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Safety, Activity, and Immune Correlates of Anti-PD-1 Antibody
in Cancer
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Clinical Activity of Anti~PD-1 Antibody in the Efficacy Population.”

m?h?}z;“ﬁ‘l:u‘l Objective Response’ Objective-Response Rate? Duration of Response’ Stable Disease 224 wk S::ﬁﬁfﬁ:{i‘::;?teid
whkl
nae af patientsidotal ne. of % (95% C1) i non of patients/total % (95% Cl) % (95% CI)
patienis na. of pafients
Melanoma )
0. m 414 29 (8-58) 75+, 5.6+ 56,56 /14 7(0.2-34) A0 {13-66)
0.3 mg/kp 316 19 {4-46) 3.8+ 2.1+, 1.9+ 116 6(0.2-30) 31(0-54)
1.0 mg/kg 827 30 (14-50) 240+, 229 205+, 193+, 184+, 7.6+, 327 11{2-29) 45 (26-63)
5.0, 5.3+
3.0 mg/kp 717 41“@’? 22 4+ 183+, 152+, 129, 11.1,9.3, 9.2+ 117 6(0.1-249) 55 (30-80)
10.0 mg/kg 4720 20 (6-44) 246+, 239+, 18.0+, 17.0 020 0 30(9-51)
All doses 26/94 28 (19-38) 694 6(2-13) 41 (30-51}
< Non-small-cell lung cancer >
Squamous
1.0 mgkg 0/ 0 0/ 0 0
3.0mgkg 36 50(12-8%) ND W 0 50(10-90)
10.0 mg/kg 37 43 (10-82) ND w7 0 43 (6-80)
All doses 618 33(13-59) ND w18 0 33(12-55)
Nonsquamaous
1.0 mgkg w12 i} /12 8(0.2-39) 14{0-37)
3.0mgkg 313 23(5-54) ND 213 15(2-45) 3T(10-64)
10.0 mg/'kg 4131 13 (4-30) ND 231 G6{0821) 21{6-36)
oses 756 12(5-24) ND 556 9 (3-20) 22(11-34}
Unknown type
LOmgkg I M ND L ] MA
10.0 mg/kg 01 0 01 0 0
All types
1.0 mgkg 118 6(0.1-27) 9.2+ 118 6(0.1-27) 16 {0-34)
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Dose of Anti-FD-1 Objective Response” Objective-Response Rate? Duration of Response Stable Disease =24 wk Progression-free
Antibody Survival Rate at 24
wh
no. of patientsiotal no. of % (95% CI) o ne af patients/total % (95% Ch Y (95% CL)
patients nao. of patients

10.0 mg'kg 739 18(8-34) 148+, 7.6+, 7.3+, 67,42, 3.7+, 3.7 239 5(0.6-17) 24(11-38)

All doses 14/76 18 (11-29) 376 7(2-15) 26(16-36)
Renal-cell cancer
1.0 mpkg 417 24(7-50) 17.5+,9.2+.92, 5.6+ 417 24(7-50) 47(23-71)
10.0 mg/kg 516 3101159 f 225,217+, 128, 120, 8.4 516 31({11-59) 67{43-91)
All doses 9733 27 (13-46) 9733 27(13-46) 56 (39-73)

M

The efficacy population consisted of patients in whom the response could be evaluated, whose treatment was initiated by July 1, 2011, and who had measurable disease at baseline with one of the
following: at least one scan obtained during treatment, clinical evidence of disease progression, or death. NA denotes not applicable, and ND not determined.

Responses were adjudicated according to the Response Evaluation Criteria in Solid Tumors (RECIST), version 1.0, with modification (see Methods 51 in the Supplementary Appendix and the protocol).

*
" Objective response rate = [(complete responses + partial responses) + total no. of patients] * 100. Rates were calculated on the basis of confirmed responses, with confidence intervals calculated with the

use of the Clopper-Pearson method.

:
*Duration of response was defined as the time from the first response to the time of documented progression, death, or, for censored data (denoted by a plus sign), the most recent tumor assessment.

'y
"T'he progression-free survival rate is the proportion of patients without disease progression who were alive at 24 weeks: the rate was caleulated according to the Kaplan-Meier method, with confidence

intervals calculated with the use of the Greenwood method.

/

o

Two patients {one with melanoma who received 3.0 mg of anti-FD- | antibody per kilogram and one with renal-cell cancer who received 10.0 mg per kilogram) had a complete response.

One patient continued to receive treatment after an initial detection of progressive disease in preexisting lesions and subsequently had a partial response; this patient was classified as having had a

roennnes for the nurmnes af raleulating reennnes ratas accnrding to RECIST vercion 100 bt weae nat inehidad in the caleulation af duestinn af reennnes
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