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ORR (n=30)

PD-L1%

33.3% (10/30)

57.1% (8/14)
12.5% (2/16)

=25
1-24

50.0% (6/12)

=50
1-49

22.2% (4/18)
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CH1) HIAMIZZHQ 22+ KEYNOTE-010 TPS Ei5ig ¥ 7| ESCHE, THEMIF Q14 T|o|&]
) B2 ‘E!EEEI—T-‘?:.* 2mag/kg @ESEI—’iEF 10mg/kg Eiﬂ‘i.“%
n=345 n=346 n=343
mOS (95% Cl), months  [10.4 (9.4-11.9) 12.7 (10.0-17.3) 8.5 (7.5-9.8)
HR (95% Cl) 0.71 (0.58-0.88) 0.61 (0.49-0.75) -
mMPFS (95% Cl), months  [3.9 (3.1-4.1) 4.0(2.7-4.3) 4.0(3.1-4.2)
HR (95% CI) 0.88 (0.74-1.05) 0.79 (0.66-0.94) -
ORR, % (95% Cl) 18 (14.1-22.5) 18.5 (14.5-23.0) 9.3(6.5-12.9)
mDOR (range), months  [NR (4.2-10.5) NR (4.2-12.5) 6(2.7-6.1)
< HEEL|FU 2mg/kg | HEE2|FY 10mg/kg ZEAMERE
—=EN0, =-1ITTyg
TPS>=50% &2t n=139 n=151 n=152
mOS (95% Cl), months  [14.9 (10.4-NR) 17.3 (11.8-NR) 8.2 (6.4-10.7)
HR (95% CI) 0.54 (0.38-0.77) 0.50 (0.36-0.70) -
mMPFS (95% Cl), months  |5.0 (4.0-6.5) 5.2 (4.1-8.1) 4.1 (3.6-4.3)
HR (95% CI) 0.59 (0.44-0.78) 0.59 (0.45-0.78) -
ORR, % (95% Cl) 30.2 (22.7-38.6) 29.1 (22.0-37.1) 7.9 (4.1-13.4)
mDOR (range), months  [NR (4.2-10.4) NR (4.4-12.6) 8 (2.6-8.3)
i = HEEL|FY 2mgo/kg | HWEES|FY 10mg/kg SEME
TPS 1-49% Eatkz n=205 n=195 n=191
mOS (95% Cl), months 9.4 (8.7-10.5) 10.8 (8.9-13.3) 8.6 (7.8-9.9)
HR (95% CI) 0.79 (0.61-1.04) 0.71(0.53-0.94) -
mMPFS (95% Cl), months  |3.1 (2.1-3.8 2.3(2.1-4.0) 3.9(2.54.3
HR (95% Cl) 1.07 (0.85-1.34) 0.99 (0.78-1.25) -
ORR, % (95% Cl) 10 (6.0-15.0) 10 (6.0-15.0) 10 (6.0-16.0)

mDOR (range), months

46 (9+ to 87+)

45 (13+ to 74+)

26 (6+t0 31)

A2 12016 ASCO, Karim Rihawi et el,, CHAIZSH
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Overall
=80
ORR in PD-L1-evaluable patients, n/N (%)
All 7/38 (18.4) 10/37 (27.0) 17/75 (22.7)
PD-L1 positive (>1%) 6/31 (19.4) 10/27 (37.0) 16/58 (27.6)
PD-L1 high (>80%) 2/6 (33.3) 6/7 (85.7) 8/13 (61.5)
PFS, median (95% Cl), months
All 1.4(1.3-4.2) 4.0(1.3-9.5) 26(1.3-4.2)
PD-L1 positive (>1%) 1.4(1.2-4.2) 9.5(2.6-15.2) 2.7 (1.4-9.6)
PD-L1 high (>80%) 1.3 (0.2-NR) 15.2 (1.3-NR) 15.2 (1.0-NR)
212 12020 ASCO
<OZ4> GSKM7824 HIAMIZETQ 23| QUAF 148 HA|M=7 (2t T0|&
All 1% to <80% 21% 280%
(N=20) (N=27) (N=7)
No. of events 22 8 " 12 1
Median, months 171 122 19.0 217 NR
95% CI 120267 24247 | 1MoNR | 122NR | 96NR
100 =g I
8 =T 1
80 - &
70 |
* 60
8 50 1
iy PR I_'.|_I.|=_|_‘_|—|
30 <1% _—
0g - —— 1% to <80%
21%
10 280%
0 ' ! ! I I T T T T
0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
Months
No. atrisk
All 40 35 31 28 21 17 15 13 1" 9 6
10 9 8 8 3 2 2 2 0 1]
1% to <80% 20 19 16 13 2 9 6 4 4 1
21% 27 26 23 20 17 14 13 11 9 9 6
| 280% 7 7 7 7 5 5 5 5 5 5 5]

2t& 12020 ASCO
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Key Eligibility Criteria

* Females 219 years

* Refractory or recurrent
TNBC
1st-3rd line of prior standard
chemotherapy for mTNBC
ECOGOor1l
No CNS metastasis

A CPA; cyclophosphamide 600 mg/m?

A GX-17 360~1,440 pg/kg IM g9w or g12w
A Pembrolizumab 200 mg IV g3w

A Tumor assessment, q9w

REGIMEN A: Sequential Treatment (N=24)
* CPA 600 mg/m?, Single dose, pre-conditioning

> | . Pembrolizumab 200 mg IV 3w
* GX-17 360 ug/kg up to 1,440 ug/kg IM g12w
-21 Day CiD1 c2Dp1 C3D1 caDn1 C5D1
I | | I I I I I | | I
A A A A A A A A A
CPA GX-I7  Anti-PD-1 Q3w A ql2w
Tumor Assessment, g9w
REGIMEN B: Simultaneous Treatment (N=36)
L + Pembrolizumab 200 mg IV 3w
* GX-17 720 ug/kg up to 1,440 ug/kg IM q9w or g12w,
CiD1 c2p1 C3D1 C4D1 C5D1
I (. I I I
A A A A A A
A qow A qlzw A
GX-17 A

RP2D (N=32)

Simon’s two stage

Stage I: 18 pts — 1 (ORR): 1
Stage I1: 14 pts — 3 (ORR): 2™

2t& 12020 SITC

<36 A4l StOIRZIH7|ERC HSSE RYY 221 01Y 22324 A 1b/24 BFEE HIOIE

CPA/GX-17/Pembrolizumab

Response Sequen!{'jsi ;’Zjatment
(RECIST v1.1)

N (%) 360 0 1,200

ORR - - 1(33.3) - 1(11.1)
CR = = - - -
PR - - 1(33.3) - 1(11.1)
SD . - - 4(66.7) | 2(22.2)
PD 3(100) 3(100) 2(66.7) | 2(33.3) | 6(66.7)

DCR?® - - 2(66.7) | 4(66.7) | 3(33.3)

GX-17/Pembrolizumab

Simultaneous Treatment

(N=36)

1,200

ug/kg
1(16.7) | 5(27.8) -
1(16.7) | 5(27.8) .
2(33.3) | 3(16.7) | 1(16.7)
3(50.0) | 10 (55.6) | 5(83.3)
4(66.7) | 8(44.4) | 1 (16.7)
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(N=108)
Overall Response Rate |
ORR (95% CI) 33.3% (24.6,43.1)
Complete response 2.8%
Partial response 30.6%
Response duration
Number of responders 36
Median, Months (95% CI) 7.7 (4.9, 10.8)
Range, Months 1.9+, 30.4+
% with duration > 6 months 55.6%
% with duration > 12 months 16.7%

! investigator assessment
CI: confidence interval

+: denotes ongoing

A}= FDA

= Z8loh= HER2 42| Algd & Hold +

|= 2|

Preferred Regimens
» Anthracyclines
» Doxorubicin
» Liposomal doxorubicin

* Taxanes
» Paclitaxel

» Anti-metabolites
» Capecitabine
» Gemcitabine

*» Microtubule inhibitors
» Vinorelbine
» Eribulin

HER2-Negative
f

Other Recommended Regimens
*» Cyclophosphamide

*» Docetaxel

* Albumin-bound paclitaxel

* Epirubicin

* Ixabepilone

* Sacituzumab govitecan-hziy (for TNBC)9

- For germline BRCA1/2 mutations? see additional
targeted therapy options (BINV-R)®

« Platinum (for TNBC and germline BRCA1/2 mutation)d
» Carboplatin
» Cisplatin

* For PD-L1-positive TNBC see additional targeted
therapy options (BINV-R)®

Useful in Certain Circumstances’

» AC (doxorubicin/cyclophosphamide)

* EC (epirubicin/cyclophosphamide)

* CMF (cyclophosphamide/
methotrexate/fluorouracil)

+ Docetaxel/capecitabine

* GT (gemcitabine/paclitaxel)

* Gemcitabine/carboplatin

« Paclitaxel/bevacizumab”

+ Carboplatin + paclitaxel or albumin-
bound paclitaxel

See Evidence Blocks on BINV-Q (EB-1

At INCCN 7to|=2fo!
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Progression-Free Survival: PD-L1 CPS 210

1004 HR P-val
65.0% 39.1% n/N Events " (o5yicl) . (one-sided)
90+ 46.9% -
, 23.0% Pembro + Chemo  136/220  61.8% 0.65 0.0012°
80— 1 1 . (0.49-0.86)
§.] 1 1 Placebo + Chemo 79/103 76.7%
[ 1 1
2 70+ : i
® |
o 60+ : :
s ; : 9.7 months
Q 50-------__-- ) g s R et e e e R 56 th
o : : .6 months
£ : :
e 304 i i
[ 1 |
& 20 i .
1 1
1 1
10 ! : —t—
1 1
0 I lI 1 lI 1 1 1 1 1 1 1 1
0 3 6 9 12 15 18 21 24 27 30 33 36
Time, months
No. at risk
220 173 122 96 63 52 44 37 25 12 5 0
103 80 41 30 18 15 12 8 8 7 3 1 0

3Prespecified P value boundary of 0.00411 met.
Hazard ratio (Cl) analyzed based on a Cox regression model with treatment as a covariate stratified by the randomization stratification factors. Data cutoff December 11, 2019.
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Median DOR, mo  Median PFS, mo 6-mo 12-mo

Study Population N ORR (range) (95% Cl) PFS oS
KEYNOTE-012" H:S"'L'f_p;;:j‘:d 27 185% NR(34-108+)  19(1.7-55)  244%  431%
KEYNOTE-0g6A? ~ provioUsliiealed - 470 530, NR(12¢-215%)  20(19-20)  149%  398%
KEYNOTE-0pe?  ©DloWWErieaed a4 214%  104@2-1924)  21(20-22)  27.0%  617%
KEYNOTE-11g¢ ~ rreviouslytreated 50, gq0 122 (22-325+)  21(20-21)  147%  428%

PD-L1-unselected

2t& 12020 ASCO
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