HIGH INCIDENCE OF CURABLE SEXUALLY TRANSMITTED INFECTIONS IN HPTN 084: A TERTIARY ANALYSIS
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BACKGROUND

Sexually transmitted infections (STIs) can signal ongoing risk of HIV acquisition and have
adverse reproductive health sequelae.

We assessed STI disease burden among women participating in the HPTN 084 trial during

the blinded and unblinded period.

METHODS

HIV uninfected women ages 18-45 years (y) enrolled in HPTN 084 were tested and treated
for Chlamydia trachomatis (CT), Neisseria gonorrhoea (NG) and Trichomonas vaginalis

(TV) at baseline and every 6 months. We assessed:

 Baseline STI prevalence

e Post-baseline STl incidence rates

e STl recurrence (22 episodes of CT, NG or TV >5 months apart)

 Concurrent STlIs (=2 STls diagnosed within 7 days)

Correlates of incident STIs were estimated using multiple regression. Cabotegravir (CAB)
PrEP efficacy in the blinded study period was compared for people with and without STls

using Cox regression.

Table 1. STl Prevalence at baseline by demographic characteristics

Any STI CT NG TV
N 900 (28.1%) 604 (18.9%) 210 (6.6%) 270 (8.4%)
Age Group
18-24 years 1578 513 (32.5%) 371 (23.6%) 125 (7.9%) 134 (8.7%)
25+ years 1620 387 (23.9%) 233 (14.5%) 85 (5.3%) 136 (8.6%)
Country
Botswana 91 26 (27.8%) 22 (24.4%) 5 (5.6%) 0 (0.0%)
Kenya 66 1(16.7%) 10 (15.2%) 1(1.5%) 0 (0.0%)
Malawi 224 57 (25.4%) 23 (10.4%) 16 (7.2%) 6 (11.8%)
South Africa 1290 398 (30 9%) 319 (24.8%) 98 (7.6%) 66 (5.1%)
Eswatini 152 1(27.0%) 25(16.9%) 8 (5.4%) 10 (6.6%)
Uganda 596 144 (24.2%) 89 (15.0%) 36 (6.1%) 50 (9.0%)
Zimbabwe 779 224 (28.8%) 116 (14.9%) 46 (5.9%) 118 (15.3%)
Education
None/Any Primary 538 125 (23.2%) 66 (12.3%) 35 (6.5%) 55 (10.8%)
Any Secondary 2316 683 (29.5%) 464 (20.1%) 154 (6.7%) 203 (8.9%)
Any Post Secondary 344 92 (26.7%) 74 (21.6%) 21 (6.2%) 12 (3.5%)
Marital Status
Married or living as 564 100 (17.8%) 50 (8.9%) 19 (3.4%) 4 (8.0%)
married
Has partner, not living 1708 512 (30.0%) 376 (22.1%) 120 (7.1%) 122 (7.3%)
together
Single/Divorced 917 285 (31.1%) 177 (19.4%) 69 (7.6%) 103(11.6%)
Widowed
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RESULTS

Of 3198 women tested for STls (median age 25y), 28.2% had an STI at baseline, most
commonly CT (Table 1).

Among 2983 (92.5%) women with follow-up data, 2646 incident STl events occurred over
7557 person years (PY), incidence rate (IR) 35.0 events/100PY [95% CI 33.7-36.4]) (Fig 1).

STI IRs ranged from 16.6 events/100PY in Kenya to 41.6 events /100PY in Eswatini.

STl recurrence occurred among 438/2981 (14.7%) of the women, CT recurred commonly
(among 297/2981, 10.0% women).

Concurrent STIs were observed among 171/3198 (5.1%) of women at baseline and
272/2981 (9.1%) during follow-up.

In multivariable analyses, STl incidence was significantly higher among women 18-24y vs.
women 25+y; among single women and women not living with their partners vs. women
married/living as married; and women with no/primary education and secondary
education vs. those with higher education (Fig 2).

There was no difference in CAB efficacy by STI status. The hazard ratio [HR] comparing HIV
risk in the CAB group versus the TDF/FTC group was 0.08, 95% Cl 0.02-0.35 among women
who had STls vs 0.14, 95% Cl 0.03-0.61 among women without STls, p=0.62.

Figure 1. STl disease burden among women 18-49 years parficipating in
the blinded and unblinded period of the HPTN 084 PrEP trial,
Nov-2017 1o Sep-2023.
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Figure 2. Correlates of incident STIs over the observation period
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ARR (95% CI)
Age, 18 - 24 Years - P — 1.60 (1.46, 1.75)
Education, None/Any Primary - — — 1.58 (1.28, 1.93)
Education, Any Secondary - — — 1.26 (1.08, 1.47)
Marital Status, Have Primary or Main Partner, _ o 1.46 (1.26, 1.70)
not Living Together
Marital Status, Single/Divorced/Widowed - ——— —— 1.54 (1.31, 1.79)
Drugs Before Sex, Yes - e — 1.14 (0.99, 1.32)
Alcohol Frequency, Monthly or less - e — 1.19(1.04, 1.39)
Alcohol Frequency, 2 to 4 times a month - e—— — 1.35(1.18, 1.53)
Alcohol Frequency, 2 to 3 times a week - e — 1.22 (1.05, 1.43)
Alcohol Frequency, 4 or more times per week = p— — 1.19(1.00, 1.41)
0.75 1 125 15 1.75 2
Adjusted Relative-Risk (ARR)*
* From a Poisson regression with STI incidence as an outcome variable and country, age group, education, marital status, number of sexual partners in the past
month, HIV status of partner, vaginal sex without condom in the past month, forced sexual acts or touching, food insecurity, alcohol frequency, drugs before sex,
and contraceptive type as predictors. All correlate responses are from the baseline visit. Person—-time was used as an offset for each participant.
NOTE: Reference factors levels are as follows: Marital Status, Married/Civil Union/Legal Partnership/Living with Primary or Main Partner; Education, Any
Post-Secondary; Drugs Before Sex, No; Alcohol Frequency, Never; Age, 25+ Years.

CONCLUSIONS

The prevalence, incidence and recurrence of curable bacterial STls was high in this cohort of
women accessing PrEP and HIV prevention services. These findings highlight the urgent
need to prioritize investments in novel, multipurpose, and scalable interventions to prevent
STls and HIV among these women and their partners.
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