  LDV/SOF 12 Wks

100 100 100 o4 100 100 100 100 9% 100 o5 100 100 100 100 100

FO F1 F2 F3 FO F1 F2 F3

SOF - NS5B
nucleotide
polymerase

Lawitz E, et al. EASL 2011, poster 1219; Cheng G,
etal. EASL 2012, poster 1172; SOVALDI® [PI].

Gilead Sciences, Inc. Foster City, CA August 2015;
A - HARVONI® [PI]. Gilead Sciences, Inc. Foster City,
— Once-daily, oral fixed-dose (90/400 MQ)  cirebruary 2016: bata on Fie. Giead Sciences,

SVR12 rates were non-inferior between the 8 and 12 week LDV/SOF

Post-hoc analysis showed that the relapse rates in the 8 week arm were
comparable to 12 weeks of LDV/SOF in patients with a baseline HCV

The FDA, EMA and several treatment guidelines have endorsed the 8
week LDV/SOF regimen as a first line treatment option for treatment
naive (TN), non-cirrhotic (NC), GT1 patients with HCV RNA <6M [U/ml

Staging by Liver Biopsy Staging by FibroTest

Studies Included

ION 3 TARGET TRIO GECCO
Study/Cohort Name N=123 N=154 N=263 N=148

HCV- TRIO

GECCO IFI/ -
Study* TARGET Cohort Buggisch VA-Ohio
L ] oL J

Single center:
Germany and US

Multicenter: US and Germany

* Defined as >6 million with Roche TagMan® v2.0, >2 million with the Abbott Real Time PCR **15% were cirrhotic
on FibroTest but confirmed non-cirrhotic with biopsy, 2% had no data, ***FibroScan® >12.5 or APRI >2.0, n/a= not
available, » mean age used, " All patients had fibroscan <12.5 kPa

Table 1. Baseline Demographics

ION 3 TARGET TRIO GECCO
N=123 N=154 N=263 N=148

Characteristic

Median age, g A ¥ W A N A K A
e 52 (22-73)* 58(19-84) 57 (18-84)* 52 (44-58) 50 (22-77) 61 (32-75)
Male, n (%) 67 (54) 70 (46) 121 (46) 79 (42) 43 (42) 56 (93)

Race, n (%)

Non black 96 (78) 120 (78) 224 (85) n/a 103 (100) 27 (46)
Black 27 (22) 34 (22) 39 (15) n/a 0 33 (54)
HCV GT 4 0 0 0 3 2 0
HCV
genotype 1a, 89 (72) (66) 180 (68) 71 (48) 49 (46) 36 (59)
n (%)
VL>6 M 5
U/l 0 n/a 8 13 2 0
Treatn"lent 0 8 0 2 3 7
Experienced
HIV/HCV 0 1 0 28 3 0
Fibrosis Score
(liver biopsy), n (%)
FO-F2 87 (71) n/a 205 (78) n/a 98(95) n/a
F3 14 (12) n/a 32(12) n/a 5 (5) n/a
F4 0 n=6 0 n=5 *** 0 0
Unknown/other 22 (17) ** n/a 26 (10) n/a 0 607N

* Defined as >6 million with Roche TagMan® v2.0, >2 million with the Abbott Real Time PCR **15% were cirrhotic
on FibroTest but confirmed non-cirrhotic with biopsy, 2% had no data, ***FibroScan® >12.5 or APRI >2.0, n/a= not
available, » mean age used, * All patients had fibroscan <12.5 kPa

Figure 3. SVR12 in ION-3 Compared to Real-World Cohorts

GT 1: LDV/SOF 8 weeks

- % o 98% 99% 100% 98% 97%
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9
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ION 3 TRIO HCV- IFl}
Study* Cohort TARGET GECCO Buggisch

*Post hoc analysis

Kowdley KV, et al. N Engl J Med 2014;370:1879-88; Curry M, et al AASLD 2015;
Terrault N, et al AASLD 2015; Buggisch P, et al. AASLD 2015; Christensen, et al. AASLD 2015; Marshall et al. AASLD 2015

Figure 4. HCV TARGET- SVR12 Among Those Who Qualified for 8 Week

Figure 5. TRIO Cohort

TRIO Real-World Cohort: LDV/SOF + RBV for 8 or 12 Weeks in Treatment-Naive,
Non-Cirrhotic GT 1 HCV, non randomized, observational cohort

B LDV/SOF 8 weeks Il LDV/SOF+RBV 12 weeks

98 97
100 95 96 96 o5 94 98 95 98 97 95 gg 9% 100 95

80
g
= 60
o~
N
£
24
20
68/ 172/ / 2 / 76/ 194/
0 72 175 3 80 203

Overall GT1a GT1b FO F1 F2 F3 <6MM  26MM

Overall discontinuation rate was <1% (7/895)

Curry, AASLD, 2015, 1046

Figure 6. GECCO Real-World Cohort

LDV/SOF for 8 Weeks in HCV-Monoinfected and HIV/HCV-Coinfected Patients:
Interim Analysis

100

80

60

40

20
12/12

0

Overall HIV coinfected Treatment High viral load
experienced

SVR12, %

*1 patient relapsed
tHigh viral load defined as >6M IU/mL (Roche) or >2M IU/mL (Abbott) at baseline

Christensen, AASLD, 2015, 1081

Conclusions

¢ 8 weeks of LDV/SOF resulted in SVR rates of
97% in multiple, large, real-world cohorts
— comparable to the SVR rates observed in the
ION-3 post-hoc analysis
— Real-world patients were more heterogeneous
as many did not fit the standard criteria of TN,
NC and VL < 6million
¢ Data from these cohorts suggest that the 8 week
regimen is highly efficacious and underutilized in
both community and academic centers
¢ Data confirm the use of the 8 week LDV/SOF
regimen, and the validity of the post-hoc
analysis that led to the dosing recommendation

* FibroTest is based on quantitative results of 5 serum biochemical

markers (alpha-2-macroglobulin, haptoglobin,

apolipoprotein A1, gamma glutamyl transpeptidase (GGT) and bilirubin) — can overestimate stage of fibrosis. If

patients had discordant biochemical tests, a liver biopsy was used.

Objectives & Methods

Objectives
+ Evaluate the effectiveness of LDV/SOF for 8 weeks in real world
datasets

¢ Compare SVR data from ION-3 to several real world cohorts

Methods

+ Three large, prospective, open-label, multicenter real world cohorts and

two retrospective single center real world cohorts were reviewed

+ Cohorts with missing or incomplete baseline demographic data or single

center cohorts with less than 50 patients were excluded

Treatment
323 subjects qualified for 8 week therapy, but only 41% received an 8 week
duration
100 97 97
R 80
o 60
E 40
» 20 127/131 187/192

99/131 had available Week 4 HCV RNA

8 Weeks

12 Weeks

133/192 had available Week 4 HCV RNA

HCVv4 BLOQ HCV4 QUANT HCV4 BLOQ HCV4 QUANT
N=92 N=7 (8%) N=117 N=16 (12%)
SVR =89 SVR=7 SVR = 114 SVR=15
Relapse = 3 Relapse = 0 Relapse = 3 Relapse = 1

*Qualified = Treatment-naive, no cirrhosis, HCV RNA < 6 million 1U/mL

Terrault, AASLD, 2015, 94
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Characterization of a large hepatitis C patients cohort ina
reference center in Brazil: a descriptive cohort study.

Quiroga R; Luiz AM; Odongo FCA, De Matos MLM ;Nastri AC; Campos AF;
Capuani L; Mendes- Correa MC
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BACKGROUND

Chronic hepatitis C affects 1.5-3 million people in Brazil and it is probably one
of the most important health problems to be faced by Brazilian medical
authorities nowadays. Nevertheless, access to hepatitis C treatment may be
difficult to the majority of Brazilian patients. Diagnostic tests are either not
easily available or not requested by primary care physicians.

The majority of patients with indication of hepatitis C treatment are followed in
secondary or tertiary medical services. Probably the most important barrier to
treatment in Brazil is the lack of trained physicians and medical services. Cost
is also another important concern.

In Brazil until December 2015 the majority of patients have been treated with
interferon based therapy. The treatment of chronic hepatitis C (CHC) with direct
acting agents (DAAs) has been recently introduced only for patients with
severe liver disease due to the high cost of these medications.

Hospital das Clinicas, is probably the biggest public hospital in South America.
Around 2,000 patients with chronic hepatitis C are presently followed up at this
institution.

Patients with different levels of complexity are regularly attended at this unit at
the present time.

We understand that it is important to distinguish more potentially difficult-to —
treat-patients from potentially more easily treatable patients.

Difficult-to — treat patients may be best served by individualized regimen under
the care of specialists. More easily treatable patients might be followed by
secondary or primary care physicians. This type of medical management could
be a more rational way to provide easier access to complex patients to terciary
services. It could eventually provide access to medical care to a larger number
of patients.

(OBJECTIVES )

Primary objective: To describe the demographic, epidemiological and clinical
characteristics of a group of patients treated in a Hepatitis C tertiary medical
care unit in Brazil

Secondary objectives:
» To estimate the number of patients with complex characteristics
kTo estimate the number of patients with less complex features J

MATERIAL AND METHODS
Methods

Study Design: We developed a retrospective and descriptive cohort study at
Hospital das Clinicas which is a public hospital and a reference center to treat
CHC in Sao Paulo, Brazil.

Study Population: The enrolled patients were selected from those registered at
the Infectious Diseases Division.

Variables Analyzed

* Medical records from all patients with CHC were reviewed in order to analyze
selected variables: age, gender, HIV co-infection, HCV genotype, stage of
liver fibrosis (by using Metavir Score and/or evidence of portal
hypertension), information regarding previous hepatitis C treatment.

» In this study, difficult -to treat patients were defined as follows: experienced
genotype 3-infected or genotype 1-infected patients who failed to first

L generation protease inhibitors, cirrhotic or HIV co-infected patients. J
ed

Statistical Methods: Descriptive analysis of frequency distribution of select
variables.

ﬁESULTS .

Between April 2015 and December 2015, 1757 patients with CHC were identifig
and included in our data bank.

Among them 219 (12.4%) had HIV coinfection (fig. 1). 893 (50.8%) were women
(fig. 2) and mean age was 41.95%+14.5 years. Genotype 1 predominated with 972
(55.3 %) cases. Genotype 2, 3, 4 and 5 were 50 (2.85%), 513 (29.2%), 11 and 01
cases respectively. Among all patients 747 (42.5%) were F3 or F4 (fig. 3) and
293 (16.6%) had cirrhosis (fig. 4).

Chronic hepatitis Among all patients 1048 (59.6%) had received previous
hepatitis C treatment, with interferon based therapy (n=901, 86%) or
telaprevir/boceprevir based therapy (n=147,14%) (fig. 5).

Among 1048 previously treated patients only 480 (46%) obtained sustained
virologic response at a previous treatment and 250 were genotype 3 patients.

Among all included patients 1277 (73%) were yet to be treated and only 660
(37.5%) were considered difficult-to treat patients.

gf.charito@gmail.com

Medical School-Sao Paulo University- Infectious Diseases Department
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Fig 1. HIV coinfection Fig 2. Gender

HIV
coinfection
12,40%
(n=219)

Female |
50.8%
(n=893)

Fig 3. F3 or F4

Fig 4. Cirrhosis

Telaprevirl/

Boceprevir
14%
(n=147)

Chronic
hepatitis
59.6%
(n=1048) Interferon
86%
(n=901)

DISCUSSION

In general, our data revealed that the most difficult to treat patients represented the
minority of patients been followed up at a tertiary medical center. According to our
data, in our institution, an urban tertiary medical center,the majority of included
patients, were considered easy-to-treat patients. Also according to our results the
majority of patients were yet to be treated.

The recent introduction of directly acting antiviral agents has demonstrated the
potential to transform outcomes for individuals infected with HCV. New treatment
schedules have raised the possibility of eradicating HCV in populations where
resources are not constrained. However, these improvements in the efficacy and
tolerability of antiviral therapies have also brought into sharp focus the major
challenges of accessing the HCV-infected population.

In order to realize the vision of eradication of HCV infection, it will be mandatory to
engage infected individuals with adequate treatment pathways.

Many steps need to be accomplished to decrease the burden of CHC at an individual
and public health level. Tertiary centers play a critical role in the final steps in the care
cascade for patients with CHC, specifically as it is involved and responsible for the
resolution of the more complex situations, such as decompensated patients and liver
transplant procedures.

Also important to mention that primary and secondary services, in this era of highly
effective and simple treatment regimens for CHC, have the potential to broaden access
to treatment. The easy to treat patients, could eventually be treated and followed up in
the primary/secondary care setting, after proper training of local physicians, to do so.

We believe our data reinforce the need of changes of local care pathways regarding
hepatitis C cascade of care. It is important to mention though, that this study was
performed at a specific tertiary center and may not reflect the reality of the other tertiary
centers in our country.

We believe that the application of these interventions into our current care model will
allow more patients to benefit from curative treatments and accelerate the decline in
HCV disease burden in our country.

C —"

(CONCLUSION

In this Brazilian cohort, the majority of included patients at an urban tertiary medical

center, were considered easy-to—treat patients. Also according to our results the

majority of patients were yet to be treated. Urgent interventions into our current care

model are needed in order to allow more patients to benefit from curative treatments
\and accelerate the decline in HCV disease burden in our country. )
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Integrated Analysis of Emergent Drug Resistance Through 96 and
144 Weeks From Clinical Studies of HIV-1 Treatment-Naive
Subjects Receiving Dolutegravir-Based Regimens

Introduction

The integrase inhibitor dolutegravir (DTG) plus 2 NRTIs has been evaluated in

Healthcare

Detection of Resistance-Associated Substitutions (SINGLE and SPRING-2)
® No resistance was detected in subjects on DBRs

3 Phase lll studies in treatment-naive subjects. Dolutegravir-based regimens (DBRs)
achieved non-inferiority in SPRING-2" vs raltegravir (RAL)-based regimens, while
superiority was achieved in SINGLE2 and FLAMINGO? vs Atripla® (ATR) and boosted
darunavir (DRV/r)-based regimens, respectively

® Analyses of subjects experiencing protocol-defined virologic failure (PDVF) showed the
absence of resistance on DBRs, whereas resistance to the third agent and/or 2 NRTIs
was observed in the comparator arms of SPRING-2 and SINGLE

® This report integrates the resistance analyses in the treatment-naive studies, comparing
plasma viral load (pVL) and emergent resistance at the time of PDVF for the DTG and
respective comparator arms

Methods

® Genotypic and phenotypic resistance was analyzed on paired plasma from baseline
and PDVF, regardless of pVL at PDVF
€ PhenoSense® GT from Monogram Biosciences was attempted on all PDVFs
¢ The frequency of reportable results with respect to pVL at PDVF was assessed
¢ The relationship of pVL with resistance was also evaluated

® PDVF was defined as confirmed plasma HIV-1 RNA >200 c/mL on or after Week 24 in
FLAMINGO and >50 c/mL on or after Week 24 in SINGLE and SPRING-2

Results
® A total of 1,067 subjects received a DBR across the 3 studies
® The range of pVL at PDVF was similar between the DTG and comparator arms (Table 1)

Table 1. Characteristics of PDVF*

Third agent and/or NRTI resistance was detected in the comparator arms

Using a pVL threshold of >500 c/mL (>2.7 log), resistance would have been detected
6/9 ATR and 1/4 RAL PDVF

Figure 2. Log HIV-1 RNA Levels at PDVF and Resistance Results*t
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*Red circles indicate resistance-associated substitutions detected; black dash = median; red line = 500 ¢/mL

HIV-1 RNA.

TThe IN polymorphism E157Q/P detected in 1 DTG PDVF in SINGLE with no significant change in

phenotypic susceptibility.

Table 2. Resistance-Associated Emergent Substitutions*

SINGLE (Week 144)  SPRING-2 (Week 96)  FLAMINGO (Week 96)
DTG ATR DTG RAL DTG DRVIr
Treatment (N) 414 419 411 411 242 242
n (%) 399%) | 33(8%) | 22(5%) | 297%) | 2(<1%) | 4@%) |
PDVF
Log pVL 2.14 2.07 1.94 1.93 3.17 3.62
(1.72-5.61) (1.70-4.91) (1.71-4.09) (1.70-4.95) (2.82-3.36) (2.34-4.79)
Confirmation of PDVF
Log pVL 1.97 1.89 1.93 1.98 3.03 3.02
(1.71-5.49) (1.71-6.16) (1.70-2.80) (1.70-5.45) (2.72-3.21) (2.98-4.92)
Time between PDVF and confirmation pVL
Weeks 33 3.9 3.4 3.0 22 3.4
(1.3-124) (2.0-17.7) (1.1-13.1) (1.0-8.1) (2.0-2.4) (3.0-5.0)

Arm PDVF pVL NRTI NNRTI INI
SINGLE (Week 144)
ATR 1 Week 24 131 K65K/R, D67D/G, Q197Q/R G190/G/E

2 Week24 29,777 L264L/S V179V/D, G190G/A

3 Week24 40,751 V35V/I K103N, G190G/A

4 Week 32 6,882 1178I/M K103K/N

5 Week 48 992  T286T/A K101E

6 Week 60 2,183 A288A/T K103K/N

7 Week 72 9,043 135K K103N
SPRING-2 (Week 96)
RAL+TDF/FTC |1 Week 24 52 M184M/lI

2 Week 24 76 AB2AIV

3 Week24 88,126 A62A/V, K65KIR, T97T/A, E138E/D,

K70K/E, M184V V151V/l, N155H

RAL+ABC/3TC |4 Week 24 123 M184M/V

*Median (range) shown for log pVL and weeks.

*Primary resistance-associated mutations in bold. pVL = HIV-1 RNA c¢/mL.

pVL generally decreased between PDVF and confirmation of PDVF (Figure 1)

Table 3. PDVF in FLAMINGO (Week 96)

® The time between these 2 visits ranged from a few to several weeks

Figure 1. Log HIV-1 RNA Levels at PDVF and Confirmatory Visits
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Arm # PDVF pVL (c/mL) Resistance
DRV/r 1 Week 36 61,754 None

2 Week 48 218 None

3 Week 72 5,140 None

4 Week 84 3,162 None
DTG 1 Week 24 668 None

2 Week 24 2,270 None

Conclusions

® DBRs demonstrated durable virologic suppression across 3 trials in treatment-naive
patients through 96 and 144 weeks of treatment-3

® pVL at time of PDVF was comparable between arms, and reportable resistance
results were obtained across a range of pVL, including pVL <500 c/mL (<2.7 log)
at PDVF

® Analysis of the PDVF sample offers the best chance of identifying genotypic
changes, as confirmatory pVL is lower in most samples and time between
samples may vary substantially

® No resistance to DTG or NRTIs has been detected in clinical trials of treatment-naive
patients receiving DBRs to date

® Use in clinical practice will further inform the virologic characteristics of failure on
a DBR

Viral load decrease (green) or increase (red) from PDVF to confirmatory visit.

Reportable Resistance Results

® Reportable results were obtained on the majority of samples (73.2%) tested from
SINGLE and SPRING-2 (Figure 1)
¢ A non-reportable result was associated with, but not limited to, lower pVL
€ 37.4% of subjects had reportable results for both PR/RT and IN (Figure 2)

® In FLAMINGO, reportable results were obtained for all 6 PDVFs (2 DTG, 4 DRV/r)
¢« No emergent resistance in PR, RT, or IN was detected in any of these subjects (Table 3)
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