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Results: As of April 2024, 25 pts (median age 66 years old; median PSA 17.6 ng/dL)
enrolled and had 0.25-54 months follow up. 15 pts had prior androgen receptor
pathway inhibitor (ARPI), 4 had both ARPI and chemotherapy, and 6 had neither. 6 pts
continued ARPI. 1 pt withdrew at 1 week to start a newly available standard therapy
and is not included in efficacy analysis. 6-month PFS was 35.0% (95% CI: 16.4-54.3%)
and 36-month OS was 66.9% (95% CI: 39.9-83.9%). 7/24 pts (29.2%) had PSA re-
sponses (1 had dMMR disease); 2 responders (pMMR) had confirmed PR. 5 pts had
grade �3 treatment-related adverse events: hematuria (G3), non-infective cystitis
(G3), anemia (G3), and eosinophilia (G3). 1 pt developed diabetes (G3) and neu-
tropenia (G4) requiring steroids. 3 pts (all PSA responders) developed G3 central
adrenal insufficiency (cAI) manageable with physiologic replacement.

Conclusions: BNVax + BA + Anktiva shows activity in CRPC. As expected, immuno-
toxicities occurred in several pts but we observed an unexpectedly high incidence of
cAI only occurring in responders. This supports further study of tumor-targeted vac-
cine + cytokine + ICB in CRPC.
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Background: Androgen deprivation therapy (ADT) for metastatic prostate cancer
(mPC) adversely impacts cognitive performance (objective cognition, OC) and in-
creases perceived cognitive impairment (subjective cognition, SC). Androgen pathway
inhibitors (ARPI) are commonly used in mPC, however few data are available on their
impact on cognition in elderly patients (pts).

Methods: The COG-PRO trial was designed to assess cognition in castration-resistant
mPC (mCRPC) pts aged �70 before initiation of ARPI (enzalutamide or abiraterone
acetate plus prednisone) in addition to ADT, and after 3, 6, and 12 months, compared
with pts receiving ADT alone, and healthy controls (HC). SC was examined with the
Perceived cognitive impairment (PCI) and abilities (PCA) subscales of the FACT-COG
questionnaire, and OC with cognitive tests assessing 6 objective domains (processing
speed / attention, working memory, verbal memory, visual memory, visuospatial
abilities, and executive functions). Overall OC impairment at baseline and OC declines
during follow-up were estimated using ICCTF guidelines and reliable change index,
respectively. Adjusted scores were then analyzed using linear models for objective
domains separately and for SC.

Results: The analysis was conducted in 74 ADT+ARPI pts, 19 ADT pts, and 30 HC (aged
78, 74, and 75, respectively). At baseline, 51% of ADT+ARPI pts had overall OC
impairment, vs. 26% of ADT pts (p¼0.072) and 10% of HC (p<0.001). During follow-
up, incidence of overall OC decline in ADT+ARPI pts ranged from 2% to 6%. Adjusted
scores showed lower performance in mPC pts compared to HC throughout follow-up
in processing speed/attention, working memory, verbal memory and executive
function (p�0.027) and for SC (PCI: p�0.005). Adjusted scores also showed lower
performance for ADT+ARPI pts compared to ADT pts for processing speed/attention
at each visit (p�0.010). ADT+ARPI pts also reported poorer SC in the first 6 months of
treatment compared to ADT (PCA: p�0.033).

Conclusions: Cognitive impairment is frequent in elderly mPC patients treated with
ADT. ARPI appear to enhance the adverse cognitive effects ADT on OC and SC, and this
should be considered in elderly pts candidates for these treatments.
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Clinical trial identification: NCT02907372.
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Background: TP-2 (NCT03395197) demonstrated improved radiographic progression-
free survival (rPFS) for the all-comers cohort of pts with mCRPC (with/without al-
terations in homologous recombination repair [HRR] genes) who received 1L TALA +
ENZA vs PBO + ENZA (not reached vs 21.9 mo, respectively; HR 0.63; 95% CI, 0.51e
0.78; P<0.0001). We present the TP-2 China cohort analysis.

Methods: The China cohort includes pts from the all-comers cohort and China
extension (unselected HRR gene status). Pts had asymptomatic/mildly symptomatic
mCRPC, received ongoing androgen deprivation therapy, and were prospectively
tested for HRR alterations in tumor tissue. Pts were randomized 1:1 to TALA 0.5 mg/
day (moderate renal impairment 0.35 mg/day) or PBO; all received ENZA 160 mg/day.
Primary endpoint: rPFS by BICR. Secondary endpoints included overall survival (OS),
objective response rate (ORR), �50% PSA response, safety, and pt-reported
outcomes.

Results: Data cutoff (China cohort): Nov 15, 2023 (N¼125; TALA + ENZA, N¼63 [HRR-
deficient, n¼14]; PBO + ENZA, N¼62, [HRR-deficient, n¼11]). TALA + ENZA improved
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