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Table 2. Antitumor activity of selpercatinib by IRC in patients with RET-mutant MTC.
PAS MTC* AlL MTC#
Total [n=26) Pre-treate d Treatment-naiv Total [n=29) Pre-treated Treatment-
[n=91 [n=17) In=12) naive [n=17)
ORR, % [95% CI}8  57.7*(36.9-76.6) 55.6(21.2-86.3] 58.8(32.9-81.6) 58.6(38.9-76.5) 58.3(27.7-84.8] 58.8(32.9-81.4)
Best response, %
CR 217.7) 1011.1] 1(5.9) 3(10.3] 2[16.7) 115.9)
PR 13 [50)% & |44.4) 9 (52.9] 14 [48.3)F 5(41.7) 9152.9]
sD 10 (38.5] 4 [44.4) 6(35.3) 11(37.91 5[41.7) 6135.3]
Progressive 0 0 0 0 0 0
disease
Not evaluable 1(3.8) i 1(5.9) 1(3.4) 0 1(5.9)
% (95% CI)8 61.5(40.6-79.8]  55.6(21.2-86.3) 64.7(38.3-85.8] 65.5(45.7-82.1)  66.7 [34.9-90.1] 64.7 (38.3-85.8]
ICR/PR/SD
persisting for
=16 weeks)

"Patients with RET-mutant MTC whose RET status was confirmed by central laboratory.

SAll enrolled patients with RET-mutant MTC.

#Not including three patients who achieved PR pending confirmation.

iCls estimated using the Clopper-Pearson method.

Cl, confidence interval; CR, complete response; IRC, independent review committee, MTC, medullary thyroid cancer; ORR, objective response rate;
PAS, primary analysis set; PR, partial response; RET, REarranged during Transfection; SD, stable disease.
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Table 3. AEs in all selpercatinib-treated patients [n=77).

AE, n (%) AEs, regardless of attribution TRAEs

Percent of patients with an event

Grade 1 Grade 2 Grade 3 Grade &4 Any grade Grade 3 Grade 4 Any grade

ALT increased* 30(39.00 8(10.4) 1101430 1011.3) 50 (64.9] 1101430 10.3) 48162.3)
AST increased* 311403) 4(5.2 12015.6) 0 47 [61.0] 12(15.4) 0 47 161.0
Blood bilirubin increased 21127.3) (1.7 0 0 30 (39.0) 0 0 30 (39.0
Thrembocytopenia* 18123.4) 4052 617.8) 2 (2.6 30 (39.0) 417.8) 2[2.6) 29 [37.7]
Hypertension*® 212.6) 11(143] 15[1%5] 0 28 (36.4) 12(15.6) 0 26133.8
Hypoalbuminemia 18(23.4) 61(7.8] 2(2.6) 0 26(33.8) 101.3] 0 20 (26.0
Diarrhea*® 21(27.3] 3039 1(1.3) a 25(32.5) 101.3) 0 22 (28.8)
White blood cell count 11011431 110143]  3(3.9) 0 25(32.5) 3103.9) 0 24032
decreased

Dry mouth* 22(286] O 0 0 22(28.8) 0 0 21(22.3)
Blood alkaline phosphatase 14 [18.2]  &4(7.8] 1101.3) 0 211(27.3) 1011.3) 0 19 [24.7)
increased

Bilirubin-conjugated 131691 51(6.5] 2(2.8) 0 20 (26.0 202.6 0 20 (26.0
increased

Neutrophil count decreased 7 (9.1) 10(13.00  3(3.9) 0 20 (26.0) 3(3.9] 0 19 [24.7)
Flectrocardiogram QT 1215.6)  1(1.3] 617.8) 0 19 (24.7] 5106.5 0 15(19.5])
prolonged*

Hyperuricemia 19(247) 0 1] 0 19 [24.7) 0 0 16 [20.8)
Blood creatinine increased*  11[14.3]  7(9.1] 0 0 18 (23.4) 0 0 18 [23.4)
Blood lactate dehydrogenase 16(20.8) 2 (2.4) 0 0 18 (23.4) 0 0 16 (20.8)
increased

Weight increased 709.) 11143) 0 0 18 (23.4) 0 0 9011.7)
Gamma-glutamyltransferase 10(13.00  5(6.5) 2(2.6) 0 17122.1) 2(2.6 0 16 (20.8)
increased

Edema* 13016.9)  4(5.2) (] 0 17(22.1) 0 0 14(18.2)
Pyrexia* 15(12.5] 2(2.8) 0 0 17(22.1) 0 0 12(15.6)

AEs categorized and graded according to the National Cancer Institute-Commen Terminology Criteria for Adverse Events v5.0.
*Consolidated AE term. AEs listed here are those that occurred at any grade in at least 20% of the patients, regardless of attribution.
AEs, adverse events; ALT, alanine aminotransferase; AST, aspartate aminotransferase; TRAEs, treatment-related AEs.
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