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Background: Most guidelines still recommend multiple pill regimens for post-exposure

orophylaxis (PEP), and completion rates for PEP are offen low. Few studies assess safety,

tolerability, and adherence to new single table regimens (STR). We evaluated the [ DATA COLLECTION | | ANALYSIS |
combination of Doravirine/Lamivudine/Tenofovir as STR for non-occupational PEP. STaTg

Methods and materials: This Is a prospective, open-label, single-
arm sfudy. Individuals aftending the emergency room due to | BASELINEEVALUATION | - | 1 week
potential sexual exposure to HIV and who met the criteria for PEP ~EMERGENCY
received Doravirine/Lamivudine/Tenofovir. The primary endpoint

was PEP non-completion on day 28, and the secondary endpoints
were adverse effects, adherence, and rate of seroconversions.

Follow-up consultations were appointed on days 10, 60, and 120. Biochemishy, lhver e pancrealic profil
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Patients included in the CRF (n=406) Screening Failure (n=1) Syphilis SGI'O'OQY, tetanus vaccination,
antibiotic prophylaxis
S'I'U dy ' : N Questionnaire on adherence to ART*** and pill
Posterior exclusion (n=6):
r = ) HIV+ before entering the study (n=1) count
Flow_Chqr'I' Entered 2 times in the study (duplicates) (n=5) Adverse events (]
Analized patients (n=399) (**) Syphilis serology will only be made for sexual exposures until week 12 (&) In special cases according to medical

opinion (e.g., sexual assault).
(***)SMAQ questionnaire

Results: From 01-09-2020 to 14-03-2022, 399 individuals were enrolled in the study. The median age was 30 (27-36) years, and
?21% (N=365) were males. The mode of exposure was HSH In 84% (n=331) and risk assessment as ascertained by the treating
orovider, was high in 97% (n=385) of the cases. PEP users selfreferred use of recreational drugs in 30% (n=109) of cases.

Variable Stratification Outcome participants participants
Risk assessment {(2)71 Low-lntermediate 12 (326) /70 63 ,
High 385 (97%) y Ccmnqu 99
Age (in years) 2 30 (27 ; 36) 60 54 Cocaine 37
| [399] GHB 36
Sex (at birth) female 31 (824) 50 _
male 365 (919%) 43 Methanphetamine 21
non binary 3 (195) 40 — Nitrites 20
Sex {(at birth) {(2) 1 Female 21 (82%5)
Male 368 (92%) 30 — NDMA 18
Sexual orientation 1 Heterosexual 52 (1325) Ketamine 18
Homosexual 321 {(84%%)
Transexual 11 (396) 20 Mephedrone 17
Homosexual 1 53 (13%4) 10 9 Ecstasy 17
- 342 (87%) 2 Amphetamines 12
European origint 151 {(40%%5) 0 , _
231 (60%5) : Erectile dySfUﬂTIOH /
STl previous to inclusion * et C.Trachomatis = N.Gonorrae  =T.Palidum  HPV  HSV 2 0 10 20 30 40 50 60
Is there any prophvlaxis to 182 (46°%06)
report? 1 217 (542%%)
1: n (Column percentage) . e . .
> Medion (QR) [n] PEP non-completion at day 28 was 26% (n=103) (?25%CI. 22%,;
Primary endpoint PEP non-completion. Follow-up rates and follow-up 30%) , reasons for ﬂOﬂ-COmp|eTlOﬂ were: Loss 10 fO”OW-Up 92
0% 20% 40% 50% 80% 1007z (89%). Infolerance 9(9%) and Patients Decision/Withdrawal

Consent 2 (2%). In the multivariate regression model, older

' PEP-completion eEl 26% : : : : : )
PIel age for a patient makes it less likely for him to discontinue the
Follow up M2 T 5% freatment prematurely 0.95 (0.92;0.98) p=0.0016.
Follow up M4 61% 39%
Adverse events were reported by  Adverse Eventinthe whole
Baseline Testing 57.9% 12% 70(18%)  patients  during  the ori
T o2 treatment period. Gastrointestinal ey
Testing M4 58% 42% ol
e symptoms were the most common, - °

51% (N=49), followed oYY,
neurological, 30% (n=29). There were
no potentially lite-threatening (grade

V) adverse events. Most of the
° adverse events were mild and self- <
imiting, 83% (n=82). Adherence to ke

PEP in the assessed users was Conclusions:
96%(337/351) and 99%(285/289) by Doravirine/Lamivudine/

58z //// self-report and pill count data at day ~ Tenotovir is — a  well-
ten and week 4, respectively. There folerated option for once-
0% 20% 40

Adverse Event by Primary system

Adeverse event by severity
organ class

51% 30%

pia % 0% 8% 100% were no cases of HIV transmission in  daily PEP that compares
Gastrointestinal m Neurological Dermatologic .|.h |S CO h Or.l. f(] vourd b |y W|'|'h O'|‘h er
m Systemic Genitourinary m Infections ‘
recommended PEP
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