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BACKGROUND Objectives and Endpoints Primary Endpoint

e The primary objective was to evaluate '*F-NaF PET/CT imaging as a method to determine treatment ¢ The study met its primary endpoint, with 22 out of 22 (100%) evaluable men having > 1 responding

Figure 5. Example of QTBI in a Patient

e BF-NaF positron emission tomography/computed tomography (PET/CT) scan is an approved tool to

. . " » . | | | | | | | | QTBI
detect and evaluate osteoblastic metastases that is more sensitive and specific than conventional response In metastatic bone Iesu?ns at the time of dl_sease progression (PSA, bone or s_oft tls_sue, or bone lesion on QTBI at PETS3. Change from PET1 to PET3)
h _ 19 other clinically relevant progression) or at 2 years without progression after treatment in patients DET PET? PET3

one scintigraphy." . . . . -
o - | | - with chemotherapy-naive mCRPC treated with enzalutamide. Disease Burden @

* Quantitative total bone imaging {ATB) is an advanced image quantification memoﬂlgthat canl » F-NaF PET/CT scans were obtained at baseline (PET1), week 13 (PET2), and at the time of PSA * The mean disease burden, as measured by total SUV, did not change significantly over time (Figure 3A). :
identify, quantitate, and determine treatment response at the lesion level between '*F-NaF PET/CT roaression (defined per Prostate Cancer Working Groun 2 auidelines as an increase of > 25% | | - . . 2 - o
scans (Figure 1).3° Prog perri _ g broup 249 | = * The proportion of progressive lesions increased from a mean 7.8% (range, 0-29) at PET2 to a mean s ¢ . : e

and > 2.0 ng/mL above nadir’), standard radiographic or clinical progression, or at 2 years without 9.4% (range, 0-32) at PET3 (Figure 3B). > B x B % - =

e Although biologic heterogeneity is reported in solid tumors,® interlesional response to progression (PET3) based on QTBI. ' 3 . K / 4 o \
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heterogeneity is under recc?gnlzed andisac |t|(.:al clinical |s§ue. | | | — Circulating tumor cells for genomic analysis were obtained; results will be presented at a later date. Figure 3. Disease Burden (A) and Number of Progressing Lesions (B) Over Time : o _ ® .s‘;}

* Here we assess the proportion of men treatec wﬂ_h_enzal_utamlde with respondmg_lesmns_by * The primary endpoint was the proportion of men with > 1 responding bone lesion on PET3 (defined . .
"F-NaF PET/CT scan at the time of prostate-specific antigen (PSA), standard radiographic, or as a lesion with a total "®F-NaF standardized uptake value [SUV] less than baseline). A 25000- B 5. T YU
clinical progression. — Evaluable men had scans at PET1 and PETS3. S 5 0 30 " u
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. . Ell_glblll_ty Criteria | | | | | 2 3 15000 o8 = Stable ine
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sV ) 2 sequentially rising PSA values, with the last PSA value at > 2 ng/mL. PET1 PET2 PET3 PET2 PET3 J Y '
. . . . . . Time Point Time Point
30 * No prior enzalutamide, abiraterone acetate, aminoglutethimide, ketoconazole, radium-223 e rem e Tem
i diChIOfide (Or Other bOﬂE'ta rg Eting radiOnUCIidES), CytOtOXiC ChemOtherapy’ or inVGStigatiOnal Abbreviations: PET1, baseline; PET2, week 13; PET3, time of PSA progression, standard radiographic or clinical progression, or 2 years without progression; CDNCLUSIONS
agents that inhibit the androgen receptor or androgen synthesis for CRPC. SUV, standardized uptake value.

B Progressing » All patients had responding disease at the time of progression or at 2 years.

. o Bl Responding * No visceral metastasis. * All patients had a mixture of progressive, stable, and responding lesions at PET3 (Figures 4 and 5). — This supports the hypothesis that a substantial number of lesions continue to benefit from

T eta T petal Vb and derg. e No radiation therapy within 4 weeks. ) . | o enzalutamide treatment beyond progression.
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* \While overall functional disease burden improved during treatment, an eventual increase In
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