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Medical countermeasures list sponsored by BARDA

- Radiation/Nuclear related medicine?

« @S (neutrophils)? - Neupogen® (Amgen), March 2015 approved

« & T(neutrophils) - Neulasta® (Amgen), November 2015 approved

« 2 FT(neutrophils) - Leukine® (Sanofi), April 2018 approved

« A THthrombocytopenia) - Nplate® (Amgen), January 2021 approved
« ElZ(ymphocyte) - T cell EZ MAFE X &H QIS

D Medical countermeasures.gov. FDA APPROVALS, LICENSURES, & CLEARANCES FOR BARDA SUPPORTED PRODUCTS
2 Hpo| YT



ARS X=X 7HE A 7He X 2|t 53}

» Duke Lol & AT (194)
- NIH/NIAID, BARDA, FDA, CDC, £='45(DOD), NASA 0|=

OF 771
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- NIAIDS} %= ©2F MZ (22'F 128)
A<k FH| - O= 38 27 MY AL (NIAID)
2 - HAM NS S22 7|2 U AIMQIA CHA &M =7h
« NT-I72 NIAIDO| 33 & NIAIDZ} &7 7H%
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'ARS X|2H|2M NT-I72| ZYH

Dbl Zm ol whE 3|2 0| x| 2H 0| #A Q70| NT-I;S A, A AT
Ch St

ol Ol AFZ4 . =
H| & 22}k Ac 57t
10000 4000 =
3000 -
_ 1000 =
3 =
B = 2000 -
() (&)
° 100 S 1000
<
1c | | | | | | | | | | 0 ! ! ! ! !
Pre 7 14 21 28 42 56 70 84 98 A‘A 1 w[f 0ff 2t 50
Days Week
-&- 5Gy Vehicle . .
-+ 5Gy rhiL-7-hyFc (D1, 7, 14, and 21) #EZ%_%%’, ‘\’/ee';]'fc'lee‘(,ss NN%:;;@D7
-0~ 5Gy rhiL-7-hyFc @D7 (D7, 14, and 21) & P <0.05, NT-I7 vs . NT-Iy@D7 TNT-I7 Q12WK TMZ Q4W
o AX[&F 2, T BAMA A
o D=2 2|Fot=0 He3E 28 o | Qf SX} HARM X[ =
« NT-I7 £0{1E2 23FLHE T3 3|5 o NT-I7 SO Z HE2H THZ 23
Radiation Injury Treatment Network 2022, SITC 2022, NIT-107

Radiation Research Society 2022
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Seeking Alpha

Oct. 04, 2022 6:24 PM ET Amgen Inc. (AMGN) By: Jonathan Block, SA News Editor 14 Comments

)|
HHS buying $290M worth of Amgen drug Nplate

for radiation sickness in nuclear emergency M M

(romiplostim) sss romiplostim) sist

5 For Suhc taneous Uuml !n Snunulanunnsl.lstm[

y Nplate’ @ Nplate*

. nc Theusand Qaks, LA -‘.I In¢, Thousand Caks, G4
o [RRERERVITEEET o R0l AT W0 5 G S S (NASDAQ:AMGN) Nplate (romiplostim) for birgatclls il

acute radiation sickness due to a radiological or nuclear emergency.

Advanced Research and Development A
Infectious Diseases.

e Nplate is approved for immune thromoc
platelet counts.

. The treatment was developed by the colr 5 FIERCE

4 Pharma

Sign of the times? US stocks up on
Amgen's radiation sickness drug

Nplate

By Fraiser Kansteiner « Oct 5, 2022 11:09am

Wednesday, the U.S. Department of Health and Human Services (HHS) said
it’s throwing down¥AEsiillitiilto lock up an undisclosed amount of
Amgen’s blood disorder med Nplate, which is approved to treat blood cell

injuries linked to acute radiation syndrome (ARS) in kids and adults.
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Completed 1| 20| =& SHxY
55— i
I 1
i Discovery Preclinical Clinjcal trials Approval
1 I
: 2-3 years 3-5 years 10 ~= 12 years
I I
1 . 1 -
! Discovery Efficacy, Safety Phase 1 Phalse 2 Phase 3 Filing of
- novel.drug Research H b.lologlcal
: candidate . Safety Dos:age, Efficacy I'C?.nSLt'.re
: <Preclinical> confirmation ~ Administration and safety application
I - PK, PD study method confirmation
: - Toxicity study Confirmation
I 1
: <CMC> :
I - Developmental I
: Research I
I - Investigational :
I drug quality I
: assurance :
I I
1 1
I I
1 1

Intellectual property strategy: Strategically involved in every process
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NT-I7 7H'& Key milestones

& acst 3x 0|4 Z7} (600 0|4 £HRH) —ShAtA x4
Tscm 25-50x SZ )
TIL UEE U Teell BF
________________________________________________________ > SHOFALS. & AL
S = a AL L A SoOT1o o
ﬁ AA s AU s 20l
"""""""""""""""""""""""""" oo Clinical
Biomarker SHd1gHSsE 37t
ORR/OS UL HSFOM SOl T st A1}
Pivotal design
Pivotal trial
& ooo 8| 7|0| o K|
Fast track/BTD/AA S AlAICF XA
"""""""""""""""""""""""""""""""""" Regulatory
BLA

B e e e e e e e e e e e e e e e e e e e e e e e e e
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1.7 M= SZ: Tscm &7}

- BETMEO| subset = &t =0| 7HAH E|O|LE Ho 2 2 A
Tscm (stem cell memory T cell, 7| M| Z-FAF 7| A TA|2£) 2| 25-50H 57} =+l
- AXK] Ao T €S Tsem= 25-50H SFA|7|= =22 NT-17 0|2 E10 = H gl &

MSSLCHZEFRFmss-creyn A & pacy2 I| 222} (skin cancer)?

80— ﬁ80- 50-
—_ a2}
(42}
X
08 ﬂ§ -'3 40
B2 o )
2% 8% 32 a0 30X
S » S a%
C C
% & % & + O 20-
Qo Qo | L
O 5 O 5 9
e 2 109 5x

TraiveTscm Tem Tem Temra Tnaive Tscm Tem Tem Temra TnaiveTsem Tem Tem TTe

1) SITC 2021, NIT-110
2) SITC 2021, NIT-110
3) ASCO 2022, NIT-106
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2. TM=E SZ:TIL 7} _

Keytruda + NT-I7 H-& A|
- 2tX} S 80% O O M S 0| M[2tE LH cD8* T cell(TIL) S 7t

-12| £E0 2, 2K} B 50% O| 20| A cD8* T cell 5HY O| A S7t

*TIL: Tumor Infiltrating Lymphocytes, 3 A& 2=
Immunofluorescence Flow cytometry
CD3 T cells CD8* T cells CD3 T cells CD8* T cells
% %k
2500 * 1500 * * %k
— o [ )
2000~ _ 10:1 /' 8 ’
© e 2 “E 1000 7 ° w2207
S £ 1500 g E 273 3 ©
- & - ; 8 = 4 o © 1.5
P 3 1000- © F3 o 2
500 = = 0.5-
0 0- 0 0.0-
Pre-Tx On-Tx Pre-Tx On-Tx Pre-Tx On-Tx Pre-Tx On-Tx
* p<0.05, ** p<0.01, *** p<0.001, **** p<0.0001

ESMO 2022, NIT-110
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ST U cog THE St 2 d&7(ZH 0 dad s 2Y

100 -

80—

60 -

40

OS (wks)

20+

0

All patients (n = 19) )

PR (iRECIST) shown in green

p <0.0001
RZ=0.6269

-1000

1 1 1
0 1000 2000 3000
CD8+ T cell increase (Cells/mmz)

Simple linear regression, n = pts with available CD8* T cell IHC data

SITC 2022, NIT-110
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4. AA TS ORR (Objective Response Rate)

[
- 2t MO| QB0 2} orRRI} DCRE & XI0|E E Q)
- 2t ™ O|7t Ql= A PaC, MSS-CRC & £ ORR 30.8%, DCR= 69.2% = H &
Il All Patients n=50
Bl NO liver metastasis (Pac, MSS-CRC) ORR [% (n/total n)] DCR [% (n/total n)]
BN YES liver metastasis % ’
80— RECISTv1.1 iRECIST |RECISTv1.1 iRECIST
NO
__60- ver metastasis 15.4% 30.8% 53.9% 69.2%
= . (n=13) (2/13)  (4/13) | (7/13)  (9/13)
S 40 -
[$)
& iver rr% casis | 0:0% 2.7% 21.6%  24.3%
(=37 (0/37) (1/37) (8/37) (9/37)
ORR DCR 2t M-8 0f| M anti-PD(L)1 FHE 2 B O] ORRE 0%2)3)

* p<0.05, ** p<0.01, *** p<0.001, **** p<0.0001

1) SITC 2022, NIT-110
2) KEYNOTE-016. Le DT et al.,, PD-1 Blockade in Tumors with Mismatch-Repair Deficiency (2015) N Engl J Med
3) O'Reilly et al., Durvalamab with or without Tremelimumab for patients with metastatic pancreatic ductal adenocarcinoma (2019) JAMA Oncol
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MZ=2 (NIT-110, 2182
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- 7L FO|71 Qe SRS 2 60T (2 1570 ) A/ ™o M= &8 100%2 H Y

MSS-CRC (25) + PaC (25)

100% survival rate

—_ 100 during 60wks/15mon
© 90-
E 80_ PI T T W 2
a 70- — :
q6 60—
= ALL patients (n = 50) > 50-----------'t|
= 40- |
__ Liver metastasis - NO % 30- i
(n=13) .§ 20— i
___ Liver metastasis - YES & 107 I
(n=37) 0 T T j

| B BN N N N N N | T 1 I |
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64
Individuals at risk Weeks

Liver metastasis-NO 13 13 13 12 9 6 6 6 4 4
Liver metastasis - YES 37 36 26 20 1 7 6 6 5 3

NN

7
18

SITC 2022, NIT-110
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HO| 2 0}7H & H, Liver metastasis

13 o|of

I:I=|O=I'6'I-<I)=I-x-"_o_|

- =10

Biomarker

Biomarker= M

Liver
metastasis

0%
Jot
)
Jtok

NEGIMMUNE

HAS LA HSE2 LF L0 M2 LIEH
HASL LA 21tE X = HO| & = AS7F?

7|Z& marker: PD-L1, MSI-H

Liver metastasis (Zt70|)= O& A &

HOo|l= 5, 7t i, k| 5 Ct¥ot & 7|2 0|7} =
AﬂEEM A el B, Of™ F7[0f FO| | }=7F £,
ALt S8

%*%*XIQI 8%, 22 HO|7t & 2At=2 K| 2= 0] 2O T

—

Ot

&)

| 0] 7= X+O|7F B K| B,

Keytruda + NT-172| %, CHE =2 ©
ZH ™ O| o 20 k2t 2 Xpo| 2HE
Predictable biomarker2 7} & X| 0| LS Al =7t O|O|E| =t E, &4

FDARL =22 o ™

Ct=
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}

51 FUES EEE (NIT-110, PaC)

- Keytruda + NT-I7 H& A| N F & 2txtol 19 ME=2 65~70% T8
- mOS+= 2023 0f =Hol o

Keytruda+NT-I7 8 &

65"‘70%

Probability of Survival

||||||||||||'|||
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64

Weeks

—— PaC - All patients (25) == PaC - Liver metastasis - NO (8)
= PaC - Liver metastasis - YES (17)

SITC 2022, NIT-110

NEGIMMUNE | ECH 20



5.1 ¥R S_SOC H|u (PaC)

[
T = . o =~ O A
- 2Kt O] & (2L+) A= Al EE X =2 Onivyde BELREH2 10 HEE 2 23% =&
o
(m0S 6.171 &)
ONYVYDE H &
10 - ONIVYDE/5-FU/LV
T e e T 5-FUILV
I;" 0.7-'- i
>
5 06 -
b ]
z 057
E 04
E 4
& a3
02
0.1 -
0 T T 1 ¥ 1 1
0 3 6 9 12 15 18
Time from randamization (months)
# atrisk:
ONIVYDE/S-FU/LV: 117 53 3 1 20 2] 1]
S-FUSLY: 115 73 7 12 7  §
FDA Label

NEGIMMUNE | ECH )



5.2 2gas MES (NIT-110, MSS-CRC)

- Keytrudall NT-I7 H &

2 Al FH| mss-crc 2HX| 13 MZEE 40~50% =7

- mOS= 202330 =2l o ™

Keytruda + NT-I7 H &

Probability of Survival

SITC 2022, NIT-110

NEGIMMUNE

100 g Fe—
90 —

80 -
70=
60 -
50-
40 -
30-
20+
10=

40"‘50%

0

||||||||||||||||
0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64

Weeks

== MSS-CRC - All patients  (25)

= MSS-CRC - Liver metastasis - NO (5)
== ©MSS-CRC - Liver metastasis - YES (20)

22



5.2 FYE 5 SOC H|@ (MSS-CRC)

- 3K O] & 3L+) K| & Al EF K| 2 QI LONSURFE 1E A|E MEE 20~30% ==
(m0S 7.170 &)

LONSURF EH=

Survival Probability

20 - -

‘-‘ —
10 1 Ih “_"-I _____

) | I .-

T T T T T T T T T T T T 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
Months from Randomization
N at Risk:
Lonsurf 534 521 499 459 404 350 294 221 170 137 111 87 64 44 32 23 19 13 7 0
Placebo 266 259 231 198 163 135 107 79 54 47 38 32 24 15 10 9 5 3 3 0

FDA Label

NEGIMMUNEECH -



5.2 22 _SOC Hlu (MSS-CRC)

- o
- 3K} O|AF K| &2 Al EE K| 2 QI STIVARGAE 11 A M oF 25% =& (mOS 6.470 &)
STIVARGA TH=
100 4
— Slivarga ¢+ BSC (N=505)
= = == Placebo + BSC (N=255)
-~ 75 1
®
g 50
H
|- —
9 25.|--------------—L“-
01 L} L] L] L] L] L] ] L]
0 2 4 6 8 10 12 14
Months From Randomization
Patients at Risk
Stivarga + BSC 452 352 187 93 33 7
Placebo + BSC 22 150 75 32 9 3
FDA Label

NEGIMMUNE | ECH
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itedg &
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: : l\ W 4 R *t ‘
0 5km 10km 15km 20km 42.195km

ORR oS

= Of2hE 210
skmO|AM Y =X X}0| 2 12| S1} A| E21]
2L} 42.195km0| M S55X| £5IH E2 0| CIA| 2|+
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ZHE]
-1 3

- KFAM|CH Keytruda9| 92 2 H A T cell activator IL-2
=
H

- T cell amplifier2| 5274 0|

2014 I Keytruda, Opdivo ¢l

T cell
Nektar (IL-2) L/O to BMS Amplifier
BMS and Nektar end cancer drug alliance after two
2018- more clinical trial failures. Mar 2022

2022 Synthorx (IL-2) L/O to Sanofi

In wake of bempeg blowup, Sanofi rethinks $2.5B bet
on IL-2 after midphase efficacy falls short. Oct 2022

T cell

Suppressor
blockade

2022 I Opdualag (anti-Lag-3) ¢! T cell

Activator

NT-I7 (T M= SEX)

2023 - ARS X|2H =257} 71E Y . IL-2 . anti-PD-(L)1
_ S{ISIOL| 2 &7} Q1AL XI Q) . anti-LAG-3

NEGIMMUNE
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Priority Indication: GBM (1L)

Z4d1 « INKEE 2 2 2dS/AAN X 27 7L
8d80| {271 - 7|E HYTE A A 25 A
=2 o THEBEZ A ANYE S7H NT-I72 SO THEE S5A
Fel =24 & =71 o soc(stst/EALM) + NT-I7 £04 > prs I 0s ¢
xH 3 N el P2 B R B N g SN SRS S =y
= ol AF L « A& PI=2| (Mayo clinic2| Dr. Campian &) M =50l Q& F=
WE 214H0] TH5 317t 8
o 0|2 £X| 2 unmethylated GBM, 4E7|7t 137 E 2 HS
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5|7} EEUM. GBM

1. 71552 (AA)

- SOC + NT-I7
- Double blind randomized - PES
- 10 (SOC + Placebo) vs 10 (SOC + NT-17) or
- FDA meeting 0’8 (2023 ZI 0 7d) 2 Ph.3
- FDARt Z[F Z78: AA&BTD O F _ SOC vs SOC + NT-
I7
o R
‘ Registration trial
- Dose escalation study 23

- 2 agEy
- 0s &7 =4 =2l
- opb =9l (FDA)

expansion

- Unmethylated GBM only
- 31 pts

- SOC+ NT-I7only

- PFs,0s 7}

NEGIMMUNE 33



_Priority Indication: PaC (+2L ), MSS-CRC (+3L) i
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27 &E REF HAY e E BEXN 2= 2t YA S4
ZIE 2 98-99%, EH’“ 85-95%/F X| = O =7} LI MSS type
SHobx| S 0| Almf

00

Keytruda & Cf=2| ™

CHEZA QI cold tumor2A & ZEIY THE B
Keytruda + NT-17 H& F0{0f| 2[5 T M| Z S

501 3 A4 2R 4TI 2

I= 2| (MD Anderson2| Dr. Naing
-CRC, PaC 225 socoj 2[5t ME 7|71
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6|7} EEM. paC/MSS-CRC

- Keytruda + NT-I7

- Dose escalation study
AL 22F T
O OO /| O

NEGIMMUNE

2a ‘
=

o 2

1. 7552 (AA)
Keytruda + NT-I7

- ORR/DCR/DOR
- 6ol nHAF, T 135pts - Biomarker
- MSS-CRC 25pts, PaC 25 pts or
> 0S &7t =2 2. Ph.3
> ORR &7} &9l - SOC vs Keytruda + NT-I7
> Liver metastasis ##1d 20l - OS
2a

1b
L

: Registration trial
expansion

C: MSS-CRC 25pts =7}, PaC 25 pts 7}

> 4 HS3 509, 27h 5T A 100'%'%I

Liver metastasis + CF2 H}O|OrH &M Al It
ORR j<7E-I 0:" 1|_=| AHKO J.L=|7|-

FDA meetlng o 2023L=I £ of7d)

FDA2} £

—t

S 8. AA & BTD £
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TIEL Y ol AMHE

Discovery Preclinical
2-3 years 3-5 years

Early-stage licensing

* Discovery - Ph.2a(Proof of concept)
. HHl_E AOI n%oﬂ S oI-

o MM S E S 2 valuation
» 90% O| 22| A2 Hizt T &SIk}

Buy & Kill 758 L&

NEGIMMUNE

Clinical trials Approval
3-7 years

Late-stage licensing
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Upfront fee

Dev. Milestone fee
Sales Milestone fee
Royalty for revenue
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GBM, PaC,
MSS-CRC
OrEHH M Z
Biomarker
(Liver meta)
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% CPIl combo

= NIT-110: Solid tumor, CPl combo Ph.2a final
= NIT-106: Skin cancer, CPl Combo Ph.2
= NIT-109: Gastric cancer, CPl Combo Ph.1

= NIT-119: 1L NSCLC, CPlI Combo Ph.2
Data = NIT-110: Solid tumor, CPl Combo Ph.2a

Read-outs . .
interim

«* CCRT combo
= NIT-107: GBM, CCRT Combo Ph.1/2

+* CAR-T combo
= NIT-112: LBCL, CAR-T Combo Ph.1b final

* Plans are subject to change
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