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['®FICTT1057 is a highly selective prostate-specific membrane antigen
(PSMA)-targeted PET radiotracer for prostate cancer (PCa) detection.
This prospective study (GuideView, NCT04838626) evaluates the imag-
ing efficacy of ['®F]CTT1057 PET to detect PSMA-positive lesions
against histopathology in patients with newly diagnosed, untreated,
high-risk PCa. Methods: Between September 7, 2021, and October
26, 2023, 201 patients planned for radical prostatectomy were
screened and 195 patients were enrolled. Of these, 184 patients
received a median of 355 MBq (range, 195-400 MBq) of ['®F]CTT1057
and underwent PET/CT 90 min (=30 min) later. Three masked central
independent readers evaluated the images. Coprimary endpoints were
patient-level sensitivity (including primary tumor and pelvic lymph
nodes) and region-level specificity (including pelvic lymph nodes only)
for detection of PSMA-positive lesions, using histopathology as the
standard of truth. The lower-bound 95% CI needed to surpass 50% for
patient-level sensitivity and 70% for region-level specificity. Success
was defined as at least 2 of 3 central readers meeting these criteria.
Secondary endpoints included the patient-level and region-level posi-
tive predictive value and accuracy, region-level sensitivity, inter- and
intrareader variability, detection rate of distant metastasis, pharmacoki-
netics, and safety and tolerability assessments. Results: Of the 184
patients who received ['®F]CTT1057, 172 patients were evaluable for
efficacy. Among these, a median of 19 lymph nodes (interquartile
range, 13.0-28.5 lymph nodes) were dissected per patient. Both
coprimary endpoints were met, with lower bounds of 95% Cls surpass-
ing the success criteria for all 3 readers for both patient-level sensitivity
(range, 86.8%-90.0%; lower-bound 95% ClI, 80.7%-84.5%) and
region-level specificity (97.1%; lower-bound 95% Cl, 92.7%). Interrea-
der variability Fleiss k was 63.9%; intrareader reproducibility Cohen «
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was 89.4%-100%. ['®F]CTT1057 had a favorable safety profile.
Conclusion: GuideView confirmed the imaging efficacy of ['®F|CTT1057
for the detection of PSMA-positive lesions, with high patient-level sensi-
tivity and region-level specificity. Substantial interreader variability and
almost perfect intrareader reproducibility suggest that ['®FICTT1057 find-
ings are robust and reliable. ['®FICTT1057 will contribute to expanding
access to PSMA PET imaging to properly diagnose and treat patients
with PCa.
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Imaging of prostate cancer (PCa) has been transformed over the
last 10 y through the development of novel prostate-specific mem-
brane antigen (PSMA )—targeted PET radiotracers, which have shown
enhanced sensitivity and specificity for PCa detection compared with
conventional imaging techniques (bone scintigraphy, CT, and MRI)
(I). The latest National Comprehensive Cancer Network Clinical
Practice Guidelines in Oncology for PCa recommend PSMA PET as
an effective frontline imaging technique for the detection of primary
PCa lesions (2). [**Ga]Ga-PSMA-11 was the first PSMA PET radio-
tracer approved for primary staging of patients with high-risk PCa
and restaging of patients with biochemical recurrence of PCa (3), fol-
lowed by '®F-labeled PET radiotracers, including ['*F]DCFPyL
(4-6), ['*FJthPSMA-7.3 (7,8), and ['*F]PSMA-1007 (9,10). '8F-
labeled radiotracers offer the benefits of more scalable batch produc-
tion than *®Ga-labeled radiotracers, and their longer half-life enables
delayed PET acquisition (/7). Imaging with PSMA-targeted PET
radiotracers also helps select patients who may benefit from radio-
pharmaceutical therapy, such as ['7’Lu]Lu-PSMA-617. However,
wider availability of effective and accurate PET radiotracers is
required, because patient access to these imaging modalities is inade-
quate in certain geographical regions.
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The PSMA-targeted '®F-labeled PET radiotracer [!F]CTT1057
(vidoflufolastat ['®F]) contains a phosphoramidate scaffold and
has been shown to pseudoirreversibly bind to PSMA with high
nanomolar affinity (/2), which might account for a high tumor-to-
background ratio and prolonged tumor uptake (/3). GuideView
(NCT04838626) aimed to evaluate the safety and imaging efficacy
of ['®F]CTT1057 for the detection of PSMA-positive tumors,
using histopathology as the standard of truth in patients with pri-
mary PCa planned for surgical therapy. To our knowledge, this is
the first study that used both histopathology of the primary tumor
(PT) and pelvic lymph nodes (PLNs) to assess the imaging effi-
cacy of a PSMA PET radiotracer.

MATERIALS AND METHODS

Patients

GuideView was a multicenter, single-arm, open-label prospective
study of patients with newly diagnosed, untreated, high-risk PCa
according to the D’Amico classification (defined as clinical stage
= T2c and/or prostate-specific antigen level > 20 ng/mL, and/or Glea-
son score = 8) (/4) for whom radical prostatectomy with extended
PLN dissection was planned (NCT04838626; Supplemental Table 1
gives full inclusion and exclusion criteria [supplemental materials are
available at http://jnm.snmjournals.org]) (/). The protocol was
approved by the institutional review board at each study site; all
patients gave written informed consent. GuideView was undertaken in
accordance with the Declaration of Helsinki and the International
Council for Harmonisation of Technical Requirements for Pharmaceu-
ticals for Human Use E6 Guideline for Good Clinical Practice.

Between September 7, 2021, and October 26, 2023, 201 patients were
screened across 16 sites in Europe and 1 site in the United States; 195
patients were enrolled (Full Analysis Set), and 184 patients received
["®F]CTT1057 (Safety Analysis Set; Supplemental Fig. 1). The Efficacy
Analysis Set, defined as all enrolled patients who received a dose of
["*F]CTT1057, with both an evaluable ['*F]CTT1057 PET/CT scan and
a histopathology assessment, and who had not received prohibited sys-
temic antineoplastic therapy before the completion of PET/CT and sur-
gery (supplemental materials), contained 172 patients.

Imaging with ['®F]CTT1057

Patients received a single intravenous injection of 370 MBq
(median, 355 MBq; range, 195-400 MBq) of ['®F]CTT1057; PET/CT
was planned to be performed from the mid-thighs to the vertex 90 min
(%30 min) after injection.

Three independent central readers (masked to all clinical informa-
tion) at the designated contract research organization assessed the
['®F]CTT1057 PET/CT images. ['®F]CTT1057-positive PT and PLNs
were visually identified as focal uptake higher than physiologic back-
ground activity of the anatomic site or blood pool (/5,16).

Standard of Truth

Radical prostatectomy (prostate gland and local invasion of adjacent
structures) and extended PLN dissection surgery were planned between
48 h and 6 wk after ['®F]CTT1057 PET/CT, with at least 12 PLNs
planned to be dissected per patient to ensure adequate representation of
positive (i.e., metastatic) and negative (i.e., normal) PLNs. Local
pathologists (masked to the ['*F]CTT1057 PET/CT result) assessed the
tissue specimens.

Efficacy Outcomes

Efficacy outcomes were based on the central review of ['*F]CTT1057
PET/CT. Patient-level analyses included PT and PLNs; region-level
analyses included only PLNs. Patient-level PET scans were judged
as positive if at least 1 lesion in the PT or PLN region was
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["®F]CTT1057-positive; a region was considered positive if at least 1
lesion in the PLN was ['®F]CTT1057-positive.

The coprimary endpoints were patient-level sensitivity and region-
level specificity of ['®F]CTT1057. The supplemental materials detail
the secondary and exploratory endpoints.

Statistical Analyses

For study success, the lower-bound 95% CI for at least 2 of the 3
central readers needed to surpass 70% for region-level specificity and
50% for patient-level sensitivity. Additional statistical analyses are
detailed in the supplemental materials.

RESULTS

Table 1 presents the patient characteristics, [!*F]CTT1057 dos-
ing, and PET acquisition time. In the efficacy analysis set, a
median of 19 lymph nodes (interquartile range, 13.0-28.5 lymph
nodes) were dissected per patient; fewer than 12 lymph nodes
were dissected from 33 (19.2%) patients.

Coprimary Endpoints

Both coprimary endpoints were met, with the lower-bound 95%
CI exceeding the predefined criteria for patient-level sensitivity
(86.8%—90.0%; lower-bound 95% CI, 80.7%—-84.5%) and region-
level specificity (97.1%; lower-bound 95% CI, 92.7%) for all
3 readers (Table 2). No candidate covariates (Gleason score,
prostate-specific antigen level at screening, and number of dis-
sected PLNs) significantly affected patient-level sensitivity or
region-level specificity (Supplemental Tables 2 and 3). Represen-
tative images show high [!F]JCTT1057 uptake in PT of patients
with different Gleason scores (Fig. 1) and true-positive PT and
PLN lesions detected by ['®F]CTT1057 PET/CT (Fig. 2). Delayed
pelvic PET/CT images (120—180 min after injection) showed pro-
longed ['®F]CTT1057 uptake (Supplemental Fig. 2).

Region-Level Sensitivity

Overall region-level sensitivity ranged from 20.6% to 23.5%.
Region-level sensitivity excluding PLN metastases of at least
2 mm in diameter was 26.9%-30.8% (Supplemental Table 4);
results were identical for the per-protocol analysis excluding PLN
metastases of less than 2 mm.

Positive Predictive Value, Negative Predictive Value,
and Accuracy

Table 3 describes the region-level positive predictive value,
negative predictive value, and accuracy. Supplemental Table 5
details the patient-level positive predictive value and accuracy.

Reader Variability

Interreader variability Fleiss k for all regions together (whole-
body scan/overall regions) was 63.9% (Supplemental Table 6). All
scans were agreed upon by at least 2 readers; 163 (88.6%) scans
were agreed upon by all 3 readers. Intrareader reproducibility
Cohen k was 89.4%—100% (Supplemental Table 6).

Detection of Distant Metastasis

Across the 3 central readers, (minimum—maximum) 1-3 distant
PSMA-positive lesions (extra-PLN, visceral, or skeletal) were docu-
mented on ['®F]CTT1057 PET/CT in 6-10 (3.3%-5.4%) patients in
the safety analysis set (Supplemental Table 7). In total, 10-13 distant
PSMA-positive lesions were detected across readers, with 7-9
(53.8%-90.0%), 1-6 (10.0%—46.2%), and 0-1 (0%—8.3%) lesions in
the extra-PLN, skeletal, and visceral regions, respectively (Supple-
mental Table 8). Histopathology was not available for these lesions.
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TABLE 1
Patient Characteristics, ['®F]CTT1057 Dosing, and PET Acquisition Time

Characteristic Full Analysis Set (n = 195) Efficacy Analysis Set (n = 172)
Age (y) 65.0 (61.0-69.0) 65.0 (60.0-69.0)
Race
White 192 (98.5) 170 (98.8)
Asian 1(0.5) 0 (0.0)
Unknown 2 (1.0) 2(1.2)
Ethnicity
Hispanic or Latino 56 (28.7) 51 (29.7)
Not Hispanic or Latino 122 (62.6) 106 (61.6)
Not reported or unknown 17 (8.7) 15 (8.7)

Body mass index (mg/m?)
Eastern Cooperative Oncology Group performance status

27.1 (24.5-29.4)

27.2 (24.8-30.0)

0 193 (99.0) 170 (98.8)

1 2 (1.0) 2(1.2
PSA level at screening (ng/mL)*

n 187 166

Median 11.3 (7.2-21.1) 11.3 (7.7-20.7)
PT clinical stage

=T2c 129 (66.2) 116 (67.4)

T3" 18 (9.2) 17 (9.9)

T3a 32 (16.4) 29 (16.9)

T3b 11 (5.6) 7 (4.1)

T4 1(0.5) 1(0.6)

Tx* or missing 4 (2.1) 2(1.2)
Biopsy predominant histology/cytology

Acinar adenocarcinoma 189 (96.9) 166 (96.5)

Ductal adenocarcinoma 3 (1.5 3(1.7)

Other® 3 (1.5) 3(1.7)
Biopsy Gleason score

=6 5 (2.6) 5(2.9)

7@+ 4 29 (14.9) 24 (14.0)

74 +3) 29 (14.9) 25 (14.5)

8 86 (44.1) 78 (45.3)

9or 10 46 (23.6) 40 (23.3)
Number of patients with dissected lymph nodes 175 172

Number of lymph nodes dissected per patient 19.0 (13.0-29.0) 19.0 (13.0-28.5)

Number of patients with PLN metastases per histopathology assessment 37 (21.1) 35 (20.3)

Number of patients with PLN metastases = 2 mm 17 (9.7) 16 (9.3)
Time from injection to full-body PET (min)

n 184 172

Median 90.0 (85.0-91.0) 90.0 (84.0-91.0)

Time from injection to additional pelvic PET imaging (min)

n 42 40

Median 125.0 (119.0-139.0) 125.0 (118.5-138.0)
Time from full-body PET imaging to surgery (d)

n 175 172

Median 24.0 (14.0-37.0) 24.0 (14.0-36.5)

Administered radioactivity (MBq)
n
Median

*From central laboratory measurements.

184
355.2 (330.0-368.2)

172

355.2 (329.1-368.5)

TPatients who had T3 PT clinical staging in whom T3a or T3b were not specified.

*Clinical stage for PT is captured as per definitions in American Joint Committee on Cancer guidelines for PCa, where Tx means PT cannot be assessed.
Clinical staging at initial diagnosis was captured from digital rectal examination.

SAdenocarcinoma not otherwise specified for all 3 patients.

PSA = prostate-specific antigen.

Continuous data are median with interquartile range in parentheses. Qualitative data are number with percentage in parentheses.
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TABLE 2

Patient-Level Sensitivity and Region-Level Specificity for Identification of PSMA-Positive PT
and/or PLN Lesions in the Efficacy Analysis Set

Central reader 1

Central reader 2

Central reader 3

Parameter (n=172) (n=172) (n=172)
Patient-level sensitivity for detection of PT
and/or PLN metastases
True-positive 145 153 146
False-positive 4 2 3
False-negative 22 17 22
True-negative 1 0 1

Patient-level sensitivity*

Region-level specificity for detection of
PLN metastases

True-positive
False-positive
False-negative
True-negative
Region-level specificity*

86.8 (80.7-91.6)

27
134
97.1 (92.7-99.2)

90.0 (84.5-94.1)

27
134
97.1 (92.7-99.2)

86.9 (80.9-91.6)

26
134
97.1 (92.7-99.2)

*Data are percentage with 95% ClI in parentheses.

A

Gleason score:7(3+4)
PSA: 40.6 ng/mL

Gleason score:7(4+3)
PSA: 5.0 ng/mL

C

Gleason score:8(4+4)
PSA: 12.6 ng/mL

D 5
Gleason score:9(4+5) ‘/ 7]
PSA: 14.2 ng/mL 2

0

E 5
Gleason score:9(5+4) \ . »
PSA: 6.1 ng/mL Y S

FIGURE 1. Representative ['®F]CTT1057 PET/CT scan cases showing true-positive lesions in
PT among patients with different Gleason scores (arrows), with SUV,.« ranges for each across
3 readers. Axial slices (left to right) show fused PET/CT scan, PET scan, and CT scan. (A) A 48-y-old
patient (cT3a) with right prostate lesion (SUVax, 10.1-12.8). (B) A 63-y-old patient (cT3a) with multi-
ple prostate lesions (SUVax, 6.8-10.6). (C) A 69-y-old patient (cT2a) showing left prostate lesion
(SUVmax, 9.6-46.4; top row) with extension to left seminal vesicle (bottom row). (D) A 63-y-old patient
(cT3) with left prostate lesion (SUVhax, 8.7-14). (E) A 77-y-old patient (cT2c) with right prostate lesion
(SUVinax, 12.5-12.7). cT = clinical stage for PT; HU = Hounsfield units; PSA = prostate-specific
antigen.

Quantitative Assessment of
['®FICTT1057 Uptake

High ['8F]CTT1057 uptake (mean
SUVax and mean SUV,,. lesion-to-
background ratio, respectively) across readers
was seen in PT (11.81-15.81 and 4.26-5.75),
PLN lesions (5.12-6.16 and 3.82-3.96), and
extra-PLN lesions (7.20-8.70 and 4.80-6.08)
but was variable in skeletal lesions (2.00—
3.08 and 5.00-7.27) and visceral lesions
(11.30-not evaluable and 3.90-not evaluable;
Supplemental Fig. 3).

Change in Intended Treatment

After ['®F]CTT1057 PET/CT, 6 patients
(3.3%) had a change in the intended treat-
ment plan from initially planned surgery to
radiation plus androgen deprivation therapy
(5 patients; Supplemental Fig. 4) or andro-
gen deprivation therapy alone (1 patient;
Supplemental Table 9).

Pharmacokinetics, Metabolism,
and Safety

Pharmacokinetic and metabolism assess-
ments were performed for 10 patients at
1 site. The maximum blood radioactivity
concentration (mean * SD, 49.0 =*
19.2 kBg/mL) was observed at the first post-
dose time point (0—5 min after injection) in
all patients (Supplemental Fig. 5). Radioac-
tivity excreted via urine increased over
time, with an excreted cumulative percent-
age (mean *= SD) of injected activity of

['®F]CTT1057: A NEw PSMA PET AGENT - lagaru et al. 1235
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were reported by 1 patient (feeling hot and
headache). Two patients (1.1%) experi-
enced a serious adverse event (1 with sep-
sis syndrome and 1 with myocardial
ischemia), although neither were attributed
to ['®F]CTT1057.

DISCUSSION

GuideView assessed the imaging effi-
cacy of ['®F]CTT1057 PET/CT for the
detection of PSMA-positive tumor lesions
using histopathology as the standard of
truth in patients with newly diagnosed
high-risk PCa. This study met both
coprimary endpoints, with predefined suc-
cess criteria surpassed by all 3 readers.

The region-level specificity endpoint in
GuideView included only PLN—consistent
with the patient-level specificity endpoint
in trials for approved '3F-labeled radio-
tracers indicated for primary staging,
['8F]DCFPyL (OSPREY study) (5) and
['®F]rh-PSMA-7.3 (LIGHTHOUSE study)

FIGURE 2. Representative ['®F]CTT1057 PET/CT scan case showing true-positive lesions in PT
and PLN metastases in 63-y-old patient (PT clinical stage 3; Gleason score, 9 [4 + 5]; PSA, 14.2 ng/mL).
Axial slices (left to right) show fused PET/CT scan, PET scan, and CT scan. (A) True-positive lesions
in left prostate gland (SUVhax, 14; blue arrows). (B-E) True-positive lesions were seen in several
PLNs (red arrows). (B) Right external iliac (SUVmax, 4.7). (C) Right internal iliac (SUV .y, 6.9) and
left external iliac (SUVihax, 11.4). (D) Left external iliac (SUVinax, 10.2). (E) Presacral (SUVayx, 3.6).

HU = Hounsfield units.

37.0% =+ 21.4% at the last time point (35 h after injection; Supple-
mental Table 10). Most excreted radioactivity was due to the parent
compound; no significant amount of radioactive metabolites was
found. The relative contribution (mean * SD) of the parent com-
pound to the total radioactivity in urine decreased slightly with time,
from 96.8% =+ 2.3% at the interval from injection to image acquisi-
tion starting time to 87.9% = 6.9% from 3 to 5 h after injection
(Supplemental Table 11). The estimated ['*F]CTT1057-modeled ter-
minal and effective half-life were (geometric mean = coefficient of
variation) 1.84 h * 18.41% and 0.92 h = 9.08%, respectively.
['8F]CTT1057 had a favorable tolerability and safety profile,
with no deaths or fatal events. In the safety analysis set, 24 (13%)
patients experienced at least 1 adverse event; the most frequent
were hypertension (2.7%), dizziness (1.1%), and presyncope
(1.1%). Adverse events suspected to be related to ['*F]CTT1057

(7)—thereby allowing direct comparison
to these trials. Hence, region-level speci-
ficity data in GuideView were consistent
with patient-level specificity results for
['8F]DCFPyL (cohort A, 96.3%-98.9%)
(5) and ['®F]rh-PSMA-7.3 (93%-97%)
(7), demonstrating comparable imaging
efficacy of ['®F]CTT1057 to approved
18F_Jabeled radiotracers. The high region-level specificity in Guide-
View supports the clinical suitability of ['®F]CTT1057 for detect-
ing PLN metastases and could enable tailored therapeutic approach
planning.

Patient-level sensitivity also met predefined success criteria in
GuideView. Because metastatic PLNs have low prevalence and
high variability (4%-58%) in patients with newly diagnosed
PCa (17), both PT and PLNs were included in patient-level assess-
ments. Therefore, this endpoint cannot be directly compared
with existing PSMA PET radiotracers, because these studies
included only PLNs in their patient-level sensitivity analyses
(5,7,18). To account for inclusion of PT in addition to PLNs, the
predefined lower-bound 95% CI threshold was set higher than
in previous studies (5,7). PT is an adequate tissue sample for
evaluating the binding of the imaging agent to the target,

TABLE 3
Region-Level Positive Predictive Value, Negative Predictive Value, and Accuracy for Identification
of PSMA-Positive PLN Lesions in the Efficacy Analysis Set

Parameter Central reader 1 (n = 172)

Central reader 2 (n = 172) Central reader 3 (n = 172)

Positive predictive value 63.6 (30.8-89.1)
83.2 (76.6-88.7)

82.0 (75.4-87.4)

Negative predictive value
Accuracy

Data are percentage with 95% Cl in parentheses.

63.6 (30.8-89.1)
83.2 (76.6-88.7)
82.0 (75.4-87.4)

66.7 (34.9-90.1)
83.8 (77.1-89.1)
82.6 (76.1-87.9)
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providing proof of mechanism and thus allowing proper character-
ization of ['F]CTT1057 as a PSMA-targeted molecular PET
imaging agent for detection of PSMA-positive tumors (/9).
Because PSMA-negative PT may indicate a more aggressive vari-
ant, assessment of PT using PSMA PET is of clinical relevance
(20,21).

Micrometastases detected on histopathology cannot be easily
detected by PET because of the fundamental resolution limits
(22,23). In other PSMA PET studies, increased sensitivity was
reported when excluding lesions of less than 3 mm (24) or less
than 5 mm in size (5). In a post hoc analysis excluding micro-
metastases within the defined size limit in the literature (=2.0 mm),
region-level sensitivity in GuideView was comparable to patient-
level sensitivity (PLNs only) in studies of ['*F]DCFPyL (28%—
39%) (25) and ['®F]rhPSMA-7.3 (23%-30%) (7).

GuideView reported substantial interreader variability and almost
perfect intrareader reproducibility (26), demonstrating the consis-
tency of ['®F]CTT1057 PET scan reading, and these results were in
line with results reported in the OSPREY study (cohort A, interrea-
der variability, 78%; intrareader reproducibility, 79%—100%) (5).
Agreement of at least 2 readers was achieved for all scans; individual
values for each reader for each coprimary endpoint were high and
consistent. The region-level positive predictive value was broadly
high across readers, similar to results reported in OSPREY (cohort
A; positive predictive value, 72%-81%) (25) and LIGHTHOUSE
(positive predictive value, 57%—70%) (7).

Well-informed treatment planning relies on the accurate identifi-
cation of distant metastatic disease at initial PCa diagnosis (27).
Up to 25% of primary lymphatic landing sites have been found to
lie outside the boundaries of an extended PLN dissection (28). In
GuideView, PSMA-positive lesions outside of the dissected PT
and PLN region were detected in 3.3%—-5.4% of patients, mainly
in the extra-PLN region. Thus, [!*F]CTT1057 may help improve
visualization of disease location and extent, addressing the unful-
filled medical need for noninvasive imaging techniques for meta-
static lesion detection, even at an early stage of the disease.

Limitations include that no pathology assessment or follow-ups
were performed on PSMA-positive lesions found outside of the
dissected PT and PLN regions; therefore, it could not be confirmed
whether these were true metastatic sites. Furthermore, fewer than
12 lymph nodes were removed from a considerable proportion
of patients, which may have lowered the false-negative rate.
Strengths were that high uptake of ['8F]CTT1057 was seen in PT
even at lower Gleason scores and that ['®F]CTT1057 had a favor-
able safety profile, consistent with a phase 1 trial (13).

CONCLUSION

GuideView provides evidence of the efficacy of ['®F]CTT1057
PET/CT as a molecular imaging biomarker for the detection of
PSMA-positive lesions against histopathology in patients with
PCa before initial curative therapy. Both coprimary endpoints
were met, supporting that ['®F]CTT1057 can be added to the
armamentarium of PSMA-targeted PET tracers, thus increasing
patient access to proper diagnosis and tailored PCa treatment.
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KEY POINTS

QUESTION: Does ['®F]CTT1057 PET/CT provide adequate
imaging efficacy to detect PSMA-expressing lesions using
histopathology as a standard of truth?

PERTINENT FINDINGS: In this prospective study, 195 patients
were enrolled and 172 patients were evaluable. Both coprimary
endpoints were met, with high and consistent patient-level sensitivity
(range, 86.8%-90.0%; lower-bound 95% ClI, 80.7%-84.5%) and
region-level specificity (97.1%; lower-bound 95% Cl, 92.7%).

IMPLICATIONS FOR PATIENT CARE: ['®F]CTT1057 can be added
to the armamentarium of PSMA-targeted PET tracers, thus increasing
patient access to proper diagnosis and tailored PCa treatment.
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