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Background: South Africa has a high burden of HIV, DS-TB and MDR/RR-TB. First in human TB
vaccine trials for the prevention of TB disease requires participation of healthy adults without
evidence of HIV and TB infection and disease. We conducted pre-screening activities to identify HIV
and TB infection prior to scheduling study-specific screening visits with the aim to establish a
pipeline of potential participants and to reduce screening costs overall.

Methods: An ethics approved pre-screening protocol was implemented at the Aurum Pretoria
Clinical Research Centre to assess participant eligibility to participate in HIV, TB and COVID clinical
trials. Following informed consent, a questionnaire was administered to assess literacy, past and
current health status, and willingness to participate in a vaccine study. For willing and potentially
eligible participants, rapid HIV and IGRA testing was performed. Cost estimates included
reimbursement and refreshments, supplies and consumables, and laboratory and radiology
assessments.

Results: Between December 2023 and May 2024, 131 participants aged 17- 49 were pre-screened.
58% (76/131) of participants were female with 72.4% (55/76) on contraception. No previous TB was
reported with only one positive TB symptom identified on symptom screen. Most participants
reported not being vaccinated against SARS.CoV.2, 55% (72/131). The prevalence of HIV and TB
infection was 4.9% (6/123) and 27.4% (29/106) respectively. 41.2% (54/131) of participants failed pre-
screening, 64.8% (35/54) of whom were confirmed affected by HIV or TB infection. Pre-screening
activities realized a saving of 68% of projected screening costs.

(Figure 1. A. Baseline Characteristics, B. Consort Diagram, C. Cost Estimates)

Discussion and Conclusion: An ethics approved pre-screening protocol has established a stable
and cost-effective pipeline of willing and potentially eligible participants not affected by HIV or TB
infection.

Funding Sources
Bill and Melinda Gates Foundation

Conflicts of Interest
None



TH
@7 GLOBAL FORUM | 210 cctber 2024
3 onTB VACC[NES Rio de Janeiro, Brazil

Drriving innovation from discovery to access

B2. Trial site capacity

PA-41
A Baseline Demographics and Clinical Participants recruited
Characteristics N=131 e
Variable IN (8%)
Pre-screened 131
L\g& in years
Mean age (SD) 126.5 (6.9)
Median Age (IQR) 25(21-31)
Range [min-max) 17-49 Age
Sex = %
Female 761131 (58.09%) Availability TB symptom Ban N
Contraception Use (Wemen of
CBP) screen
es 155/76 (72.4%)
FEvines I Contraception Pregnancy
No 131 (100%)
[TB symptom screen
=/=1 symptom 1/131 (D.89) .
Nene 130/121 (90.2%) De‘c_tl negl jioiat
Prior COVID vaccination participation 2 | Excluded
es 150/131 {45%,) N=54/131
No 72131 (55%)
HIV Status 123/121 (93.9%) (41.22%)
Negative 117123 (95.13%6) HIV positive
Paositive 6123 (4.9%) i
IGRA Status 106/117 (90.6%) - NEelied oo
Nagative 77/106 (72.6%) -
Fositive 297106 (27.4%) HIV negative
N=117/123 (95.1%, s
{ ) IGRA positive
. N=29/106 (27.36%)
C.  [costofS4screcnings | R282286,04 — -
—— IGRA negative

ICost of 54 pre-screens R 9111236 N=77/1086 (72 6%)

[Saving R 19117368 ;

o o L Figure 1. A) Baseline c‘haracterlstlcs

- B) Consort Diagram

Eligible for screening :
N=77/131 (58.8%) C) Cost Estimates




	Pre-screening protocol to identify HIV and TB infection and reduce costs of screening healthy adults for first in human TB vaccine trials in Gauteng, South Africa
	Vaneshree Govender1, Innocent Shibambo1, Queen T Thaba1, Oteng S Letlape1, Zwelethu D Zwane1, John Mdluli2, Tanya Nielson2, Tersia Swanepoel2, Vinodh A Edward2, Gavin John Churchyard2, Trevor Ryan Beattie2


