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Background Results

e Asthe HIV epidemic continues to expand, itis Recruitment and participant flow
widely accepted a preventative HIV vaccine is
a vital public health priority

*59 participants were screened with 30 deemed eligible according to inclusion/exclusion criteria. The table below shows the
demographics of enrolled participants (Table 1)

e DNA vaccines are being increasingly utilized Table 1 ot ewr o - 3 participants did not complete all vaccine visits, but remained in
based on several advantages over other ——ow _ fowm w4 follow up: In the ID+IM group the participant moved away before
vaccines including rapid manufacture, cost o 5 6 6 17 56) trial completion. In the TC+IM group the participant chose to not
effectiveness and lack of concerns associated chnicty oo ; > ; e have the final vaccine due to ongoing hypopigmentation over the
with the administration of infectious agents? o | 3 : : 20 vaccine site, and in the EP+IM group the participant chose not to

e Limitations to DNA vaccination are related to e Memlagel | 7a@a | ns@un | @9 | e continue with vaccinations due to pain linked to the EP procedure
inefficient uptake of DNA into cells and rapid  Reactogenicity and safety
degradation, thus ineffective antigen eOverall there were no safety concerns with no significant differences between groups with respect to local and systemic
presentation reactogenicity (Fig 1A). In the EP+IM group there were a greater number of participants documenting pain in the leg on their

diary cards following EP (Fig 1B), although over 90% participants in this group thought it to be an acceptable route of vaccine

e Ongoing efforts investigating DNA vaccine

delivery are therefore of great interest in an
effort to improve immunogenicity and these e|n the TC+IM group, a greater number of participants documented redness and discolouration secondary to the procedure

include cutaneous routes compared to the ID+IM group (7 responses compared to 2 respectively Fig 1C). 5/11 participants in the TC group had either
hypo or hyperpigmentation related to post-inflammatory changes as a direct result of the TC procedure (example shown in Fig
2). All these changes resolved over time, although notably 1 person in the TC+IM group declined the final vaccination as a result
of ongoing hypopigmentation over the vaccine site

delivery.

e Previous studies have shown a dose sparing
effect of intradermal (ID) vaccination, where
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immunogenic? . :
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i i il result of TC procedure. This participant was Caucasian and
Ce” resp.ons.es' d pOte_ntla”y CrUCIaI kl"lng .. declined the final vaccine due to persisting changes.
mechanism in HIV. This method has never Immunogenicity
been utilised in a DNA preventative HIV

e trial 1.T Cell ELISpots (primary end point = 2 weeks post final vaccine)
vaccine tria
e At the primary end point, EP+IM performed better than both ID+IM and TC+IM groups with 9/10 responders to any peptide in

e Physical methods of delivering DNA such asin  the EP+IM group compared to 1/9 in the ID+IM group and 0/11 in the TC+IM group (Fig 3A). Pooled peptide responses were also
vivo electroporation (EP) have been shown to greater in the EP +IM group (Fig 3B)

enhance DNA immunogenicity in early clinical  4\yithin the EP+IM group, the greatest magnitude of IFN-y response was to Nef and Gag peptide pools with 8/10 (80%) and 9/10

trials® (90%) participants responding to these antigens respectively (Figure 3C). The weakest responses were to Tat and this was
e In this Phase | RCT we report on the safety consistent across all 3 vaccination groups. The EP+IM group also showed duration of response across time (Figure 3D).
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*|CS analysis showed a significant increase in CD4+ gag specific IFN-y
responses in the IM+EP group, with few CD8+ specific responses (Fig 4)

3. Viral inhibition assay (VIA)

e Participants were assessed for local and
systemic reactogenicity and adverse events

e T cell responses to vaccine encoded peptides

A viral inhibition assay was used to measure the in vitro ability of o it i
(rev, tat, nef, gag, CTL coded for by pol and CD8+ cells to inhibit HIV replication based on a previously published Table 2: Panel of 6 e i o -
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ELISpot and intracellular cytokine staining *All groups showed viral inhibitory activity to at least one virus at D - )
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e An exploratory end point to assess CD8+ T groups ID+IM, TC+IM, EP+IM respectively. A Key o et . mmo
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