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PART I. FINANCIAL INFORMATION

Item 1. Financial Statements

NanoViricides, Inc.
Condensed Balance Sheets

       DHFHPbHU 31,        JXQH 30, 
2025 2025

(UQaXGLWHG)
A66E76
CURRENT ASSETS:         

Cash and cash equivalents $ 5,150,580 $ 1,558,564
Prepaid e[penses 145,985 112,146

Total current assets  5,296,565  1,670,710

Propert\ and equipment, net  6,656,439  6,833,891

Intangible assets, net  312,904  317,039

OTHER ASSETS         
Service agreements 1,732 2,445

Total assets $ 12,267,640 $ 8,824,085

LIABILI7IE6 AND 67OCKHOLDER6¶ EQ8I7<         
CURRENT LIABILITIES:         

Accounts pa\able $ 218,313 $ 459,094
Accounts pa\able-related part\  929,232  821,456
Accrued e[penses  48,380  25,969

Total current liabilities  1,195,925  1,306,519

COMMITMENTS AND CONTINGENCIES         

STOCKHOLDERS¶ EQUITY:         
Series A convertible preferred stock, $0.00001 par value, 10,000,000 shares designated,

916,695 and 905,717 shares issued and outstanding, at December 31, 2025 and
June 30, 2025, respectivel\  9 9

Common stock, $0.00001 par value; 150,000,000 shares authori]ed, 21,595,187 and
16,606,832 shares issued and outstanding, at December 31, 2025 and June 30, 2025,
respectivel\  216 166

Additional paid-in capital  163,919,128 156,359,252
Accumulated deficit  (152,847,638) (148,841,861)

Total stockholders¶ equit\  11,071,715 7,517,566

Total liabilities and stockholders¶ equit\ $ 12,267,640 $ 8,824,085

SHH aFFRPSaQ\LQJ QRWHV WR WKH FRQGHQVHG ILQaQFLaO VWaWHPHQWV
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NanoViricides, Inc.
Condensed Statements of Operations

(Unaudited)

FRU WKH TKUHH MRQWKV EQGHG FRU WKH SL[ MRQWKV EQGHG
DHFHPbHU 31, DHFHPbHU 31, 

       2025        2024        2025        2024
OPERATING EXPENSES                 

ReVeaUcK aQd deYeORSPeQW $ 1,118,649 $ 1,156,351 $ 2,111,715 $ 3,089,442
GeQeUaO aQd adPLQLVWUaWLYe  1,114,525 902,700 1,918,144 2,137,443

TRWaO RSeUaWLQJ e[SeQVeV  2,233,174 2,059,051 4,029,859 5,226,885

LOSS FROM OPERATIONS  (2,233,174) (2,059,051) (4,029,859) (5,226,885)

OTHER INCOME (EXPENSE)     
IQWeUeVW LQcRPe  12,455  31,709  24,082  72,732
IQWeUeVW e[SeQVe  ² (149) ² (149)

OWKeU LQcRPe, QeW  12,455 31,560 24,082 72,583

NET LOSS $ (2,220,719) $ (2,027,491) $ (4,005,777) $ (5,154,302)

NeW ORVV SeU cRPPRQ VKaUe- baVLc aQd dLOXWed $ (0.11) $ (0.14) $ (0.22) $ (0.36)

WeLJKWed aYeUaJe cRPPRQ VKaUeV RXWVWaQdLQJ- baVLc aQd
dLOXWed  19,850,080 14,572,042 18,466,253 14,132,159

SHH aFFRPSaQ\LQJ QRWHV WR WKH FRQGHQVHG ILQaQFLaO VWaWHPHQWV
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NanoViricides, Inc.
Condensed Statement of Changes in Stockholders¶ Equit\
For the three and si[ months ended December 31, 2025 

(Unaudited)

Series A Preferred Common SWock:
SWock: Par $0.00001 Par $0.00001

NXmber NXmber AddiWional ToWal
of of Paid-in AccXmXlaWed SWockholders¶

       Shares        AmoXnW        Shares        AmoXnW        CapiWal        DeficiW        EqXiW\

BaOaQce, JXQe 30, 2025  905,717 $ 9 16,606,832 $ 166 $ 156,359,252 $ (148,841,861) $ 7,517,566

PURceedV IURP VaOe RI cRPPRQ VWRcN LQ
cRQQecWLRQ ZLWK eTXLW\ ILQaQcLQJV QeW RI
LVVXaQce cRVWV RI $44,275 ² ² 824,535 9 1,245,310 ² 1,245,319

SeULeV A SUeIeUUed VWRcN LVVXed IRU
ePSOR\ee VWRcN cRPSeQVaWLRQ  10,591 ² ² ² 11,632 ² 11,632

CRPPRQ VWRcN LVVXed IRU cRQVXOWLQJ aQd
OeJaO VeUYLceV UeQdeUed ² ² 117,208 1 173,849 ² 173,850

WaUUaQWV LVVXed WR ScLeQWLILc AdYLVRU\
BRaUd ² ² ² ² 135 ² 135

CRPPRQ VWRcN LVVXed IRU DLUecWRUV IeeV ² ² 7,504 ² 11,250 ² 11,250

NeW ORVV ² ² ² ² ² (1,785,058) (1,785,058)

BaOaQce, SeSWePbeU 30, 2025 916,308 $ 9 17,556,079 $ 176 $ 157,801,428 $ (150,626,919) $ 7,174,694

PURceedV IURP VaOe RI cRPPRQ VWRcN LQ
cRQQecWLRQ ZLWK eTXLW\ ILQaQcLQJV QeW RI
LVVXaQce cRVWV RI $21,965 ² ² 440,453 4 663,798 ² 663,802

SeULeV A SUeIeUUed VWRcN LVVXed IRU
ePSOR\ee VWRcN cRPSeQVaWLRQ 387 ² ² ² 11,584 ² 11,584

PURceedV IURP ReJLVWeUed DLUecW OIIeULQJ
RI cRPPRQ VWRcN aQd ZaUUaQWV QeW RI
IVVXaQce cRVWV RI $596,019 (Vee NRWe 8) 3,571,429 36 5,403,945 5,403,981

CRPPRQ VWRcN LVVXed IRU cRQVXOWLQJ aQd
OeJaO VeUYLceV UeQdeUed ² ² 19,255 ² 27,000 ² 27,000

WaUUaQWV LVVXed WR ScLeQWLILc AdYLVRU\
BRaUd ² ² ² ² 123 ² 123

CRPPRQ VWRcN LVVXed IRU DLUecWRUV IeeV ² ² 7,971 ² 11,250 ² 11,250

NeW ORVV ² ² ² ² ² (2,220,719) (2,220,719)

BaOaQce, DecePbeU 31, 2025 916,695 $ 9 21,595,187 $ 216 $ 163,919,128 $ (152,847,638) $ 11,071,715

SHH aFFRPSaQ\LQJ QRWHV WR WKH ILQaQFLaO VWaWHPHQWV
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NanoViricides, Inc.
Condensed Statement of Changes in Stockholders¶ Equit\

For the si[ months ended December 31, 2024 
(Unaudited)

Series A Preferred Common SWock:
SWock: Par $0.001 Par $0.001

NXmber NXmber AddiWional ToWal
of of Paid-in AccXmXlaWed SWockholders¶

       Shares        AmoXnW        Shares        AmoXnW        CapiWal        DeficiW        EqXiW\
BaOaQce, JXQe 30, 2024 892,625 $ 9 13,144,055 $ 131 $ 150,838,832 $ (139,374,895) $ 11,464,077

PURceedV IURP VaOe RI cRPPRQ VWRcN LQ
cRQQecWLRQ ZLWK eTXLW\ ILQaQcLQJV QeW RI
LVVXaQce cRVWV RI $55,890 ² ² 893,006 9 1,710,129 ² 1,710,138

SeULeV A SUeIeUUed VWRcN LVVXed IRU
ePSOR\ee VWRcN cRPSeQVaWLRQ 10,591 ² ² ² 14,408 ² 14,408

CRPPRQ VWRcN LVVXed IRU cRQVXOWLQJ aQd
OeJaO VeUYLceV UeQdeUed ² ² 19,713 ² 34,500 ² 34,500

WaUUaQWV LVVXed WR ScLeQWLILc AdYLVRU\
BRaUd ² ² ² ² 229 ² 229

CRPPRQ VWRcN LVVXed IRU DLUecWRUV IeeV ² ² 6,039 ² 11,250 ² 11,250

NeW ORVV ² ² ² ² ² (3,126,811) (3,126,811)

BaOaQce, SeSWePbeU 30, 2024 903,216 $ 9 14,062,813 $ 140 $ 152,609,348 $ (142,501,706) $ 10,107,791

PURceedV IURP VaOe RI cRPPRQ VWRcN LQ
cRQQecWLRQ ZLWK eTXLW\ ILQaQcLQJV QeW RI
LVVXaQce cRVWV RI $103,419 ² ² 1,552,654 16 2,253,854 ² 2,253,870

SeULeV A SUeIeUUed VWRcN LVVXed IRU
ePSOR\ee VWRcN cRPSeQVaWLRQ 387 ² ² ² 14,005 ² 14,005

CRPPRQ VWRcN LVVXed IRU cRQVXOWLQJ aQd
OeJaO VeUYLceV UeQdeUed ² ² 18,470 ² 27,000 ² 27,000

WaUUaQWV LVVXed WR ScLeQWLILc AdYLVRU\
BRaUd ² ² ² ² 154 ² 154

CRPPRQ VWRcN LVVXed IRU DLUecWRUV IeeV ² ² 7,674 ² 11,250 ² 11,250

NeW ORVV ² ² ² ² ² (2,027,491) (2,027,491)

BaOaQce, DecePbeU 31, 2024 903,603 $ 9 15,641,611 $ 156 $ 154,915,611 $ (144,529,197) $ 10,386,579

SHH aFFRPSaQ\LQJ QRWHV WR WKH ILQaQFLaO VWaWHPHQWV
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NanoViricides, Inc.
Condensed Statements of Cash FloZs

(Unaudited)

FRU WKH SL[ MRQWKV EQGHG
DHFHPbHU 31, DHFHPbHU 31, 

       2025        2024
CASH FLOWS FROM OPERATING ACTIVITIES:
NeW ORVV $ (4,005,777) $ (5,154,302)

AdMXVWPeQWV WR UecRQcLOe QeW ORVV WR QeW caVK XVed LQ RSeUaWLQJ acWLYLWLeV:  
PUefeUUed VWRcN LVVXed aV cRPSeQVaWLRQ  23,216 28,413
CRPPRQ VWRcN LVVXed aV cRPSeQVaWLRQ aQd fRU VeUYLceV  223,350 84,000
WaUUaQWV JUaQWed WR ScLeQWLfLc AdYLVRU\ BRaUd 258 383
DeSUecLaWLRQ  261,768 387,362
APRUWL]aWLRQ 4,135 4,134

CKaQJeV LQ RSeUaWLQJ aVVeWV aQd OLabLOLWLeV:   
PUeSaLd e[SeQVeV  (33,839) 58,935
OWKeU aVVeWV  713 8,817
AccRXQWV Sa\abOe  (240,781) (124,413)
AccRXQWV Sa\abOe - UeOaWed SaUW\  107,776 146,744
AccUXed e[SeQVeV  15,669 (225,881)

NET CASH USED IN OPERATING ACTIVITIES  (3,643,512) (4,785,808)

CASH FLOWS FROM INVESTING ACTIVITIES:
PXUcKaVe Rf SURSeUW\ aQd eTXLSPeQW (84,316) (46,764)

NET CASH USED IN INVESTING ACTIVITIES (84,316) (46,764)

CASH FLOWS FROM FINANCING ACTIVITIES:      
NeW SURceedV fURP VaOe Rf cRPPRQ VWRcN, QeW Rf LVVXaQce cRVWV 1,909,121 3,992,846
NeW SURceedV fURP VaOe Rf cRPPRQ VWRcN aQd cRPPRQ VWRcN ZaUUaQWV, QeW Rf
LVVXaQce cRVWV 5,410,723 ²

NET CASH PROVIDED BY FINANCING ACTIVITIES 7,319,844 3,992,846

NET CHANGE IN CASH AND CASH EQUIVALENTS  3,592,016 (839,726)
CaVK aQd caVK eTXLYaOeQWV aW beJLQQLQJ Rf SeULRd  1,558,564  4,797,778
CaVK aQd caVK eTXLYaOeQWV aW eQd Rf SeULRd $ 5,150,580 $ 3,958,052
SUPPLEMENTAL DISCLOSURE OF CASH FLOWS INFORMATION:
NON-CASH INVESTING AND FINANCING ACTIVITIES

CRVW UeOaWed WR VaOeV Rf VecXULWLeV QRW SaLd $ 6,742 $ 28,838

SHH aFFRPSaQ\LQJ QRWHV WR WKH FRQGHQVHG ILQaQFLaO VWaWHPHQWV
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NANOVIRICIDES, INC.
December 31, 2025

NOTES TO THE CONDENSED FINANCIAL STATEMENTS
(Unaudited)

Note 1 ± Organi]ation and Nature of Business

NaQRVLULcLdeV, IQc. (WKe ³CRPSaQ\´) LV a cOLQLcaO VWaJe QaQR-bLRSKaUPaceXWLcaO cRPSaQ\ VSecLaOL]LQJ LQ WKe dLVcRYeU\,
deYeORSPeQW, aQd cRPPeUcLaOL]aWLRQ Rf dUXJV WR cRPbaW YLUaO LQfecWLRQV XVLQJ LWV XQLTXe aQd QRYeO QaQRPedLcLQeV
WecKQRORJ\ SOaWfRUP. TKe CRPSaQ\¶V SOaWfRUP LV baVed RQ KRVW-PLPLcU\, aQd WKeUeb\ KaV XQLTXeO\ eQabOed
deYeORSPeQW Rf bURad-VSecWUXP aQWLYLUaO dUXJV WKaW WKe YLUXVeV ZRXOd be XQabOe WR eVcaSe, a cULWLcaO XQPeW Qeed LQ
aQWLYLUaO WKeUaSeXWLcV. NaQRVLULcLdeV SRVVeVVeV LWV RZQ facLOLW\ WKaW VXSSRUWV UeVeaUcK aQd deYeORSPeQW aQd dUXJ
dLVcRYeU\, dUXJ caQdLdaWe RSWLPL]aWLRQ, cGMP-cRPSOLaQW dUXJ VXbVWaQce PaQXfacWXULQJ, cGMP-cRPSOLaQW
PaQXfacWXULQJ aQd SacNaJLQJ Rf dUXJ SURdXcWV fRU KXPaQ cOLQLcaO WULaOV, aQd eaUO\ cRPPeUcLaOL]aWLRQ. TKe CRPSaQ\
KaV VeYeUaO dUXJV LQ YaULRXV VWaJeV Rf deYeORSPeQW.

NaQRVLULcLdeV, IQc. LV dRPLcLOed XQdeU WKe OaZV Rf WKe SWaWe Rf DeOaZaUe, ZLWK LWV SULQcLSaO RSeUaWLRQV ORcaWed LQ WKe
SWaWe Rf CRQQecWLcXW. TKe CRPSaQ\¶V fLVcaO \eaU beJLQV RQ JXO\ 1VW aQd eQdV RQ WKe Qe[W JXQe 30WK Rf WKe caOeQdaU \eaU.
TKe CRPSaQ\ RSeUaWeV LQ RQe UeSRUWabOe bXVLQeVV VeJPeQW.
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Note 2 ± Liquidit\ and Going Concern

TKe CRPSaQ\¶V cRQdeQVed fLQaQcLaO VWaWePeQWV KaYe beeQ SUeSaUed aVVXPLQJ WKaW LW ZLOO cRQWLQXe aV a JRLQJ cRQceUQ,
ZKLcK cRQWePSOaWeV cRQWLQXLW\ Rf RSeUaWLRQV, UeaOL]aWLRQ Rf aVVeWV aQd OLTXLdaWLRQ Rf OLabLOLWLeV LQ WKe QRUPaO cRXUVe Rf
bXVLQeVV. AV UefOecWed LQ WKe cRQdeQVed fLQaQcLaO VWaWePeQWV, WKe CRPSaQ\ KaV aQ accXPXOaWed defLcLW aW DecePbeU 31,
2025 Rf aSSUR[LPaWeO\ $152.8 PLOOLRQ aQd a QeW ORVV Rf aSSUR[LPaWeO\ $4.0 PLOOLRQ aQd QeW caVK XVed LQ RSeUaWLQJ
acWLYLWLeV Rf aSSUR[LPaWeO\ $3.6 PLOOLRQ fRU WKe VL[ PRQWKV WKeQ eQded. IQ addLWLRQ, WKe CRPSaQ\ KaV QRW JeQeUaWed aQ\
UeYeQXeV aQd QR UeYeQXeV aUe aQWLcLSaWed LQ WKe fRUeVeeabOe fXWXUe. SLQce Ma\ 2005, WKe CRPSaQ\ KaV beeQ eQJaJed
e[cOXVLYeO\ LQ UeVeaUcK aQd deYeORSPeQW acWLYLWLeV fRcXVed RQ deYeORSLQJ WaUJeWed aQWLYLUaO dUXJV. TKe CRPSaQ\ KaV
QRW \eW cRPPeQced aQ\ SURdXcW cRPPeUcLaOL]aWLRQ. SXcK ORVVeV aUe e[SecWed WR cRQWLQXe fRU WKe fRUeVeeabOe fXWXUe aQd
XQWLO VXcK WLPe, Lf eYeU, aV WKe CRPSaQ\ LV abOe WR aWWaLQ VaOeV OeYeOV VXffLcLeQW WR VXSSRUW LWV RSeUaWLRQV. TKeUe caQ be QR
aVVXUaQce WKaW WKe CRPSaQ\ ZLOO acKLeYe RU PaLQWaLQ SURfLWabLOLW\ LQ WKe fXWXUe.

AV Rf DecePbeU 31, 2025, WKe CRPSaQ\ Kad aYaLOabOe caVK aQd caVK eTXLYaOeQWV Rf aSSUR[LPaWeO\ $5.2 PLOOLRQ. TKe
CRPSaQ\¶V OLabLOLWLeV aW DecePbeU 31, 2025 ZeUe aSSUR[LPaWeO\ $1.2 PLOOLRQ LQcOXdLQJ accRXQWV Sa\abOe Rf
aSSUR[LPaWeO\ $218,000 Sa\abOe WR WKLUd SaUWLeV, accRXQWV Sa\abOe WR UeOaWed SaUWLeV Rf aSSUR[LPaWeO\ $929,000, aQd
accUXed e[SeQVeV Rf aSSUR[LPaWeO\ $48,000. MaQaJePeQW beOLeYeV WKaW WKe CRPSaQ\¶V caVK aQd caVK eTXLYaOeQWV
baOaQce Rf aSSUR[LPaWeO\ $5.2 PLOOLRQ, aQd WKe CRPSaQ\¶V e[LVWLQJ UeVRXUceV, LQcOXdLQJ aYaLOabLOLW\ XQdeU LWV $3
PLOOLRQ OLQe Rf cUedLW ZLOO QRW be VXffLcLeQW WR fXQd WKe CRPSaQ\¶V SOaQQed RSeUaWLRQV aQd e[SeQdLWXUeV fRU aW OeaVW 12
PRQWKV fURP WKe daWe Rf WKe fLOLQJ Rf WKLV FRUP 10-Q. AV a UeVXOW, VXbVWaQWLaO dRXbW e[LVWV abRXW WKe CRPSaQ\¶V abLOLW\
WR cRQWLQXe aV a JRLQJ cRQceUQ.

DXULQJ WKe WKUee PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\ UaLVed caSLWaO ZRUWK aSSUR[LPaWeO\ $664,000, QeW Rf
RffeULQJ e[SeQVeV, fURP ATM VaOeV Rf RXU cRPPRQ VWRcN dXULQJ WKe cXUUeQW SeULRd fURP OcWRbeU 1, 2025 WKURXJK
DecePbeU 31, 2025. AddLWLRQaOO\, Ze VXcceVVfXOO\ UaLVed caSLWaO ZRUWK aSSUR[LPaWeO\ $5.4 PLOOLRQ QeW Rf e[SeQVeV LQ a
ReJLVWeUed DLUecW OffeULQJ Rf cRPPRQ VWRcN, aQd a PULYaWe POacePeQW Rf SeULeV A 2-\eaU aQd SeULeV B 5.5 \eaU cRPPRQ
VWRcN ZaUUaQWV, e[eUcLVabOe LQWR cRPPRQ VWRcN aW $1.75 aQd $2.00, UeVSecWLYeO\, fURP a VLQJOe LQYeVWRU.

TKe abLOLW\ Rf WKe CRPSaQ\ WR cRQWLQXe aV a JRLQJ cRQceUQ LV deSeQdeQW XSRQ cRQWUROOLQJ LWV RYeUaOO e[SeQVeV aQd
LdeQWLf\LQJ aQd VecXULQJ addLWLRQaO fLQaQcLQJ.

TKe CRPSaQ\ beOLeYeV WKaW LW KaV VeYeUaO LPSRUWaQW PLOeVWRQeV, bXLOdLQJ RQ WKe VXcceVVfXO PKaVe Ia/Ib KXPaQ cOLQLcaO
WULaO fRU WKe CRPSaQ\¶V bURad-VSecWUXP, aQWLYLUaO dUXJ NV-387 aV deVcULbed eOVeZKeUe, ZLWK fXUWKeU SURJUeVV Rf NV-387
LQWR PKaVe II cOLQLcaO WULaOV. TKe CRPSaQ\ LV aQWLcLSaWLQJ WKe PKaVe Ia/Ib cOLQLcaO VWXd\ UeSRUW (fLQaO UeSRUW RU CSR) WR be
VXbPLWWed VRRQ. TKe CRPSaQ\ SOaQV RQ VXbPLWWLQJ WKe CSR WR WKe UeJXOaWRU\ aXWKRULWLeV LQ IQdLa, ZKLcK ZRXOd be a
VLJQLfLcaQW PLOeVWRQe LQ WKe UeJXOaWRU\ SURJUeVV Rf NV-387.
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AddLWLRQaO PLOeVWRQeV LQcOXde WKe VWaUW Rf PKaVe II cOLQLcaO WULaO Rf NV-387 aV WUeaWPeQW fRU MPR[, e[ecXWLRQ Rf WKe
PKaVe II cOLQLcaO WULaO aQd aWWeQdaQW WRS-OLQe UeadRXW, aQd WKe aQWLcLSaWed VXcceVVfXO cRPSOeWLRQ Rf WKe cOLQLcaO WULaO. TKe
CRPSaQ\ aQWLcLSaWeV WKaW LWV PKaVe II cOLQLcaO WULaO ZLOO be VXcceVVfXO LQ dePRQVWUaWLQJ WKaW NV-387 LV effecWLYe aQd Vafe
LQ WKe WUeaWPeQW Rf MPR[ LQfecWLRQ, baVed RQ WKe NQRZQ VafeW\ Rf NV-387 LQ bRWK aQLPaO VWXdLeV aQd WKe RbVeUYaWLRQV LQ
PKaVe I KXPaQ cOLQLcaO WULaO, aQd WKe acWLYLW\ Rf NV-387 aJaLQVW OeWKaO RUWKRSR[YLUXV LQfecWLRQ LQ aQLPaO PRdeOV WKaW
VLPXOaWe WKe deUPaO WUaQVfeU Rf LQfecWLRQ aV ZeOO aV dLUecW OXQJ LQfecWLRQ.

MaQaJePeQW beOLeYeV WKaW aV WKeVe YaULRXV PLOeVWRQeV aUe acKLeYed, WKe CRPSaQ\ ZRXOd OLNeO\ e[SeULeQce
LPSURYePeQW LQ WKe OLTXLdLW\ Rf WKe CRPSaQ\¶V VWRcN, aQd VXcK LPSURYePeQW, Lf aQ\, ZRXOd eQKaQce WKe CRPSaQ\¶V
abLOLW\ WR UaLVe fXQdV RQ WKe SXbOLc PaUNeWV aW WeUPV WKaW Pa\ be faYRUabOe WR WKe WeUPV RffeUed aW SUeVeQW.

MaQaJePeQW LV acWLYeO\ e[SORULQJ addLWLRQaO UeTXLUed fXQdLQJ WKURXJK QRQ-dLOXWLYe JUaQWV aQd cRQWUacWV, SaUWQeULQJ, aV
ZeOO aV debW RU eTXLW\ fLQaQcLQJ SXUVXaQW WR LWV SOaQ. TKeUe LV QR aVVXUaQce WKaW Ze ZLOO be VXcceVVfXO LQ RbWaLQLQJ
VXffLcLeQW fLQaQcLQJ RQ WeUPV acceSWabOe WR XV WR fXQd cRQWLQXLQJ RSeUaWLRQV.

MaQaJePeQW beOLeYeV WKaW LW KaV RQ-JRLQJ acceVV WR WKe caSLWaO PaUNeWV LQcOXdLQJ WKe ³AW-TKe-MaUNeW´ (ATM)
aJUeePeQW ZLWK D. BRUaO CaSLWaO, WKe SaOeV AJeQW.

TKeUe caQ be QR aVVXUaQce WKaW WKe CRPSaQ\¶V SOaQV ZLOO QRW cKaQJe RU WKaW cKaQJed cLUcXPVWaQceV ZLOO QRW UeVXOW LQ WKe
deSOeWLRQ Rf LWV caSLWaO UeVRXUceV PRUe UaSLdO\ WKaQ LW cXUUeQWO\ aQWLcLSaWeV. TKe CRPSaQ\ ZLOO Qeed WR UaLVe addLWLRQaO
caSLWaO WR fXQd LWV ORQJ-WeUP RSeUaWLRQV aQd UeVeaUcK aQd deYeORSPeQW SOaQV LQcOXdLQJ KXPaQ cOLQLcaO WULaOV fRU LWV
YaULRXV dUXJ caQdLdaWeV XQWLO LW JeQeUaWeV UeYeQXe WKaW UeacKeV a OeYeO VXffLcLeQW WR SURYLde VeOf-VXVWaLQLQJ caVK fORZV.
TKeUe caQ be QR aVVXUaQce WKaW WKe CRPSaQ\ ZLOO be abOe WR UaLVe WKe QeceVVaU\ caSLWaO RU WKaW LW ZLOO be RQ acceSWabOe
WeUPV. TKe accRPSaQ\LQJ fLQaQcLaO VWaWePeQWV dR QRW LQcOXde aQ\ adMXVWPeQWV WKaW Pa\ UeVXOW fURP WKe RXWcRPe Rf VXcK
XQLdeQWLfLed XQceUWaLQWLeV.

Note 3 - Summar\ of Significant Accounting Policies

BaVLV RI PUHVHQWaWLRQ ± IQWHULP FLQaQFLaO IQIRUPaWLRQ

TKe accRPSaQ\LQJ XQaXdLWed LQWeULP cRQdeQVed fLQaQcLaO VWaWePeQWV aQd UeOaWed QRWeV KaYe beeQ SUeSaUed LQ
accRUdaQce ZLWK accRXQWLQJ SULQcLSOeV JeQeUaOO\ acceSWed LQ WKe UQLWed SWaWeV Rf APeULca (³U.S. GAAP´) fRU LQWeULP
fLQaQcLaO LQfRUPaWLRQ aQd ZLWK WKe LQVWUXcWLRQV WR FRUP 10-Q aQd AUWLcOe 10 Rf ReJXOaWLRQ S-X Rf WKe SecXULWLeV aQd
E[cKaQJe CRPPLVVLRQ fRU IQWeULP ReSRUWLQJ. AccRUdLQJO\, WKe\ dR QRW LQcOXde aOO Rf WKe LQfRUPaWLRQ aQd fRRWQRWeV
UeTXLUed b\ U.S. GAAP fRU cRPSOeWe cRQdeQVed fLQaQcLaO VWaWePeQWV. TKe XQaXdLWed LQWeULP cRQdeQVed fLQaQcLaO
VWaWePeQWV fXUQLVKed UefOecW aOO adMXVWPeQWV (cRQVLVWLQJ Rf QRUPaO UecXUULQJ accUXaOV) WKaW aUe, LQ WKe RSLQLRQ Rf
PaQaJePeQW, cRQVLdeUed QeceVVaU\ fRU a faLU SUeVeQWaWLRQ Rf WKe UeVXOWV fRU WKe LQWeULP SeULRdV SUeVeQWed. IQWeULP UeVXOWV
aUe QRW QeceVVaULO\ LQdLcaWLYe Rf WKe UeVXOWV fRU WKe fXOO \eaU. TKe accRPSaQ\LQJ cRQdeQVed fLQaQcLaO VWaWePeQWV aQd WKe
LQfRUPaWLRQ LQcOXded XQdeU IWeP 2 (beORZ) MaQaJePeQW¶V DLVcXVVLRQ aQd AQaO\VLV Rf FLQaQcLaO CRQdLWLRQ aQd ReVXOWV
Rf OSeUaWLRQV VKRXOd be Uead LQ cRQMXQcWLRQ ZLWK WKe CRPSaQ\¶V aXdLWed fLQaQcLaO VWaWePeQWV aQd UeOaWed QRWeV LQcOXded
LQ WKe CRPSaQ\¶V FRUP 10-K fRU WKe fLVcaO \eaU eQded JXQe 30, 2025 fLOed ZLWK WKe SEC RQ SeSWePbeU 29, 2025.

TKe JXQe 30, 2025 \eaU-eQd baOaQce VKeeW daWa LQ WKe accRPSaQ\LQJ LQWeULP cRQdeQVed fLQaQcLaO VWaWePeQWV ZaV
deULYed fURP WKe aXdLWed fLQaQcLaO VWaWePeQWV.

FRU a VXPPaU\ Rf VLJQLfLcaQW accRXQWLQJ SROLcLeV, Vee WKe CRPSaQ\¶V AQQXaO ReSRUW RQ FRUP 10-K fRU WKe fLVcaO \eaU
eQded JXQe 30, 2025 fLOed RQ SeSWePbeU 29, 2025.

NHW LRVV SHU CRPPRQ SKaUH

BaVLc QeW ORVV SeU cRPPRQ VKaUe LV cRPSXWed b\ dLYLdLQJ QeW ORVV b\ WKe ZeLJKWed aYeUaJe QXPbeU Rf VKaUeV Rf
cRPPRQ VWRcN RXWVWaQdLQJ dXULQJ WKe SeULRd. DLOXWed QeW ORVV SeU cRPPRQ VKaUe LV cRPSXWed b\ dLYLdLQJ QeW ORVV b\
WKe ZeLJKWed aYeUaJe QXPbeU Rf VKaUeV Rf cRPPRQ VWRcN aQd SRWeQWLaOO\ RXWVWaQdLQJ VKaUeV Rf cRPPRQ VWRcN dXULQJ
WKe SeULRd WR UefOecW WKe SRWeQWLaO dLOXWLRQ WKaW cRXOd RccXU fURP cRPPRQ VKaUeV LVVXabOe WKURXJK VWRcN RSWLRQV,
ZaUUaQWV aQd cRQYeUWLbOe SUefeUUed VWRcN.
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CeUWaLQ ZaUUaQWV LVVXed LQ NRYePbeU 2025, aV PRUe fXOO\ deVcULbed LQ NRWe 8, SaUWLcLSaWe RQ a RQe-fRU-RQe baVLV ZLWK
cRPPRQ VWRcN LQ WKe dLVWULbXWLRQ Rf dLYLdeQdV, Lf aQd ZKeQ decOaUed b\ WKe BRaUd Rf DLUecWRUV, RQ WKe CRPSaQ\¶V
cRPPRQ VWRcN. FRU SXUSRVeV Rf
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cRPSXWLQJ eaUQLQJV SeU VKaUe (³EPS´), WKeVe ZaUUaQWV aUe cRQVLdeUed WR SaUWLcLSaWe ZLWK cRPPRQ VWRcN LQ eaUQLQJV Rf
WKe CRPSaQ\. TKeUefRUe, WKe CRPSaQ\ caOcXOaWeV baVLc aQd dLOXWed EPS XVLQJ WKe WZR-cOaVV PeWKRd. UQdeU WKe WZR-
cOaVV PeWKRd, QeW LQcRPe fRU WKe SeULRd LV aOORcaWed beWZeeQ cRPPRQ VWRcNKROdeUV aQd SaUWLcLSaWLQJ VecXULWLeV
accRUdLQJ WR dLYLdeQdV decOaUed aQd SaUWLcLSaWLRQ ULJKWV LQ XQdLVWULbXWed eaUQLQJV. NR LQcRPe ZaV aOORcaWed WR WKe
ZaUUaQWV fRU WKe WKUee- aQd VL[-PRQWK SeULRdV eQded DecePbeU 31, 2025, aV UeVXOWV Rf RSeUaWLRQV ZeUe a ORVV fRU WKe
SeULRdV.

TKe fROORZLQJ WabOe VKRZV WKe QXPbeU Rf RXWVWaQdLQJ SRWeQWLaOO\ dLOXWLYe cRPPRQ VKaUeV e[cOXded fURP WKe dLOXWed QeW
ORVV SeU cRPPRQ VKaUe caOcXOaWLRQ, aV WKe\ ZeUe aQWL-dLOXWLYe:

PRWHQWLaOO\ OXWVWaQGLQJ DLOXWLYH CRPPRQ SKaUHV
FRU WKH FRU WKH FRU WKH FRU WKH

TKUHH MRQWKV TKUHH MRQWKV SL[ MRQWKV SL[ MRQWKV
EQGHG EQGHG EQGHG EQGHG

       DHFHPbHU 31, 2025       DHFHPbHU 31, 2024       DHFHPbHU 31, 2025       DHFHPbHU 31, 2024
Warrants  5,148 6,290 5,148 6,290
Warrants (Participating Securities) 7,142,858 ² 7,142,858 ²

Total Warrants 7,148,006 6,290 7,148,006 6,290

Series A Preferred shares

TKe CRPSaQ\ KaV 916,695 VKaUeV Rf SeULeV A SUefeUUed VWRcN RXWVWaQdLQJ aV Rf DecePbeU 31, 2025. OQO\ LQ WKe eYeQW
Rf a ³cKaQJe Rf cRQWURO´ Rf WKe CRPSaQ\ LV eacK SeULeV A SUefeUUed VKaUe cRQYeUWLbOe WR 3.5 VKaUeV Rf LWV QeZ cRPPRQ
VWRcN. A ³cKaQJe Rf cRQWURO´ LV defLQed aV aQ eYeQW LQ ZKLcK WKe CRPSaQ\¶V VKaUeKROdeUV becRPe 60% RU OeVV RZQeUV Rf
a QeZ eQWLW\ aV a UeVXOW Rf a cKaQJe Rf RZQeUVKLS, PeUJeU RU acTXLVLWLRQ Rf WKe CRPSaQ\ RU WKe CRPSaQ\¶V LQWeOOecWXaO
SURSeUW\. IQ WKe abVeQce Rf a cKaQJe Rf cRQWURO eYeQW, WKe SeULeV A SUefeUUed VWRcN LV QRW cRQYeUWLbOe LQWR cRPPRQ VWRcN,
aQd dReV QRW caUU\ aQ\ dLYLdeQd ULJKWV RU aQ\ RWKeU fLQaQcLaO effecWV. AW DecePbeU 31, 2025, WKe QXPbeU Rf SRWeQWLaOO\
dLOXWLYe VKaUeV Rf WKe CRPSaQ\¶V cRPPRQ VWRcN LQWR ZKLcK WKeVe SeULeV A SUefeUUed VKaUeV caQ be cRQYeUWed LQWR LV
3,208,433, aQd LV QRW LQcOXded LQ dLOXWed eaUQLQJV SeU VKaUe VLQce WKe VKaUeV aUe cRQWLQJeQWO\ cRQYeUWLbOe RQO\ XSRQ a
cKaQJe Rf cRQWURO.
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RHFHQWO\ IVVXHG AFFRXQWLQJ PURQRXQFHPHQWV

TKe CRPSaQ\ cRQVLdeUV WKe aSSOLcabLOLW\ aQd IPSacW Rf aOO AccRXQWLQJ SWaQdaUd USdaWeV (³ASU¶V´). ASU¶V QRW
dLVcXVVed beORZ ZeUe aVVeVVed aQd deWeUPLQed WR be eLWKeU QRW aSSOLcabOe RU aUe e[SecWed WR KaYe PLQLPaO LPSacW RQ
WKe CRPSaQ\¶V fLQaQcLaO VWaWePeQWV.

ASU 2024-03, IQcRPe SWaWePeQW²ReSRUWLQJ CRPSUeKeQVLYe IQcRPe²E[SeQVe DLVaJJUeJaWLRQ DLVcORVXUeV (SXbWRSLc
220-40): DLVaJJUeJaWLRQ Rf IQcRPe SWaWePeQW E[SeQVeV, ZKLcK UeTXLUeV SXbOLc bXVLQeVV eQWLWLeV (PBEV) WR dLVcORVe, LQ
LQWeULP aQd aQQXaO UeSRUWLQJ SeULRdV, addLWLRQaO LQfRUPaWLRQ abRXW ceUWaLQ e[SeQVeV LQ WKe QRWeV WR fLQaQcLaO VWaWePeQWV.
TKe UeTXLUePeQWV Rf ASU 2024-03 aSSO\ WR aOO SXbOLc bXVLQeVV eQWLWLeV. TKe ASU UeTXLUeV dLVaJJUeJaWed dLVcORVXUe Rf
LQcRPe VWaWePeQW e[SeQVeV fRU SXbOLc bXVLQeVV eQWLWLeV (PBEV). TKe ASU dReV QRW cKaQJe WKe e[SeQVe caSWLRQV aQ
eQWLW\ SUeVeQWV RQ WKe face Rf WKe LQcRPe VWaWePeQW; UaWKeU, LW UeTXLUeV dLVaJJUeJaWLRQ Rf ceUWaLQ e[SeQVe caSWLRQV LQWR
VSecLfLed caWeJRULeV LQ dLVcORVXUeV ZLWKLQ WKe fRRWQRWeV WR WKe fLQaQcLaO VWaWePeQWV. ASU 2024-03 LV effecWLYe fRU aOO
PBEV fRU fLVcaO \eaUV beJLQQLQJ afWeU DecePbeU 15, 2026, aQd LQWeULP SeULRdV ZLWKLQ fLVcaO \eaUV beJLQQLQJ afWeU
DecePbeU 15, 2027. EaUO\ adRSWLRQ LV SeUPLWWed. WKLOe WKe CRPSaQ\ LV cXUUeQWO\ eYaOXaWLQJ WKe adRSWLRQ LPSacW Rf WKLV
ASU RQ LWV fLQaQcLaO VWaWePeQWV, WKe SUeOLPLQaU\ aVVeVVPeQW LV WKaW WKe adRSWLRQ Rf WKLV VWaQdaUd LV QRW e[SecWed WR KaYe
a PaWeULaO effecW RQ WKe CRPSaQ\¶V fLQaQcLaO VWaWePeQWV aQd WKe CRPSaQ\¶V dLVcORVXUeV.

RHFHQWO\ AGRSWHG AFFRXQWLQJ SWaQGaUGV

Segment and geographic information

TKe CRPSaQ\ adRSWed ASU 2023-07, SeJPeQW ReSRUWLQJ (TRSLc 280) ± IPSURYePeQWV WR ReSRUWabOe SeJPeQW
DLVcORVXUeV, aV Rf JaQXaU\ 1, 2024. TKLV ASU UeTXLUeV dLVcORVXUe Rf VLJQLfLcaQW VeJPeQW e[SeQVeV WKaW aUe UeJXOaUO\
SURYLded WR WKe cKLef RSeUaWLQJ decLVLRQ PaNeU (³CODM´), aQ aPRXQW fRU RWKeU VeJPeQW LWePV b\ UeSRUWabOe VeJPeQW
ZLWK a deVcULSWLRQ Rf LWV cRPSRVLWLRQ, aQd dLVcORVXUe Rf WKe WLWOe aQd SRVLWLRQ Rf WKe CODM.
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OSeUaWLQJ VeJPeQWV aUe defLQed aV cRPSRQeQWV Rf aQ eQWeUSULVe abRXW ZKLcK VeSaUaWe dLVcUeWe LQfRUPaWLRQ LV aYaLOabOe
fRU eYaOXaWLRQ b\ WKe CODM, RU decLVLRQ PaNLQJ JURXS, LQ decLdLQJ KRZ WR aOORcaWe UeVRXUceV LQ aVVeVVLQJ
SeUfRUPaQce. TKe CRPSaQ\ KaV RQe UeSRUWabOe VeJPeQW: OLfe VcLeQce. TKe OLfe VcLeQce VeJPeQW cRQVLVWV Rf WKe
deYeORSPeQW Rf cOLQLcaO aQd SUecOLQLcaO SURdXcW caQdLdaWeV fRU WKe deYeORSPeQW Rf WKe CRPSaQ\¶V SURSULeWaU\ aQWL-YLUaO
WKeUaSLeV. TKe CRPSaQ\¶V CODM LV WKe PUeVLdeQW aQd E[ecXWLYe CKaLUPaQ Rf WKe BRaUd Rf DLUecWRUV.

SeJPeQW UeYeQXe, SURfLW RU ORVV, VLJQLfLcaQW VeJPeQW e[SeQVeV aQd RWKeU VeJPeQW LWePV - TKe accRXQWLQJ SROLcLeV Rf WKe
CRPSaQ\¶V VLQJOe RSeUaWLQJ aQd UeSRUWabOe VeJPeQW aUe WKe VaPe aV WKRVe deVcULbed LQ WKLV SXPPaU\ Rf SLJQLfLcaQW
AccRXQWLQJ PROLcLeV. TKe CRPSaQ\¶V PeWKRd fRU PeaVXULQJ VeJPeQW SURfLWabLOLW\ LQcOXdeV QeW LQcRPe (ORVV), ZKLcK WKe
CODM XVeV WR aVVeVV SeUfRUPaQce aQd PaNe decLVLRQV fRU UeVRXUce aOORcaWLRQ, cRQVLVWeQW ZLWK WKe PeaVXUePeQW
SULQcLSaOV fRU QeW LQcRPe (ORVV) aV UeSRUWed RQ WKe CRPSaQ\¶V VWaWePeQW Rf RSeUaWLRQV. TKe VLJQLfLcaQW e[SeQVeV
UeJXOaUO\ UeYLeZed b\ WKe CODM aUe cRQVLVWeQW ZLWK WKRVe UeSRUWed RQ WKe CRPSaQ\¶V VWaWePeQW Rf RSeUaWLRQV, aQd
e[SeQVeV aUe QRW UeJXOaUO\ UeYLeZed RQ a PRUe dLVaJJUeJaWed baVLV fRU SXUSRVeV Rf aVVeVVLQJ VeJPeQW SeUfRUPaQce aQd
decLdLQJ KRZ WR aOORcaWe UeVRXUceV.

ImproYements to Income Ta[ Disclosures

IQ DecePbeU 2023, WKe FASB LVVXed ASU 2023-09, ³IPSURYePeQWV WR Ta[ DLVcORVXUeV´ (TRSLc 740). TKe QeZ JXLdaQce
LV LQWeQded WR eQKaQce WKe WUaQVSaUeQc\ aQd decLVLRQ XVefXOQeVV Rf LQcRPe Wa[ dLVcORVXUeV WKURXJK cKaQJeV WR WKe UaWe
UecRQcLOLaWLRQ aQd WKe LQcRPe Wa[eV SaLd LQfRUPaWLRQ dLVcORVed. TKe ASU LV effecWLYe UeWURVSecWLYeO\ fRU fLVcaO \eaUV
beJLQQLQJ afWeU DecePbeU 15, 2024, ZLWK eaUO\ adRSWLRQ SeUPLWWed. TKe CRPSaQ\ adRSWed WKLV ASU aV Rf JXO\ 1, 2025
aQd WKe LPSacW RQ WKe fLQaQcLaO VWaWePeQWV LV QRW PaWeULaO, be\RQd ceUWaLQ e[SaQded dLVcORVXUe.

Note 4 - Related Part\ Transactions

RHOaWHG PaUWLHV

ReOaWed SaUWLeV ZLWK ZKRP WKe CRPSaQ\ Kad WUaQVacWLRQV aUe:

RHOaWHG PaUWLHV        RHOaWLRQVKLS
DU. AQLO DLZaQ CKaLUPaQ, PUeVLdeQW, CEO, VLJQLfLcaQW VWRcNKROdeU WKURXJK TKeUaCRXU, aQd DLUecWRU

TKeUaCRXU PKaUPa,
IQc. (³TKeUaCRXU´) AQ eQWLW\ RZQed aQd cRQWUROOed b\ DU. AQLO DLZaQ

KaUYeeU MedLWecK,
PYW., LWd (³KMPL´) AQ eQWLW\ Rf ZKLcK DU. AQLO DLZaQ LV a SaVVLYe LQYeVWRU aQd adYLVRU ZLWKRXW RSeUaWLQJ cRQWURO.

FRU WKH WKUHH PRQWKV HQGHG FRU WKH VL[ PRQWKV HQGHG
       DHFHPbHU 31,        DHFHPbHU 31,        DHFHPbHU 31,        DHFHPbHU 31, 

2025 2024 2025 2024
PURSHUW\ aQG ETXLSPHQW  

DXULQJ WKe UeSRUWLQJ SeULRd, TKeUaCRXU acTXLUed SURSeUW\ aQd
eTXLSPeQW RQ beKaOf Rf WKe CRPSaQ\ fURP WKLUd SaUW\
YeQdRUV aQd WUaQVfeUUed VXcK SURSeUW\ aQd eTXLSPeQW, aW cRVW,
WR WKe CRPSaQ\ $ ² $ ² $ 6,250 $ 46,765
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AV RI
DHFHPbHU 31, JXQH 30, 

       2025        2025
AFFRXQWV Pa\abOH ± RHOaWHG PaUW\-TKHUaCRXU

PXUVXaQW WR aQ E[cOXVLYe LLceQVe AJUeePeQW ZLWK TKeUaCRXU, WKe CRPSaQ\ ZaV JUaQWed
e[cOXVLYe OLceQVeV fRU WecKQRORJLeV deYeORSed b\ TKeUaCRXU fRU WKe YLUXV W\SeV: HIV,
HCV, HeUSeV, AVLaQ (bLUd) fOX, IQfOXeQ]a aQd UabLeV. OQ NRYePbeU 1, 2019, WKe
CRPSaQ\ eQWeUed LQWR WKe VZV LLceQVLQJ AJUeePeQW ZLWK TKeUaCRXU. IQ
cRQVLdeUaWLRQ fRU RbWaLQLQJ WKeVe e[cOXVLYe OLceQVeV, WKe CRPSaQ\ aJUeed: (1) WKaW
TKeUaCRXU caQ cKaUJe LWV cRVWV (dLUecW aQd LQdLUecW) SOXV QR PRUe WKaQ 30% Rf ceUWaLQ
dLUecW cRVWV aV a deYeORSPeQW fee aQd VXcK deYeORSPeQW feeV VKaOO be dXe aQd Sa\abOe
LQ SeULRdLc LQVWaOOPeQWV aV bLOOed, (2) WKe CRPSaQ\ ZLOO Sa\ $2,000 RU acWXaO cRVWV
eacK PRQWK, ZKLcKeYeU LV KLJKeU fRU RWKeU JeQeUaO aQd adPLQLVWUaWLYe e[SeQVeV
LQcXUUed b\ TKeUaCRXU RQ WKe CRPSaQ\¶V beKaOf, (3) WR PaNe UR\aOW\ Sa\PeQWV Rf
15% (caOcXOaWed aV a SeUceQWaJe Rf QeW VaOeV Rf WKe OLceQVed dUXJV) WR TKeUaCRXU aQd;
(4) WR Sa\ aQ adYaQce Sa\PeQW eTXaO WR WZLce WKe aPRXQW Rf WKe SUeYLRXV PRQWKV
LQYRLce WR be aSSOLed aV a SUeSa\PeQW WRZaUdV e[SeQVeV. OQ FebUXaU\ 12, 2024,
TKeUaCRXU aQd WKe CRPSaQ\ aJUeed WR VXVSeQd WKe OLceQVe UeTXLUePeQW fRU a WZR
PRQWK adYaQce XQWLO WKe CRPSaQ\ UaLVeV VXffLcLeQW caSLWaO, WKeUefRUe WKeUe ZaV QR
adYaQce RffVeW Rf WKe accRXQWV Sa\abOe dXe TKeUaCRXU aV Rf DecePbeU 31, 2025 aQd aW
JXQe 30, 2025. $ 691,865 $ 584,089

DHFHPbHU 31, JXQH 30, 
       2025        2025

AFFRXQWV Pa\abOH- RHOaWHG PaUW\-KMPL

KMPL KaV UeWaLQed a ORcaO cOLQLcaO UeVeaUcK RUJaQL]aWLRQ (CRO) WR cRQdXcW WKe cOLQLcaO
WULaOV. TKe PKaVe1 KXPaQ cOLQLcaO WULaO Rf NV-CRV-2 beJaQ LQ IQdLa RQ JXQe 17, 2023.
UQdeU WKe aJUeePeQW ZLWK KMPL, WKe CRPSaQ\ aJUeed WR Sa\ fRU WKe e[SeQVeV Rf WKe
cOLQLcaO WULaOV, aQd LQ UeWXUQ ZLOO beQefLW fURP KaYLQJ WKe daWa aQd UeSRUWV Pade
aYaLOabOe fRU UeJXOaWRU\ fLOLQJV LQ RWKeU WeUULWRULeV Rf WKe ZRUOd. AccRXQWV Sa\abOe WR
KMPL aW DecePbeU 31, 2025 aQd JXQe 30, 2025 ZeUe: $ 237,367 $ 237,367

FRU WKH WKUHH PRQWKV HQGHG FRU WKH VL[ PRQWKV HQGHG
DHFHPbHU 31, DHFHPbHU 31, DHFHPbHU 31, DHFHPbHU 31, 

       2025        2024        2025        2024
RHVHaUFK aQG DHYHORSPHQW CRVWV RHOaWHG PaUW\

DeYeORSPeQW feeV aQd RWKeU cRVWV cKaUJed b\ TKeUaCRXU
SXUVXaQW WR WKe OLceQVe aJUeePeQWV beWZeeQ TKeUaCRXU aQd
WKe CRPSaQ\ fRU WKe deYeORSPeQW Rf WKe CRPSaQ\¶V dUXJ
SLSeOLQe. NR UR\aOWLeV aUe dXe TKeUaCRXU fURP WKe CRPSaQ\
aW DecePbeU 31, 2025 aQd JXQe 30, 2025 $ 485,792 $ 629,931 $1,025,314 $1,274,458



TabOe Rf CRQWeQWV

       AV RI
DHFHPbHU 31,        JXQH 30, 

 2025  2025
COLQLFaO TULaO CRVWV AFFUXHG - RHOaWHG PaUW\

COLQLcaO WULaO UeOaWed aQd RWKeU cRVWV ZeUe accUXed b\ CRPSaQ\ SXUVXaQW WR WKe OLceQVe
aJUeePeQW beWZeeQ WKe CRPSaQ\ aQd KMPL fRU WKe cOLQLcaO WULaO UeOaWed cRVWV WKaW
KaYe beeQ LQcXUUed bXW QRW \eW LQYRLced WR WKe CRPSaQ\ fRU PKaVe 1a/1b cOLQLcaO WULaOV
LQ IQdLa. $ ² $ 9,932

LLFHQVH MLOHVWRQH FHH ± RHOaWHG PaUW\

OQ FebUXaU\ 12, 2024, WKe CRPSaQ\ eQWeUed LQWR aQ APeQdPeQW WR WKe COVID LLceQVe AJUeePeQW ZLWK TKeUaCRXU
daWed SeSWePbeU 7, 2021, ZKeUeb\ aQ\ fXUWKeU caVK PLOeVWRQe Sa\PeQWV WKaW ZRXOd be eaUQed XSRQ PLOeVWRQe eYeQW
ZRXOd RQO\ becRPe Sa\abOe XSRQ WKe CRPSaQ\ KaYLQJ VXffLcLeQW UeYeQXeV, ZLWK RQO\ a SRUWLRQ Rf UeYeQXeV WR be XVed
fRU VaWLVf\LQJ VXcK PLOeVWRQe Sa\PeQWV.

LLQH RI CUHGLW - RHOaWHG PaUW\

OQ NRYePbeU 13, 2023, WKe CRPSaQ\¶V PUeVLdeQW aQd CEO, DU. AQLO R. DLZaQ, eQWeUed LQWR a LLQe Rf CUedLW
AJUeePeQW ZKeUeb\ DU. DLZaQ aJUeed WR SURYLde a VWaQdb\ LLQe Rf CUedLW WR WKe CRPSaQ\. APRXQWV dUaZQ dRZQ
XQdeU WKe LLQe Rf CUedLW VKaOO beaU LQWeUeVW aW a fL[ed UaWe Rf 12%. AdYaQcePeQWV XQdeU WKe LLQe Rf CUedLW ZLOO be
cROOaWeUaOL]ed b\ aQ OSeQ EQd MRUWJaJe Deed RQ WKe CRPSaQ\¶V UeaO SURSeUW\ aW 1 CRQWUROV DULYe, SKeOWRQ,
CRQQecWLcXW aQd a CKaWWeO MRUWJaJe (U.C.C ± 1 fLOLQJ) aJaLQVW WKe CRPSaQ\¶V eTXLSPeQW aQd fL[WXUeV. AQ\ dUaZ dRZQ
XQdeU WKe LLQe Rf CUedLW UeTXLUeV WKe aSSURYaO Rf WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV.

OQ SeSWePbeU 23, 2024, WKe CRPSaQ\, SXUVXaQW WR AUWLcOe 2.5 Rf WKe CRPSaQ\¶V LLQe Rf CUedLW AJUeePeQW ZLWK DU.
AQLO R. DLZaQ, VLJQed aQ APeQdPeQW AJUeePeQW ZKLcK LQcUeaVed WKe aYaLOabOe OLQe Rf cUedLW fURP $2,000,000 WR
$3,000,000, aQd e[WeQded WKe PaWXULW\ Rf WKe CRPSaQ\¶V LLQe Rf CUedLW fURP DecePbeU 31, 2025 WR MaUcK 31, 2026.
OQ JXO\ 1, 2025, WKe CRPSaQ\, SXUVXaQW WR AUWLcOe 2.5 Rf WKe CRPSaQ\¶V LLQe Rf CUedLW AJUeePeQW ZLWK DU. AQLO R.
DLZaQ, VLJQed aQ E[WeQVLRQ AJUeePeQW ZKLcK e[WeQded WKe PaWXULW\ Rf WKe CRPSaQ\¶V LLQe Rf CUedLW fURP MaUcK 31,
2026 WR MaUcK 31, 2027.

TKeUe ZeUe QR RWKeU aPeQdPeQWV WR WKe RULJLQaO LLQe Rf CUedLW. TKe CRPSaQ\ KaV QRW dUaZQ aJaLQVW WKe LLQe Rf CUedLW
facLOLW\ aV Rf DecePbeU 31, 2025.

Note 5 - Propert\ and Equipment

PURSeUW\ aQd eTXLSPeQW, VWaWed aW cRVW, OeVV accXPXOaWed deSUecLaWLRQ cRQVLVWed Rf WKe fROORZLQJ:

       DHFHPbHU 31,        JXQH 30, 
2025 2025

GMP FacLOLW\ $ 8,246,111 $ 8,168,045

LaQd  260,000 260,000

OffLce ETXLSPeQW  77,425 77,425

FXUQLWXUe aQd FL[WXUeV  5,607 5,607

Lab ETXLSPeQW  6,518,423 6,512,173

TRWaO PURSeUW\ aQd ETXLSPeQW  15,107,566 15,023,250

LeVV AccXPXOaWed DeSUecLaWLRQ  (8,451,127) (8,189,359)
PURSeUW\ aQd ETXLSPeQW, NeW $ 6,656,439 $ 6,833,891
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DeSUecLaWLRQ e[SeQVe fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025 aQd 2024 ZaV $131,016 aQd $193,816,
UeVSecWLYeO\, aQd fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 aQd 2024 ZaV $261,768 aQd $387,362 UeVSecWLYeO\.



TabOe Rf CRQWeQWV

Note 6 ± Intangible Assets

IQWaQJLbOe aVVeWV, QeW cRQVLVWV Rf WKe fROORZLQJ:

       DHFHPbHU 31, 2025 TRWaO        JXQH 30, 2025 TRWaO
FLQLWH LLYHG IQGHILQLWH LLYHG DHFHPbHU 31, FLQLWH LLYHG IQGHILQLWH LLYHG JXQH 30,

IQWaQJLbOH AVVHWV       IQWaQJLbOH AVVHWV       2025        IQWaQJLbOH AVVHWV       IQWaQJLbOH AVVHWV       2025
IQWaQJLbOe AVVeWV $ 153,393 $ 305,561 $ 458,954 $ 153,393 $ 305,561 $ 458,954
LeVV AccXPXOaWed
APRUWL]aWLRQ (146,050) ² (146,050) (141,915) ² (141,915)
IQWaQJLbOe AVVeWV, NeW $ 7,343 $ 305,561 $ 312,904 $ 11,478 $ 305,561 $ 317,039

APRUWL]aWLRQ e[SeQVe aPRXQWed WR $2,068 aQd $2,067 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025 aQd 2024,
UeVSecWLYeO\, aQd fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 aQd 2024 ZeUe $4,135 aQd $4,134, UeVSecWLYeO\.

Note 7 ± Accrued E[penses

AccUXed e[SeQVeV cRQVLVWed Rf WKe fROORZLQJ:

       DHFHPbHU 31,        JXQH 30, 
2025 2025

PeUVRQQeO aQd cRPSeQVaWLRQ cRVWV $ 25,088 $ 25,969
CRQVXOWaQW aQd RWKeU 23,292 ²

$ 48,380 $ 25,969

Note 8 - Equit\ Transactions

ATM OIIHULQJ

OQ ASULO 15, 2024, WKe CRPSaQ\ eQWeUed LQWR a QeZ ATM VaOeV aJUeePeQW ZLWK. E.F. HXWWRQ SecXULWLeV (QRZ D. BRUaO
CaSLWaO), WKe SaOeV AJeQW, SXUVXaQW WR ZKLcK WKe CRPSaQ\ Pa\ RffeU aQd VeOO, fURP WLPe WR WLPe, WKURXJK RU WR WKe SaOeV
AJeQW, VKaUeV Rf cRPPRQ VWRcN KaYLQJ aQ aJJUeJaWe RffeULQJ SULce Rf XS WR $50 PLOOLRQ. FURP JXO\ 1, 2025 WKURXJK
DecePbeU 31, 2025 WKe CRPSaQ\ VROd 1,264,988 VKaUeV Rf cRPPRQ VWRcN aW aQ aYeUaJe SULce Rf aSSUR[LPaWeO\ $1.56
SeU VKaUe. TKe VKaUeV ZeUe LVVXed SXUVXaQW WR a SURVSecWXV VXSSOePeQW daWed Ma\ 5, 2023 aQd fLOed ZLWK WKe SecXULWLeV
aQd E[cKaQJe CRPPLVVLRQ RQ Ma\ 5, 2023 LQ cRQQecWLRQ ZLWK WKe CRPSaQ\¶V VKeOf UeJLVWUaWLRQ VWaWePeQW RQ FRUP S-
3, aV aPeQded (FLOe NR. 333-271706, ZKLcK becaPe effecWLYe RQ Ma\ 22, 2023). TKe QeW SURceedV WR WKe CRPSaQ\
fURP WKe RffeULQJ ZaV aSSUR[LPaWeO\ $1,909,000 afWeU SOacePeQW aJeQW feeV aQd RWKeU eVWLPaWed RffeULQJ e[SeQVeV.

TKe CRPSaQ\ accRXQWed fRU WKe SURceedV Rf WKe ATM OffeULQJ, aSSUR[LPaWeO\, aV fROORZV:

GURVV SURceedV        $ 1,975,361
LeVV: RffeULQJ cRVWV aQd e[SeQVeV 66,240

NeW SURceedV fURP LVVXaQce Rf cRPPRQ VWRcN $ 1,909,121

RHJLVWHUHG DLUHFW OIIHULQJ aQG PULYaWH POaFHPHQW

OQ NRYePbeU 10, 2025, WKe CRPSaQ\ eQWeUed LQWR a VecXULWLeV SXUcKaVe aJUeePeQW (WKe ³SecXULWLeV PXUcKaVe
AJUeePeQW´) SXUVXaQW WR ZKLcK WKe CRPSaQ\ aJUeed WR VeOO aQd LVVXe WR a VLQJOe LQYeVWRU LQ a UeJLVWeUed dLUecW RffeULQJ
(WKe ³ReJLVWeUed DLUecW OffeULQJ´): (L) 1,970,000 VKaUeV Rf cRPPRQ VWRcN, SaU YaOXe $0.00001 SeU VKaUe (WKe ³CRPPRQ
SWRcN´), aW aQ RffeULQJ SULce Rf $1.68 SeU VKaUe, aQd (LL) SUe-fXQded ZaUUaQWV (WKe ³PUe-FXQded WaUUaQWV´) WR SXUcKaVe
XS WR 1,601,429 VKaUeV Rf CRPPRQ SWRcN, aW aQ RffeULQJ SULce Rf $1.67999 SeU PUe-FXQded WaUUaQW. EacK PUe-FXQded
WaUUaQW LV e[eUcLVabOe fRU RQe VKaUe Rf CRPPRQ SWRcN. TKe PUe-FXQded WaUUaQWV KaYe aQ e[eUcLVe SULce Rf $0.00001
SeU VKaUe, aUe LPPedLaWeO\ e[eUcLVabOe, aQd Pa\ be e[eUcLVed aW aQ\ WLPe XQWLO e[eUcLVed LQ fXOO.
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TabOe Rf CRQWeQWV

AOVR SXUVXaQW WR WKe SecXULWLeV PXUcKaVe AJUeePeQW, LQ a cRQcXUUeQW SULYaWe SOacePeQW RffeULQJ (WKe ³PIPE OffeULQJ,´
aQd cROOecWLYeO\ ZLWK WKe ReJLVWeUed DLUecW OffeULQJ, WKe ³OffeULQJ´), WKe CRPSaQ\ aJUeed WR VeOO aQd LVVXe WR WKe
IQYeVWRU deWacKabOe SeULeV A CRPPRQ SWRcN PXUcKaVe WaUUaQWV (WKe ³SeULeV A WaUUaQWV´) WR SXUcKaVe XS WR 3,571,429
VKaUeV Rf CRPPRQ SWRcN aQd deWacKabOe SeULeV B CRPPRQ SWRcN PXUcKaVe WaUUaQWV (WKe ³SeULeV B WaUUaQWV,´ aQd
cROOecWLYeO\ ZLWK WKe SeULeV A WaUUaQWV (WKe ³CRPPRQ WaUUaQWV´) WR SXUcKaVe XS WR 3,571,429 VKaUeV Rf CRPPRQ
SWRcN. TKe SeULeV A WaUUaQWV ZLOO be e[eUcLVabOe beJLQQLQJ VL[ PRQWKV fURP WKe daWe Rf LVVXaQce aW aQ e[eUcLVe SULce Rf
$1.75 SeU VKaUe, aQd ZLOO e[SLUe WZR \eaUV fURP WKe daWe Rf LVVXaQce. TKe SeULeV B WaUUaQWV ZLOO be e[eUcLVabOe
beJLQQLQJ VL[ PRQWKV fURP WKe daWe Rf LVVXaQce aW aQ e[eUcLVe SULce Rf $2.00 SeU VKaUe, aQd ZLOO e[SLUe fLYe aQd RQe-KaOf
\eaUV fURP WKe daWe Rf LVVXaQce. TKe ZaUUaQWV PeeW WKe cULWeULa fRU eTXLW\ cOaVVLfLcaWLRQ.

TKe CRPSaQ\ JeQeUaWed JURVV SURceedV Rf $6,000,000 aQd QeW SURceedV Rf $5,403,981 fURP WKe OffeULQJ afWeU
dedXcWLQJ XQdeU ZULWLQJ dLVcRXQWV aQd cRPPLVVLRQV aQd RWKeU RffeULQJ e[SeQVeV. AddLWLRQaOO\, RQ NRYePbeU 25, 2025
WKe PUe-FXQded WaUUaQWV ZeUe e[eUcLVed, WKe CRPSaQ\ UeceLYed $16.01, WKe SaU YaOXe Rf WKe VKaUeV LVVXed, aQd WKe
CRPSaQ\ LVVXed 1,601,429 Rf WKe CRPSaQ\¶V $0.00001 SaU YaOXe cRPPRQ VKaUeV.

OQ DecePbeU 15, 2025, WKe CRPSaQ\ fLOed a PURVSecWXV UeJLVWeULQJ WKe cRPPRQ VKaUeV XQdeUO\LQJ SeULeV A aQd B
CRPPRQ WaUUaQWV. TKe fLOLQJ Rf WKe PUeOLPLQaU\ PURVSecWXV eQabOeV WKe UeJLVWeUed VKaUeV Rf cRPPRQ VWRcN WR be LVVXed
XSRQ WKe e[eUcLVe Rf WKe CRPPRQ WaUUaQWV.

TKe e[eUcLVe SULce Rf WKe PUe-FXQded aQd CRPPRQ WaUUaQWV aUe VXbMecW WR adMXVWPeQW LQ WKe caVe Rf cXVWRPaU\ eYeQWV
VXcK aV VWRcN dLYLdeQdV RU RWKeU dLVWULbXWLRQV RQ VKaUeV Rf cRPPRQ VWRcN RU aQ\ RWKeU eTXLW\ RU eTXLW\ eTXLYaOeQW
VecXULWLeV Sa\abOe LQ VKaUeV Rf cRPPRQ VWRcN, VWRcN VSOLWV, VWRcN cRPbLQaWLRQV, UecOaVVLfLcaWLRQV RU VLPLOaU eYeQWV
affecWLQJ RXU CRPPRQ SWRcN, aQd aOVR, VXbMecW WR OLPLWaWLRQV, XSRQ aQ\ dLVWULbXWLRQ Rf aVVeWV, LQcOXdLQJ caVK, VWRcN RU
RWKeU SURSeUW\ WR RXU VWRcNKROdeUV.

TKe SeULeV A aQd SeULeV B WaUUaQWV JUaQW ceUWaLQ SaUWLcLSaWLRQ ULJKWV WR WKe ZaUUaQW KROdeU. If WKe CRPSaQ\ LVVXeV
ULJKWV, ZaUUaQWV, RU RWKeU SXUcKaVe ULJKWV WR cRPPRQ VWRcNKROdeUV RQ a SUR UaWa baVLV, WKe ZaUUaQW KROdeU caQ SaUWLcLSaWe
aV Lf LW aOUead\ e[eUcLVed WKe ZaUUaQW LQ fXOO. If WKe cRPSaQ\ decOaUeV aQ\ dLVWULbXWLRQ WR cRPPRQ VWRcN KROdeUV,
LQcOXdLQJ, caVK dLYLdeQdV VWRcN dLYLdeQdV, VSLQ-RffV, SURSeUW\ dLVWULbXWLRQV, UeRUJaQL]aWLRQV RU VLPLOaU WUaQVacWLRQV, WKeQ
WKe KROdeU SaUWLcLSaWeV aV Lf LW KeOd aOO ZaUUaQW VKaUeV LPPedLaWeO\ befRUe WKe UecRUd daWe. IQ WKe eYeQW Rf a fXQdaPeQWaO
WUaQVacWLRQ WKe KROdeU caQ, JeQeUaOO\, e[eUcLVe WKe ZaUUaQW, aQd UeceLYe WKe VaPe cRQVLdeUaWLRQ UeceLYed b\ WKe cRPPRQ
VKaUeKROdeUV. TKeVe SaUWLcLSaWLRQ ULJKWV Pa\ be KeOd LQ abe\aQce, RU OLPLWed Lf WKe\ UeVXOW LQ WKe KROdeU e[ceedLQJ
beQefLcLaO RZQeUVKLS OLPLWaWLRQV aV defLQed LQ WKe ZaUUaQWV.

SWRFN-baVHG CRPSHQVaWLRQ

OQ JXO\ 1, 2025 WKe CRPSaQ\ aQd DU. AQLO DLZaQ eQWeUed LQWR aQ e[WeQVLRQ Rf KLV ePSOR\PeQW aJUeePeQW fRU a SeULRd
Rf RQe \eaU fURP JXO\ 1, 2025 WKURXJK JXQe 30, 2026 XQdeU WKe VaPe JeQeUaO WeUPV aQd cRQdLWLRQV. TKe CRPSaQ\
JUaQWed DU. AQLO DLZaQ aQ aZaUd Rf 10,204 VKaUeV Rf WKe CRPSaQ\¶V SeULeV A SUefeUUed VWRcN. TKe VKaUeV VKaOO be
YeVWed LQ TXaUWeUO\ LQVWaOOPeQWV Rf 2,551 VKaUeV RQ SeSWePbeU 30, 2025, DecePbeU 31, 2025, MaUcK 31, 2026 aQd JXQe
30, 2026 aQd aUe VXbMecW WR fRUfeLWXUe. TKe CRPSaQ\ UecRJQL]ed QRQ-caVK cRPSeQVaWLRQ e[SeQVe UeOaWed WR WKe LVVXaQce
Rf WKe SeULeV A SUefeUUed VWRcN Rf $20,026 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025. TKe baOaQce Rf $20,026 ZLOO be
UecRJQL]ed aV WKe UePaLQLQJ 5,102 VKaUeV YeVW aQd VeUYLce LV UeQdeUed fRU WKe UePaLQLQJ VL[ PRQWKV eQded JXQe 30,
2026.

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
387 aQd 774, UeVSecWLYeO\ Rf fXOO\ YeVWed VKaUeV Rf LWV SeULeV A SUefeUUed VWRcN fRU ePSOR\ee cRPSeQVaWLRQ. TKe
CRPSaQ\ UecRUded e[SeQVe Rf $1,570 aQd $3,189, UeVSecWLYeO\ fRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025
UeOaWed WR WKeVe LVVXaQceV.

TKeUe LV cXUUeQWO\ QR PaUNeW fRU WKe VKaUeV Rf SeULeV A SUefeUUed VWRcN aQd WKe\ caQ RQO\ be cRQYeUWed LQWR VKaUeV Rf
cRPPRQ VWRcN XSRQ a cKaQJe Rf cRQWURO Rf WKe CRPSaQ\ aV PRUe fXOO\ deVcULbed LQ WKe CeUWLfLcaWe Rf DeVLJQaWLRQ. TKe
CRPSaQ\, WKeUefRUe, eVWLPaWed WKe faLU YaOXe Rf WKe SeULeV A SUefeUUed VWRcN JUaQWed WR YaULRXV ePSOR\eeV aQd RWKeUV RQ
WKe daWe Rf JUaQW. TKe cRQYeUVLRQ Rf WKe VKaUeV LV WULJJeUed b\ a cKaQJe Rf cRQWURO. TKe faLU YaOXe Rf WKe SeULeV A
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CRQYeUWLbOe SUefeUUed VWRcN aW eacK LVVXaQce ZaV eVWLPaWed baVed XSRQ WKe SULce Rf WKe CRPSaQ\¶V cRPPRQ VWRcN afWeU
aQ aSSOLcaWLRQ fRU a UeaVRQabOe dLVcRXQW fRU OacN Rf PaUNeWabLOLW\.

TKe ScLeQWLfLc AdYLVRU\ BRaUd ZaV JUaQWed LQ AXJXVW 2025 fXOO\ YeVWed ZaUUaQWV WR SXUcKaVe 286 VKaUeV Rf cRPPRQ
VWRcN ZLWK aQ e[eUcLVe SULce Rf $1.79 SeU VKaUe e[SLULQJ LQ AXJXVW 2029 aQd LQ NRYePbeU 2025 fXOO\ YeVWed ZaUUaQWV WR
SXUcKaVe 286 VKaUeV Rf cRPPRQ



TabOe Rf CRQWeQWV

VWRcN ZLWK aQ e[eUcLVe SULce Rf $1.63 SeU VKaUe e[SLULQJ LQ NRYePbeU 2029. TKe faLU YaOXe Rf WKe ZaUUaQWV ZaV $123 fRU
WKe WKUee PRQWKV eQded DecePbeU 31, 2025 aQd $258 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 aQd ZaV UecRUded aV
cRQVXOWLQJ e[SeQVe.

TKe CRPSaQ\ eVWLPaWed WKe faLU YaOXe Rf WKe ZaUUaQWV JUaQWed WR WKe ScLeQWLfLc AdYLVRU\ BRaUd RQ WKe daWe Rf JUaQW
XVLQJ WKe BOacN-ScKROeV OSWLRQ-PULcLQJ MRdeO ZLWK WKe fROORZLQJ UaQJeV:

E[SecWed OLfe (\eaU)        4  

E[SecWed YROaWLOLW\ 42.5 %

E[SecWed aQQXaO UaWe Rf TXaUWeUO\ dLYLdeQdV 0.00 %

RLVN-fUee UaWe(V) 3.615 %

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
19,255 aQd 136,463, UeVSecWLYeO\, fXOO\ YeVWed VKaUeV Rf LWV cRPPRQ VWRcN ZLWK a UeVWULcWLYe OeJeQd fRU cRQVXOWLQJ aQd
OeJaO VeUYLceV. TKe CRPSaQ\ UecRUded e[SeQVe Rf $27,000 aQd $200,850, UeVSecWLYeO\, fRU WKe WKUee aQd VL[ PRQWKV
eQded DecePbeU 31, 2025, ZKLcK LV UefOecWLYe Rf WKe faLU YaOXe Rf WKe cRPPRQ VWRcN RQ WKe daWeV Rf LVVXaQce.

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
7,971 aQd 15,475, fXOO\ YeVWed VKaUeV Rf LWV cRPPRQ VWRcN ZLWK a UeVWULcWLYe OeJeQd fRU dLUecWRU VeUYLceV, UeVSecWLYeO\.
TKe CRPSaQ\ UecRUded aQ e[SeQVe Rf $11,250 aQd $22,500 fRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025,
ZKLcK LV UefOecWLYe Rf WKe faLU YaOXe Rf WKe cRPPRQ VWRcN RQ WKe daWeV Rf LVVXaQce.

Note 9 - Common Stock Warrants

WHLJKWHG
AYHUaJH WHLJKWHG
E[HUFLVH AYHUaJH

PULFH RHPaLQLQJ AJJUHJaWH
NXPbHU RI SHU VKaUH CRQWUaFWXaO THUP IQWULQVLF VaOXH

CRPPRQ SWRFN WaUUaQWV        SKaUHV        ($)        (\HaUV)        ($)
OXWVWaQdLQJ aQd e[eUcLVabOe aW JXQe 30, 2025 5,720 $ 2.62 1.70 $ 4

GUaQWed aV cRPSeQVaWLRQ 572 1.71 3.75 ²

IVVXed WR LQYeVWRUV 7,142,858 1.88 3.61 ²

E[SLUed (1,144) 5.29 ² ²
OXWVWaQdLQJ aQd e[eUcLVabOe aW DecePbeU 31, 2025 7,148,006 $ 1.88 3.61 $ ²

Of WKe RXWVWaQdLQJ ZaUUaQWV aW DecePbeU 31, 2025, 1,144 e[SLUe LQ fLVcaO \eaU eQdLQJ JXQe 30, 2026, 3,572,573 e[SLUe
LQ fLVcaO \eaU eQdLQJ JXQe 30, 2027 1,144 ZaUUaQWV e[SLUe LQ WKe fLVcaO \eaU eQdLQJ JXQe 30, 2028, 1,144 ZaUUaQWV e[SLUe
LQ WKe fLVcaO \eaU eQdLQJ JXQe 30, 2029, 572 ZaUUaQWV e[SLUe LQ WKe fLVcaO \eaU eQdLQJ JXQe 30, 2030, aQd 3,571,429
ZaUUaQWV e[SLUe LQ WKe fLVcaO \eaU eQdLQJ JXQe 30, 2031.

Note 10 - Commitments and Contingencies

LHJaO PURFHHGLQJV

FURP WLPe WR WLPe, TKe CRPSaQ\ LV VXbMecW WR YaULRXV OeJaO SURceedLQJV aULVLQJ LQ WKe RUdLQaU\ cRXUVe Rf bXVLQeVV,
LQcOXdLQJ SURceedLQJV fRU ZKLcK TKe CRPSaQ\ KaV LQVXUaQce cRYeUaJe. TKeUe aUe QR SeQdLQJ OeJaO SURceedLQJV aJaLQVW
WKe CRPSaQ\ WR WKe beVW Rf WKe CRPSaQ\¶V NQRZOedJe aV Rf WKe daWe KeUeRf aQd WR WKe CRPSaQ\¶V NQRZOedJe QR acWLRQ,
VXLW RU SURceedLQJ KaV beeQ WKUeaWeQed aJaLQVW WKe CRPSaQ\ WKaW LW beOLeYeV ZLOO KaYe a PaWeULaO adYeUVe effecW WR LWV
bXVLQeVV, fLQaQcLaO SRVLWLRQ, UeVXOWV Rf RSeUaWLRQV, RU OLTXLdLW\.
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EPSOR\PHQW AJUHHPHQWV

AV dLVcXVVed LQ NRWe 8, aV Rf JXO\ 1, 2025, WKe CRPSaQ\ aQd DU. DLZaQ, WKe CRPSaQ\¶V PUeVLdeQW aQd CKLef E[ecXWLYe
OffLceU, e[ecXWed aQ e[WeQVLRQ Rf KLV ePSOR\PeQW aJUeePeQW fRU a SeULRd Rf RQe \eaU fURP JXO\ 1, 2025 WKURXJK JXQe
30, 2026 XQdeU WKe VaPe JeQeUaO WeUPV aQd cRQdLWLRQV. TKe CRPSaQ\ JUaQWed DU. AQLO DLZaQ aQ aZaUd Rf 10,204
VKaUeV Rf WKe CRPSaQ\¶V SeULeV A SUefeUUed VWRcN. TKe VKaUeV ZLOO be deePed SaUWLaOO\ YeVWed LQ TXaUWeUO\ LQVWaOOPeQWV
fROORZLQJ WKe JUaQW daWe aQd fXOO\ YeVWed RQ JXQe 30, 2026.

AV Rf JXO\ 1, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aSSURYed WKe e[WeQVLRQ Rf WKe aJUeePeQW ZLWK MeeWa V\aV, CKLef
FLQaQcLaO OffLceU Rf WKe CRPSaQ\. TKe CRPSaQ\ aQd MeeWa V\aV VLJQed aQ e[WeQVLRQ Rf WKe aJUeePeQW fRU a SeULRd Rf
RQe \eaU fURP JXO\ 1, 2025 WKURXJK JXQe 30, 2026 XQdeU WKe VaPe JeQeUaO WeUPV aQd cRQdLWLRQV aV WKe cXUUeQW
aJUeePeQW.

LLFHQVH AJUHHPHQWV

TKe CRPSaQ\ LV deSeQdeQW XSRQ LWV OLceQVe aJUeePeQWV ZLWK TKeUaCRXU (See NRWeV 1 aQd 4). If WKe CRPSaQ\ ORVW WKe
ULJKW WR XWLOL]e aQ\ Rf WKe SURSULeWaU\ LQfRUPaWLRQ WKaW LV WKe VXbMecW Rf WKe TKeUaCRXU OLceQVe aJUeePeQW RQ ZKLcK LW
deSeQdV, WKe CRPSaQ\ ZLOO LQcXU VXbVWaQWLaO deOa\V aQd cRVWV LQ deYeORSPeQW Rf LWV dUXJ caQdLdaWeV. OQ NRYePbeU 1,
2019, WKe CRPSaQ\ eQWeUed LQWR a VZV LLceQVe AJUeePeQW ZLWK TKeUaCRXU fRU aQ e[cOXVLYe OLceQVe fRU WKe CRPSaQ\
WR XVe, SURPRWe, RffeU fRU VaOe, LPSRUW, e[SRUW, VeOO aQd dLVWULbXWe SURdXcWV fRU WKe WUeaWPeQW Rf VZV deULYed LQdLcaWLRQV.
PURceVV deYeORSPeQW aQd UeOaWed ZRUN ZLOO be SeUfRUPed b\ TKeUaCRXU XQdeU WKe VaPe cRPSeQVaWLRQ WeUPV aV SULRU
aJUeePeQWV beWZeeQ WKe SaUWLeV, ZLWK QR dXSOLcaWLRQ Rf cRVWV aOORZed.

OQ SeSWePbeU 7, 2021, WKe CRPSaQ\ eQWeUed LQWR a COVID-19 LLceQVe AJUeePeQW WR XVe, SURPRWe, RffeU fRU VaOe,
LPSRUW, e[SRUW, VeOO aQd dLVWULbXWe dUXJV WKaW WUeaW COVID-19 LQfecWLRQV, XVLQJ TKeUaCRXU¶V SURSULeWaU\ aV ZeOO aV
SaWeQWed WecKQRORJ\ aQd LQWeOOecWXaO SURSeUW\. TKe dLVcRYeU\ Rf OLJaQdV aQd SRO\PeU PaWeULaOV aV ZeOO aV fRUPXOaWLRQV,
WKe cKePLVWU\ aQd cKePLcaO cKaUacWeUL]aWLRQ, aV ZeOO aV SURceVV deYeORSPeQW aQd UeOaWed ZRUN ZLOO be SeUfRUPed b\
TKeUaCRXU XQdeU WKe VaPe cRPSeQVaWLRQ WeUPV aV SULRU aJUeePeQWV beWZeeQ WKe SaUWLeV, ZLWK QR dXSOLcaWLRQ Rf cRVWV
aOORZed.

OQ MaUcK 27, 2023 WKe CRPSaQ\ eQWeUed LQWR a OLceQVe aJUeePeQW ZLWK KMPL ZKeUeLQ WKe CRPSaQ\ JUaQWed WR KMPL
a OLPLWed, QRQ-WUaQVfeUabOe, e[cOXVLYe OLceQVe fRU WKe XVe, VaOe, RU RffeU Rf VaOe LQ IQdLa Rf WKe CRPSaQ\¶V WZR cOLQLcaO
WeVW dUXJ caQdLdaWeV WLWOed aV NV-CRV-2 aQd NV-CRV-2-R fRU WKe WUeaWPeQW Rf COVID LQ SaWLeQWV LQ IQdLa. KMPL KaV
eQJaJed LQ fXUWKeU dUXJ deYeORSPeQW LQ IQdLa LQcOXdLQJ VSRQVRULQJ Rf dUXJ caQdLdaWeV fRU KXPaQ cOLQLcaO WULaOV LQ IQdLa
aQd KaV acWed aV cOLQLcaO WULaOV PaQaJeU fRU VXcK cOLQLcaO WULaOV. KMPL VKaOO SURYLde NaQRVLULcLdeV ZLWK aOO UeSRUWV Rf
WKe cOLQLcaO WULaOV aQd WKe CRPSaQ\ caQ XVe VXcK UeSRUWV fRU fXUWKeU adYaQcePeQW Rf WKe dUXJ caQdLdaWeV ZLWK UeJXOaWRU\
aXWKRULWLeV RXWVLde IQdLa. IQ cRQVLdeUaWLRQ, KMPL ZLOO UeceLYe a cXVWRPaU\ cOLQLcaO WULaOV PaQaJeU fee Rf WKLUW\ SeUceQW
(30%) Rf VXcK cRVWV aQd aSSOLcabOe Wa[eV. USRQ cRPPeUcLaO VaOeV Rf aQ\ UeVXOWLQJ aSSURYed dUXJV, KMPL ZLOO Sa\ WKe
CRPSaQ\ a UR\aOW\ Rf VeYeQW\ (70%) SeUceQW Rf WKe fLQaO LQYRLced VaOeV WR XQaffLOLaWed WKLUd SaUWLeV.

OQ FebUXaU\ 12, 2024, WKe CRPSaQ\ eQWeUed LQWR aQ APeQdPeQW WR WKe COVID LLceQVe AJUeePeQW ZLWK TKeUaCRXU
daWed SeSWePbeU 7, 2021, ZKeUeb\ aQ\ fXUWKeU caVK PLOeVWRQe Sa\PeQWV WKaW ZRXOd be eaUQed XSRQ PLOeVWRQe eYeQW
ZRXOd RQO\ becRPe Sa\abOe XSRQ WKe CRPSaQ\ KaYLQJ VXffLcLeQW UeYeQXeV, ZLWK RQO\ a SRUWLRQ Rf UeYeQXeV WR be XVed
fRU VaWLVf\LQJ VXcK PLOeVWRQe Sa\PeQWV.

OQ SeSWePbeU 20, 2024, WKe CRPSaQ\ eQWeUed LQWR a ³MePRUaQdXP Rf UQdeUVWaQdLQJ fRU AOO AQWLYLUaOV DUXJ
DeYeORSPeQW´ (WKe MRU) ZLWK TKeUaCRXU WKaW JUaQWed WR WKe CRPSaQ\, a OLPLWed, QRQ-aVVLJQabOe, QRQ-VXbOLceQVabOe,
e[cOXVLYe RLJKW Rf FLUVW RefXVaO WR LLceQVe WR aQ\ aQWLYLUaO dUXJV LQ deYeORSPeQW RU WR be deYeORSed b\ TKeUaCRXU fRU
UeVeaUcK aQd deYeORSPeQW SXUSRVeV RQO\, fRU aOO aV-\eW XQOLceQVed YLUaO LQfecWLRQ WUeaWPeQW LQdLcaWLRQV. TKe MRU aOVR
cOaULfLed WKe UROeV aQd UeVSRQVLbLOLWLeV Rf WKe PaUWLeV aQd eVVeQWLaOO\ cRdLfLed WKe SURceVV WKaW WKe SaUWLeV KaYe adRSWed
VLQce LQceSWLRQ. TKe MRU fXUWKeU cRdLfLed WKe WUeaWPeQW Rf aOO fXWXUe PLOeVWRQe Sa\PeQWV aULVLQJ fURP aQ\ cXUUeQW RU
fXWXUe OLceQVe aJUeePeQWV WR TKeUaCRXU WR be cRQVLVWeQW ZLWK WKe SULQcLSOeV adRSWed LQ WKe FebUXaU\ 12, 2024
APeQdPeQW WR WKe COVID-19 LLceQVe AJUeePeQW.
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ITEM 2. MANAGEMENT¶S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS
OF OPERATIONS

TKe fROORZLQJ dLVcXVVLRQ VKRXOd be Uead LQ cRQMXQcWLRQ ZLWK WKe LQfRUPaWLRQ cRQWaLQed LQ WKe cRQdeQVed fLQaQcLaO
VWaWePeQWV Rf WKe CRPSaQ\ aQd WKe QRWeV WKeUeWR aSSeaULQJ eOVeZKeUe KeUeLQ aQd LQ cRQMXQcWLRQ ZLWK WKe MaQaJePeQW¶V
DLVcXVVLRQ aQd AQaO\VLV Rf FLQaQcLaO CRQdLWLRQ aQd ReVXOWV Rf OSeUaWLRQV VeW fRUWK LQ WKe CRPSaQ\¶V AQQXaO ReSRUW RQ
FRUP 10-K fRU WKe \eaU eQded JXQe 30, 2025. ReadeUV VKRXOd caUefXOO\ UeYLeZ WKe ULVN facWRUV dLVcORVed LQ WKe
CRPSaQ\¶V FRUP 10-K aQd RWKeU dRcXPeQWV fLOed b\ WKe CRPSaQ\ ZLWK WKe SEC.

AV XVed LQ WKLV UeSRUW ³SafeW\´, ³EffLcac\´, ³EffecWLYeQeVV´ aQd UeOaWed WeUPV UefeU WR WKe UeVXOWV Rf WKe CRPSaQ\¶V
UeVeaUcK VWXdLeV aQd WKeVe VWaWePeQWV KaYe QRW beeQ eYaOXaWed b\ UeJXOaWRU\ bRdLeV LQcOXdLQJ WKe FRRd aQd DUXJ
AdPLQLVWUaWLRQ (³US FDA´) WKaW KaYe WKe aXWKRULW\ fRU WKe SXUSRVe Rf cRPPeUcLaO XVe Rf WKe dUXJV.

AV XVed LQ WKLV UeSRUW, WKe WeUPV ³CRPSaQ\´, ³Ze´, ³RXU´, ³XV´ aQd ³NNVC´ UefeU WR NaQRVLULcLdeV, IQc., a DeOaZaUe
cRUSRUaWLRQ.

PRELIMINARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

TKLV ReSRUW cRQWaLQV fRUZaUd-ORRNLQJ VWaWePeQWV ZLWKLQ WKe PeaQLQJ Rf WKe fedeUaO VecXULWLeV OaZV. AOO VWaWePeQWV RWKeU
WKaQ VWaWePeQWV Rf KLVWRULcaO facW Pade LQ WKLV UeSRUW aUe fRUZaUd ORRNLQJ. IQ SaUWLcXOaU, WKe VWaWePeQWV KeUeLQ UeJaUdLQJ
LQdXVWU\ SURVSecWV aQd fXWXUe UeVXOWV Rf RSeUaWLRQV RU fLQaQcLaO SRVLWLRQ aUe fRUZaUd-ORRNLQJ VWaWePeQWV. TKeVe LQcOXde
VWaWePeQWV abRXW RXU e[SecWaWLRQV, beOLefV, LQWeQWLRQV RU VWUaWeJLeV fRU WKe fXWXUe, ZKLcK Ze LQdLcaWe b\ ZRUdV RU SKUaVeV
VXcK aV ³aQWLcLSaWe,´ ³e[SecW,´ ³LQWeQd,´ ³SOaQ,´ ³ZLOO,´ ³Ze beOLeYe,´ ³CRPSaQ\ beOLeYeV,´ ³PaQaJePeQW beOLeYeV´
aQd VLPLOaU OaQJXaJe. TKeVe fRUZaUd-ORRNLQJ VWaWePeQWV caQ be LdeQWLfLed b\ WKe XVe Rf ZRUdV VXcK aV ³beOLeYeV,´
³eVWLPaWeV,´ ³cRXOd,´ ³SRVVLbO\,´ ³SURbabO\,´ ³aQWLcLSaWeV,´ ³SURMecWV,´ ³e[SecWV,´ ³Pa\,´ ³ZLOO,´ RU ³VKRXOd,´ RU RWKeU
YaULaWLRQV RU VLPLOaU ZRUdV. NR aVVXUaQceV caQ be JLYeQ WKaW WKe fXWXUe UeVXOWV aQWLcLSaWed b\ WKe fRUZaUd-ORRNLQJ
VWaWePeQWV ZLOO be acKLeYed. FRUZaUd-ORRNLQJ VWaWePeQWV UefOecW PaQaJePeQW¶V cXUUeQW e[SecWaWLRQV aQd aUe LQKeUeQWO\
XQceUWaLQ. TKe fRUZaUd-ORRNLQJ VWaWePeQWV aUe baVed RQ WKe cXUUeQW e[SecWaWLRQV Rf NaQRVLULcLdeV, IQc. aQd aUe
LQKeUeQWO\ VXbMecW WR ceUWaLQ ULVNV, XQceUWaLQWLeV aQd aVVXPSWLRQV, LQcOXdLQJ WKRVe VeW fRUWK LQ WKe dLVcXVVLRQ XQdeU
³MaQaJePeQW¶V DLVcXVVLRQ aQd AQaO\VLV Rf FLQaQcLaO CRQdLWLRQ aQd ReVXOWV Rf OSeUaWLRQV´ LQ WKLV UeSRUW. AcWXaO UeVXOWV
Pa\ dLffeU PaWeULaOO\ fURP UeVXOWV aQWLcLSaWed LQ WKeVe fRUZaUd-ORRNLQJ VWaWePeQWV. We baVe WKe fRUZaUd-ORRNLQJ
VWaWePeQWV RQ LQfRUPaWLRQ cXUUeQWO\ aYaLOabOe WR XV, aQd Ze aVVXPe QR RbOLJaWLRQ WR XSdaWe WKeP.

IQYeVWRUV aUe aOVR adYLVed WR UefeU WR WKe LQfRUPaWLRQ LQ RXU SUeYLRXV fLOLQJV ZLWK WKe SecXULWLeV aQd E[cKaQJe
CRPPLVVLRQ (SEC), eVSecLaOO\ RQ FRUPV 10-K, 10-Q aQd 8-K, LQ ZKLcK Ze dLVcXVV LQ PRUe deWaLO YaULRXV LPSRUWaQW
facWRUV WKaW cRXOd caXVe acWXaO UeVXOWV WR dLffeU fURP e[SecWed RU KLVWRULc UeVXOWV. IW LV QRW SRVVLbOe WR fRUeVee RU LdeQWLf\
aOO VXcK facWRUV. AV VXcK, LQYeVWRUV VKRXOd QRW cRQVLdeU aQ\ OLVW Rf VXcK facWRUV WR be aQ e[KaXVWLYe VWaWePeQW Rf aOO ULVNV
aQd XQceUWaLQWLeV RU SRWeQWLaOO\ LQaccXUaWe aVVXPSWLRQV.

Organi]ation and Nature of Business

NaQRVLULcLdeV, IQc. (WKe ³CRPSaQ\´, ³NaQRVLULcLdeV´, ³Ze,´ RU ³XV´) ZaV LQcRUSRUaWed LQ NeYada RQ ASULO 1, 2005,
aQd UedRPLcLOed WR DeOaZaUe effecWLYe Ma\ 30, 2023. OXU cRUSRUaWe RffLceV aUe ORcaWed aW 1 CRQWUROV DULYe, SKeOWRQ,
CRQQecWLcXW 06484 aQd RXU WeOeSKRQe QXPbeU LV (203) 937-6137. OXU ZebVLWe LV ORcaWed aW
KWWS://ZZZ.QaQRYLULcLdeV.cRP. We dR QRW LQcRUSRUaWe b\ UefeUeQce LQWR WKLV QXaUWeUO\ ReSRUW WKe LQfRUPaWLRQ RQ RU
acceVVLbOe WKURXJK RXU ZebVLWe, aQd \RX VKRXOd QRW cRQVLdeU LW SaUW Rf WKLV QXaUWeUO\ ReSRUW.

OQ SeSWePbeU 25, 2013, WKe CRPSaQ\¶V cRPPRQ VWRcN beJaQ WUadLQJ RQ WKe NeZ YRUN SWRcN E[cKaQJe APeULcaQ
XQdeU WKe V\PbRO, ³NNVC´.

We aUe a cOLQLcaO VWaJe QaQR-bLRSKaUPaceXWLcaO cRPSaQ\ deYeORSLQJ (a) KRVW-PLPeWLc, aQd (b) dLUecW-acWLQJ,
QaQRPacKLQeV caSabOe Rf dLVPaQWOLQJ WKe YLUXV ZLWKRXW aVVLVWaQce fURP WKe KXPaQ LPPXQe V\VWeP.

VLUXV EVcaSLQJ a NaQRYLULcLde DUXJ LV UQOLNeO\

AV a KRVW-PLPeWLc, YLUXVeV caQQRW eVcaSe a QaQRYLULcLde dUXJ b\ JeQeUaWLQJ PXWaQWV aQd YaULaQWV LQ WKe fLeOd, becaXVe
aOO YaULaQWV VWLOO UeTXLUe WKe VaPe VLJQaWXUe KRVW feaWXUeV WKaW RXU dUXJV PLPLc. IQ cRQWUaVW, YaccLQeV, aQWLbRdLeV aQd
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VPaOO cKePLcaO dUXJV aUe UeadLO\ eVcaSed b\ YLUXVeV becaXVe WKe YLUXVeV cRQWLQXRXVO\ cKaQJe LQ WKe fLeOd, UeQdeULQJ
WKeVe PedLcaO cRXQWeUPeaVXUeV LQeffecWLYe. TKLV ZaV UeSeaWedO\ RbVeUYed dXULQJ WKe COVID SaQdePLc.
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NaQRYLULcLdeV DUXJV AUe DeVLJQed SR WKaW TKe\ CaQ be UVed LQ PRWeQWLaOO\ AOO SeJPeQWV Rf PaWLeQW PRSXOaWLRQ

AV a dLUecW-acWLQJ aQWLYLUaO, a QaQRYLULcLde dUXJ LV QRW e[SecWed WR LQWeUfeUe ZLWK KXPaQ bRdLO\ V\VWePV RU eQ]\PeV,
ZKLcK LV e[SecWed WR UeVXOW LQ VLJQLfLcaQW OeYeOV Rf VafeW\, XQOLNe PRVW Rf WKe aQWLYLUaO dUXJV. AddLWLRQaOO\, a QaQRYLULcLde
LV deVLJQed aQd cRQVWUXcWed VR WKaW LWV cRPSRQeQWV aUe bLRcRPSaWLbOe aQd PeWabROL]abOe ZLWKRXW WR[LcLWL\.

PKaVe I KXPaQ cOLQLcaO WULaO Rf NV-387 WR eYaOXaWe VafeW\ aQd WROeUabLOLW\ LQ KeaOWK\ VXbMecWV ZaV cRPSOeWed ZLWK QR
adYeUVe eYeQWV, PeeWLQJ RU e[ceedLQJ VafeW\ aQd WROeUabLOLW\ RbMecWLYeV Rf WKe WULaO. IQ QRQ-cOLQLcaO IND-eQabOLQJ VWXdLeV
NV-387 aV ZeOO aV NV-HHV-1 KaYe beeQ fRXQd WR be e[WUePeO\ JRRd LQ WeUPV Rf WKeLU effecWV RQ aQLPaO SK\VLRORJ\,
cOLQLcaO aQd bORRd cKePLVWU\, aV ZeOO aV QR RUJaQ-VSecLfLc QeJaWLYe fLQdLQJV. TKeVe cOLQLcaO aQd QRQ-cOLQLcaO fLQdLQJV
YaOLdaWe RXU QaQRYLULcLde SOaWfRUP aV beLQJ caSabOe Rf cOLQLcaOO\ UeOeYaQW deYeORSPeQW Rf Vafe aQd ZeOO WROeUaWed dUXJV.

SXcK JRRd VafeW\ aQd WROeUabLOLW\ SURfLOe Rf QaQRYLULcLde dUXJV LV e[SecWed WR eQabOe XVe Rf QaQRYLULcLde dUXJV LQ aOO
VeJPeQWV Rf SaWLeQW SRSXOaWLRQV, SRWeQWLaOO\ fURP LQfaQWV WR cKLOdUeQ WR adROeVceQWV WR KeaOWK\ adXOWV WR JeULaWULc
SaWLeQWV.1

NaQRYLULcLdeV DUXJV CaQ be UVed LQ PaWLeQWV ZLWK CR-PRUbLdLWLeV RU PaWLeQWV ZLWK IPPXQe CRPSURPLVe SWaWXV

A QaQRYLULcLde dUXJ LV deVLJQed WR cRPSOeWe WKe WaVN Rf deVWUR\LQJ WKe YLUXV SaUWLcOe, ZLWKRXW UeTXLULQJ aVVLVWaQce fURP
a fXQcWLRQLQJ LPPXQe V\VWeP Rf WKe SaWLeQW. AQ\ YLUaO LQfecWLRQ WKaW caXVeV VLJQLfLcaQW SaWKRORJ\ dReV VR b\ YLUWXe Rf
KRVW LPPXQe V\VWeP dLVUeSaLU, eLWKeU SUe-e[LVWLQJ, RU caXVed b\ WKe YLUXV LWVeOf. TKeUefRUe, QaQRYLULcLdeV caQ be
e[SecWed WR be VXSeULRU WR aSSURacKeV VXcK aV YaccLQeV aQd aQWLbRdLeV WKaW UeTXLUe a JRRd fXQcWLRQaO KRVW LPPXQe
V\VWeP fRU aQWLYLUaO UeVSRQVe. VaccLQeV UeTXLUe KeaOWK\ LPPXQe V\VWeP VR WKaW aSSURSULaWe aQWLbRd\-JeQeUaWLQJ PePRU\
ceOOV caQ be cUeaWed, VWRUed, aQd deSOR\ed LQ caVe Rf LQfecWLRQ OaWeU. AQWLbRdLeV XVed aV dUXJV decRUaWe WKe YLUXV SaUWLcOe
aQd UeTXLUe a KeaOWK\ LPPXQe V\VWeP WR KaQdOe WKe YLUXV-aQWLbRd\ cRPSOe[eV WKXV fRUPed.

SLQce QaQRYLULcLde dUXJV aUe deVLJQed aV cKePLcaO QaQRPacKLQeV WKaW fXQcWLRQ ZLWKRXW UeOLaQce RQ WKe SaWLeQW¶V
SK\VLRORJ\, WKeVe dUXJV aUe e[SecWed WR be XVefXO eYeQ fRU SaWLeQWV ZLWK cR-PRUbLdLWLeV VXcK aV dLabeWeV, KeaUW dLVeaVe,
aQd RWKeUV, aV ZeOO aV fRU LPPXQe-cRPSURPLVed SaWLeQWV LQcOXdLQJ WKRVe ZLWK HIV/AIDS RU ³LPPXQe aPQeVLa´ VXcK aV
UeVXOWLQJ fURP PeaVOeV RU RWKeU SULRU LQfecWLRQV.

TKeVe dLVWLQcWLYe feaWXUeV WKaW VeW QaQRYLULcLdeV aSaUW fURP WKe eQWLUe ZRUOd Rf cXUUeQW aQWLYLUaO aSSURacKeV aUe Pade
SRVVLbOe b\ RXU QRYeO QaQRYLULcLde cKePLcaO QaQRPacKLQe WecKQRORJ\ SOaWfRUP.

IQ cRQWUaVW, aOPRVW aOO aQWLYLUaOV aYaLOabOe WRda\ RU LQ deYeORSPeQW ZLWK cRQYeQWLRQaO PeWKRdRORJLeV KaYe VKRUWcRPLQJV
Rf YLUXV eVcaSe, OLPLWed eOLJLbOe SaWLeQW SRSXOaWLRQ, aV ZeOO aV OLPLWed UeVSRQdLQJ SaWLeQW SRSXOaWLRQ.

AfWeU decadeV Rf deYeORSPeQW, WKLV QRYeO QaQRYLULcLde WecKQRORJ\ LV QRZ adYaQcLQJ WKURXJK cOLQLcaO VWaJeV WRZaUdV
UeJXOaWRU\ aSSURYaOV.

BURad aQd E[SaQdLQJ DUXJ PLSeOLQe

TKe KRVW-PLPLcU\ QaQRYLULcLde SOaWfRUP KaV eQabOed deYeORSPeQW Rf e[WUePeO\ bURad-VSecWUXP aQWLYLUaO dUXJV VXcK aV
NV-387, aV ZeOO aV YLUXV-W\Se-VSecLfLc dUXJV VXcK aV NV-HHV-1 (HeUSeVYLULdae) aQd NV-HIV-1 (HIV-1, 2 aOO PXWaQWV).

NaQRYLULcLde dUXJ deYeORSPeQW aJaLQVW RWKeU YLUXVeV ZRXOd be UaSLd becaXVe Rf WKe PRdXOaU dUXJ deYeORSPeQW
PeWKRdRORJ\ Rf WKe QaQRYLULcLde SOaWfRUP LQ ZKLcK WKe YLUXV VSecLfLc OLJaQd LV cKePLcaOO\ aWWacKed WR a VWaQdaUdL]ed
³caVVeWWe´ SRO\PeULc PLceOOe fRUPLQJ PROecXOe WR cUeaWe WKe QeZ dUXJ.

1 SSecLfLc QRQ-cOLQLcaO VWXdLeV aUe UeTXLUed b\ UeJXOaWRU\ aJeQcLeV fRU aOORZLQJ WeVWLQJ Rf a QRYeO dUXJ LQ (L) SedLaWULc
SaWLeQWV, (LL) QeZbRUQV aQd LQfaQWV, aQd (LLL) ZRPeQ Rf UeSURdXcWLYe aJe. We LQWeQd WR SeUfRUP WKeVe VWXdLeV aW
aSSURSULaWe UeJXOaWRU\ VWaJeV Rf deYeORSPeQW Rf WKe QaQRYLULcLdeV dUXJV aV LV cXVWRPaU\.
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LaUJe MaUNeW SL]eV.2

NV-387 aORQe, becaXVe Rf LWV bURad VSecWUXP acWLYLW\ aJaLQVW IQfOXeQ]a, RSV, COVID, SPaOOSR[, MSR[, MeaVOeV, aQd
SRWeQWLaOO\ PaQ\ RWKeU YLUXVeV, LV eVWLPaWed WR KaYe PaUNeW VL]e Rf aSSUR[LPaWeO\ $23 BLOOLRQ b\ 2030 baVed RQ
aYaLOabOe PaUNeW eVWLPaWeV. AddLWLRQaOO\, NV-HHV-1 cRXOd WaUJeW a SRWeQWLaO PaUNeW VL]e e[ceedLQJ $4 BLOOLRQ b\ 2030,
aQd NV-HHV-1 WaUJeW PaUNeW VL]e LV eVWLPaWed aW aSSUR[LPaWeO\ $13 BLOOLRQ b\ 2030, baVed RQ e[WeUQaO PaUNeW UeSRUWV.

ReYROXWLRQaU\ BURad-SSecWUXP AQWLYLUaO - COLQLcaO SWaJe Lead DUXJ NV-387

OXU cOLQLcaO VWaJe Oead dUXJ caQdLdaWe, NV-387, LV a bURad-VSecWUXP aQWLYLUaO dUXJ WKaW KaV dePRQVWUaWed VWURQJ acWLYLW\
LQ OeWKaO OXQJ YLUaO LQfecWLRQ aQLPaO PRdeO WULaOV fRU WKe WUeaWPeQW Rf aQ e[WUePeO\ bURad aQd ZLde YaULeW\ Rf YLUXVeV.

TKeVe YLUXVeV LQcOXde WKe ³WULSOe-WKUeaW´ UeVSLUaWRU\ YLUaO LQfecWLRQV Rf (L) CRURQaYLUXVeV, (LL) RSV, (LLL) IQfOXeQ]a
YLUXVeV; eQabOLQJ XV WR eQYLVLRQ WKaW NV-387 ZRXOd be OLNeO\ effecWLYe aJaLQVW aOPRVW aOO UeVSLUaWRU\ YLUaO LQfecWLRQV,
baVed RQ LWV deVLJQ aQd LWV RbVeUYed acWLYLW\ LQ aQLPaO PRdeOV.

TKeVe URbXVW UeVXOWV aOVR SURYLde XV ZLWK cRQfLdeQce WKaW NV-387 ZLOO be effecWLYe aJaLQVW aQ\ YaULaQW Rf bLUd fOX H5N1
WKaW Pa\ becRPe VXcceVVfXO LQ SeUVRQ-WR-SeUVRQ WUaQVPLVVLRQ aQd WKeUeb\ Pa\ caXVe aQ eQdePLc RU a SaQdePLc. H5N1
LV WKRXJKW WR be a VLQJOe PXWaWLRQ aZa\ fURP acTXLULQJ WKeVe caSabLOLWLeV. H5N1 UeVLVWaQce WR TaPLfOX KaV ePeUJed LQ
WKe SaVW, aQd ZRXOd OLNeO\ ePeUJe aJaLQ. XRfOX]a, a UeceQWO\ aSSURYed LQfOXeQ]a dUXJ, LV UeadLO\ eVcaSed b\ IQfOXeQ]a
YLUXVeV. RaSLYab, aQ LQMecWabOe dUXJ WKaW LV LQ WKe VaPe cOaVV aV TaPLfOX, LV aOVR eVcaSed b\ YLUaO PXWaWLRQV.

IQ cRQWUaVW, NV-387 SRVeV a YeU\ ORZ OLNeOLKRRd Rf YLUaO eVcaSe, Lf aQ\. MRUeRYeU, RUaOO\ JLYeQ NV-387 ZaV
VXbVWaQWLaOO\ VXSeULRU WR WKeVe aSSURYed dUXJV LQ a dLUecW cRPSaULVRQ LQ aQ aQLPaO PRdeO Rf OeWKaO LQfOXeQ]a LQfecWLRQ.

We beOLeYe WKaW aV a VLQJOe dUXJ WKaW caQ SRWeQWLaOO\ WUeaW aOPRVW aQ\ acXWe UeVSLUaWRU\ YLUaO LQfecWLRQ, NV-387 cRXOd be
aV UeYROXWLRQaU\ aQ aQWLYLUaO dUXJ aV SeQLcLOOLQ ZaV aV WKe aQWL-bacWeULaO dUXJ, Lf aQd ZKeQ aSSURYed afWeU cOLQLcaO WULaOV.
If a SaWLeQW SUeVeQWV ZLWK a VXVSecWed bacWeULaO UeVSLUaWRU\ LQfecWLRQ, WKe SK\VLcLaQ caQ LPPedLaWeO\ SUeVcULbe a bURad-
VSecWUXP aQWLbacWeULaO WUeaWPeQW VXcK aV aPR[LcLOOLQ ZLWKRXW ZaLWLQJ fRU WeVW UeVXOWV. IQ cRQWUaVW, aW SUeVeQW Lf a SaWLeQW
SUeVeQWV ZLWK a VXVSecWed YLUaO UeVSLUaWRU\ LQfecWLRQ, WKeUe LV QR WUeaWPeQW aYaLOabOe e[ceSW fRU LQfOXeQ]a aQd QRZ
COVID. EYeQ LQ WKe caVe Rf LQfOXeQ]a, WKe aYaLOabOe dUXJV KaYe OLPLWed effecWLYeQeVV aQd Qeed WR be JLYeQ ZLWKLQ 48
KRXUV Rf LQLWLaO V\PSWRPV fRU beVW effLcac\, aV SeU SUeVcULbLQJ LQfRUPaWLRQ aQd OLWeUaWXUe. TKe COVID dUXJ Sa[ORYLd KaV
QRW VKRZQ effLcac\ LQ KeaOWK\ adXOWV, aQd KaV RWKeU OLPLWaWLRQV UeJaUdLQJ eOLJLbLOLW\ Rf a SaWLeQW aV SeU SUeVcULbLQJ
LQfRUPaWLRQ aQd OLWeUaWXUe.

IQ cRQWUaVW, NV-387 cRXOd be SUeVcULbed WR aQ\ SaWLeQW ZLWK aQ acXWe UeVSLUaWRU\ YLUaO LQfecWLRQV, ZLWKRXW fXUWKeU WeVWLQJ
aQd ZLWK SRWeQWLaOO\ QR OLPLWaWLRQV RQ SaWLeQW SRSXOaWLRQ, Lf aSSURYed fRU VXcK XVe, aVVXPLQJ VXcceVVfXO UeOeYaQW cOLQLcaO
WULaOV.

NV-387 ZaV aOVR fRXQd WR be KLJKO\ effecWLYe aJaLQVW RUWKRSR[YLUXV LQfecWLRQ aQLPaO PRdeOV ZKLcK SURYLde VXSSRUW fRU
PRYLQJ LW fRUZaUd WRZaUdV OLceQVXUe fRU LWV XVe LQ WKe WUeaWPeQW Rf (LY) SPaOOSR[ (caXVed b\ VaULROa YLUXV), aQ LPSRUWaQW
bLRWeUURULVP WKUeaW; aV ZeOO aV fRU eYaOXaWLRQ aV a WUeaWPeQW fRU (Y) MPR[ (caXVed b\ WKe MRQNe\SR[ YLUXV, MPXV), aQ
LPSRUWaQW ePeUJLQJ WKUeaW.

2 TKeVe PaUNeW VL]e eVWLPaWeV aUe deULYed baVed RQ WKe fROORZLQJ UeSRUWV RU SUeVV UeOeaVeV, aPRQJ RWKeUV:
(a). IQfOXeQ]a A IQfecWLRQV ± MaUNeW IQVLJKW, ESLdePLRORJ\ aQd MaUNeW FRUecaVW WR 2032, DeOYeIQVLJKW, 2022,
KWWSV://ZZZ.deOYeLQVLJKW.cRP/UeSRUW-VWRUe/LQfOXeQ]a-a-LQfecWLRQV-PaUNeW?
XWP_VRXUce=cLVLRQ&XWP_PedLXP=SUeVVUeOeaVe&XWP_caPSaLJQ=VSU
(b). ReVSLUaWRU\ S\Qc\WLaO VLUXV (RSV) TKeUaSeXWLcV MaUNeW WR 2031, GURZWKPOXVReSRUWV, 2023,
KWWSV://ZZZ.JURZWKSOXVUeSRUWV.cRP/UeSRUW/UeVSLUaWRU\-V\Qc\WLaO-YLUXV-UVY-WKeUaSeXWLcV-PaUNeW/8519.
(c). HeUSeV SLPSOe[ VLUXV TUeaWPeQW MaUNeW SL]e...FRUecaVW WR 2030, GUaQdYLeZReVeaUcK, 2024,
KWWSV://ZZZ.JUaQdYLeZUeVeaUcK.cRP/LQdXVWU\-aQaO\VLV/KeUSeV-VLPSOe[-YLUXV-WUeaWPeQW-PaUNeW-UeSRUW.
(d) IQfecWLRXV DLVeaVe TKeUaSeXWLcV MaUNeW SL]e« WR 2030, GUaQdYLeZReVeaUcK, 2024,
KWWSV://ZZZ.JUaQdYLeZUeVeaUcK.cRP/LQdXVWU\-aQaO\VLV/LQfecWLRXV-dLVeaVe-WKeUaSeXWLcV-PaUNeW.
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FXUWKeU, WKe VaPe dUXJ NV-387 ZaV fRXQd WR be KLJKO\ acWLYe aJaLQVW (YL) MeaVOeV YLUXV LQ a KXPaQL]ed PRXVe PRdeO
Rf OeWKaO MeaVOeV YLUXV LQfecWLRQ.

NV-387 LV BURad-SSecWUXP b\ DeVLJQ WKaW IQcOXdeV SSecLfLc HRVW MLPLcU\

TKe UeaVRQ fRU VXcK e[ceedLQJO\ bURad-VSecWUXP acWLYLW\ Rf NV-387 OLeV LQ WKe deVLJQ Rf WKe dUXJ. AOO Rf WKeVe dLVWLQcWO\
dLffeUeQW YLUXVeV XWLOL]e HSPG (KeSaUaQ VXOfaWe SURWeRJO\caQV) fRU ceOO LQfecWLRQ; VR dR H5N1, H7N9, WKe KLJKO\
SaWKRJeQLc LQfOXeQ]a YLUXVeV, aQd eYeQ WKe MeaVOeV YLUXV. IQ facW, LW LV ZeOO NQRZQ WKaW RYeU 90-95% Rf KXPaQ
SaWKRJeQLc YLUXVeV aOO XWLOL]e eLWKeU HSPG RU VLPLOaU, UeOaWed SXOfaWed PURWeRJO\caQV (³SPG´) aV WKe LQLWLaO aWWacKPeQW
VLWeV WR be abOe WR LQfecW KXPaQ ceOOV. NV-387 PLPLcV WKe Ne\ feaWXUeV Rf SPG WKaW aUe UeTXLUed fRU WKe YLUXV bLQdLQJ.
NR PaWWeU KRZ PXcK a YLUXV PXWaWeV, LW cRQWLQXeV WR XVe SPG fRU LQLWLaO aWWacKPeQW.

IQ WKe QRQ-cOLQLcaO VWXdLeV OeadLQJ WR WKe PKaVe I cOLQLcaO WULaO, NV-387 ZaV fRXQd WR be QRQ-LPPXQRJeQLc, QRQ-
aOOeUJeQLc, QRQ-PXWaJeQLc, aV ZeOO aV QRQ-JeQRWR[Lc. NR adYeUVe effecWV ZeUe UeSRUWed LQ GLP SafeW\-TR[LcRORJ\
VWXdLeV LQ PXOWLSOe aQLPaO PRdeOV LQcOXdLQJ QRQ-KXPaQ SULPaWeV (NHP, C\QRPROJXV PRQNe\V). TKe NOAEL (NR-
ObVeUYed-AdYeUVe-EYeQWV-LeYeO) ZaV 1,200 PJ/KJ aQd MTD (Ma[LPXP TROeUabOe DRVe) ZaV 1,500 PJ/KJ LQ UaWV,
ZKLcK aUe YeU\ KLJK QXPbeUV (KLJK LV JRRd).

NV-387 KaV cRPSOeWed a PKaVe I KXPaQ cOLQLcaO WULaO fRU VafeW\ aQd WROeUabLOLW\ LQ KeaOWK\ VXbMecWV WKaW ZaV VSRQVRUed
b\ RXU OLceQVee aQd cROOabRUaWRU LQ IQdLa, KaUYeeU MedLWecK PULYaWe LLPLWed (³KMPL´). TKLV PKaVe I cOLQLcaO WULaO Rf (L)
NV-387 OUaO S\UXS aQd (LL) NV-387 OUaO GXPPLeV fRUPXOaWLRQV WR eYaOXaWe SafeW\ aQd TROeUabLOLW\ LQ KeaOWK\ KXPaQ
VXbMecWV ZaV cRPSOeWed ZLWK WKe dLVcKaUJe aQd fLQaO YLVLW Rf WKe OaVW VXbMecW aW WKe eQd Rf DecePbeU, 2023. TKeUe ZeUe
QR UeSRUWed adYeUVe eYeQWV, aQd WKeUe ZeUe QR dURS-RXWV LQ WKLV cOLQLcaO WULaO Rf 72 VXbMecWV. TKXV, WKe dUXJ NV-387, LQ
bRWK Rf WKe RUaO fRUPXOaWLRQV VWXdLed, QaPeO\ RUaO V\UXS aQd RUaO JXPPLeV (a VRfW VROLd fRUP WKaW dLVVROYeV LQ WKe
PRXWK), LV deePed WR be Vafe aQd ZeOO WROeUaWed aQd caQ be fXUWKeU adYaQced LQWR PKaVe II cOLQLcaO WULaOV, aV SeU
cRPPXQLcaWLRQV ZLWK WKe DaWa SafeW\ aQd MRQLWRULQJ BRaUd (DSMB) aQ LQdeSeQdeQW e[SeUW UeYLeZ cRPPLWWee
cRPPLVVLRQed fRU WKLV cOLQLcaO WULaO. We aUe aZaLWLQJ a fLQaO UeSRUW Rf WKe cOLQLcaO WULaO. TKLV VWaWePeQW UeJaUdLQJ VafeW\
aQd WROeUabLOLW\ ZLOO be eYaOXaWed, afWeU Ze VXbPLW WKe fLQaO PKaVe I UeSRUW, b\ WKe UeJXOaWRU\ aJeQc\.

TKe UeVXOWV Rf WKe PKaVe I cOLQLcaO WULaO aUe cRQVLVWeQW ZLWK RXU QRQ-cOLQLcaO fLQdLQJV.

TKXV NV-387 LV Uead\ WR be adYaQced LQWR PKaVe II KXPaQ cOLQLcaO WULaOV aJaLQVW WKe dLffeUeQW aQWLYLUaO LQdLcaWLRQV ZLWKLQ
LWV aQWLYLUaO acWLYLW\ VSecWUXP.

NV-387, a SLQJOH DUXJ, MHHWV MaQ\ UQPHW MHGLFaO NHHGV LQ VLUaO DLVHaVHV

AW SUeVeQW,

Ɣ TKeUe LV QR aSSURYed dUXJ fRU RSV, aOWKRXJK WKUee dLffeUeQW aQWLbRdLeV KaYe beeQ aSSURYed fRU SUe-e[SRVXUe
SURWecWLRQ Rf LQfaQWV fURP SRWeQWLaO ULVN Rf RSV LQfecWLRQ, aQd VRPe YaccLQeV KaYe beeQ aSSURYed fRU XVe LQ
JeULaWULc SaWLeQWV aQd adXOWV aW ULVN, aV ZeOO aV fRU SUeJQaQW ZRPeQ. WKLOe WKe PaUNeW VL]e LV SURMecWed WR be
e[ceedLQJ $8 bLOOLRQ RU VR, WKe UeJXOaWRU\ deYeORSPeQW WLPeOLQeV aUe ORQJ fRU RSV SedLaWULc dUXJ
deYeORSPeQW.

Ɣ TKeUe LV QR aSSURYed dUXJ fRU IQfOXeQ]a WKaW caQ be UeOLabO\ SUedLcWed WR be QRW eVcaSed b\ WKe Qe[W SRWeQWLaO
eSLdePLc RU SaQdePLc IQfOXeQ]a YLUXV, LQcOXdLQJ H5N1. AOO aSSURYed LQfOXeQ]a dUXJV aUe NQRZQ WR be UeadLO\
eVcaSed b\ IQfOXeQ]a YaULaQWV.

Ɣ TKeUe LV QR aSSURYed dUXJ fRU MeaVOeV.
Ɣ TKeUe LV QR aSSURYed dUXJ fRU MPR[.
Ɣ TKe SPaOOSR[ aSSURYed dUXJV (XQdeU FDA AQLPaO RXOe) KaYe VLJQLfLcaQW VKRUWcRPLQJV, OeaYLQJ WKe US

SUacWLcaOO\ XQSUeSaUed fRU WKLV bLRWeUURULVP VceQaULR deVSLWe VeYeUaO bLOOLRQV Rf dROOaUV LQ deYeORSPeQW aQd
acTXLVLWLRQV.

Ɣ TKe aSSURYed dUXJV fRU IQfOXeQ]a aUe XQOLNeO\ WR PeeW WKe cKaOOeQJe Rf aQ H5N1 RU KLJKO\ SaWKRJeQLc
LQfOXeQ]a YLUXV eSLdePLc, eVSecLaOO\ VLQce WKe LQfOXeQ]a YLUXV cKaQJeV UeadLO\ LQ WKe fLeOd b\ PXOWLSOe
PecKaQLVPV LQcOXdLQJ PXWaWLRQV, UecRPbLQaWLRQV aQd UeaVVRUWPeQWV. MXWaWLRQV aUe VPaOO cKaQJeV LQ WKe
JeQRPLc RNA WKaW aUe aOZa\V RccXUULQJ aV WKe YLUXV PaNeV cRSLeV Rf LWVeOf. RecRPbLQaWLRQV RccXU ZKeQ WZR
dLffeUeQW JeQRPLc VWUaQdV e[cKaQJe SRUWLRQV Rf WKeLU VeTXeQceV JeQeUaWLQJ a PL[ed RU cKLPeULc YaULaQW



21

JeQRPLc VWUaQd. ReaVVRUWPeQW LV VSecLfLc WR ³VeJPeQWed´ YLUXVeV VXcK aV LQfOXeQ]a ZKeUeLQ a QeZ YLUXV
SaUWLcOe LV aVVePbOed b\ WaNLQJ WKe VeJPeQWV Rf RNA fURP WZR (RU PRUe) dLffeUeQW LQfOXeQ]a YLUXVeV WKaW KaYe
cR-LQfecWed a ceOO. AQ\ Rf WKeVe cKaQJeV caQ Oead WR YLUXVeV UeVLVWaQW WR WUadLWLRQaO dUXJV, YaccLQeV, aQd
aQWLbRdLeV. PaQdePLc LQfOXeQ]a YLUXVeV XVXaOO\ aUe deULYed fURP PXOWLSOe LQfOXeQ]a YLUXVeV ZLWK VXcK
VZaSSLQJ RU PL[LQJ Rf JeQeWLc cRde aQd PXWaWLRQV.
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NV-387, baVed RQ UeOeYaQW aQLPaO PRdeO VWXdLeV, aQd baVed RQ VafeW\ aQd WROeUabLOLW\ RbVeUYed LQ a PKaVe I KXPaQ
cOLQLcaO WULaO, caQ fXOfLOO WKeVe JOaULQJ JaSV LQ SaQdePLc SUeSaUedQeVV fRU cXUUeQW aQd ePeUJLQJ WKUeaWV, aV ZeOO aV fRU
SRWeQWLaO bLRWeUURULVP WKUeaWV.

TKXV, NV-387, aV a VLQJOe dUXJ, LV UeVSRQdLQJ WR VeYeUaO XQPeW PedLcaO QeedV LQ YLUaO LQfecWLRXV dLVeaVeV aW RQce.

PRVVLbOH RaSLG RHJXOaWRU\ PaWKV, NRQ-DLOXWLYH FXQGLQJ, aQG PRWHQWLaO RHYHQXHV IRU NV-387

OQ FebUXaU\ 3, 2026, WKe CRPSaQ\ V fLOed aQd WKe FDA OffLce Rf OUSKaQ DUXJV UeceLYed, aSSOLcaWLRQV fRU OUSKaQ DUXJ
DeVLJQaWLRQ (ODD) Rf WKUee dUXJV, QaPeO\ (L) NV-387 fRU WKe WUeaWPeQW Rf MeaVOeV, (LL) NV-387 fRU WKe WUeaWPeQW Rf
MPR[, aQd (LLL) NV-387 fRU WKe WUeaWPeQW Rf SPaOOSR[. TKe CRPSaQ\ KaV UeWaLQed OQO\OUSKaQVCRWe, LLC, (³OOC´),
Oed b\ DU. TLPRWK\ CRWe, XQdeU a MaVWeU SeUYLceV AJUeePeQW aV Rf NRYePbeU 25, 2025, fRU WKe RUSKaQ dUXJ UeOaWed
acWLYLWLeV. DU. CRWe SUeYLRXVO\ VeUYed aV WKe DLUecWRU Rf FDA OffLce Rf OUSKaQ DUXJV. OOC SUeSaUed aQd fLOed WKe
ODD aSSOLcaWLRQV RQ beKaOf Rf WKe CRPSaQ\. FDA caQ WaNe 90 WR 120 da\V WR UeVSRQd WR WKe ODD aSSOLcaWLRQV.

We beOLeYe WKaW WKe SRWeQWLaO UeOaWLYeO\ UaSLd UeJXOaWRU\ SaWK fRU NV-387 ZRXOd be eQabOed b\ aQ\ Rf LWV LQdLcaWLRQV WKaW
aUe eOLJLbOe fRU ³OUSKaQ DUXJ´ VWaWXV LQ WKe USA. GeQeUaOO\ VSeaNLQJ, aQ OUSKaQ DUXJ LV a dUXJ fRU a dLVeaVe WKaW KaV
OeVV WKaQ 200,000 LQcLdeQce UaWe aQQXaOO\, RU fRU a VSecLfLc bLR-WeUURULVP aJeQW VXcK aV VPaOOSR[. BaVed RQ RXU aQLPaO
PRdeO VWXdLeV WR daWe, Ze KaYe LdeQWLfLed WKUee dLffeUeQW WUeaWPeQW LQdLcaWLRQV WKaW aUe RUSKaQ dUXJ LQdLcaWLRQV fRU NV-
387, QaPeO\: (L) NV-387 fRU WKe WUeaWPeQW Rf MeaVOeV, (LL) NV-387 fRU WKe WUeaWPeQW Rf MPR[, aQd (LLL) NV-387 fRU WKe
WUeaWPeQW Rf VPaOOSR[. OUSKaQ DUXJ DeVLJQaWLRQ fRU WKeVe caVeV ZRXOd eQabOe VeYeUaO beQefLWV.

OUSKaQ dUXJ beQefLWV LQcOXde fUeTXeQW PeeWLQJV ZLWK FDA fRU JXLdaQce, VPaOOeU cOLQLcaO WULaOV, a SRWeQWLaO SaWK fRU dUXJ
aSSURYaO afWeU a PKaVe II cOLQLcaO WULaO WKaW LV SeUfRUPed XQdeU WKe US FDA, ZaLYeUV Rf ceUWaLQ PDUFA feeV Sa\abOe WR
WKe US FDA, aQd ceUWaLQ R&D Wa[ beQefLWV, aV ZeOO aV a VeYeQ \eaU e[cOXVLYLW\ fRU PaUNeWLQJ WKe dUXJ fRU WKe OLceQVed
LQdLcaWLRQ. TKeVe LQceQWLYeV, Lf WKe\ becRPe aYaLOabOe fRU fXUWKeU UeJXOaWRU\ deYeORSPeQW Rf NV-387, ZRXOd UeVXOW LQ
VKRUWeU WLPe SaWK aQd UedXced fLQaQcLaO UeTXLUePeQWV WR JaLQ UeJXOaWRU\ aSSURYaOV.

TR WKLV eQd, Ze aUe VeeNLQJ ³OUSKaQ DUXJ DeVLJQaWLRQ´ fRU WKe abRYe WKUee dLVeaVeV fURP WKe US FDA. TKe CRPSaQ\
SOaQV WR WaNe adYaQWaJe Rf WKe LQcUeaVed FDA LQWeUacWLRQV fRU fLOLQJ aSSURSULaWe PUe-IND aSSOLcaWLRQV aQd IND
aSSOLcaWLRQV ZLWK WKe US FDA.

AddLWLRQaOO\, WKe aQQXaO dUXJ SURdXcW UeTXLUePeQWV fRU WKeVe RUSKaQ dUXJV, ZKeQ aSSURYed, caQ be PeW b\ RXU e[LVWLQJ
cGMP PaQXfacWXULQJ facLOLWLeV aW RXU PaLQ caPSXV LQ CRQQecWLcXW. TKLV ZRXOd eQabOe UaSLd UeYeQXe JeQeUaWLRQ, WR WKe
WXQe Rf VeYeUaO KXQdUedV Rf PLOOLRQV Rf dROOaUV a \eaU, aQd ZRXOd PaNe WKe CRPSaQ\ fLQaQcLaOO\ VeOf-VXffLcLeQW.

We beOLeYe WKaW RXU MPR[ PKaVe II cOLQLcaO WULaO LQ DePRcUaWLc ReSXbOLc Rf CRQJR (DRC), Lf VXcceVVfXO, ZLOO OLNeO\
eQabOe a PKaVe II/III UeJLVWUaWLRQ cOLQLcaO WULaO fRU NV-387 aV a WUeaWPeQW fRU MPR[ XQdeU WKe US FDA aXVSLceV, ZKLcK
Pa\ SURYLde WKe VKRUWeVW SRVVLbOe WLPeOLQe fRU NV-387 OLceQVXUe.

AddLWLRQaOO\, VXcceVV Rf WKLV MPR[ PKaVe II cOLQLcaO WULaO LV OLNeO\ WR eQabOe US GRYeUQPeQW fXQdLQJ fURP aQ aJeQc\
VXcK aV BLRPedLcaO AdYaQced ReVeaUcK aQd DeYeORSPeQW AJeQc\ (BARDA) RU WKe NaWLRQaO IQVWLWXWeV Rf HeaOWK (NIH)
fRU fXUWKeU deYeORSPeQW Rf WKe dUXJ NV-387 aV a WUeaWPeQW fRU WKe bLRWeUURULVP aJeQW VPaOOSR[ ZKLcK LV a cORVeO\
UeOaWed YLUXV. CXUUeQW FDA JXLdaQce fRU SPaOOSR[ dUXJ deYeORSPeQW LV baVed RQ WKe ³AQLPaO RXOe´ aQd dReV QRW
UeTXLUe KXPaQ cOLQLcaO WULaOV (ZKLcK ZRXOd be XQeWKLcaO aQd LPSRVVLbOe WR cRQdXcW), a OLceQVXUe URXWe WKaW Ze beOLeYe
NV-387 ZRXOd be VXcceVVfXO LQ, baVed RQ UeOeYaQW aQLPaO PRdeO VWXdLeV aOUead\ cRQdXcWed.

SXcK OLceQVXUe, Lf RbWaLQed, cRXOd dULYe acTXLVLWLRQ Rf WKe dUXJ b\ WKe US JRYeUQPeQW, ZRUWK KXQdUedV Rf PLOOLRQV Rf
dROOaUV LQ UeYeQXeV, aQd WKLV cRXOd affRUd WKe faVWeVW UeYeQXe SaWK fRU WKe CRPSaQ\. AV aQ e[aPSOe, TecRYLULPaW
(TPOXX) acTXLVLWLRQ cRQWUacWV KaYe beeQ UaQJLQJ aW abRXW $150 PLOOLRQ SeU \eaU.
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MeaVOeV KaV becRPe aQ LPSRUWaQW ePeUJLQJ dLVeaVe LQ WKe USA. WKLOe PeaVOeV ZaV decOaUed eOLPLQaWed LQ WKe USA LQ
2000, LWV UeVXUJeQce KaV Oed WR VXVWaLQed WUaQVPLVVLRQ RYeU WKe eQWLUe 2025 \eaU ZLWK 2,230 caVeV, UeVXOWLQJ LQ 11%
KRVSLWaOL]aWLRQV, aQd 3 deaWKV, aQd LW KaV cRQWLQXed XQabaWed LQ WKe USA, ZLWK RYeU 733 caVeV aV Rf FebUXaU\ 5, 2026,
SeU CDC3. EffecWLYeO\, US QR ORQJeU KaV MeaVOeV eOLPLQaWLRQ VWaWXV4, aQd LW KaV becRPe aQ eQdePLc dLVeaVe LQ WKe
USA. MeaVOeV YaccLQaWLRQ UaWeV KaYe faOOeQ LQ YaULRXV JeRJUaSKLc aUeaV ZeOO beORZ WKe 95% YaccLQaWLRQ UaWe UeTXLUed
fRU PaLQWaLQLQJ ³KeUd LPPXQLW\´ RU SRSXOaWLRQ LPPXQLW\, NeeSLQJ WKe YLUXV fURP VSUeadLQJ. VaccLQaWLRQ UaWeV ZLWK WKe
MeaVOeV YaccLQe (XVXaOO\ JLYeQ WR cKLOdUeQ LQ 2 dRVeV aV a cRPSRQeQW Rf WKe WULSOe MMR YaccLQe) aUe OLNeO\ WR cRQWLQXe
WR faOO. AddLWLRQaOO\, WKe MeaVOeV YLUXV VWUaLQ QRZ LQ cLUcXOaWLRQ LV VXbVWaQWLaOO\ dLffeUeQW fURP WKe YaccLQe VWUaLQ(V) WKaW
ZeUe deULYed fURP WKe 1968 eUa. WKLOe WKLV ROd YaccLQe cRQWLQXeV WR be effecWLYe, LWV effecWLYeQeVV Pa\ KaYe VWaUWed
decUeaVLQJ ZLWK bUeaNWKURXJK LQfecWLRQ UaWeV LQcUeaVLQJ, baVed RQ VcLeQWLfLc OLWeUaWXUe5.

A VLQJOe caVe Rf MeaVOeV OeadV WR VXbVWaQWLaO dLVUXSWLRQ aQd ecRQRPLc ORVVeV. MeaVOeV W\SLcaOO\ affecWV VcKRRO aJe RU
\RXQJeU cKLOdUeQ, aQd a VLQJOe caVe caQ Oead WR TXaUaQWLQLQJ Rf a OaUJe SRUWLRQ Rf WKe VcKRRO bRd\ aQd LPSRVLWLRQ Rf
UePRWe OeaUQLQJ. We beOLeYe WKaW Lf NV-387 LV aSSURYed fRU MeaVOeV, TXaUaQWLQLQJ caQ be aYRLded b\ WUeaWLQJ WKe
VXVSecWed cRQWacWV ZLWK VPaOO dRVeV Rf WKe dUXJ, aQd WKe VSUead caQ be eOLPLQaWed b\ acWXaOO\ WUeaWLQJ WKe SaWLeQW ZLWK
WKe dUXJ, NV-387. We beOLeYe WKaW RXU aQLPaO PRdeO VWXdLeV LQ KXPaQL]ed PLce KaYe cOeaUO\ dePRQVWUaWed WKaW NV-387
LV a YLabOe dUXJ caQdLdaWe fRU WUeaWPeQW aV ZeOO aV SURSK\Oa[LV Rf MeaVOeV.

AW SUeVeQW WKeUe LV QR aSSURYed dUXJ fRU MeaVOeV.

We beOLeYe WKaW QRQ-dLOXWLYe fXQdLQJ fRU deYeORSPeQW Rf NV-387 aV a dUXJ LV OLNeO\ WR becRPe aYaLOabOe fURP US
GRYeUQPeQW aJeQcLeV fRU VPaOOSR[ aV ZeOO aV PeaVOeV.

PKaVH II COLQLFaO TULaO RI NV-387 aV TUHaWPHQW RI MPR[ LQ WKH DHPRFUaWLF RHSXbOLF RI CRQJR (DRC), AIULFa

We beJaQ ZRUNLQJ ZLWK WKe ORcaO UeJXOaWRU\ aJeQc\ LQ DRC, QaPeO\ ACOREP, cLUca FebUXaU\ 2025. AfWeU LQLWLaO dXe
dLOLJeQce fURP WKeP, WKe EWKLcV CRPPLWWee Rf ACOREP aJUeed WKaW NV-387 ZaV ZRUWK eYaOXaWLQJ aV a WUeaWPeQW fRU
MPR[ aQd JaYe XV a JR-aKead ZLWK a SUeOLPLQaU\ aSSURYaO fRU a SRWeQWLaO PKaVe II cOLQLcaO WULaO LQ ASULO, 2025. SLQce
WKeQ Ze KaYe beeQ SURYLdLQJ WecKQLcaO dRcXPeQWV WR ACOREP aV SaUWV Rf WKe cOLQLcaO WULaO aSSOLcaWLRQ, LQ ZKaW ZRXOd
be cRQVLdeUed aQ LQfRUPaO ³UROOLQJ UeYLeZ´ Rf VRUWV. AfWeU aOO Rf WKe TXeVWLRQV KaYLQJ beeQ UeVROYed, Ze UeceLYed a fLQaO
aSSURYaO fRU VWaUWLQJ a PKaVe II cOLQLcaO WULaO fURP ACOREP aW WKe eQd Rf OcWRbeU, 2025. TKLV aSSURYaO UeTXLUeV XV WR
fXOfLOO ceUWaLQ cRQdLWLRQV aQd SURYLde ceUWaLQ fLQaO dRcXPeQWaWLRQ. We aUe cXUUeQWO\ ZRUNLQJ RQ cRPSOeWLQJ WKeVe OaVW VeW
Rf UeTXeVWV (Vee beORZ).

PKaVH II COLQLFaO TULaO RI NV-387 aV TUHaWPHQW RI VLUaO AFXWH aQG SHYHUH-AFXWH RHVSLUaWRU\ IQIHFWLRQV (V-ARI aQG V-
SARI) LQ IQGLa

We aUe LQ dLVcXVVLRQV ZLWK e[SeUWV UeJaUdLQJ a PKaVe II cOLQLcaO WULaO fRU WKe eYaOXaWLRQ Rf WKe effecWLYeQeVV Rf NV-387 LQ
WKe WUeaWPeQW Rf ARI aQd SARI Rf VLUaO RULJLQ (ARI = AcXWe ReVSLUaWRU\ IQfecWLRQ aQd SARI = SeYeUe AcXWe
ReVSLUaWRU\ IQfecWLRQ). TKe deVLJQ Rf NV-387 VXJJeVWV WKaW LW LV OLNeO\ WR be acWLYe aJaLQVW PRVW Lf QRW aOO UeVSLUaWRU\
YLUaO LQfecWLRQV (Vee beORZ).

NV-387 LV e[SecWed WR be acWLYe aJaLQVW PRVW Lf QRW aOO HLJKO\ PaWKRJeQLc IQfOXeQ]a YLUXVeV (HPAI) LQcOXdLQJ H5N1
³BLUd FOX´ (RU AYLaQ FOX), aQd WKe CRPSaQ\ SOaQV WR RbWaLQ QRQ-dLOXWLYe fXQdLQJ WR adYaQce WKLV dUXJ fRU WKe H5N1
LQdLcaWLRQ VXcK aV JUaQWV RU cRQWUacWV fURP JRYeUQPeQW aJeQcLeV.

3 KWWSV://ZZZ.cdc.JRY/PeaVOeV/daWa-UeVeaUcK/LQde[.KWPO#cdc_daWa_VXUYeLOOaQce_VecWLRQ_10-PeaVOeV-caVeV-LQ-2026.
4 TecKQLcaOO\, MeaVOeV eOLPLQaWLRQ VWaWXV Rf WKe USA cRQWLQXeV XQWLO WKe 13 ASULO 2026 PeeWLQJ Rf PaQ-APeULcaQ HeaOWK
OUJaQL]aWLRQ (PAHO) ZKLcK ZRXOd WKeQ eYaOXaWe Lf WKe eOLPLQaWLRQ VWaWXV LV effecWLYe. KWWSV://aSQeZV.cRP/aUWLcOe/XV-
PeaVOeV-eOLPLQaWLRQ-Pe[LcR-6f0bc8f7ef31d5ef82492e42ccb38e47.
5 KWWSV://SPc.QcbL.QOP.QLK.JRY/aUWLcOeV/PMC11209263/.
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US FDA EQJaJHPHQW aQG RHJXOaWRU\ DHYHORSPHQW POaQ IRU NV-387

OXU RbMecWLYe LV WR bULQJ WKe daWa fURP WKe cOLQLcaO WULaOV e[WeUQaO WR WKe USA aQd XWLOL]e LW fRU fXUWKeU UeJXOaWRU\
adYaQcePeQW Rf NV-387 aJaLQVW YaULRXV LQdLcaWLRQV XQdeU WKe US FDA. AV dLVcXVVed eaUOLeU, NV-387 KaV ceUWaLQ
RUSKaQ dLVeaVe aV ZeOO aV bLRWeUURULVP UeOaWed LQdLcaWLRQV. We beOLeYe VRPe Rf WKeVe aSSOLcaWLRQV TXaOLf\ fRU RUSKaQ
dUXJ deVLJQaWLRQV. TKeUefRUe, Ze fLUVW SOaQ WR fLOe WKe aSSURSULaWe OUSKaQ DUXJ DeVLJQaWLRQV (ODD) fRU WKe fROORZLQJ
WKUee WUeaWPeQWV:

Ɣ NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf MPR[.
Ɣ NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf SPaOOSR[.
Ɣ NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf MeaVOeV.

We beOLeYe WKaW WKe ODD¶V ZLOO SURYLde VeYeUaO beQefLWV WKaW ZRXOd acceOeUaWe WKe NV-387 SURJUaP WRZaUdV UeJXOaWRU\
OLceQVXUe. TKeVe LQcOXde fUeTXeQW FDA PeeWLQJV aQd UaSLd decLVLRQ-PaNLQJ. AddLWLRQaOO\, WKe ecRQRPLc beQefLWV
LQcOXde ceUWaLQ Wa[ cUedLWV fRU R&D cRVWV, ZaLYeU Rf ceUWaLQ PDUFA feeV, aQd a VeYeQ \eaU e[cOXVLYLW\ fRU PaUNeWLQJ WKe
dUXJ fRU WKe OLceQVed LQdLcaWLRQ.

AVVXPLQJ aQ ODD LV JUaQWed, Ze SOaQ RQ fROORZLQJ XS ZLWK fXUWKeU US FDA eQJaJePeQWV b\ fLOLQJ SUe-IND
aSSOLcaWLRQV:

Ɣ A PUe-IND fRU NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf MPR[.
Ɣ A PUe-IND fRU NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf SPaOOSR[.
Ɣ A PUe-IND fRU NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf MeaVOeV.

We aOVR SOaQ WR VeeN a PedLaWULc IQYeVWLJaWLRQ POaQ (³PIP´) MeeWLQJ ZLWK WKe US FDA aW aQ aSSURSULaWe WLPe,
SaUWLcXOaUO\ VLQce MeaVOeV JeQeUaOO\ affecWV PRVWO\ cKLOdUeQ. RSV, aQRWKeU LQdLcaWLRQ Rf NV-387, SULPaULO\ affecWV
QeRQaWeV, LQfaQWV aQd YeU\ \RXQJ cKLOdUeQ. We SOaQ RQ SeUfRUPLQJ SedLaWULc-XVe-UeOaWed QRQ-cOLQLcaO VWXdLeV LQ
accRUdaQce ZLWK WKe FDA LQSXWV.

We beOLeYe WKaW WKe SUe-IND MeeWLQJ fRU NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf MPR[ ZLOO eQabOe XV WR fLOe aQ
IND fRU a PKaVe II/III UeJLVWUaWLRQaO cOLQLcaO WULaO fRU OLceQVXUe Rf WKe dUXJ fRU MPR[. We SOaQ RQ OeYeUaJLQJ WKe MPR[
PKaVe II cOLQLcaO WULaO fRU WKLV SXUSRVe.

We beOLeYe WKaW WKe SUe-IND MeeWLQJ fRU NV-387 fRU WKe TUeaWPeQW aQd PURSK\Oa[LV Rf SPaOOSR[ ZLOO eQabOe XV WR fLOe
aQ IND fRU a PKaVe II/III UeJLVWUaWLRQaO cOLQLcaO WULaO fRU OLceQVXUe Rf WKe dUXJ fRU SPaOOSR[. We Pa\ be abOe WR OeYeUaJe
WKe MPR[ PKaVe II cOLQLcaO WULaO daWa aV RQe Rf WKe PRdeO VWXdLeV ePXOaWLQJ VPaOOSR[ LQfecWLRQ.

AW SUeVeQW WKeUe LV QR ecRQRPLc PRdeO RU bXVLQeVV caVe fRU deYeORSPeQW Rf a dUXJ fRU MeaVOeV. We SOaQ RQ eQJaJLQJ
MeaVOeV dUXJ deYeORSPeQW LQ fXOO fRUce Lf LW LV VXSSRUWed b\ QRQ-dLOXWLYe JUaQWV aQd cRQWUacWV fXQdLQJ. MeaVOeV Pa\ be
eOLJLbOe fRU a WUadLWLRQaO WUadeabOe PULRULW\ ReYLeZ VRXcKeU (PRV) LVVXaQce fURP WKe FDA. If VR, WKe SRWeQWLaO WUade
YaOXe Rf a PRV, cXUUeQWO\ aW RU abRYe $150 MLOOLRQ, ZRXOd SURYLde eQWLcePeQW fRU XV WR deYeORS NV-387 fRU MeaVOeV.

We beOLeYe WKaW WKe SOaQQed PKaVe II VLUaO ARI/SARI COLQLcaO TULaO ZLOO SURYLde XV ZLWK VXbVWaQWLaO acWLRQabOe daWa RQ
WKe VafeW\ aQd effecWLYeQeVV Rf NV-387 LQ WUeaWLQJ aW OeaVW IQfOXeQ]a, RSV, COVID, aQd SURYLde fXUWKeU LQfRUPaWLRQ LQ
WKe XWLOLW\ Rf NV-387 aJaLQVW PaQ\ RWKeU UeVSLUaWRU\ YLUXVeV LQcOXdLQJ KMPV, EQWeURYLUXVeV, AdeQRYLUXVeV,
RKLQRYLUXVeV, eWc.

We SOaQ RQ beLQJ abOe WR LQLWLaWe aQ IND XQdeU WKe US FDA fRU XVe Rf NV-387 aV WKe WUeaWPeQW Rf RSV LQ SedLaWULc
SaWLeQWV, baVed RQ WKe PKaVe II daWaVeWV.

NV-HHV-1 aQG WKH HHUSHCLGH� PURJUaP

IQ addLWLRQ WR NV-387, WKe CRPSaQ\ KaV SUeYLRXVO\ deYeORSed a cOLQLcaO dUXJ caQdLdaWe, NV-HHV-1 fRUPXOaWed aV VNLQ
cUeaP, fRU WKe WUeaWPeQW Rf SKLQJOeV. TKe CRPSaQ\ SOaQV WR SURJUeVV NV-HHV-1 LQWR KXPaQ cOLQLcaO WULaOV, aQd fXUWKeU
deYeORS WKe HeUSeCLdeTM SURJUaP afWeU WKe PKaVe II cOLQLcaO WULaO Rf NV-387 fRU MPR[, MeaVOeV, ARI/SARI, RSV, aQd
SRVVLbO\ fRU PXOWLSOe RWKeU LQdLcaWLRQV, LQcOXdLQJ IQfOXeQ]aV.
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IQ WKe HeUSeCLde SURJUaP aORQe, WKe CRPSaQ\ KaV dUXJ caQdLdaWeV aJaLQVW aW OeaVW fLYe LQdLcaWLRQV aW dLffeUeQW VWaJeV Rf
deYeORSPeQW. TKe CRPSaQ\¶V dUXJ caQdLdaWeV aJaLQVW HSV-1 ³cROd VRUeV´ aQd HSV-2 ³JeQLWaO KeUSeV´ aUe LQ adYaQced
SUe-cOLQLcaO VWXdLeV aQd aUe e[SecWed WR fROORZ WKe VKLQJOeV dUXJ caQdLdaWe LQWR KXPaQ cOLQLcaO WULaOV. IQ addLWLRQ, WKe
CRPSaQ\ KaV dUXJ caQdLdaWeV aJaLQVW HIV/AIDS, DeQJXe, EbROa/MaUbXUJ, aQd RWKeU YLUXVeV.

IQWHOOHFWXaO PURSHUW\

TKe CRPSaQ\¶V dUXJV aUe baVed RQ VeYeUaO SaWeQWV, SaWeQW aSSOLcaWLRQV, SURYLVLRQaO SaWeQW aSSOLcaWLRQV, aQd RWKeU
SURSULeWaU\ LQWeOOecWXaO SURSeUW\ KeOd b\ TKeUaCRXU PKaUPa, IQc. (³TKeUaCRXU´), a UeOaWed SaUW\ VXbVWaQWLaOO\ RZQed b\
DU. AQLO DLZaQ, WR ZKLcK WKe CRPSaQ\ KaV bURad, e[cOXVLYe OLceQVeV. TKe OLceQVeV aUe WR eQWLUe fLeOdV aQd QRW OLPLWed WR
VSecLfLc cRPSRXQdV. IQ aOO, WKe CRPSaQ\ KaV e[cOXVLYe, ZRUOdZLde OLceQVeV fRU WKe WUeaWPeQW Rf WKe fROORZLQJ KXPaQ
YLUaO dLVeaVeV: HXPaQ IPPXQRdefLcLeQc\ VLUXV (HIV/AIDS), HeSaWLWLV B VLUXV (HBV), HeSaWLWLV C VLUXV (HCV),
HeUSeV SLPSOe[ VLUXV (HSV-1 aQd HSV-2), IQfOXeQ]a aQd AVLaQ BLUd FOX VLUXV, DeQJXe YLUXVeV, EbROa/MaUbXUJ
YLUXVeV, JaSaQeVe EQceSKaOLWLV YLUXV, YLUXVeV caXVLQJ YLUaO CRQMXQcWLYLWLV (a dLVeaVe Rf WKe e\e) aQd OcXOaU HeUSeV
(UeVWaWed), VaULceOOa ZRVWeU VLUXV (³VZV´) LQfecWLRQV (L.e. SKLQJOeV aQd CKLcNeQSR[), aQd SARS-CRV-2 LQfecWLRQV.
AddLWLRQaOO\, WKe CRPSaQ\ KaV VLJQed a MePRUaQdXP Rf UQdeUVWaQdLQJ (³MRU´) RQ SeSWePbeU 23, 2024 WR cRdLf\ WKe
SURceVV fRU aOO aQWLYLUaOV dUXJ deYeORSPeQW ZLWK TKeUaCRXU. DeVSLWe WKe QaPe (³MRU´), WKLV LV a OeJaO aJUeePeQW
beWZeeQ WKe PaUWLeV WKaW KaV fRUPaOO\ aVVLJQed a ULJKW Rf fLUVW UefXVaO (ROFR) fRU aOO aQWLYLUaO dUXJ deYeORSPeQWV fURP
TKeUaCRXU WR WKe CRPSaQ\.

TKLV MRU e[SaQdV WKe CRPSaQ\¶V abLOLWLeV WR RSSRUWXQLVWLcaOO\ aQd UaSLdO\ deYeORS QRYeO dUXJV WR WUeaW YLUaO LQfecWLRQV
Rf SXbOLc KeaOWK LPSRUWaQce, eYeQ fRU WKRVe YLUXVeV WKaW dR QRW e[LVW WRda\ aQd caQQRW be SUedLcWed. TKe MRU KaV aOVR
fRUPaOL]ed WKe SURceVV Rf deYeORSPeQW Rf dUXJV fRU XQOLceQVed YLUaO LQdLcaWLRQV OeadLQJ OaWeU WR aSSURSULaWe OLceQVe
aJUeePeQWV. TKeUe ZaV QR cRPSeQVaWLRQ SaLd WR RU dXe WR TKeUaCRXU aV a UeVXOW Rf WKLV MRU. TKe PaUWLeV KaYe aOVR
aJUeed LQ WKLV MRU WKaW aQ\ caVK PLOeVWRQe Sa\PeQWV UeOaWed WR deYeORSPeQW acWLYLWLeV, WKaW aUe aZaUdabOe, ZLOO becRPe
Sa\abOe RQO\ XSRQ WKe CRPSaQ\ KaYLQJ VXffLcLeQW UeYeQXe, WKXV e[WeQdLQJ WKe SURYLVLRQV SUeYLRXVO\ LQcRUSRUaWed LQ WKe
APeQdPeQW WR WKe COVID LLceQVe AJUeePeQW, WR aOO SUeVeQW aQd fXWXUe OLceQVe aJUeePeQWV.

IQ aOO caVeV, WKe dLVcRYeU\ Rf OLJaQdV aQd SRO\PeU PaWeULaOV aV ZeOO aV fRUPXOaWLRQV, WKe cKePLVWU\ aQd cKePLcaO
cKaUacWeUL]aWLRQ, aQd WKe SURceVV deYeORSPeQW aQd UeOaWed ZRUN ZLOO be SeUfRUPed b\ TKeUaCRXU, a UeOaWed SaUW\
VXbVWaQWLaOO\ RZQed b\ DU. AQLO DLZaQ, XQdeU WKe VaPe cRPSeQVaWLRQ WeUPV aV SULRU aJUeePeQWV beWZeeQ WKe SaUWLeV,
ZLWK QR dXSOLcaWLRQ Rf cRVWV aOORZed. USRQ cRPPeUcLaOL]aWLRQ, NaQRVLULcLdeV ZLOO Sa\ 15% Rf QeW VaOeV WR TKeUaCRXU.
MLOeVWRQe Sa\PeQWV ZeUe Pade RU aUe VSecLfLed LQ ceUWaLQ Rf WKe OLceQVe aJUeePeQWV, deWaLOV Rf ZKLcK KaYe beeQ
dLVcORVed aW WKe WLPe WKe aJUeePeQWV ZeUe eQWeUed LQWR. TKe CRPSaQ\ QeJRWLaWeV aQd OLceQVeV VSecLfLc YeUWLcaOV Rf
WKeUaSeXWLc aSSOLcaWLRQV fURP TKeUaCRXU Lf SURPLVLQJ dUXJ caQdLdaWeV aUe fRXQd LQ eaUO\ UeVeaUcK aQd deYeORSPeQW
aJaLQVW a YLUXV WaUJeW. TKeUaCRXU KaV QRW deQLed aQ\ VXcK OLceQVeV ZKeQ UeTXeVWed.

TKe CRPSaQ\ KaV RXW-OLceQVed NV-CRV-2 aQd NV-CRV-2-R fRU fXUWKeU cOLQLcaO dUXJ deYeORSPeQW aQd
cRPPeUcLaOL]aWLRQ LQ WKe WeUULWRU\ Rf IQdLa WR KMPL, a cRPSaQ\ Rf ZKLcK DU. AQLO DLZaQ LV a SaVVLYe LQYeVWRU aQd
adYLVRU. KMPL KaV VSRQVRUed WKe NV-CRV-2 (NV-387) LQWR PKaVe Ia/Ib KXPaQ cOLQLcaO WULaO, WR VWXd\ WKe VafeW\ aQd
WROeUabLOLW\ Rf WKe NV-CRV-2 OUaO S\UXS aQd NV-CRV-2 OUaO GXPPLeV fRUPXOaWLRQV Rf WKe API NV-387 LQ KeaOWK\
KXPaQ VXbMecWV, deVcULbed eaUOLeU. TKe cOLQLcaO WULaO dUXJ SURdXcWV, NV-CRV-2 OUaO S\UXS, aQd NV-CRV-2 OUaO
GXPPLeV, ZeUe PaQXfacWXUed aW WKe CRPSaQ\¶V SKeOWRQ caPSXV. UQdeU WKe aJUeePeQW ZLWK KMPL, WKe CRPSaQ\ ZLOO
Sa\ fRU WKe e[SeQVeV Rf WKe cOLQLcaO WULaOV, aQd LQ UeWXUQ ZLOO beQefLW fURP KaYLQJ WKe daWa aQd UeSRUWV Pade aYaLOabOe fRU
UeJXOaWRU\ fLOLQJV LQ RWKeU WeUULWRULeV Rf WKe ZRUOd. USRQ cRPPeUcLaOL]aWLRQ, WKe CRPSaQ\ ZLOO UeceLYe fURP KMPL a
UR\aOW\ Rf 70% caOcXOaWed aV WKe SeUceQWaJe Rf fLQaO LQYRLced VaOeV OeVV WKe cRVW Rf VaOeV aQd JRRdV VROd WR XQaffLOLaWed
WKLUd SaUWLeV.

BURad aQd LRQJ PLSeOLQe fRU SXVWaLQed CRPPeUcLaO SXcceVV aQd CXUeV Rf VLUaO IQfecWLRQV

BURad-SSecWUXP AQWLYLUaO DUXJ NV-387 AdYaQcLQJ LQ COLQLcaO TULaOV - FXUWKeU COLQLcaO DeYeORSPeQW Rf NV-387
TRZaUdV DUXJ ASSURYaOV: MXOWLSOe IQdLcaWLRQV fRU NV-387 AJaLQVW DLffeUeQW VLUaO IQfecWLRQV EQabOe Ma[LPL]LQJ
ReWXUQ RQ IQYeVWPeQWV WKLOe FXOfLOOLQJ UQPeW MedLcaO NeedV

NV-387, RXU PRVW adYaQced dUXJ caQdLdaWe, adPLQLVWeUed RUaOO\, KaV VXcceVVfXOO\ cRPSOeWed PKaVe I KXPaQ cOLQLcaO
WULaO fRU WKe eYaOXaWLRQ Rf VafeW\ aQd WROeUabLOLW\ LQ KeaOWK\ VXbMecWV. TKeUe ZeUe QR UeSRUWed adYeUVe eYeQWV, aQd WKe
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NV-387 ZaV deVLJQed WR be acWLYe aJaLQVW PaQ\ YLUXVeV WKaW affecW KXPaQV. TKLV LV becaXVe NV-387 PLPLcV a KRVW-VLde
feaWXUe Rf VXOfaWed SURWeRJO\caQV (³S-PG´). S-PG aUe a cOaVV Rf bLRcKePLcaOV WKaW aUe XVed b\ PRVW Rf WKe YLUXVeV aV
³AWWacKPeQW ReceSWRU(V)´ befRUe WKe YLUXVeV caQ LQfecW ceOOV aQd caXVe dLVeaVe. S-PG cOaVV LQcOXdeV HeSaUaQ SXOfaWe
PURWeRJO\caQV (HSPG), CKRQdURLWLQ SXOfaWe, DeUPaWaQ SXOfaWe, aQd RWKeUV. OYeU 90% Rf KXPaQ SaWKRJeQLc YLUXVeV aUe
NQRZQ WR XVe HSPG aV WKe fLUVW aWWacKPeQW VLWe WR caXVe LQfecWLRQ LQWR KXPaQ ceOOV. TKXV, NV-387 LV deVLJQed WR KaYe
aQ e[WUePeO\ bURad UaQJe Rf YLUXVeV aJaLQVW ZKLcK LW cRXOd be SRWeQWLaOO\ cOLQLcaOO\ acWLYe.

NV-387 KaV beeQ fRXQd WR KaYe VWURQJ acWLYLW\ LQ OeWKaO aQLPaO PRdeOV Rf VeYeUaO YLUaO dLVeaVeV. IWV acWLYLW\ ZaV eYLdeQW
fURP NV-387-WUeaWed aQLPaOV dePRQVWUaWLQJ VLJQLfLcaQW LQcUeaVe LQ VXUYLYaO OLfeWLPe, aV ZeOO aV SURWecWLRQ Rf OXQJV aQd
UedXcWLRQ Rf cOLQLcaO SaWKRORJLeV caXVed b\ WKe dLffeUeQW YLUXVeV Ze KaYe WeVWed WR daWe.

TKLV bURad aQWLYLUaO VSecWUXP Rf NV-387 LV UePLQLVceQW Rf WKe bURad aQWLbacWeULaO VSecWUXP Rf aQWLbLRWLcV VXcK aV
SeQLcLOOLQ aQd Ze beOLeYe NV-387 cRXOd UeYROXWLRQL]e WKe WUeaWPeQW Rf YLUaO LQfecWLRQV WKe VaPe Za\ WKaW SeQLcLOOLQ
UeYROXWLRQL]ed WKe WUeaWPeQW Rf bacWeULaO LQfecWLRQV.

MXOWLSOe LQdLcaWLRQV Rf NV-387 eQabOe XV WR Pa[LPL]e UeWXUQ RQ LQYeVWPeQWV. TKe PKaVe I VafeW\ aQd WROeUabLOLW\
cOLQLcaO WULaO ZRXOd be JeQeUaOO\ aSSOLcabOe acURVV aOO LQdLcaWLRQV. AOO Rf IND-eQabOLQJ QRQ-cOLQLcaO VWXdLeV ZRXOd aOVR
be UeXVed, ZLWK WKe addLWLRQ Rf aQLPaO PRdeO aQWLYLUaO acWLYLW\ VWXdLeV fRU WKe VSecLfLc LQdLcaWLRQ. TKe CKePLVWU\,
MaQXfacWXUe, aQd CRQWUROV fRU WKe dUXJ VXbVWaQce ZRXOd UePaLQ VXbVWaQWLaOO\ WKe VaPe aQd SRWeQWLaOO\ WKe dUXJ SURdXcW
VecWLRQV aOVR cRXOd be UeXVed. AOO Rf WKLV eQabOeV VLJQLfLcaQW VaYLQJV LQ WLPe, PaWeULaO, OabRU, aQd cRVWV VKaUed acURVV WKe
PXOWLSOe SURJUaPV, UeVXOWLQJ LQ a VLJQLfLcaQW LPSURYePeQW LQ UeWXUQ RQ LQYeVWPeQWV (ROI) aV cRPSaUed WR a dUXJ
deYeORSed fRU a VLQJOe LQdLcaWLRQ.

NV-387 HaV SXcceVVfXOO\ CRPSOeWed PKaVe I COLQLcaO TULaO LQ HeaOWK\ HXPaQ SXbMecWV

NV-387 LQ WZR dLffeUeQW RUaO fRUPXOaWLRQV KaV VXcceVVfXOO\ cRPSOeWed a PKaVe Ia/Ib KXPaQ cOLQLcaO WULaO fRU VafeW\ aQd
WROeUabLOLW\ LQ KeaOWK\ VXbMecWV WKaW ZaV VSRQVRUed b\ RXU OLceQVee aQd cROOabRUaWRU LQ IQdLa, KaUYeeU MedLWecK PULYaWe
LLPLWed (³KMPL´). AOO VXbMecWV ZeUe dLVcKaUJed aQd fROORZ-XS YLVLWV KaYe beeQ cRPSOeWed aV Rf aSSUR[LPaWeO\ WKe eQd
Rf DecePbeU 2023. AV WRSOLQe UeVXOWV Rf WKLV cOLQLcaO WULaO, WKeUe ZeUe QR UeSRUWed adYeUVe eYeQWV aW aOO dRVeV VWXdLed,
aQd WKeUe ZeUe QR dURS-RXWV eLWKeU, RbVeUYaWLRQV WKaW aUe LQdLcaWLYe Rf WKaW NV-387 ZaV ZeOO WROeUaWed b\ WKe KeaOWK\
VXbMecWV LQ WKLV cOLQLcaO WULaO. We aUe aZaLWLQJ WKe fLQaO cOLQLcaO WULaO VWXd\ UeSRUW fURP WKLV cOLQLcaO WULaO.

TKeVe UeVXOWV Rf WKe PKaVe I cOLQLcaO WULaO aUe cRQVLVWeQW ZLWK WKe UeVXOWV Rf VafeW\/WROeUabLOLW\ VWXdLeV LQ aQLPaOV
cRQdXcWed LQ VXSSRUW Rf WKe cOLQLcaO WULaO aSSOLcaWLRQ, ZKeUeLQ aQ e[WUePeO\ KLJK OeYeO Rf VafeW\ Rf NV-387 ZaV
RbVeUYed, aV LQdLcaWed b\ WKe NOAEL YaOXe Rf 1,200 PJ/NJ, aQd WKe MTD YaOXe Rf 1,500 PJ/NJ, ZKeQ adPLQLVWeUed aV
a VORZ LQMecWLRQ, LQ a VWaQdaUd UaW PRdeO VWXd\ (NOAEL = NR ObVeUYed AdYeUVe EYeQW LeYeO. MTD = Ma[LPXP
TROeUabOe DRVe).

FXUWKeU, NV-387 ZaV fRXQd WR be QRQ-PXWaJeQLc, QRQ-LPPXQRJeQLc, QRQ-aOOeUJeQLc, aQd QRQ-JeQRWR[Lc LQ IND-
eQabOLQJ VWXdLeV. We WKeUefRUe aQWLcLSaWe WKaW NV-387 caQ be JLYeQ WR SaWLeQWV acURVV aOO SaWLeQW SRSXOaWLRQ, LQ aJe fURP
LQfaQWV WR VeQLRUV, LQcOXdLQJ LPPXQRcRPSURPLVed SeUVRQV, SaWLeQWV ZLWK cR-PRUbLdLWLeV, aQd RWKeUV, ZKeQ aSSURYed.
TKLV LV LQ cRQWUaVW WR aYaLOabOe aQWLYLUaO WKeUaSeXWLcV WKaW, OLPLWed b\ WKeLU WR[LcLW\ aQd PeWabROLc effecWV, caQQRW be JLYeQ
WR PaQ\ SRROV Rf SaWLeQWV.

NV-387 PKaVe II COLQLcaO TULaOV PUeSaUaWLRQ aQd POaQV

NV-387 cRXOd be a PXcK Qeeded, XOWUa-bURad-VSecWUXP, dLUecW acWLQJ, aQWLYLUaO aJeQW WR WUeaW PXOWLSOe dLffeUeQW YLUaO
LQfecWLRQV UePLQLVceQW Rf aQWLbLRWLcV WKaW SRVVeVV a bURad-VSecWUXP WR WUeaW bacWeULaO LQfecWLRQV. AQWLbLRWLcV VXcK aV
SeQLcLOOLQ dLUecWO\ aWWacN WKe bacWeULaO VXUface aQd WKeUeb\ NLOO WKe bacWeULa. SLPLOaUO\, NV-387 LV deVLJQed WR dLUecWO\
aWWacN WKe YLUaO VXUface aQd deVWUR\ WKe YLUXV SaUWLcOe.

A Vafe aQd effecWLYe aQWLYLUaO dUXJ, ZKeQ aSSURYed, ZLWK aQ e[WeQVLYe bURad-VSecWUXP acWLYLW\ acURVV PXOWLSOe, dLVWLQcW,
YLUXV faPLOLeV aV RbVeUYed fRU NV-387, LV aQ XQPeW PedLcaO Qeed. CXUUeQWO\ aYaLOabOe bURad-VSecWUXP aQWLYLUaOV VXcK aV
UePdeVLYLU, ULbaYLULQ, cLdRfRYLU, eWc. VXffeU fURP e[WeQVLYe aQd YaULed dRVe-OLPLWLQJ WR[LcLWLeV, aQd WKeUeb\ SUeVeQW
OLPLWaWLRQV RQ eOLJLbOe SaWLeQW SRSXOaWLRQV aV ZeOO aV RQ cOLQLcaO effecWLYeQeVV.
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NV-387 PKaVe II COLQLcaO TULaOV POaQV fRU ReVSLUaWRU\ VLUXVeV ± A SLQJOe DUXJ WR CRPbaW ³TULSOedePLcV´

We aUe SOaQQLQJ WR adYaQce NV-387 LQWR PKaVe II KXPaQ cOLQLcaO WULaOV WR aVVeVV effecWLYeQeVV Rf NV-387 WUeaWPeQW LQ a
QXPbeU Rf dLffeUeQW YLUaO dLVeaVeV LQ KXPaQV aV UeVRXUceV aOORZ.

We SOaQ WR fXUWKeU deYeORS NV-387, aV aQ XOWUa-bURad-VSecWUXP aQWLYLUaO PedLcaWLRQ WR WUeaW a QXPbeU Rf YLUaO LQfecWLRQV
LQcOXdLQJ ReVSLUaWRU\ S\Qc\WLaO VLUXV (RSV), IQfOXeQ]a VLUXVeV LQcOXdLQJ BLUd FOX H5N1 (aOO YaULaQWV), CRURQaYLUXVeV
(SARS-CRV-2, MERS-CRV, SeaVRQaO CRURQaYLUXVeV, KCRV-NL63), aV ZeOO aV SRVVLbO\ RWKeU UeVSLUaWRU\ YLUaO
LQfecWLRQV, WKXV cRYeULQJ aOO Rf WKe ³WULSOedePLc´ YLUXVeV aQd PRUe ZLWK WKLV VLQJOe dUXJ.

NV-387 PKaVe II COLQLcaO TULaO fRU MPR[ ESLdePLc

We aUe ZRUNLQJ RQ VWaUWLQJ PKaVe II cOLQLcaO WULaOV WR eYaOXaWe VafeW\ aQd effecWLYeQeVV Rf NV-387 WUeaWPeQW LQ MPR[
SaWLeQWV, LQ OLJKW Rf WKe cRQWLQXLQJ MPR[ COade Ia/Ib SaQdePLc LQ CeQWUaO AfULcaQ UeJLRQ ZLWK LQcUeaVLQJ VSLOO RYeU
caVeV LQWR WKe UeVW Rf WKe ZRUOd UeSRUWed VLQce ASULO, 2025.

MRQNH\SR[ aQG SPaOOSR[ BaFNJURXQG

MRQNe\SR[ LV aQ ePeUJLQJ dLVeaVe WKaW KaV becRPe eQdePLc WR CeQWUaO aQd WeVWeUQ AfULca. PRWeQWLaO eSLdePLcV acURVV
WKe ZRUOd caQ RccXU aV WKe YLUXV VSLOOV RYeU YLa WUaYeO aQd WKeQ WaNeV KROd LQ RWKeU UeJLRQV.

MRQNe\SR[ YLUXV (MPXV) LV fUeeO\ cRPPXQLcabOe beWZeeQ KXPaQV bXW UeTXLUeV cORVe cRQWacW. MPXV LV LQ WKe VaPe
W\Se Rf YLUXVeV aV WKe SPaOOSR[ YLUXV (VaULROa) aQd WKe cRUUeVSRQdLQJ YaccLQe YLUXV (VaccLQLa). MPR[ dLVeaVe caXVed b\
MPXV LV faU OeVV VeYeUe aQd KaV a ORZ caVe faWaOLW\ UaWe cRPSaUed WR SPaOOSR[ (CFR MPXV COade I a9% WR a1.5%,
COade II <0.3%. CFR VaULROa a30%).

MPR[ KaV Oed WR WZR WHO decOaUaWLRQV Rf PXbOLc HeaOWK EPeUJeQc\ Rf IQWeUQaWLRQaO CRQceUQ (PHEIC).

TKe fLUVW WHO PHEIC decOaUaWLRQ ZaV Pade LQ 2022 aQd OaVWed aSSUR[LPaWeO\ RQe \eaU. IW ZaV dULYeQ b\ WKe
ePeUJeQce Rf aQ eSLdePLc Rf MPR[ COade II LQ WeVWeUQ AfULca aQd LWV fXUWKeU VSUead LQWR EXURSeaQ cRXQWULeV aQd WKeQ
WR WKe USA. MPR[ COade II LV QRZ eQdePLc LQ aOO Rf WKeVe UeJLRQV.

TKe VecRQd WHO PHEIC decOaUaWLRQ ZaV Pade LQ AXJXVW, 2024, aQd ZaV cORVed LQ SeSWePbeU, 2025, aOWKRXJK WKe
AfULca CDC KaV cRQWLQXed WKe PXbOLc HeaOWK EPeUJeQc\ Rf CRQWLQeQWaO SecXULW\ (PHECS) decOaUaWLRQ Rf MPR[
becaXVe caVeV KaYe cRQWLQXed aQd WKe RXWbUeaN KaV cRQWLQXed WR VSUead LQWR QeZ UeJLRQV aQd QeLJKbRULQJ cRXQWULeV.
TKLV cXUUeQW RXWbUeaN LV caXVed b\ MPR[ COade Ia aQd COade Ib. MPR[ COade Ib LQ SaUWLcXOaU KaV VXbVWaQWLaOO\ JUeaWeU
PRUbLdLW\ aQd KLJKeU caVe faWaOLW\ UaWe (aW abRXW 1.5%) aV cRPSaUed WR MPR[ COade IIa RU COade IIb. COade I aOVR
dLVSURSRUWLRQaWeO\ affecWV cKLOdUeQ ZKeUeaV COade II UePaLQV SULPaULO\ OLPLWed WR adXOWV, ZKLcK LV WUaceabOe WR
dLffeUeQceV LQ WKe cRPPXQLcabLOLW\ Rf WKeVe WZR cOadeV.

IQ WKe WeVWeUQ WRUOd, MPR[ COade II KaV becRPe eQdePLc bXW KaV UePaLQed OLPLWed SULPaULO\ WR MeQ-KaYLQJ-Se[-
ZLWK-MeQ (MSM) SRSXOaWLRQ, cRPPXQLcaWed b\ Ve[XaO cRQWacW. A VPaOOSR[ YaccLQe caOOed J\QQeRV ZaV fRXQd WR be
effecWLYe LQ JeQeUaWLQJ aQWLbRdLeV WKaW SURWecW aJaLQVW MPXV COade II. CDC KaV UecRPPeQded LW LQ WKLV MSM
SRSXOaWLRQ aV ZeOO aV fRU LPPXQRcRPSURPLVed SeUVRQV ZLWK ULVN\ Ve[XaO beKaYLRUV aQd SeUVRQV ZLWK HIV.
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ReceQWO\ WKUee QeZ MPR[ COade I caVeV LQ XQcRQQecWed SeUVRQV ZeUe fRXQd LQ CaOLfRUQLa WKaW ZeUe QRW aVVRcLaWed ZLWK
WUaYeO WR AfULca, aQd cRPPXQLW\ VSUead Rf MPR[ COade I LV VXVSecWed WR be RccXUULQJ LQ CaOLfRUQLa, bULQJLQJ WKe USA
eYeQ cORVeU WR a SRWeQWLaO eSLdePLc fURP WKLV MPR[ YaULaQW
(KWWSV://ZZZ.XVaWRda\.cRP/VWRU\/QeZV/KeaOWK/2025/10/17/caOLfRUQLa-PSR[-VWUaLQ-caVeV/86748970007/).

TKXV, aOWKRXJK WKe cXUUeQW WKUeaW OeYeO LV ORZ, MPR[ COade I cRXOd UeVXOW LQ becRPLQJ aQ eQdePLc YLUXV LQ WKe USA.

TPOXX (WecRYLULPaW), a dUXJ aSSURYed fRU SPaOOSR[ XQdeU WKe USA FDA AQLPaO RXOe, faLOed LQ cOLQLcaO WULaOV aJaLQVW
MPR[ COade II aV ZeOO aV MPR[ COade I WR VKRZ effecWLYeQeVV PRUe WKaQ WKe VWaQdaUd Rf caUe (NIH/NIAID PUeVV
ReOeaVe, AXJXVW 15, 2024, aW KWWSV://ZZZ.QLK.JRY/QeZV-eYeQWV/QeZV-UeOeaVeV/aQWLYLUaO-WecRYLULPaW-Vafe-dLd-QRW-
LPSURYe-cOade-L-MPR[-UeVROXWLRQ-dePRcUaWLc-UeSXbOLc-cRQJR). EYeQ VR, SIGA TecKQRORJLeV, IQc. Kad, fRU TPOXX,
aSSUR[LPaWeO\ $146 PLOOLRQ Rf RXWVWaQdLQJ SURcXUePeQW RUdeUV, RXW Rf ZKLcK WKeUe ZaV $122 PLOOLRQ Rf SURcXUePeQW
RUdeUV fURP WKe U.S. GRYeUQPeQW aORQe LQ WKe WKLUd TXaUWeU eQded SeSWePbeU 2024, accRUdLQJ WR LWV fLQaQcLaO UeSRUW
(SIGA SUeVV UeOeaVe daWed NRYePbeU 7, 2024). OYeUaOO, SIGA KaV UeceLYed SURcXUePeQW RUdeUV fRU WecRYLULPaW fURP US
GRYeUQPeQW aORQe fRU RYeU $250 PLOOLRQ LQ 2023-2024, LOOXVWUaWLYe Rf WKe PaUNeW VL]e Rf aQ effecWLYe dUXJ aJaLQVW
SR[YLUXVeV (ZZZ.VLJa.cRP, YaULRXV SUeVV UeOeaVeV). NRWabO\, WKeVe SURcXUePeQWV UefOecW UeSOeQLVKPeQWV aQd QRW LQLWLaO
VWRcNLQJ. TKe LQLWLaO VWRcNLQJ RUdeUV ZRXOd be VXbVWaQWLaOO\ OaUJeU. TKLV cOeaUO\ LOOXVWUaWeV WKe VWURQJ PaUNeW VL]e aQd
dePaQd fRU a SPaOOSR[/MSR[ dUXJ.

TEMBEXA (bULQcLdRfRYLU), aQRWKeU dUXJ aSSURYed fRU SPaOOSR[ XQdeU WKe USA FDA AQLPaO RXOe, eQWeUed LQWR a
cOLQLcaO WULaO caOOed ³MOSA´ fRU MPR[ COade I LQ DRC LQ JaQXaU\, 2025, XQdeU a PXOWLQaWLRQaO effRUW, aQd fLUVW cRKRUW
dRVLQJ beJaQ LPPedLaWeO\. IQLWLaO UeVXOWV ZeUe e[SecWed aURXQd MaUcK 2025. TKeUe LV QR fXUWKeU SXbOLc LQfRUPaWLRQ
UeJaUdLQJ WKLV WULaO, ZKLcK Pa\ Oead RbVeUYaQW VcLeQWLVWV WR VXVSecW WKaW WKLV WUeaWPeQW Pa\ KaYe Kad UeVXOWV VLPLOaU WR
ZKaW KaSSeQed ZLWK WKe fLUVW WKUee MPR[ SaWLeQWV WKaW ZeUe WUeaWed ZLWK WKLV dUXJ XQdeU aQ EPeUJeQc\ UVe
AXWKRUL]aWLRQ LQ WKe UK. AOO WKUee deYeORSed YeU\ KLJK OeYeOV Rf KeSaWLc eQ]\PeV OeadLQJ WR dLVcRQWLQXaWLRQ Rf WKe
dUXJ, ZKeUeLQ aW OeaVW RQe SaWLeQW ZaV deVcULbed aV ³PLOd DILI (dUXJ-LQdXced-OLYeU-LQMXU\)´ LQ a CRcKUaQe UeYLeZ1. TKe
TEMBEXA SUeVcULbLQJ LQfRUPaWLRQ2 KaV a ³bOacN bR[ ZaUQLQJ´ WKaW VWaWeV WKaW LQ aQ XQUeOaWed cOLQLcaO WULaO WKLV dUXJ
Oed WR faWaOLW\ UaWeV JUeaWeU WKaQ WKRVe LQ WKe cRQWURO aUP. AddLWLRQaOO\, TEMBEXA LV NQRZQ WR caXVe dLaUUKea, VeYeUe
JaVWURLQWeVWLQaO adYeUVe eYeQWV, VeYeUe KeSaWLc eQ]\Pe aQd bLOLUXbLQ eOeYaWLRQ adYeUVe eYeQWV, ePbU\R-feWaO WR[LcLW\,
caUcLQRJeQLcLW\, aQd Pa\ caXVe SeUPaQeQW PaOe LQfeUWLOLW\. FXUWKeU, PedLcaO PRQLWRULQJ LV UeTXLUed XSRQ dRVLQJ.

A SK\VLcLaQ PXVW cRQcOXde WKaW WKeVe OLVWed adYeUVe eYeQWV e[cOXde WKe XVe Rf WKe TEMBEXA dUXJ WR WUeaW PeQ aQd
ZRPeQ Rf cKLOd-beaULQJ aJe, SUeJQaQW ZRPeQ, deYeORSLQJ LQfaQWV aQd cKLOdUeQ (ZKR aUe VXVceSWLbOe WR OLYeU LQMXU\),
LPPXQR-cRPSURPLVed SaWLeQWV, aQd RWKeU SaWLeQWV ZLWK cR-PRUbLdLWLeV WKaW aUe aW KLJK ULVN Rf VXcK adYeUVe eYeQWV.
AddLWLRQaOO\, LW SOaceV WKe bXUdeQ Rf PedLcaO PRQLWRULQJ, ZKLcK LV YeU\ dLffLcXOW LQ eSLdePLcV. COeaUO\ WKLV dUXJ LV QRW
VXLWabOe fRU PRbLOL]aWLRQ LQ aQ\ bLRWeUURULVP eYeQW, RU eYeQ LQ aQ eSLdePLc VceQaULR. YeW LW KaV beeQ SURcXUed LQ WKe US
SWUaWeJLc NaWLRQaO SWRcNSLOe aV a SPaOOSR[ WUeaWPeQW.

1 FR[ T, GRXOd S, PULQc\ N, RRZOaQd T, LXWMe V, KXeKQ R. ³TKeUaSeXWLcV fRU WUeaWLQJ PSR[ LQ KXPaQV.´ CRcKUaQe
DaWabaVe Rf S\VWePaWLc ReYLeZV 2023, IVVXe 3. CD015769. DOI:10.1002/14651858.CD015769.
2 KWWSV://ZZZ.acceVVdaWa.fda.JRY/dUXJVaWfda_dRcV/OabeO/2021/214460V000,214461V000ObO.Sdf
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TKe abRYe dLVcXVVLRQ cOeaUO\ VKRZV WKaW WKe ZRUOd QeedV a dUXJ fRU MRQNe\SR[ (aQd fRU SPaOOSR[) aQd cXUUeQWO\
aYaLOabOe VPaOOSR[ dUXJV KaYe QRW PeW WKe cKaOOeQJe. We ZRXOd OLNe WR UaLVe WKe TXeVWLRQ KeUe ZKeWKeU WKe dUXJV WKaW
dLd QRW VXcceed aJaLQVW a PLOd YLUXV caOOed MRQNe\SR[ ZRXOd ZRUN aJaLQVW WKe YeU\ VeYeUe, KLJK SaWKRJeQLcLW\, KLJK
faWaOLW\ YLUXV, QaPeO\ SPaOOSR[, fRU ZKLcK WKe\ KaYe beeQ OLceQVed.

SPaOOSR[ KaV aOZa\V beeQ cRQVLdeUed a bLRWeUURULVP WKUeaW aJeQW Rf KLJKeVW SULRULW\, ZLWK MPR[ MRLQLQJ LWV UaQNV. TKe
PaUNeW VL]e fRU a SPaOOSR[/MPR[ dUXJ caQ be eVWLPaWed WR be LQ WKe UaQJe Rf bLOOLRQV Rf dROOaUV ZRUOdZLde. SLQce WKe
RXWbUeaN Rf MPR[ COade Ib, ZKLcK LV bRWK PRUe WUaQVPLVVLbOe aQd PRUe SaWKRJeQLc WKaQ WKe SULRU YeUVLRQV Rf WKLV YLUXV,
JORbaOO\ SXbOLc KeaOWK SURWecWLRQ aJeQcLeV aQd JRYeUQPeQWV KaYe beeQ cRQceUQed fRU SaQdePLc SUeSaUaWLRQ.

SPaOOSR[ LV aQ LPSRUWaQW dLVeaVe fURP bLRdefeQVe SeUVSecWLYe, aQd WKe US BARDA (BLRPedLcaO AdYaQced ReVeaUcK
aQd DeYeORSPeQW AXWKRULW\) KaV QeZ dUXJ deYeORSPeQW fRU VPaOOSR[ aV aQ LPSRUWaQW RbMecWLYe.

TKXV, aQ effecWLYe MPR[/SPaOOSR[ dUXJ caQ be eVWLPaWed WR KaYe JORbaO SXbOLc KeaOWK JRYeUQPeQWaO PaUNeWV UeacKLQJ
LQWR bLOOLRQV Rf dROOaUV becaXVe Rf WKe UecRJQLWLRQ Rf SPaOOSR[ aV a bLRWeUURULVP WKUeaW aJeQW, aQd WKe cRQWLQXLQJ VSUead
Rf LWV cRXVLQ MPR[ WKaW WKUeaWeQV a JORbaO SaQdePLc WKaW cRXOd be fXeOed b\ OLNeO\ SRWeQWLaO addLWLRQaO PXWaWLRQV LQ WKe
YLUXV aV LW VLPPeUV LQ AfULca.

NV-387 KaV beeQ fRXQd WR SRVVeVV VWURQJ acWLYLW\ aJaLQVW RUWKRSR[YLUXV LQfecWLRQ LQ aQLPaO PRdeO VWXdLeV, PaNLQJ LW a
YLabOe caQdLdaWe fRU cOLQLcaO WULaO aV a WUeaWPeQW fRU MPR[ LQfecWLRQ.

We beOLeYe NV-387 caQ PeeW WKe cKaOOeQJe Rf becRPLQJ aQ effecWLYe WUeaWPeQW fRU MPR[ LQfecWLRQ WKaW LV cXUUeQWO\
UaYaJLQJ LQ PXOWLSOe QaWLRQV LQ CeQWUaO AfULca.

NV-387 PRWeQWLaO PKaVe II COLQLcaO TULaO PRVLWLRQLQJ WKe DUXJ aV aQ ³EPSeULc AQWLYLUaO TKeUaS\´ WKaW CRXOd be
ReYROXWLRQaU\

We aUe LQ dLVcXVVLRQV ZLWK e[SeUWV UeJaUdLQJ a PKaVe II cOLQLcaO WULaO fRU WKe eYaOXaWLRQ Rf WKe effecWLYeQeVV Rf NV-387 LQ
WKe WUeaWPeQW Rf ARI aQd SARI Rf VLUaO RULJLQ (ARI = AcXWe ReVSLUaWRU\ IQfecWLRQ aQd SARI = SeYeUe AcXWe
ReVSLUaWRU\ IQfecWLRQ.) We beOLeYe WKaW fRU WKe YeU\ fLUVW WLPe LQ WKe ZRUOd, VXcK cOLQLcaO WULaO KaV becRPe SRVVLbOe
becaXVe WKe deVLJQ Rf NV-387 VXJJeVWV WKaW LW LV OLNeO\ WR be acWLYe aJaLQVW PRVW Lf QRW aOO UeVSLUaWRU\ YLUaO LQfecWLRQV.

AbRXW KaOf Rf ARI aQd SARI caVeV aUe caXVed b\ YLUXVeV aQd PRVW Rf WKe UePaLQLQJ aUe caXVed b\ bacWeULa. FRU a
VXVSecWed bacWeULaO LQfecWLRQ, WKe SK\VLcLaQ caQ SUeVcULbe aQ aQWLbLRWLc LPPedLaWeO\ XSRQ SUeVeQWaWLRQ (caOOed ³EPSeULc
TKeUaS\´), aQd WKeUeafWeU PRQLWRU, dLaJQRVe WKe caXVaWLYe bacWeULXP, aQd PRdLf\ WKeUaS\ aV QeceVVaU\. UQfRUWXQaWeO\,
XQWLO QRZ, WKeUe LV QR EPSeULc TKeUaS\ aYaLOabOe fRU YLUaO LQfecWLRQV.

NV-387, Lf VXcceVVfXO LQ WKe WUeaWPeQW Rf ARI aQd SARI, ZRXOd SUeVXPabO\ becRPe WKe fLUVW eYeU aQWLYLUaO WKaW caQ be
JLYeQ aV aQ ePSLULc WKeUaS\ b\ WKe SK\VLcLaQ LPPedLaWeO\ XSRQ WKe SaWLeQW SUeVeQWLQJ WR WKe dRcWRU. We beOLeYe WKLV
cRXOd be aV UeYROXWLRQaU\ fRU WKe WUeaWPeQW Rf YLUaO LQfecWLRQV aV WKe dLVcRYeU\ Rf SeQLcLOOLQ ZaV fRU WKe WUeaWPeQW Rf
bacWeULaO LQfecWLRQV.

TKe PaUNeW VL]e fRU a VXcceVVfXO ARI/SARI cOLQLcaO WULaO aQd SRWeQWLaO VXbVeTXeQW ePeUJeQc\ XVe aQd fXOO UeJLVWUaWLRQ Rf
NV-387 XSRQ cRPSOeWLQJ WKe UeJXOaWRU\ aSSURYaO SURceVVeV cRXOd RSeQ XS WeQV Rf bLOOLRQV Rf dROOaUV fRU NV-387
ZRUOdZLde. WKeQeYeU a QeZ effecWLYe WKeUaS\ eQWeUV WKe PaUNeW fRU a YLUXV ZLWK QR SUeYLRXV WUeaWPeQW RU XQVaWLVfacWRU\
SUeYaOeQW WUeaWPeQWV, WKe PaUNeW VL]e e[SaQdV VXbVWaQWLaOO\, aV KaV beeQ KLVWRULcaOO\ ZLWQeVVed fRU HIV/AIDS, HeSaWLWLV
C, HPV YaccLQe, aQd RWKeUV.

VLUaO ARI aQd SARI aUe SULPaULO\ caXVed b\ a QXPbeU Rf dLffeUeQW YLUXVeV WKaW LQcOXde aOO CRURQaYLUXVeV (SARS-CRV-2
WKaW Oed WR COVID-19, SRAS-CRV-1, KCRV-NL63, KCRV-OC43 aQd RWKeUV), aOO IQfOXeQ]a YLUXVeV LQcOXdLQJ WKe H5N1,
H7N9 aQd RWKeU BLUd FOX YLUXVeV, RSV, KXPaQ MeWaSQeXPRYLUXVeV (KMPV), aQd PaUa-IQfOXeQ]a VLUXVeV (PIV).

TKXV, WKLV PKaVe II COLQLcaO TULaO DeVLJQ fRU WKe eYaOXaWLRQ Rf VafeW\ aQd effecWLYeQeVV Rf NV-387 LQ YLUaO ARI aQd SARI
ZRXOd be e[SecWed WR SURYLde LPSRUWaQW LQfRUPaWLRQ fRU effecWLYeQeVV Rf NV-387 aJaLQVW RSV, IQfOXeQ]a, KMPV, aV
ZeOO aV CRURQaYLUXVeV.
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NRWabO\, NV-387 ZaV fRXQd WR be acWLYe aJaLQVW aOO WeVWed UeVSLUaWRU\ YLUaO LQfecWLRQV (OeWKaO OXQJ LQfecWLRQV) LQ aQLPaO
PRdeO VWXdLeV, ZKLcK LQcOXded RSV, IQfOXeQ]a YLUXVeV, CRURQaYLUXVeV, aV ZeOO aV MPR[/SPaOOSR[. KMPV LV VLPLOaU WR
RSV LQ WeUPV Rf LWV LQfecWLRQ SURceVV, VXJJeVWLQJ WKaW NV-387 cRXOd be effecWLYe aJaLQVW LW.
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AddLWLRQaOO\, NV-387 LV e[SecWed WR be acWLYe aJaLQVW PaQ\ RWKeU YLUXVeV becaXVe Rf LWV deVLJQ WKaW PLPLcV WKe KXPaQ
KRVW-VLde VXOfaWed SURWeRJO\caQV WKaW aOO Rf WKeVe YLUXVeV XVe fRU caXVLQJ effecWLYe ceOO LQfecWLRQ.

MeaVOeV VLUXV aQd NV-387 - A DUXJ WR ReVSRQd WR CXUUeQW MeaVOeV OXWbUeaN ± EffecWLYe LQ HXPaQL]ed AQLPaO MRdeO

MeaVOeV ZaV eOLPLQaWed LQ 2000 LQ WKe USA, WKe fLUVW cRXQWU\ WR dR VR, bXW KaV VORZO\ Ue-ePeUJed \eaU RYeU \eaU. WLWK
RYeU 1,680 cRQfLUPed caVeV LQ WKe USA LQ 2025 LQ cRQWLQXLQJ RXWbUeaNV, WKe USA LV OLNeO\ WR ORVe LWV eOLPLQaWLRQ VWaWXV,
aQd UeWXUQ WR MeaVOeV becRPLQJ aQ eQdePLc dLVeaVe. IQ 2025 LQ WKe USA, 12% Rf MeaVOeV caVeV UeVXOWed LQ
KRVSLWaOL]aWLRQ, aQd 3 deaWKV KaYe RccXUUed aV Rf NRYePbeU 4, 2025 (KWWSV://ZZZ.cdc.JRY/PeaVOeV/daWa-
UeVeaUcK/LQde[.KWPO).

MeaVOeV LV eQdePLc LQ WKe OeVV deYeORSed ZRUOd, bXW KaV becRPe aQ LQcUeaVLQJO\ ePeUJLQJ dLVeaVe LQ OaVW VeYeUaO \eaUV
LQ WKe deYeORSed ZRUOd aV ZeOO. EYeQ ZLWK aQ effecWLYe MeaVOeV YaccLQe, dXe WR facWRUV WKaW LQcOXde (L) LQcUeaVLQJ
YaccLQe KeVLWaQc\, (LL) LQcUeaVLQJ UaWeV Rf YaccLQe bUeaNWKURXJK SRVVLbO\ aV WKe YLUXV KaV dULfWed aZa\ fURP WKe 1968
YaccLQe VWUaLQ, aQd (LLL) LQcUeaVLQJ UaWeV Rf SRSXOaWLRQ WKaW dR QRW fXOO\ beQefLW fURP YaccLQaWLRQ becaXVe Rf LVVXeV ZLWK
WKe LQdLYLdXaO¶V LPPXQe V\VWeP, WKe USA KaV VeeQ a UeVXUJeQce Rf MeaVOeV \eaU RYeU \eaU. OYeUaOO, LQ WKe WeVWeUQ
WRUOd, MeaVOeV caVeV KaYe beeQ dUaPaWLcaOO\ LQcUeaVLQJ LQ UeceQW \eaUV, aV VeeQ LQ CaQada, UK, aQd EXURSe3. MeaVOeV
LQcLdeQce UaWeV aUe LQcUeaVLQJ ZRUOdZLde.

VaccLQaWLRQ UaWeV fRU MMR YaccLQeV LQ SaUWLcXOaU KaYe faOOeQ acURVV WKe ZRUOd, SULPaULO\ becaXVe Rf ORVV Rf SXbOLc faLWK
LQ WKe cRPPXQLcaWLRQV UeJaUdLQJ YaccLQeV, cRPSXOVLRQ dXULQJ WKe COVID SaQdePLc, aQd ZeOO VXSSRUWed beOLef WKaW WKe
VLde effecWV Rf YaccLQeV KaYe QRW beeQ V\VWePaWLcaOO\ caSWXUed aQd UeSRUWed, aQd WKaW, LQVWead, WKeUe KaV beeQ a VWURQJ
bLaV LQ WKe KeaOWK cRPPXQLW\ WR aYRLd aVVRcLaWLQJ VLde effecWV ZLWK WKe XVe Rf YaccLQeV.

TKe US SecUeWaU\ Rf HeaOWK KaV beJXQ UeYLVLQJ WKe SROLcLeV LQ RUdeU WR SeUfRUP PRUe WKRURXJK eYaOXaWLRQV Rf YaccLQeV
eVSecLaOO\ VLQce YaccLQeV aUe UeTXLUed WR be XVed LQ WKe eQWLUe SRSXOaWLRQ, XQOLNe WUeaWPeQWV WKaW aUe XVed RQO\ LQ
affecWed SaWLeQWV.

NeZ JeQRW\SeV Rf WKe MeaVOeV YLUXV aUe aULVLQJ ZKeUeaV MeaVOeV YaccLQe LV baVed RQ aQ ROd JeQRW\Se A.

TKeUe LV QR aQWLYLUaO dUXJ aSSURYed fRU WKe WUeaWPeQW Rf MeaVOeV YLUXV, aQ XUJeQW aQd XQPeW PedLcaO Qeed. TKe CDC KaV
XSdaWed WKe MeaVOeV WUeaWPeQW RYeUYLeZ facW VKeeW fRU KeaOWK caUe SURYLdeUV WR LQcOXde UecRPPeQdaWLRQV fRU WKe XVe Rf
YLWaPLQ A, aQWLbLRWLcV, aQd LQKaOed VWeURLdV, XQdeU WKe VXSeUYLVLRQ Rf cOLQLcLaQ, WR WUeaW PeaVOeV. CDC facW VKeeW Va\V
WKaW ULbaYLULQ LV QRW aSSURYed fRU MeaVOeV, aOWKRXJK LW KaV beeQ XVed LQ VRPe SaWLeQWV, aQd WKaW cOLQLcaO daWa LV OacNLQJ
UeJaUdLQJ LWV effecWLYeQeVV. RLbaYLULQ Pa\ be XVed RQO\ XQdeU aQ ePeUJeQc\ XVe IND fLOLQJ ZLWK WKe US FDA.

3 TKe MeaVOeV YaccLQe, a OLYe aWWeQXaWed VWUaLQ deYeORSed cLUca 1968, cRQWLQXeV WR be LQ XVe, eYeQ aV WKe MeaVOeV YLUXV
LWVeOf KaV cKaQJed VLJQLfLcaQWO\. TKe YaccLQe ZaV RULJLQaOO\ fRXQd WR be 95% SURWecWLYe, ZKLcK PeaQV 5% Rf WKe fXOO\
YaccLQaWed SeUVRQV cRXOd VWLOO JeW PeaVOeV, caOOed a ³YaccLQe bUeaNWKURXJK´ LQfecWLRQ. AW OeaVW 95% Rf WKe SRSXOaWLRQ
QeedV WR be YaccLQaWed WR cRQfeU ³SRSXOaWLRQ LPPXQLW\´ RU ³KeUd LPPXQLW\´ ZKLcK caQ be URXJKO\ defLQed aV bORcNLQJ
SeUVRQ-WR-SeUVRQ VSUead Rf WKe YLUXV. TKLV KLJK SeUceQWaJe UeTXLUed LV a UeVXOW Rf WKe e[WUePeO\ cRQWaJLRXV aQd
SeUVLVWeQW QaWXUe Rf WKe MeaVOeV YLUXV. HRZeYeU, LPPXQe-cRPSURPLVed VXbMecWV dR QRW beQefLW ZeOO fURP aQ\ YaccLQeV.
TKe SeUceQWaJe Rf VXcK VXbMecWV WKaW dR QRW beQefLW fXOO\ fURP YaccLQaWLRQ KaV beeQ eVWLPaWed aW abRXW 7-10% Rf WKe US
SRSXOaWLRQ, aQd LV ULVLQJ dXe WR cKURQLc dLVeaVeV, aXWR-LPPXQLW\, LQfOaPPaWLRQ, dLabeWeV, RbeVLW\, aV ZeOO aV
eQYLURQPeQWaO facWRUV WKaW KaYe Oed WR LQcUeaVe LQ caQceU UaWeV LQ \RXQJeU SRSXOaWLRQ LQ WKe USA. AQaO\VLV Rf SRVW-
eOLPLQaWLRQ MeaVOeV caVeV LQ WKe USA KaYe Oed WR YaccLQe bUeaNWKURXJK UaWeV eVWLPaWed aW 11-13% UaWKeU WKaQ WKe
KLVWRULcaOO\ XVed YaOXe Rf 5% (J. LeXQJ eW aO. MeaVOeV CaVeV LQ WKe US, 2001±2022 � CID 2025;80(3):663±72.
KWWSV://dRL.RUJ/10.1093/cLd/cLae470). TKeUe LV aOVR SeUVRQaO UeOXcWaQce fRU WKe ULVN WKaW RQe¶V RZQ cKLOd Pa\ be affecWed
b\ a PaMRU VLde effecW eYeQ aV dRcXPeQWed UaWeV Rf VLde effecWV aUe VPaOO. TKeUe aUe aOVR cRPPXQLWLeV ZLWK UeOLJLRXV
SURKLbLWLRQ fRU XVLQJ YaccLQeV. TKeUefRUe, UeacKLQJ 95% YaccLQaWLRQ UaWe LV becRPLQJ aQ eYeU dLVWaQW JRaO. TKXV, WKeUe
LV aQ XUJeQW Qeed fRU a MeaVOeV dUXJ WR WUeaW SeUVRQV WKaW JeW VLcN.
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A VLQJOe caVe Rf MeaVOeV caQ Oead WR TXaUaQWLQe Rf aQ eQWLUe VcKRRO, aV ZeOO aV LVROaWLRQ Rf aVVRcLaWed adXOWV. TKLV caXVeV
bURad-baVed dLVUXSWLRQ Rf edXcaWLRQaO acWLYLWLeV. VaccLQaWLRQ caPSaLJQ LV WKe W\SLcaO UeVSRQVe XSRQ fLQdLQJ a caVe.
HRZeYeU, a YaccLQe WaNeV aW OeaVW WZR aQd XS WR fRXU ZeeNV fRU SURYLdLQJ SURWecWLYe aQWLbRd\ UeVSRQVe WR WKe YaccLQaWed
SeUVRQ, dXULQJ ZKLcK WLPe, WKe SeUVRQ cRQWLQXeV WR be aW ULVN Rf WKe dLVeaVe. AQd WKe VLcN RQe dReV QRW KaYe aQ effecWLYe
WUeaWPeQW.

IQVWead, Lf a dUXJ becRPeV aYaLOabOe, WKe VLcN SeUVRQ ZRXOd be WUeaWed ZLWK WKe effecWLYe WUeaWPeQW. IQ addLWLRQ, WKe
cRQWacWV aQd SeUVRQV aW ULVN cRXOd be JLYeQ WKe VaPe dUXJ aObeLW LQ VPaOOeU TXaQWLWLeV aV a SURSK\OacWLc, ZKLcK
LPPedLaWeO\ SURYLdeV SURWecWLRQ aJaLQVW LQfecWLRQ. TKeUe ZRXOd be QR Qeed fRU VcKRRO cORVXUeV RU e[ceVVLYe LVROaWLRQV
RQce VXcK a dUXJ becRPeV aYaLOabOe.

We beOLeYe NV-387 LV VXcK a dUXJ WKaW cRXOd be deSOR\ed bRWK aV a WUeaWPeQW aQd aV a SURSK\OacWLc fRU MeaVOeV, WKeUeb\
WaNLQJ aZa\ WKe VRcLaO aQd edXcaWLRQaO dLVUXSWLRQ WKaW MeaVOeV caXVeV.

H5N1 aQd NV-387 - A DUXJ WKaW WKe VLUXV WRXOd NRW EVcaSe WR ReVSRQd WR PRWeQWLaO PaQdePLc

We SOaQ RQ SXUVXLQJ NV-387 aV a WUeaWPeQW fRU IQfOXeQ]a YLUXV LQfecWLRQV. NV-387 ZaV fRXQd WR be VXSeULRU LQ acWLYLW\
aJaLQVW IQfOXeQ]a A/H3N2 OeWKaO OXQJ LQfecWLRQ LQ cRPSaULVRQ WR WKe WKUee aSSURYed dUXJV RVeOWaPLYLU (TaPLfOX�,
RRcKe), SeUaPLYLU (RaSLYab�, BLRCU\VW), aQd baOR[aYLU (XRfOX]a�, SKLRQRJL/RRcKe) LQ aQ aQLPaO PRdeO.

We beOLeYe NV-387 ZRXOd be effecWLYe aJaLQVW H5N1 bLUd fOX aV ZeOO. AOVR Ze beOLeYe NV-387 ZRXOd be effecWLYe
aJaLQVW LQfOXeQ]a YLUXVeV UeVLVWaQW WR aYaLOabOe dUXJV. NV-387 LV e[SecWed WR be acWLYe aJaLQVW VXbVWaQWLaOO\ aOO Rf WKe
HLJKO\ PaWKRJeQLc IQfOXeQ]a YLUXVeV (HPAI) LQcOXdLQJ H5N1 ³BLUd FOX´ (RU AYLaQ FOX) becaXVe WKe HPAI YLUXVeV
LQcOXdLQJ H5N1 YLUXVeV SRVVeVV LQ WKe HA SURWeLQ a ³SRO\baVLc´ VLWe WKaW KaV KLJK affLQLW\ WR HSPG, ZKLcK NV-387
PLPLcV. TKe SRO\baVLc VLWe LV WKRXJKW WR be SaUWO\ UeVSRQVLbOe fRU WKe KLJK SaWKRJeQLcLW\ Rf WKeVe YLUXVeV. TKXV WKeVe
HPAI/H5N1/H5N9 YLUXVeV caQ be e[SecWed WR be aWWacNed b\ NV-387 SeUKaSV eYeQ PRUe VWURQJO\ WKaQ WKe RWKeU
IQfOXeQ]a YLUXVeV.

TKe fLUVW faWaOLW\ fURP H5N1 BLUd FOX LQ WKe USA ZaV aQQRXQced RQ JaQXaU\ 6, 2025 - aQ eOdeUO\ LRXLVLaQa SeUVRQ ZLWK
e[LVWLQJ PedLcaO LVVXeV ZKR dLed afWeU fLJKWLQJ WKe YLUXV fRU aW OeaVW 20 da\V LQ WKe KRVSLWaO. JXVW befRUe WKLV, a CaQadLaQ
WeeQaJeU JLUO VXUYLYed a VeYeUe H5N1 LQfecWLRQ VXffeULQJ fRU aOPRVW 30 da\V ZLWK RYeU 20 da\V LQ WKe KRVSLWaO. IQ bRWK
caVeV, WKe YLUXV ZaV IQfOXeQ]a A H5N1 JeQRW\Se D1.1 ZKLcK LV JORbaOO\ dLVWULbXWed LQ ZLOd bLUdV, aQd LQ RSeQ UaQJe
bLUd fORcNV. BRWK caVeV ZeUe WKRXJKW WR KaYe acTXLUed LQfecWLRQ fURP bLUdV LQ WKe fLeOd.

IQ bRWK caVeV, PXWaWLRQV LQ WKe H5 SURWeLQ Rf WKe YLUXV ZeUe fRXQd WKaW LQcUeaVed WKe YLUXV¶ abLOLW\ WR WaUJeW WKe KXPaQ
UeceSWRU (E186D, Q222H, A134V, aQd N182K). MXWaWLRQV ZeUe fRXQd LQ WKe H5 JeQe WKaW cOeaUO\ LQdLcaWe WKaW WKe YLUXV
caQ UeadLO\ eVcaSe YaccLQeV aQd aQWLbRd\ dUXJV. AddLWLRQaO PXWaWLRQV ZeUe aOVR fRXQd LQ RWKeU LPSRUWaQW JeQeV
LQdLcaWLQJ WKaW WKe YLUXV cRXOd acTXLUe UeVLVWaQce WR e[LVWLQJ dUXJV UaSLdO\.

IQ WKLV VceQaULR, NV-387 VWaQdV aSaUW LQ WKe fLeOd Rf aQWLYLUaO cRXQWeUPeaVXUeV LQ WKaW eVcaSe Rf YLUXV eYeQ aV LW eYROYeV
LV KLJKO\ XQOLNeO\. TKLV LV becaXVe (L) NV-387 PLPLcV WKe eVVeQWLaO KRVW-VLde feaWXUe WKaW WKe YLUXV UeTXLUeV fRU caXVLQJ
LQfecWLRQ, aQd (LL) WKe acWLYLW\ VSecWUXP Rf NV-387 LV VR bURad, eQcRPSaVVLQJ QRW MXVW a VLQJOe W\Se Rf YLUXV, bXW acURVV
PaQ\ dLffeUeQW W\SeV Rf YLUXVeV, WKaW aQ\ VPaOO cKaQJeV LQ a YLUXV ZRXOd be XQOLNeO\ WR eQabOe WKe YLUXV WR eVcaSe NV-
387.

TKLV KLJK SURSeQVLW\ WRZaUdV PXWaWLRQV LQ H5 caQ be e[SecWed WR UeQdeU YaccLQeV aQd aQWLbRdLeV LQeffecWLYe, aV ZaV
e[SeULeQced dXULQJ WKe COVID SaQdePLc.

WLdeVSUead H5N1 LQfecWLRQ LQ daLU\ cRZV Oed CaOLfRUQLa WR decOaUe a bLUd fOX ePeUJeQc\ LQ DecePbeU, 2024. TKLV YLUXV
ZaV dLffeUeQW fURP WKe RQe WKaW caXVed WKe faWaOLW\, aQd LV cOaVVLfLed aV IQfOXeQ]a A H5N1 JeQRW\Se B3.13. TKe daLU\
cRZ H5N1 KaV LQfecWed RYeU 60 SeUVRQV, bXW KaV caXVed PLOdeU dLVeaVe WKaQ WKe JeQRW\Se D1.1.

Of LQcUeaVed cRQceUQ, WKe PRUe SaWKRJeQLc D1.1 H5N1 YLUXV KaV aOVR beeQ fRXQd LQ PLON WeVWV Rf ceUWaLQ daLU\ cRZ
KeUdV LQ NeYada LQ WKe USA LQ JaQXaU\/FebUXaU\ 2025, UaLVLQJ WKe OeYeO Rf aOeUW UeJaUdLQJ WKe SRWeQWLaO Rf LWV VSUead LQWR
KXPaQV.
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IQ addLWLRQ, aQRWKeU HPAI YLUXV, H5N9, KaV beeQ fRXQd WR be cLUcXOaWLQJ LQ dXcNV LQ CaOLfRUQLa. IW dLffeUV LQ WKe N
SURWeLQ fURP WKe H5N1 YLUXV. AW SUeVeQW QRQe Rf WKeVe H5N[ YLUXVeV aUe NQRZQ WR WUaQVPLW fURP KXPaQ WR KXPaQ.
HRZeYeU, cRQWLQXRXV cKaQJeV LQ WKe YLUaO JeQRPe aUe WKRXJKW WR eYeQWXaOO\ Oead WR a YLUXV WKaW caQ effecWLYeO\ WUaQVPLW
fURP KXPaQ WR KXPaQ, ZKLcK cRXOd Oead WR a SaQdePLc.
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TKe PaUNeW VL]e fRU IQfOXeQ]a aQd BLUd FOX LV eVWLPaWed aW $4.6 bLOOLRQ LQ 2024, JURZLQJ WR aQ eVWLPaWed $5.9 bLOOLRQ LQ
WKUee \eaUV, aW a UaWe Rf 8.5% aV UeSRUWed b\ DeOYeIQSLJKW (KWWSV://ZZZ.deOYeLQVLJKW.cRP/UeSRUW-VWRUe/LQfOXeQ]a-a-
LQfecWLRQV-PaUNeW?XWP_VRXUce=cLVLRQ&XWP_PedLXP=SUeVVUeOeaVe&XWP_caPSaLJQ=VSU). IQ caVe a SaQdePLc RccXUV,
UeaOLW\ Pa\ RXWUXQ VXcK SURMecWLRQV b\ PaJQLWXdeV, aV ZaV VeeQ ZLWK WKe COVID SaQdePLc.

We SOaQ WR VeeN QRQ-dLOXWLYe fXQdLQJ WR adYaQce NV-387 dUXJ fRU WKe H5N1 LQdLcaWLRQ, aV ZeOO aV fRU NV-387 aV a
WUeaWPeQW fRU COVID LQdLcaWLRQ.

NV-387 ReJXOaWRU\ DeYeORSPeQW fRU WKe TUeaWPeQW Rf PedLaWULc RSV IQfecWLRQ

IQ addLWLRQ, Ze SOaQ RQ PKaVe II cOLQLcaO WULaO Rf NV-387 fRU WKe WUeaWPeQW Rf RSV LQfecWLRQ, ZLWK WKe JRaO Rf deYeORSLQJ
a WKeUaSeXWLc fRU WKe WUeaWPeQW Rf SedLaWULc SaWLeQWV, ZKLcK LV WKe JUeaWeVW XQPeW Qeed LQ RSV. RSV LV aQ LPSRUWaQW
dLVeaVe SaUWLcXOaUO\ fRU LQfaQWV aQd cKLOdUeQ XQdeU 6 \eaUV Rf aJe, aV ZeOO aV fRU ROdeU SeUVRQV aQd LPPXQRcRPSURPLVed
SaWLeQWV. TKe PaUNeW VL]e fRU RSV LV eVWLPaWed aW $2.6 bLOOLRQ LQ 2024, JURZLQJ WR $4.3 bLOOLRQ LQ WKUee \eaUV, aW a UaWe Rf
18.9% aV UeSRUWed b\ GURZWKPOXVReSRUWV (KWWSV://ZZZ.JURZWKSOXVUeSRUWV.cRP/UeSRUW/UeVSLUaWRU\-V\Qc\WLaO-YLUXV-UVY-
WKeUaSeXWLcV-PaUNeW/8519). TKeUe aUe WZR SURWecWLYe aQWLbRdLeV aQd WZR SURWecWLYe YaccLQeV, aSSURYed LQ WKe U.S. bXW
QR dUXJ fRU WKe WUeaWPeQW Rf RSV LQfecWLRQ, RWKeU WKaQ WKe OaVW UeVRUW WR[Lc dUXJ ULbaYLULQ.

We aUe LQ WKe SURceVV Rf deYeORSLQJ a PUe-IND aSSOLcaWLRQ UeJaUdLQJ NV-387 aV a WUeaWPeQW fRU SedLaWULc RSV
LQfecWLRQV WR WKe US FDA. TUeaWPeQW Rf SedLaWULc RSV LQfecWLRQV LV aQ XQPeW PedLcaO Qeed.

RSV caXVeV VeYeUe LQfecWLRQV SULPaULO\ LQ LQfaQWV aQd \RXQJ cKLOdUeQ, SeUVRQV RYeU aJe Rf 60 aQd LPPXQe-
cRPSURPLVed SeUVRQV.

GORbaOO\, RSV LV a cRPPRQ caXVe Rf cKLOdKRRd acXWe ORZeU UeVSLUaWRU\ LQfecWLRQ (ALRI, ZKLcK LQcOXdeV SQeXPRQLa)
aQd a PaMRU caXVe Rf KRVSLWaO adPLVVLRQV LQ \RXQJ cKLOdUeQ. GORbaOO\ LQ 2015, 33 PLOOLRQ eSLVRdeV Rf RSV-ALRI,
UeVXOWed LQ abRXW 3.2 PLOOLRQ KRVSLWaO adPLVVLRQV, aQd 59,600 LQ-KRVSLWaO deaWKV LQ cKLOdUeQ \RXQJeU WKaQ 5 \eaUV. AbRXW
45% Rf KRVSLWaO adPLVVLRQV aQd LQ-KRVSLWaO deaWKV dXe WR RSV-ALRI RccXU LQ cKLOdUeQ \RXQJeU WKaQ 6 PRQWKV.

TZR YaccLQeV KaYe UeceQWO\ beeQ aSSURYed fRU SURWecWLRQ Rf SeUVRQV 60+ \eaUV ROd fURP RSV LQfecWLRQ, QaPeO\,
AUe[Y\� fURP GSK, aQd AbU\VYR� fURP PfL]eU. BRWK YaccLQeV ZeUe dePRQVWUaWed WR RQO\ UedXce WKe VeYeULW\ Rf RSV
LQfecWLRQ LQ YaccLQaWed SeUVRQV. AbU\VYR ZaV UeceQWO\ aSSURYed fRU XVe LQ SUeJQaQW ZRPeQ fRU SURWecWLRQ Rf LQfaQWV,
deVSLWe VLJQLfLcaQW VLde effecWV, LQdLcaWLYe Rf WKe XUJeQc\ fRU deYeORSLQJ SedLaWULc PedLcaO cRXQWeUPeaVXUeV aJaLQVW RSV
LQfecWLRQ.

S\QaJLV (SaOLYL]XPab), aQd WKe UeceQWO\ aSSURYed Be\fRUWXV (QLUVeYLPab) aUe aQWLbRdLeV aSSURYed RQO\ fRU SURSK\OacWLc
XVe LQ cKLOdUeQ aQd LQfaQWV aW KLJK ULVN Rf VeYeUe RSV LQfecWLRQ, bXW QeLWKeU LV aSSURYed fRU WUeaWPeQW Rf RSV LQfecWLRQ.

TKeUe LV QR Vafe aQd effecWLYe WKeUaSeXWLc aSSURYed fRU WKe WUeaWPeQW Rf RSV LQfecWLRQ WR daWe, ZKLcK UePaLQV aQ XQPeW
PedLcaO Qeed. RLbaYLULQ, a KLJKO\ WR[Lc dUXJ, LV cRQdLWLRQaOO\ aSSURYed RQO\ fRU SaWLeQWV ZLWK KLJK ULVN Rf SURJUeVVLYeO\
VeYeUe RSV dLVeaVe, dXe WR VLJQLfLcaQW VLde effecWV LQcOXdLQJ KePRO\WLc aQePLa aQd NLdQe\ faLOXUe.

EacK \eaU LQ WKe UQLWed SWaWeV, RSV OeadV WR aSSUR[LPaWeO\ 2.1 PLOOLRQ RXWSaWLeQW (QRQ-KRVSLWaOL]aWLRQ) YLVLWV aPRQJ
cKLOdUeQ \RXQJeU WKaQ 5 \eaUV ROd, UeVXOWLQJ LQ 58,000-80,000 KRVSLWaOL]aWLRQV aPRQJ cKLOdUeQ \RXQJeU WKaQ 5 \eaUV ROd,
aQd 100±300 deaWKV LQ cKLOdUeQ \RXQJeU WKaQ 5 \eaUV ROd, accRUdLQJ WR WKe CDC
(KWWSV://ZZZ.cdc.JRY/UVY/UeVeaUcK/LQde[.KWPO).

NV-HHV-1, NaQRYLULcLde fRU WKe TUeaWPeQW Rf HeUSeVYLUXV IQfecWLRQV (VZV ± CKLcNeQSR[ aQd SKLQJOeV, HSV-1, HSV-
2)

IQ addLWLRQ WR NV-387, Ze KaYe deYeORSed NV-HHV-1, a dUXJ fRU WKe WUeaWPeQW Rf HSV-1 (³cROd VRUeV´), HSV-2
(³JeQLWaO XOceUV´), aQd VZV (³SKLQJOeV´, ³cKLcNeQSR[´) WKaW PLPLcV WKe KRVW-VLde feaWXUe Rf WKe HVEM KRVW SURWeLQ
WKaW LV UeTXLUed b\ aOO Rf WKeVe YLUXVeV fRU ceOO eQWU\ aQd LQfecWLRQ. HVEM LV WKe ³HeUSeVVLUXV EQWU\ MedLaWRU´ UeceSWRU
RQ WKe ceOO VXUface. NV-HHV-1 fRUPXOaWed aV VNLQ cUeaP KaV VXbVWaQWLaOO\ cRPSOeWed IND-eQabOLQJ VWXdLeV fRU WKe
WUeaWPeQW Rf SKLQJOeV UaVK. We SOaQ WR SXUVXe cOLQLcaO WULaOV aQd UeJXOaWRU\ aSSURYaO Rf NV-HHV-1 afWeU NV-387
XQdeUJReV a PKaVe II cOLQLcaO WULaO.



32



TabOe Rf CRQWeQWV

33

We aUe aOVR deYeORSLQJ aQ RUaO dUXJ fRU WKe V\VWePLc WUeaWPeQW Rf PRVW Rf WKe KeUSeVYLUXV faPLO\ UeOaWed LQfecWLRQV,
LQcOXdLQJ HSV-1 cROd VRUeV, HSV-2 aQd VZV WKaW LV baVed RQ WKe VaPe acWLYe LQJUedLeQW aV NV-HHV-1. FXUWKeU, Ze
KaYe dUXJ caQdLdaWeV LQ HIVCLde� SURJUaP WKaW KaYe VKRZQ VXbVWaQWLaO aQWLYLUaO acWLYLWLeV LQ aQLPaO VWXdLeV
ZaUUaQWLQJ fXUWKeU cOLQLcaO deYeORSPeQW. We KaYe SUeYLRXVO\ ZRUNed RQ EbROa YLUXV dUXJ deYeORSPeQW, aV ZeOO aV
DeQJXe YLUXV dUXJ deYeORSPeQW, ZKLcK aUe aW aQ eaUO\ VWaJe.

TKe JORbaO HeUSeV SLPSOe[ VLUXV WUeaWPeQW PaUNeW VL]e ZaV eVWLPaWed aW $2.47 bLOOLRQ LQ 2023 aQd LV e[SecWed WR JURZ
aW a cRPSRXQd aQQXaO JURZWK UaWe (CAGR) Rf 8.1% fURP 2024 WR 2030, accRUdLQJ WR GUaQd VLeZ ReVeaUcK
(KWWSV://ZZZ.JUaQdYLeZUeVeaUcK.cRP/LQdXVWU\-aQaO\VLV/KeUSeV-VLPSOe[-YLUXV-WUeaWPeQW-PaUNeW-UeSRUW).

NaQRVLULcLdeV FXUWKeU TecKQRORJ\ DeYeORSPeQWV CXULQJ VLUXV IQfecWLRQV aQd BXVLQeVV SWUaWeJ\

IQ addLWLRQ, ZLWK WKe JRaO Rf cXULQJ YLUXV LQfecWLRQV, Ze KaYe deYeORSed QRYeO SOaWfRUP WecKQRORJLeV. UQdeU WKeVe
WecKQRORJLeV, Ze KaYe deYeORSed VeYeUaO addLWLRQaO dUXJ caQdLdaWeV WKaW aUe aW dLffeUeQW SUecOLQLcaO dUXJ deYeORSPeQW
VWaJeV LQ RXU SLSeOLQe.

TKXV, Ze KaYe deYeORSed a VWURQJ SLSeOLQe Rf dUXJ caQdLdaWeV WKaW, Ze aQWLcLSaWe, ZLOO \LeOd QeZ dUXJ caQdLdaWeV RYeU a
YeU\ ORQJ WLPefUaPe LQWR WKe fXWXUe, aQd, Ze e[SecW, ZLOO eQabOe cXUeV Rf PaQ\ cXUUeQWO\ QRQ-cXUabOe YLUaO dLVeaVeV.

TKe dUXJ deYeORSPeQW SURceVV LV ORQJ aQd e[SeQVLYe. We dR QRW KaYe aQ\ aSSURYed dUXJV RQ WKe PaUNeW aV Rf QRZ. We
KaYe QR cXVWRPeUV, SURdXcWV RU UeYeQXeV WR daWe, aQd Pa\ QeYeU acKLeYe UeYeQXeV RU SURfLWabOe RSeUaWLRQV. We cRQWLQXe
WR add WR RXU e[LVWLQJ SRUWfROLR Rf SURdXcWV WKURXJK RXU URbXVW LQWeUQaO dLVcRYeU\ aQd cOLQLcaO deYeORSPeQW SURJUaPV.

We beOLeYe Ze KaYe deYeORSed VeYeUaO aVVeWV ZRUWK\ Rf SaUWQeULQJ fRU fXUWKeU UeJXOaWRU\ deYeORSPeQW aQd
cRPPeUcLaOL]aWLRQ. We VeeN WR SaUWQeU aQd RXW-OLceQVe RXU dUXJ caQdLdaWeV fRU WKeVe SXUSRVeV. SXcK SaUWQeULQJ Pa\
SRWeQWLaOO\ LQYROYe LQLWLaO OLceQVe feeV, PLOeVWRQe Sa\PeQWV, aQd UR\aOW\ Sa\PeQWV WR XV WKaW cRXOd UeVXOW LQ aQ eaUO\
UeYeQXe VWUeaP SULRU WR cRPPeUcLaO SURdXcW VaOeV.

We SOaQ WR VeeN QRQ-dLOXWLYe JUaQW aQd cRQWUacWV fXQdLQJ fRU RXU dUXJ caQdLdaWeV WKaW aUe UeVSRQVLYe WR bLR-defeQVe aQd
SaQdePLc-SUeSaUedQeVV RbMecWLYeV, aV ZeOO aV RbMecWLYeV Rf LPSRUWaQce WR WKe KeaOWK aJeQcLeV VXcK aV RSV aQd MeaVOeV.

TKeUe LV QR JXaUaQWee WKaW Ze ZLOO be VXcceVVfXO LQ SaUWQeULQJ RXU dUXJ caQdLdaWeV RU RbWaLQLQJ QRQ-dLOXWLYe fXQdLQJ fRU
fXUWKeUaQce Rf RXU dUXJ deYeORSPeQW SURJUaPV. TR daWe, Ze KaYe fLQaQced RXU dUXJ deYeORSPeQW SURJUaPV XVLQJ
eTXLW\-baVed fLQaQcLQJ fURP WKe VaOe Rf RXU VKaUeV LQ SULYaWe aQd SXbOLc WUaQVacWLRQV LQcOXdLQJ UeJLVWeUed dLUecW
RffeULQJV aV ZeOO aV ³AW WKe MaUNeW´ (ATM) RffeULQJV.

NV-387, a FLUVW-Rf-a-KLQd, NRYeO, UOWUa-BURad-SSecWUXP AQWLYLUaO NaQRPedLcLQe

NV-387 ZaV deVLJQed WR be aQd KaV beeQ fRXQd WR be aQ XOWUa-bURad-VSecWUXP aQWLYLUaO, UePLQLVceQW Rf aQWLbLRWLcV. SR
faU LW KaV beeQ eYaOXaWed fRU aQWLYLUaO acWLYLW\ LQ aQLPaO PRdeOV Rf CRURQaYLUXV, RSV, SPaOOSR[, aQd IQfOXeQ]a
LQfecWLRQV. IQ aOO caVeV WKe VWXdLeV dePRQVWUaWed e[WUePeO\ SRVLWLYe UeVXOWV fRU NV-387 WUeaWPeQW WKaW PaWcKed RU
e[ceeded cRUUeVSRQdLQJ aYaLOabOe WKeUaSeXWLcV RU SRVLWLYe cRQWUROV.

1. CoronaYiruses: NV-387 ZaV fRXQd WR effecWLYeO\ UedXce WKe c\WRSaWKLc effecWV caXVed b\ cRURQaYLUXVeV LQ ceOO
cXOWXUe VWXdLeV ZLWKRXW ceOOXOaU WR[LcLW\. IW ZaV aOVR fRXQd WR VXSSUeVV LQfecWLRQ Rf ceOOV b\ SARS-CRV-2 SVeXdRYLULRQ
aV PXcK aV a cRQWURO aQWLbRd\. NV-387 ZaV fRXQd WR VLJQLfLcaQWO\ LQcUeaVe WKe OLfeVSaQ Rf UaWV LQfecWed OeWKaOO\ LQWR WKe
OXQJV ZLWK WKe cRURQaYLUXV KCRV-NL63, a PRdeO YLUXV VWaQd-LQ fRU SARS-CRV-2. FXUWKeU, WKe LQcUeaVe LQ OLfeVSaQ XSRQ
NV-387 IQWUaYeQRXV (³IV´) adPLQLVWUaWLRQ ZaV VXbVWaQWLaOO\ JUeaWeU WKaQ WKaW RbWaLQed ZLWK UePdeVLYLU IV
adPLQLVWUaWLRQ. AddLWLRQaOO\, NV-387 JLYeQ RUaOO\ aOVR LQcUeaVed WKe OLfeVSaQ b\ PRUe WKaQ WKaW VeeQ ZLWK UePdeVLYLU IV
adPLQLVWUaWLRQ.
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2. RSV: OUaO dRVLQJ ZLWK NV-387 Oed WR fXOO VXUYLYaO Rf PLce OeWKaOO\ LQfecWed ZLWK RSV/A2 WR caXVe VeYeUe OXQJ
dLVeaVe, ZKeUeaV WKe RQO\ aYaLOabOe dUXJ aJaLQVW RSV, QaPeO\ ULbaYLULQ, VKRZed a OLPLWed LQcUeaVe LQ OLfeVSaQ. TKe
OeWKaOO\ RSV-LQfecWed aQLPaOV LQ WKe NV-387-WUeaWed JURXS VKRZed QR OXQJ daPaJe LQ OXQJ KLVWR-SaWKRORJ\ VWXd\ aW aOO
WLPe SRLQWV dXULQJ WKe VWXd\, ZKeUeaV aQLPaOV LQ WKe ULbaYLULQ-WUeaWed JURXS VKRZed SURJUeVVLYe SaWKRORJ\. TKeUe LV QR
aSSURYed dUXJ fRU WKe WUeaWPeQW Rf RSV LQfecWLRQ, RWKeU WKaQ WKe OaVW UeVRUW dUXJ, ULbaYLULQ WKaW KaV OLPLWed
effecWLYeQeVV.

SurYiYal Lifespan of Lethall\ Infected Mice - Lung Infection Zith RSV A2

Treatment SurYiYal, Da\s Increase in SurYiYal,
Da\s

Increase in
SurYiYal,

%

NV-387, Oral 22+ (CRPSOeWe) > 14 > 175%

RibaYirin, Oral 14 6 75%

Vehicle 8 0 0%

3. Smallpo[/MPo[: OUaO dRVLQJ ZLWK NV-387 Oed WR aQ LQcUeaVe LQ OLfeVSaQ Rf PLce OeWKaOO\ LQfecWed ZLWK ecWURPeOLa
YLUXV (a cRXVLQ aQd PRdeO VWaQd-LQ fRU VPaOOSR[/MPR[ YLUXVeV) LQWR OXQJV WKaW ZaV cRPSaUabOe WR WUeaWPeQW ZLWK
WecRYLULPaW (TPOXX�, SIGA). IQ addLWLRQ, Ze aOVR fRXQd WKaW LQ a OeWKaO LQWUadLJLWaO fRRWSad LQfecWLRQ Rf PLce ZLWK
ecWURPeOLa YLUXV, RUaO NV-387 WUeaWPeQW Oed WR OLfeVSaQ LPSURYePeQW cRPSaUabOe WR RUaO WecRYLULPaW WUeaWPeQW. TKLV
PRdeO LV UeOeYaQW WR WKe VNLQ-abUaVLRQ PRde Rf MPR[ WUaQVPLVVLRQ WKaW ZaV fRXQd WR be dRPLQaQW LQ WKe UeceQW MPR[
SaQdePLc, aQd LV aOVR fRXQd WR be RSeUaWLYe LQ WKe cXUUeQW CRQJR MPR[ eSLdePLc. TecRYLULPaW, aSSURYed fRU SPaOOSR[
WUeaWPeQW XQdeU WKe FDA ³AQLPaO RXOe´, LV cXUUeQWO\ VWRcNSLOed XQdeU WKe US SWUaWeJLc NaWLRQaO SWRcNSLOe.

4. Influen]a: OUaO dRVLQJ ZLWK NV-387 Oed WR a VXbVWaQWLaOO\ LQcUeaVed OLfeVSaQ Rf PLce OeWKaOO\ LQfecWed ZLWK IQfOXeQ]a
A/H3N2 cRPSaUed WR WKe LQcUeaVe LQ OLfeVSaQ affRUded b\ WUeaWPeQW ZLWK RVeOWaPLYLU (TaPLfOX�, RRcKe), SeUaPLYLU
(BLRcU\VW), RU baOR[aYLU (XRfOX]a�, SKLRQRJL, RRcKe), aSSURYed dUXJV aJaLQVW LQfOXeQ]a YLUXVeV.

SurYiYal Lifespan of Lethall\ Infected Mice - Lung Infection Zith Ectromelia Virus

Treatment SurYiYal, Da\s Increase in SurYiYal,
Da\s

Increase in
SurYiYal,

%

NV-387, Oral 15 7 88%

TecoYirimat, Oral 16 8 100%

NV-387 + TecoYirimat,
Oral

19 11 138%

Vehicle 8 0 0%
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NV-387 WUeaWed aQLPaOV VKRZed VLJQLfLcaQW UedXcWLRQ LQ LPPXQe LQfLOWUaWLRQ LQWR OXQJV. KLOOeU LPPXQe ceOOV WKaW
PLJUaWe LQ UeVSRQVe WR LQfecWLRQ caQ NLOO OXQJ eSLWKeOLaO ceOOV OeadLQJ WR OXQJ daPaJe. LXQJ PXcXV LQde[ ZaV aOVR
VLJQLfLcaQWO\ UedXced XSRQ NV-387 WUeaWPeQW. TKeVe effecWV LQdLcaWe WKaW NV-387 LV beQefLcLaO LQ UedXcLQJ OXQJ dLVeaVe
SaWKRORJ\.

NV-387 Treatment Significantl\ Protected Lungs of Balb-c Mice
Lethall\ Infected Zith Influen]a A/H3N2 Virus

Treatment Lung Mucus Inde[ % Immune Cell Infiltration

NV-387, IntraYenous 32 22%

NV-387, Oral 53 31%

Untreated Infected Control 138 68%

KQRZLQJ WKe bURad-VSecWUXP QaWXUe Rf NV-387, Ze aQWLcLSaWe WKaW NV-387 ZRXOd SRVVeVV cOLQLcaOO\ UeOeYaQW aQWLYLUaO
acWLYLW\ aJaLQVW WKe HPAI (HLJKO\ PaWKRJeQLc AYLaQ IQfOXeQ]a) YLUXVeV LQcOXdLQJ H5N1 ³BLUd FOX´.

We QRWe WKaW aOO WKUee aSSURYed LQfOXeQ]a dUXJV RVeOWaPLYLU, SeUaPLYLU aQd baOR[aYLU aUe NQRZQ WR be SURQe WR YLUaO
eVcaSe b\ PXWaWLRQV. IQ cRQWUaVW, NV-387 aV a KRVW-PLPeWLc LV KLJKO\ XQOLNeO\ WR be eVcaSed b\ WKe VXVceSWLbOe YLUXVeV.

OVeOWaPLYLU-UeVLVWaQW PXWaQWV aUe NQRZQ aQd KaYe VSUead acURVV WKe ZRUOd. ReVLVWaQce WR RVeOWaPLYLU aOVR JeQeUaWeV
UeVLVWaQce WR SeUaPLYLU becaXVe WKe WZR dUXJV VKaUe WKe VaPe PecKaQLVP Rf acWLRQ. BaOR[aYLU cOLQLcaO WULaO
dePRQVWUaWed JeQeUaWLRQ Rf UeVLVWaQW LQfOXeQ]a YLUXVeV LQ 2.2% Rf WUeaWed SaWLeQWV. TKXV, aQ eVcaSe-UeVLVWaQW dUXJ WKaW
Ze beOLeYe NV-387 LV, LV VRUeO\ Qeeded LQ WKe face Rf SRWeQWLaO SURVSecWV Rf a UeVLVWaQW bLUd fOX RU LQfOXeQ]a eSLdePLc.

GLYeQ WKaW, LQ eacK Rf WKeVe VWXdLeV, Ze KaYe cRPSaUed WKe UeVXOWV Rf WUeaWPeQW ZLWK NV-387 ZLWK WKRVe Rf aSSURYed
dUXJV, aQd fRXQd NV-387 WUeaWPeQW WR be VXSeULRU. We beOLeYe WKaW NV-387 KaV VWURQJ SURVSecWV fRU UeJXOaWRU\ aSSURYaO
LQ eacK Rf WKeVe LQdLcaWLRQV.

5. Measles:

NV-387 ZaV fRXQd WR KaYe dLUecW aQWLYLUaO effecWV aJaLQVW MeaVOeV YLUXV LQ VWaQdaUd ceOO cXOWXUe-baVed WeVWLQJ WKaW
PeaVXUed LQcUeaVe LQ WKe e[WeQW Rf VXUYLYLQJ LQfecWed ceOOV XSRQ WUeaWPeQW ZLWK WKe dUXJ (L.e. ³CPE´ RU C\WRSaWKLc
EffecWV AVVa\).

AddLWLRQaOO\, LQ a OeWKaO MeaVOeV LQfecWLRQ KXPaQL]ed aQLPaO PRdeO, NV-387 WUeaWPeQW Oed WR a VXbVWaQWLaO LQcUeaVe LQ
WKe QXPbeU Rf VXUYLYaO da\V, WR 17 da\V LQ NV-387-WUeaWed aQLPaOV, fURP RQO\ 7.4 da\V LQ XQWUeaWed aQLPaOV, aQ LQcUeaVe
Rf 130%, LQ a OeWKaO OXQJ LQfecWLRQ Rf KXPaQL]ed PLce b\ MeaVOeV YLUXV.

HXPaQL]ed PLce ZeUe UeTXLUed fRU WKe aQLPaO PRdeO becaXVe MeaVOeV YLUXV RQO\ LQfecWV KXPaQV, aQd VSecLfLcaOO\ XVeV
KSLAM aV WKe cRJQaWe UeceSWRU fRU ceOO eQWU\, ZKLOe XVLQJ WKe XbLTXLWRXV HSPG fRU cRQJUeJaWLRQ Qe[W WR ceOOV. TKe
PLce Kad KXPaQ KSLAM (aNa KCD150) JeQe NQRcNed-LQ, aQd aOVR Kad WKeLU LQWeUfeURQ UeVSRQVeV deOeWed (KSLAM+N.L.,
IfQAR-/- WUaQVJeQLc PLce RQ C57BL/6 BacNJURXQd). NV-387 PLPLcV WKe SRUWLRQV RQ HSPG WKaW YLUXVeV bLQd WR,
LQcOXdLQJ WKe MeaVOeV YLUXV, aQd WKeUeb\ LV deVLJQed WR aWWacN aQd eQJXOf WKe YLUXV SaUWLcOe YLa OLSLd-OLSLd PL[LQJ aQd
deVWUR\LQJ WKe YLUXV SaUWLcOe¶V abLOLW\ WR LQfecW ceOOV.
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TKe LQcUeaVed VXUYLYaO ZaV cRUUeOaWed ZLWK VeYeUaO LPSURYePeQWV LQ WKe aQLPaO KeaOWK LQdLcaWLQJ cRQWURO Rf YLUaO
LQfecWLRQ:

SORZ dLVeaVe SURJUeVVLRQ, aQd PLOd WR PRdeUaWe OeYeOV Rf OXQJ daPaJe aV RbVeUYed LQ PLcURVcRSLc
KLVWRSaWKRORJ\.

PURWecWLRQ Rf OXQJV ZaV aOVR eYLdeQW fURP WKe VLJQLfLcaQW UedXcWLRQ LQ WKe OeYeO Rf OXQJ SOaTXeV (daPaJe WR
OXQJ WLVVXe) cRPSaUed WR XQWUeaWed caVeV.

RedXcWLRQ LQ WKe OeYeO Rf OXQJ-daPaJLQJ O\PSKRc\WeV aQd QeXWURSKLOV aWWUacWed LQWR WKe OXQJV (L.e. LQfLOWUaWLRQ)
ZaV RbVeUYed XSRQ NV-387 WUeaWPeQW.

TKeVe RbVeUYaWLRQV LQdLcaWed WKaW NV-387 WUeaWPeQW Oed WR beQefLcLaO effecWV WKaW SURWecWed OXQJV aV ZeOO aV UedXced
RYeUaOO V\VWePLc LQfecWLRQ.

We KaYe WKXV fRXQd WKaW NV-387 KaV dXaO beQefLWV Rf (L) dLUecWO\ UedXcLQJ WKe YLUXV LWVeOf, WRJeWKeU ZLWK (LL) SURWecWLQJ
V\VWePLc ceOOXOaU daPaJe, aQd LQ SaUWLcXOaU, SURWecWLQJ OXQJV fURP YLUaO daPaJe aV ZeOO aV VeOf-LQfOLcWed daPaJe fURP
NLOOeU ceOOV.

TKeVe beQefLWV PaNe NV-387 aQ XQXVXaO aQd KLJKO\ deVLUabOe aQWLYLUaO dUXJ.

NRYeO OUWKRJRQaO NaQRYLULcLde MecKaQLVP HaV MaQ\ BeQefLWV

AddLWLRQaOO\, WKe NV-387 SXWaWLYe PecKaQLVP Rf acWLRQ LV RUWKRJRQaO aQd cRPSOePeQWaU\ WR WKaW Rf WKe e[LVWLQJ
WKeUaSeXWLcV, eQabOLQJ cRPbLQaWLRQ WKeUaS\ ZLWK WKe e[LVWLQJ dUXJV LQ WKe PaUNeW. NV-387 acWV RQ WKe fUee YLUXV RXWVLde
ceOOV bORcNLQJ LQfecWLRQ Rf QeZ ceOOV b\ deVWUR\LQJ WKe YLUXV. E[LVWLQJ aQWLYLUaO WKeUaSeXWLcV (e[ceSW aQWLbRdLeV aQd eQWU\
LQKLbLWRUV) acW RQ WKe UeSOLcaWLRQ c\cOe Rf WKe YLUXV (e[.: UePdeVLYLU, ac\cORYLU, ULbaYLULQ, cLdRfRYLU, bULQcLdRfRYLU) LQVLde
ceOOV, RU e[LWLQJ Rf WKe YLUXV (e[.: RVeOWaPLYLU, SeUaPLYLU, WecRYLULPaW) fURP LQVLde ceOOV. TKXV cRPbLQLQJ WKe acWLRQ
RXWVLde WKe ceOOV Rf NV-387 ZLWK WKe acWLRQ LQVLde WKe ceOOV (RU aW e[LW) Rf WKeVe e[LVWLQJ aJeQWV LV e[SecWed WR Oead WR
cRPSOeWe bORcNaJe Rf aQ\ YLUXV WKXV UeVXOWLQJ LQ a UaSLd aQd cRPSOeWe cXUe. CRPbLQLQJ PXOWLSOe dUXJV aOVR OeadV WR
UedXcWLRQ LQ ePeUJeQce Rf YLUaO UeVLVWaQce, aV KaV beeQ VcLeQWLfLcaOO\ SURYeQ aOUead\.

NaQRYLULcLdeV CaQ EQcaSVXOaWe SPaOO CKePLcaOV aV GXeVWV, EQabOLQJ IPSURYed PKaUPacRNLQeWLcV aQd WKXV AcWLYLW\ Rf
WKe GXeVW

FXUWKeU, NV-387 aOVR acWV aV a XQLTXe aQd QRYeO dUXJ deOLYeU\ YeKLcOe, VLPLOaU LQ acWLRQ WR e[RVRPeV. TKXV,
eQcaSVXOaWLRQ Rf UePdeVLYLU LQ NV-387 eQabOed RUaO deOLYeU\ Rf NV-387 aQd WKe acWLYLW\ Rf WKe UeVXOWLQJ dUXJ, NV-387-
J-RS, JLYeQ RUaOO\ LQ OeWKaOO\ LQfecWed aQLPaOV, ZaV fRXQd WR be VXSeULRU WR WKaW Rf eacK Rf NV-387 aQd UePdeVLYLU
(VeNOXU\�, GLOead).

We KaYe aOVR deYeORSed RXU RZQ, SaWeQW-SeQdLQJ UeSOLcaWLRQ LQKLbLWRU aQWLYLUaO aJeQWV WKaW caQ be eQcaSVXOaWed LQ NV-
387 fRU LPSURYed aQWLYLUaO acWLYLW\ LQ aQLPaO PRdeOV, ZLWK WKe RbMecWLYe Rf cXULQJ ORQJ-WeUP (ORQJ COVID) aQd OLfeORQJ
(HSV-1, HSV-2, VZV, RWKeUV) YLUaO LQfecWLRQV.

MXOWLSOe FRUPXOaWLRQV EQabOe TUeaWPeQW Rf AOO SeJPeQWV Rf PaWLeQW PRSXOaWLRQ ZLWK VaU\LQJ DLVeaVe SeYeULW\, fURP
MLOd WR MRdeUaWe WR SeYeUe aQd HRVSLWaOL]ed

We KaYe VXcceVVfXOO\ deYeORSed NV-387 fRUPXOaWLRQV fRU dLffeUeQW VeYeULWLeV Rf YLUaO dLVeaVeV, aQd ZLWK dLffeUeQW
SaWLeQW SRSXOaWLRQV LQ PLQd. TKeVe LQcOXde:

(L) OUaO ³GXPPLeV´ fRU adXOWV aQd ROdeU cKLOdUeQ. OUaO JXPPLeV KaYe aQ adYaQWaJe RYeU WabOeWV LQ WKaW WKe
dUXJ dLVVROYeV VORZO\ LQ WKe PRXWK aQd dReV QRW UeTXLUe VZaOORZLQJ. OOdeU adXOWV aV ZeOO aV cKLOdUeQ ZLWK
ceUWaLQ UeVSLUaWRU\ LQfecWLRQV aUe NQRZQ WR KaYe dLffLcXOW\ VZaOORZLQJ.

(LL) OUaO S\UXS. IQ LQfaQWV aQd \RXQJeU cKLOdUeQ, WKe dUXJ PXVW be ³WLWUaWed´ RQ WKe baVLV Rf bRd\ ZeLJKW RU a
VLPLOaU SaUaPeWeU. A V\UXS fRUP LV beVW VXLWed fRU WKLV SXUSRVe.
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(LLL) SROXWLRQ fRU IQMecWLRQ, IQfXVLRQ RU IQKaOaWLRQ. FRU KRVSLWaOL]ed SaWLeQWV ZLWK VeYeUe dLVeaVe, LQMecWLRQV aQd
LQfXVLRQV aUe beWWeU VXLWed WR SURYLde LPPedLaWe aQWLYLUaO acWLRQ. A VLPSOe LQKaOaWLRQ Rf WKe VaPe VROXWLRQ
XVLQJ a VWaQdaUd aYaLOabOe QebXOL]eU eQabOeV dLUecW deOLYeU\ WR ORZeU UeVSLUaWRU\ V\VWeP ZKeUe WKe YLUXV LV
caXVLQJ OXQJ daPaJe WKaW caQ Oead WR OXQJ faLOXUe aQd SRWeQWLaOO\ deaWK.

UQLTXe, NRYeO DeVLJQ LeadLQJ WR BURad-SSecWUXP AcWLYLW\ Rf NV-387

NV-387 KaV VXcK bURad-VSecWUXP acWLYLW\ becaXVe LW LV deVLJQed WR PLPLc WKe aWWacKPeQW UeceSWRUV WR ZKLcK YLUXVeV
bLQd befRUe LQfecWLQJ a ceOO. TKe faPLO\ Rf aWWacKPeQW UeceSWRUV PLPLcNed b\ NV-387 LV caOOed SXOfaWed PURWeRJO\caQV
(S-PG). TKLV faPLO\ LQcOXdeV JO\cRVaPLQRJO\caQV (³GAG´V), aQd SURWeRJO\caQV cRQWaLQLQJ KeSaUaQ VXOfaWe (HSPG),
deUPaWaQ VXOfaWe (DSPG), cKRQdURLWLQ VXOfaWe (CSPG), aQd NeUaWaQ VXOfaWe (CSPG), aPRQJ RWKeUV.

OYeU 90% Rf NQRZQ SaWKRJeQLc YLUXVeV bLQd WR RQe RU PRUe Rf WKeVe S-PG cOaVV aWWacKPeQW UeceSWRUV. TKeVe YLUXVeV
LQcOXde CRURQaYLUXVeV, PaUaP\[RYLUXVeV (RSV - ReVSLUaWRU\ S\Qc\WLaO VLUXV, aQd HMPV- KXPaQ MeWaSQeXPRYLUXV),
DeQJXe VLUXVeV, CKLNXQJXQ\a VLUXV, HeUSeVYLUXVeV, HXPaQ PaSLOORPaYLUXV (HPV), HIV, HeQdUa aQd NLSaK VLUXVeV,
EbROa aQd MaUbXUJ VLUXVeV, aQd PR[YLUXVeV, aPRQJ RWKeUV (CaJQR V, TVeOLJNa ED, JRQeV ST, TaSSaUeO C. HeSaUaQ
SXOfaWe PURWeRJO\caQV aQd VLUaO AWWacKPeQW: TUXe ReceSWRUV RU AdaSWaWLRQ BLaV? VLUXVeV. 2019 JXO 1;11(7):596. dRL:
10.3390/Y11070596. PMID: 31266258; PMCID: PMC6669472). TKXV, a OaUJe QXPbeU Rf YLUXV faPLOLeV XVe WKeVe S-PG
faPLO\ aWWacKPeQW UeceSWRUV WR cRQceQWUaWe Qe[W WR ceOOV aQd WKeUeb\ effLcLeQWO\ LQfecW ceOOV, ZLWK dLffeUeQW YLUXV faPLOLeV
KaYLQJ SUefeUeQceV WR RQe RU PRUe Rf VXcK aWWacKPeQW facWRUV.

We beOLeYe RXU XQLTXe aQd VXcceVVfXO PLPLcNLQJ Rf S-PG LV UeVSRQVLbOe fRU WKe RbVeUYed bURad-VSecWUXP acWLYLW\ Rf
NV-387. NV-387 LV aQ e[aPSOe Rf NaQRVLULcLdeV POaWfRUP MRdaOLW\ #1 LPSOePeQWaWLRQ dLVcXVVed LQ RXU AQQXaO UeSRUW
fLOed ZLWK WKe SEC RQ SeSWePbeU 27, 2024

VLUXV EVcaSLQJ a NaQRYLULcLde DUXJ LV UQOLNeO\

TKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\ KaV aQ LPSRUWaQW adYaQWaJe LQ WKaW QR PaWWeU KRZ PXcK a YLUXV cKaQJeV LQ WKe
fLeOd, LW LV XQOLNeO\ WR eVcaSe WKe QaQRYLULcLde dUXJ, becaXVe WKe QaQRYLULcLde dUXJ LV deVLJQed WR PLPLc WKe YeU\ feaWXUeV
WKaW WKe YLUXV XVeV WR bLQd WR aQd eQWeU ceOOV. TKeVe VSecLfLc PROecXOaU VLJQaWXUe feaWXUeV RQ WKe ceOOXOaU VLde dR QRW
cKaQJe eYeQ aV WKe YLUXV PXWaWeV, aQd QaQRYLULcLdeV aUe deVLJQed WR PLPLc WKeVe KRVW-VLde feaWXUeV. IQ cRQWUaVW YLUXVeV
UeadLO\ eVcaSe aQWLbRdLeV aV dUXJV, aV ZeOO aV YaccLQe-LQdXced LPPXQLW\ aV WKe\ eYROYe LQ WKe fLeOd, aV LV ZeOO NQRZQ
fURP WKe COVID-19 SaQdePLc aV ZeOO aV IQfOXeQ]a SaQdePLcV aQd WKe cRQWLQXLQJ HIV/AIDS SaQdePLc.

A Vafe aQd effecWLYe aQWLYLUaO dUXJ WKaW WKe YLUXV ZRXOd QRW eVcaSe b\ PXWaWLRQV RU fLeOd eYROXWLRQ LV WKe KRO\ JUaLO Rf
aQWLYLUaO dUXJ deYeORSPeQW. We beOLeYe WKaW WKe NaQRVLULcLdeV POaWfRUP WecKQRORJ\ PeeWV WKLV cKaOOeQJe.

FXUWKeU deWaLOV Rf WKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\, WKe YaULRXV MRdaOLWLeV Rf LWV LPSOePeQWaWLRQ, aQd WKe
e[WeQVLYe dUXJ caQdLdaWe deYeORSPeQWV WKaW Ze KaYe XQdeUWaNeQ, KaYe beeQ dLVcXVVed LQ RXU AQQXaO ReSRUW fLOed ZLWK
WKe SEC RQ SeSWePbeU 27, 2024.

cGMP-CRPSOLaQW MaQXfacWXUe Rf NaQRYLULcLde DUXJ CaQdLdaWeV LQ OXU OZQ FacLOLW\

NaQRVLULcLdeV LV RQe Rf a feZ bLRSKaUPa cRPSaQLeV WKaW KaV LWV RZQ cGMP-cRPSOLaQW PaQXfacWXULQJ facLOLW\. We KaYe
deVLJQed aQd deYeORSed a cGMP-caSabOe dUXJ VXbVWaQce aQd dUXJ SURdXcW PaQXfacWXULQJ facLOLW\ aW RXU KeadTXaUWeUV LQ
SKeOWRQ, CT. TKe PaQXfacWXULQJ facLOLW\ cRPSULVeV a ScaOe-US SXLWe, COeaQ RRRP SXLWeV (COaVV 1000 aQd COaVV 100)
fRU MaQXfacWXUe Rf WKe DUXJ SXbVWaQceV, aQd FRUPXOaWLRQ aQd PacNaJLQJ SXLWeV fRU RXU DUXJ PURdXcWV.

We beOLeYe RXU caSabLOLWLeV LQ PaQXfacWXULQJ cOLQLcaO dUXJ SURdXcWV aUe QRZ ZeOO eVWabOLVKed. We KaYe PaQXfacWXUed
PXOWL-KJ VcaOe cOLQLcaO VXSSO\ Rf dUXJ VXbVWaQceV aV ZeOO aV WKe RUaO dUXJ SURdXcWV fRU NV-CRV-2 aW RXU RZQ facLOLW\,
fURP V\QWKeVLV aOO WKe Za\ WR fLOO-fLQLVK-OabeOLQJ aQd SacNaJLQJ, VLPSOLf\LQJ aQd e[SedLWLQJ WKe cGMP-cRPSOLaQW
PaQXfacWXULQJ RSeUaWLRQV.

OXU WeaP KaV VXcceVVfXOO\ aQd UaSLdO\ WUaQVOaWed fURP WKe UeVeaUcK VcaOe SURdXcWLRQ Rf VeYeUaO JUaPV dUXJ VXbVWaQce WR
KJ-VcaOe cGMP-cRPSOLaQW PaQXfacWXUe fRU WZR dLffeUeQW dUXJ caQdLdaWeV, QaPeO\ NV-HHV-1 aQd NV-CRV-2, LQ WKUee
dLffeUeQW fRUPXOaWLRQV, QaPeO\ VNLQ cUeaP, RUaO V\UXS, aQd RUaO JXPPLeV, LQ a YeU\ VKRUW WLPe VSaQ. TKLV LQcOXdeV
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PaQXfacWXUe Rf WKe acWLYe LQJUedLeQWV (dUXJ VXbVWaQceV), WKe fRUPXOaWed dUXJ SURdXcWV, aQd SacNaJed dUXJ SURdXcWV fRU
cOLQLcaO WULaOV XVaJe.
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MaQXfacWXULQJ QaQRPedLcLQeV, eVSecLaOO\ XQdeU cGMP cRQdLWLRQV, KaV beeQ LdeQWLfLed aV a PaMRU ULVN, aQd KaV Oed WR
faLOXUe Rf VeYeUaO QaQRPedLcLQeV SURJUaPV. NaQRVLULcLdeV cR-fRXQdeU DU. AQLO DLZaQ aQd RXU WeaP KaYe ePSOR\ed
cRQVLdeUaWLRQV fRU cGMP PaQXfacWXUe Rf RXU QaQRPedLcLQeV ULJKW fURP WKe deVLJQ, deYeORSPeQW aQd RSWLPL]aWLRQ Rf
WKe dUXJ caQdLdaWeV, WKe SRO\PeUV aQd OLJaQdV WKaW JR LQWR WKeP, aV ZeOO aV WKe SURceVVeV ePSOR\ed ULJKW fURP WKe VPaOO
UeVeaUcK VcaOe WR WKe LQLWLaO SURceVV YeULfLcaWLRQ baWcKeV.

We KaYe WKXV dePRQVWUaWed WKaW Ze KaYe XQLTXe e[SeUWLVe LQ WKe LQdXVWU\ Rf SeUfRUPLQJ cGMP-cRPSOLaQW PaQXfacWXUe
Rf PXOWLSOe cRPSOe[ QaQRPedLcLQe dUXJV, LQcOXdLQJ cGMP PaQXfacWXUe Rf (a) dUXJ VXbVWaQce fURP VLPSOe cKePLcaO
VWaUWLQJ PaWeULaOV, (b) WKe fRUPXOaWed dUXJ SURdXcW, aQd (c) WKe fLQaO SacNaJed dUXJ. TKLV LV a YeU\ VLJQLfLcaQW PLOeVWRQe
RQ WKe Za\ Rf NaQRVLULcLdeV becRPLQJ a fXOO\ LQWeJUaWed SKaUPa cRPSaQ\.

We cRQWLQXe WR LPSURYe WKe SURdXcWLRQ SURceVVeV aQd SURdXcWLRQ VcaOe. OXU SURdXcWLRQ caSacLW\ LV aQWLcLSaWed WR be
PRUe WKaQ VXffLcLeQW fRU PKaVe I, PKaVe II aQd PKaVe III KXPaQ cOLQLcaO WULaOV fRU aOO Rf RXU dUXJV LQ deYeORSPeQW.

We beOLeYe WKaW RXU dUXJ PaQXfacWXULQJ caSacLW\ LV VXffLcLeQW fRU LQLWLaO PaUNeW eQWU\ fRU RXU aQWL-RSV dUXJ ZKeQ
aSSURYed.

OXU LQ-KRXVe cGMP SURdXcWLRQ caSabLOLW\ KaV UeVXOWed LQ aQd LV e[SecWed WR cRQWLQXe WR UeVXOW LQ VLJQLfLcaQW cRVW
VaYLQJV acURVV aOO RXU dUXJ deYeORSPeQW SURJUaPV.

NaQRVLULcLdeV LV FXOO\ ETXLSSed fRU RaSLd AQWLYLUaO DUXJ DeYeORSPeQW fURP DLVcRYeU\ WR cGMP DUXJ PURdXcW
DeOLYeU\ fRU COLQLcaO TULaOV; WKLcK MaNeV NaQRVLULcLdeV a ³FIPCO´

IQ addLWLRQ WR WKe PaQXfacWXULQJ facLOLW\, Ze KaYe RQ VLWe VSecLaOL]ed QaQRPedLcLQeV cKaUacWeUL]aWLRQ facLOLW\ ZLWK
adYaQced LQVWUXPeQWaWLRQ LQcOXdLQJ W\aWW D\QaPLc LLJKW ScaWWeULQJ LQVWUXPeQWV, MaVV SSecWURPeWU\ ETXLSPeQW ZLWK
³MXOWLSOe ReacWLRQ MRQLWRULQJ (MRM)´ caSabLOLW\, aQd RWKeUV.

We aOVR KaYe RQ VLWe fXOO-fOedJed cKePLVWU\ OabRUaWRULeV WR eQabOe dUXJ deVLJQ, dLVcRYeU\, VPaOO VcaOe V\QWKeVLV, WeVWLQJ,
aQd VcaOe-XS Rf dUXJ caQdLdaWeV ZRUWK\ Rf fXUWKeU deYeORSPeQW.

We aOVR KaYe RXU RZQ BSL2 VLURORJ\ Lab fRU LQLWLaO eYaOXaWLRQ Rf RXU dUXJ caQdLdaWeV LQ ceOO cXOWXUe aQd RWKeU LQ YLWUR
VWXdLeV.

TKXV Ze aUe a ³FXOO\-IQWeJUaWed-PKaUPaceXWLcaO CRPSaQ\´ (FIPCO) XQOLNe PRVW bLRSKaUPa cRPSaQLeV WKaW dR QRW
SRVVeVV WKe fXOO VXLWe Rf dUXJ dLVcRYeU\, V\QWKeVLV, WeVWLQJ, cKaUacWeUL]aWLRQ, VcaOe-XS, aV ZeOO aV dUXJ VXbVWaQce aQd dUXJ
SURdXcW PaQXfacWXUe caSabLOLWLeV LQ KRXVe.

HLJK PURbabLOLW\ Rf SXcceVV LQ COLQLcaO TULaOV fRU DUXJV BaVed RQ NaQRVLULcLdeV POaWfRUP TecKQRORJ\

We aUe a cOLQLcaO VWaJe LQQRYaWLYe dUXJ deYeORSPeQW cRPSaQ\, adYaQcLQJ fURP WKe UeVeaUcK aQd deYeORSPeQW (³R&D´)
VWaJe LQWR UeJXOaWRU\ deYeORSPeQW Rf RXU dUXJ caQdLdaWeV WRZaUdV cRPPeUcLaOL]aWLRQ. We KaYe beeQ e[ecXWLQJ UaSLdO\
aQd effLcLeQWO\, aV ZeOO aV LQ a cRVW-effecWLYe aQd SURdXcWLYe PaQQeU, UeVXOWLQJ LQ VXcceVVfXO cRPSOeWLRQ Rf WKe PKaVe I
SafeW\ aQd TROeUabLOLW\ cOLQLcaO WULaO Rf RXU Oead dUXJ caQdLdaWe, NV-387. We beOLeYe WKaW WKLV VXcceVVfXO cRPSOeWLRQ
ZLWK QR UeSRUWed adYeUVe eYeQWV, ZKLcK LV WKe PRVW deVLUabOe RXWcRPe fURP PKaVe I cOLQLcaO WULaO WR eVWabOLVK VafeW\ aQd
WROeUabLOLW\ Rf WKe dUXJ caQdLdaWe NV-387 LV a YeU\ LPSRUWaQW PLOeVWRQe eQabOLQJ NV-387 WR adYaQce fRU PXOWLSOe
aQWLYLUaO LQdLcaWLRQV LQWR PKaVe II effLcac\ cOLQLcaO WULaOV. AddLWLRQaOO\, WKLV PKaVe I bRdeV ZeOO fRU RXU eQWLUe SOaWfRUP
WecKQRORJ\ aV beLQJ caSabOe Rf SURdXcLQJ dUXJ caQdLdaWeV WKaW aUe caSabOe Rf VXcceVVfXOO\ cRPSOeWLQJ PKaVe I VafeW\
aQd WROeUabLOLW\ VWXdLeV.

IQ addLWLRQ, RXU SUe-cOLQLcaO OeWKaO YLUXV LQfecWLRQ aQLPaO PRdeO VWXdLeV SURYLde XV WKe cRQfLdeQce WKaW WKe dUXJ
caQdLdaWeV Ze adYaQce LQWR PKaVe II effLcac\ cOLQLcaO WULaOV ZRXOd KaYe a KLJK SURbabLOLW\ Rf VXcceVV. TKLV LV becaXVe LQ
WKeVe aQLPaO VWXdLeV, WKe aQLPaO PRdeO SOa\V WKe UROe Rf a ³WeVW WXbe´ ZKeUe WKe YLUXV caQ SUROLfeUaWe, aQd RXU dUXJV aUe
deVLJQed WR dLUecWO\ aWWacN WKe YLUXV ZLWKRXW LQWeUfeULQJ ZLWK fXQcWLRQV Rf WKe KRVW aQLPaO. AddLWLRQaOO\, Ze deVLJQ WKe
VWXdLeV WR SURYLde cOeaU UeadRXW LQ WeUPV Rf VXUYLYaO OLfeVSaQ WKaW caQ be XVed fRU UaQNLQJ WKe acWLYLW\ Rf eacK WeVWed
dUXJ, LQcOXdLQJ aOUead\ aSSURYed dUXJV ZKeUe aYaLOabOe.
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OXU QRQ-cOLQLcaO SURJUaPV aUe deVLJQed WR PLQLPL]e WKe ULVN Rf faLOXUe Rf RXU dUXJ caQdLdaWeV LQ cOLQLcaO WULaOV.
SSecLfLcaOO\, Ze SeUfRUP eYaOXaWLRQ Rf aQWLYLUaO acWLYLW\ LQ OeWKaO VWXdLeV LQ dLUecW cRPSaULVRQ ZLWK NQRZQ aSSURYed
dUXJV Lf aYaLOabOe, aQd cKRRVe dUXJ caQdLdaWeV WKaW VKRZ aW OeaVW cRPSaUabOe RU VXSeULRU acWLYLW\ WR WKe aSSURYed RQeV.
We ePSOR\ OeWKaO LQfecWLRQ VWXdLeV VR WKaW WKe VXUYLYaO WLPe LV a cOeaU LQdLcaWRU Rf WKe aQWLYLUaO acWLYLW\, aQd caQ be XVed
WR UaQN UeOaWLYe acWLYLW\ Rf dUXJ caQdLdaWeV. We beOLeYe RXU VXcceVV UaWe Rf dUXJ aSSURYaO ZRXOd be VXbVWaQWLaOO\ beWWeU
WKaQ LQdXVWU\ aYeUaJeV becaXVe Rf WKe feaWXUeV Rf RXU QaQRYLULcLdeV SOaWfRUP WecKQRORJ\ aQd WKe de-ULVNLQJ VWUaWeJLeV Ze
ePSOR\ LQ dUXJ deYeORSPeQW.

TKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\: (L) SROYLQJ WKe PURbOeP Rf DUXJ EVcaSe b\ VLUXV VaULaQWV

We beOLeYe WKaW RXU SOaWfRUP WecKQRORJ\ eQabOeV deYeORSPeQW Rf dUXJV WKaW YLUXVeV ZRXOd QRW eVcaSe fURP. IQ facW,
dXULQJ WKe SUe-cOLQLcaO deYeORSPeQW LQ WKe COVID SURJUaP, Ze KaYe VXcceVVfXOO\ VcUeeQed RXU dUXJ caQdLdaWeV WR be
abOe WR SURWecW ceOOV aJaLQVW LQfecWLRQ b\ dLVWLQcWO\ dLffeUeQW cRURQaYLUXVeV. TKLV bURad-VSecWUXP, SaQ-cRURQaYLUXV dUXJ
deYeORSPeQW aSSURacK ZaV adRSWed WR eQVXUe WKaW RXU dUXJ caQdLdaWeV VKRXOd UePaLQ effecWLYe eYeQ aV YaULaQWV Rf
SARS-CRV-2 cRQWLQXe WR eYROYe LQ WKe fLeOd, MXVW aV Ze Kad aOUead\ aQWLcLSaWed aW WKe YeU\ beJLQQLQJ Rf WKe SaQdePLc.

OXU QaQRYLULcLdeV� SOaWfRUP WecKQRORJ\ LV baVed RQ bLRPLPeWLc eQJLQeeULQJ WKaW cRSLeV WKe feaWXUeV Rf WKe KXPaQ
ceOOXOaU UeceSWRU Rf WKe YLUXV. NR PaWWeU KRZ PXcK WKe YLUXV PXWaWeV, aOO YLUXV YaULaQWV bLQd WR WKe VaPe UeceSWRU LQ WKe
VaPe faVKLRQ. TKXV RXU SOaWfRUP WecKQRORJ\ LV LQKeUeQWO\ deVLJQed WR cRPbaW WKe LVVXe Rf YLUXVeV eVcaSLQJ dUXJV b\
JeQeUaWLRQ Rf YaULaQWV.

We PLPLc WKe feaWXUe RQ WKe ceOOXOaU SURWeLQ aW ZKLcK WKe YLUXV bLQdV, aQd, XVLQJ PROecXOaU PRdeOLQJ, deVLJQ VPaOO
PROecXOeV WKaW acW aV ³OLJaQdV´ WR bLQd WR WKe YLUXV VXUface JO\cRSURWeLQV aV WKRXJK WKe YLUXV ZaV bLQdLQJ WR WKaW ceOOXOaU
SURWeLQ LWVeOf. TKLV KRVW-VLde cKePLcaO VLJQaWXUe WKaW WKe YLUXV XVeV fRU LQfecWLQJ ceOOV dReV QRW cKaQJe eYeQ aV WKe YLUXV
PXWaWeV, eYROYeV aQd JeQeUaWeV YaULaQWV. We cKePLcaOO\ V\QWKeVL]e WKe RSWLPaO OLJaQdV, aQd VeSaUaWeO\ aWWacK WKeP WR
WKe SRO\PeULc PLceOOe VcaffROd WR JeQeUaWe a QXPbeU Rf LQLWLaO ³QaQRYLULcLde´ dUXJ caQdLdaWeV WR VcUeeQ aJaLQVW WKe
YLUXV. TKXV WKe QaQRYLULcLde LV deVLJQed WR ³ORRN OLNe´ WKe ceOO PePbUaQe ZLWK cRSLRXV aPRXQWV Rf VLWeV fRU WKe YLUXV WR
bLQd WR. WKeQ LQLWLaO LQWeUacWLRQ Rf a feZ OLJaQdV ZLWK WKe YLUXV SaUWLcOe WaNeV SOace, WKe ³PeWVWabOe´ QaQRYLULcLde
PLceOOe LV aQWLcLSaWed WR VKLfW LWV VKaSe, LQYeUWLQJ LWVeOf RQWR WKe YLUXV SaUWLcOe SURPRWed b\ WKe ³OLSLd-OLSLd PL[LQJ
effecW´ dULYeQ b\ WKe OLSLd cKaLQV QRUPaOO\ RQ WKe LQWeULRU Rf a QaQRYLULcLde PLceOOe aQd WKe OLSLd PePbUaQe WKaW LV RQ
WKe YLUXV VXUface. SXcK aQ aWWacN RQ WKe YLUXV SaUWLcOe LV e[SecWed WR de-VWabLOL]e WKe YLUXV SaUWLcOe aQd XSURRW WKe VXUface
JO\cRSURWeLQV LW XVeV fRU fXVLQJ ZLWK a ceOO. TKXV WKe YLUXV ZRXOd QR ORQJeU be caSabOe Rf LQfecWLQJ a ceOO. TKLV SURceVV
ZRXOd UeVXOW LQ cRPSOeWe bORcNaJe Rf WKe ³Re-IQfecWLRQ C\cOe´ Rf WKe YLUXV Lf VXcceVVfXO. We caOO WKLV PecKaQLVP ³Re-
IQfecWLRQ IQKLbLWLRQ´. TKLV PecKaQLVP JReV be\RQd WKe VLPSOe QeXWUaOL]aWLRQ Rf WKe YLUXV b\ aQWLbRdLeV, ZKLcK UeTXLUeV
WKe KXPaQ LPPXQe V\VWeP WR fXUWKeU WaNe caUe Rf WKe UeVXOWLQJ YLUXV-aQWLbRd\ cRPSOe[. TKLV PecKaQLVP aOVR JReV
be\RQd WKe VLPSOe bORcNLQJ Rf YLUXV eQWU\ b\ VPaOO cKePLcaO eQWU\ LQKLbLWRUV, ZKLcK ZRXOd UeTXLUe e[WUePeO\ KLJK
cRQceQWUaWLRQV Rf WKe LQKLbLWRU WR effecW cRPSOeWe bORcNaJe Rf eacK YLUXV SaUWLcOe baVed RQ PaVV-acWLRQ cRQVLdeUaWLRQV.

TKe QaQRYLULcLde SRO\PeULc PLceOOe LV e[SecWed WR be abOe WR cRPSOeWeO\ cRaW WKe YLUXV SaUWLcOe. TKLV LV XQOLNe WKe
aQWLYLUaO aQWLbRdLeV aV ZeOO aV VPaOO PROecXOe eQWU\ LQKLbLWRUV WKaW caQ RQO\ SaUWLaOO\ bORcN WKe YLUXV SaUWLcOe ZKeUeb\
WKe YLUXV ZRXOd VWLOO UePaLQ caSabOe Rf LQfecWLQJ a ceOO. AddLWLRQaOO\, aQWLbRdLeV RQO\ WaJ WKe YLUXV fRU UecRJQLWLRQ b\ WKe
SaWLeQW¶V LPPXQe V\VWeP fRU cOeaUaQce. IQ cRQWUaVW, a QaQRYLULcLde LV deVLJQed WR cRPSOeWe WKe WaVN Rf dLVPaQWOLQJ WKe
PacKLQeU\ Rf WKe YLUXV WKaW eQabOeV LW WR LQfecW ceOOV.

MLPLcNLQJ WKe aWWacKPeQW UeceSWRU faPLOLeV Pa\ Oead WR e[WUePeO\ bURad-VSecWUXP dUXJ caQdLdaWeV. We caOO WKLV
LPSOePeQWaWLRQ NaQRVLULcLdeV POaWfRUP TecKQRORJ\ MRdaOLW\ #1. NV-387 LV aQ e[aPSOe Rf WKLV MRdaOLW\ #1, QaPeO\,
BURad-SSecWUXP AQWLYLUaO Re-LQfecWLRQ IQKLbLWRUV. NV-387 LV deVLJQed WR PLPLc Ne\ feaWXUeV UeTXLUed b\ YLUXVeV Rf WKe
KRVW-VLde VXOfaWed SURWeRJO\caQV WKaW YLUXVeV XVe aV aWWacKPeQW UeceSWRUV.

MLPLcNLQJ WKe cRJQaWe UeceSWRU ZRXOd Oead WR a QaUURZeU UaQJe bXW caQ be aQWLcLSaWed WR KaYe JUeaWeU effLcac\
cRPSaUed WR PLPLcNLQJ WKe aWWacKPeQW UeceSWRU faPLOLeV. We caOO PLPLcNLQJ WKe cRJQaWe UeceSWRU WKe NaQRVLULcLdeV
POaWfRUP TecKQRORJ\ MRdaOLW\ #2, RU SSecLfLc AQWLYLUaO Re-IQfecWLRQ IQKLbLWRUV.





TabOe Rf CRQWeQWV

TKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\: (LL) PURPLVLQJ PRWeQWLaO CXUeV fRU IQfecWLRQV b\ NRQ-OaWeQc\ VLUXVeV

AddLWLRQaOO\, Ze aUe WKe RQO\ cRPSaQ\ WKaW, WR WKe beVW Rf RXU NQRZOedJe, LV deYeORSLQJ aQWLYLUaO WUeaWPeQWV WKaW aUe
deVLJQed WR (a) dLUecWO\ aWWacN WKe YLUXV aQd dLVabOe LW fURP LQfecWLQJ KXPaQ ceOOV (L.e. bORcN WKe ³Re-IQfecWLRQ C\cOe´),
aQd (b) VLPXOWaQeRXVO\ bORcN WKe UeSURdXcWLRQ Rf WKe YLUXV WKaW KaV aOUead\ JRQe LQVLde a ceOO (L.e. bORcN WKe
³ReSOLcaWLRQ C\cOe´). TRJeWKeU, WKLV VWUaWeJ\ Rf a WZR-SURQJed aWWacN aJaLQVW WKe YLUXV, bRWK LQVLde WKe ceOO aQd RXWVLde
WKe ceOO, aQd WKXV bORcNLQJ WKe cRPSOeWe OLfec\cOe Rf WKe YLUXV, caQ be e[SecWed WR UeVXOW LQ a cXUe fRU cRURQaYLUXVeV aQd
RWKeU YLUXVeV WKaW dR QRW becRPe OaWeQW. We caOO WKLV LPSOePeQWaWLRQ, QaPeO\ eQcaSVXOaWLRQ Rf RWKeU acWLYe LQJUedLeQWV
ZLWKLQ WKe SRO\PeULc PLceOOe Rf WKe YLUXV-WaUJeWed QaQRYLULcLde (ZKLcK caQ be baVed RQ eLWKeU MRdaOLW\ #1 RU MRdaOLW\
#2), WKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\ MRdaOLW\ #3.

AV aQ e[aPSOe Rf WKe MRdaOLW\ #3, Ze KaYe deYeORSed NV-387-J-R, ZKLcK cRPSULVeV NV-387 WKaW eQcaSVXOaWeV
UePdeVLYLU, a NQRZQ bURad-VSecWUXP aQWLYLUaO dUXJ WKaW LV aOUead\ aSSURYed fRU COVID WUeaWPeQW Rf KRVSLWaOL]ed
SaWLeQWV. AOWKRXJK aSSURYed, WKe cOLQLcaO effecWLYeQeVV Rf UePdeVLYLU LV OLPLWed b\ LWV bRdLO\ PeWabROLVP. IW LV ZeOO
NQRZQ WKaW WKLV dUXJ LV KLJKO\ acWLYe LQ ceOO cXOWXUe VWXdLeV, bXW WKe cOLQLcaO UeVXOWV dR QRW PaWcK WKe e[SecWaWLRQV
cRUUeVSRQdLQJ WR LWV ceOO cXOWXUe effecWLYeQeVV. We deYeORSed NV-387-J-R WR RYeUcRPe WKLV LVVXe aQd Ze KaYe
dePRQVWUaWed WKaW eQcaSVXOaWLRQ ZLWKLQ NV-387 VXcceVVfXOO\ LPSURYeV WKe PK/PD (SKaUPacRNLQeWLcV aQd
SKaUPacRd\QaPLcV) SURfLOe Rf UePdeVLYLU. TKe LQcUeaVed cLUcXOaWLQJ OLfeWLPe aQd aOVR cRQceQWUaWLRQ Rf LQWacW UePdeVLYLU
VKRXOd LPSURYe LWV effecWLYeQeVV. AddLWLRQaOO\, NV-387-J-R affRUdV WKe V\QeUJLVWLc effecWV Rf aWWacNLQJ WKe YLUXV
OLfec\cOe b\ WZR RUWKRJRQaO PecKaQLVPV, JRLQJ ZeOO be\RQd WKe effecWV Rf UePdeVLYLU aORQe. IQ NV-387-J-R, RQe
cRPSRQeQW, NV-387, LV deVLJQed WR bORcN WKe ³Re-IQfecWLRQ C\cOe´, aQd WKe eQcaSVXOaWed JXeVW cRPSRQeQW, UePdeVLYLU
LV NQRZQ WR bORcN WKe ³ReSOLcaWLRQ C\cOe´. TKXV NV-387-J-R LV deVLJQed WR bORcN WKe eQWLUe OLfec\cOe Rf PaQ\ YLUXVeV,
QRW MXVW cRURQaYLUXVeV.

TKLV WRWaO aWWacN RQ WKe cRPSOeWe OLfec\cOe Rf WKe YLUXV LV e[SecWed WR UeVXOW LQ WKe PRVW effecWLYe dUXJ caQdLdaWeV. IW LV
QRZ ZeOO acceSWed WKaW PXOWLSOe aQWLYLUaOV WRJeWKeU SURdXce beWWeU effecWLYeQeVV WKaQ VLQJOe RQeV LQdLYLdXaOO\. OXU
VWUaWeJ\ JReV be\RQd VLPSO\ a PL[ Rf PXOWLSOe aQWLYLUaOV. OXU XQLTXe, VKaSe-VKLfWLQJ QaQRPedLcLQe WecKQRORJ\ OeadV WR
VXbVWaQWLaO LPSURYePeQW LQ WKe SKaUPacRNLQeWLc SURSeUWLeV Rf WKe JXeVW aQWLYLUaO dUXJ. We KaYe dePRQVWUaWed WKLV
caSabLOLW\ LQ WKe caVe Rf NV-387-J-R, aV dLVcXVVed abRYe, ZKeUeLQ eQcaSVXOaWLRQ Rf UePdeVLYLU ZLWKLQ WKe SRO\PeULc
PLceOOeV Rf NV-387 SURWecWV WKe fRUPeU dUXJ fURP bRdLO\ PeWabROLVP LQ aQLPaO VWXdLeV. TKLV aOORZV KLJKeU
cRQceQWUaWLRQV Rf WKe JXeVW dUXJ WR be UeacKed aQd VLPXOWaQeRXVO\ e[WeQdV WKe effecWLYeQeVV WLPe SeULRd LQ cRPSaULVRQ
WR WKe VWaQdaUd VeNOXU\� (GLOead) fRUPXOaWLRQ. TKe UeVXOWLQJ dUXJ, NV-387-J-R KaV QRW RQO\ VLJQLfLcaQWO\ LPSURYed
cKaUacWeULVWLcV fRU LWV UePdeVLYLU cRPSRQeQW, bXW addLWLRQaOO\ SURYLdeV WKe QRYeO Ue-LQfecWLRQ bORcNLQJ PecKaQLVP Rf
NV-387; WRJeWKeU eQabOLQJ cRPSOeWe bORcN Rf WKe YLUaO OLfec\cOe, ZKLcK ZRXOd SRWeQWLaOO\ UeVXOW LQ a cXUe. (CKaNUabRUW\
A, DLZaQ A, CKLQLJa V, AURUa V, HRONaU P, TKaNXU Y, eW aO. (2022) DXaO effecWV Rf NV-CRV-2 bLRPLPeWLc SRO\PeU: AQ
aQWLYLUaO UeJLPeQ aJaLQVW COVID-19. PLRS OQe 17(12): e0278963. KWWSV://dRL.RUJ/10.1371/MRXUQaO. SRQe.0278963.)

TKe NaQRVLULcLdeV POaWfRUP TecKQRORJ\: (LLL) RRXWeV Rf AdPLQLVWUaWLRQ IQcOXde OUaO RRXWe

IW LV JeQeUaOO\ beOLeYed WKaW QaQRPedLcLQeV aV a cOaVV ZRXOd QRW KaYe JRRd bLR-aYaLOabLOLW\ Lf WaNeQ RUaOO\. We beOLeYe
WKaW WKLV bLaVed RSLQLRQ KaV XQQeceVVaULO\ UeVXOWed LQ cXUbLQJ SRWeQWLaO LQQRYaWLRQ WR RYeUcRPe WKe LVVXe Rf RUaO
bLRaYaLOabLOLW\.

IQ facW, Ze KaYe fRXQd LQ SUe-cOLQLcaO aQLPaO VWXdLeV WKaW NV-387 ZaV KLJKO\ effecWLYe ZKeQ JLYeQ RUaOO\ LQ cRPbaWLQJ a
OeWKaO OXQJ LQfecWLRQV WKaW PRdeOV WKe VeYeUe SARS-CRV-2 dLVeaVe aV VeeQ ZLWK WKe deOWa YaULaQW. IQ cRPSaULQJ WKe
effecW RQ cRPbaWLQJ WKe LQfecWLRQ b\ RUaO WUeaWPeQW YeUVXV LQMecWabOe WUeaWPeQW, Ze beOLeYe WKaW WKe bLRaYaLOabLOLW\ Rf WKe
RUaO dRVaJe fRUPV LV VXbVWaQWLaOO\ JRRd, aQd LQ WKe UaQJe Rf PaQ\ aSSURYed RUaO dUXJV. IQ addLWLRQ, WKe API NV-387 ZaV
fRXQd WR be KLJKO\ effecWLYe ZKeQ JLYeQ RUaOO\ LQ WKe caVe Rf OeWKaO OXQJ RSV LQfecWLRQ aQLPaO PRdeO, a OeWKaO VPaOOSR[-
ePXOaWLQJ ecWURPeOLa fRRWSad LQfecWLRQ PRXVe PRdeO, a OeWKaO VPaOOSR[-ePXOaWLQJ ecWURPeOLa OXQJ LQfecWLRQ PRXVe
PRdeO, aV ZeOO aV a OeWKaO IQfOXeQ]a A/H3N2 OXQJ LQfecWLRQ PRXVe PRdeO, fXUWKeU VXbVWaQWLaWLQJ WKe RUaO bLR-aYaLOabLOLW\
Rf NV-387.

TKeVe fLQdLQJV KaYe eQabOed XV WR deYeORS RUaO fRUPXOaWLRQV Rf NV-387 fRU KXPaQ cOLQLcaO WULaOV. We KaYe VXcceVVfXOO\
deYeORSed RUaOO\ acWLYe fRUPXOaWLRQV Rf RXU NV-387 LQ aQ RUaO V\UXS fRUP, aV ZeOO aV aQ RUaO JXPPLeV (³CKeZabOe SRfW
SROLdV´) fRUP. We beOLeYe WKaW fRU PLOd WR PRdeUaWe YLUaO LQfecWLRQ dLVeaVe, fRU SedLaWULc, aQd fRU JeULaWULc SaWLeQWV, WKe
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RUaO V\UXS aQd JXPPLeV fRUPV ZRXOd be KLJKO\ adYaQWaJeRXV RYeU WabOeWV, caSVXOeV, LQMecWLRQV, LQfXVLRQV, RU OXQJ
LQKaOaWLRQV.



TabOe Rf CRQWeQWV

TKe LQMecWabOe fRUPXOaWLRQ Rf NV-387 LV e[SecWed WR be YaOXabOe LQ WKe WUeaWPeQW Rf VeYeUe caVeV. OXW-SaWLeQW VLQJOe
dRVe LQMecWLRQ WUeaWPeQW Pa\ be feaVLbOe Lf WKe effecWLYeQeVV Rf NV-387 LQ KXPaQ cOLQLcaO WULaOV PaWcKeV WKaW RbVeUYed LQ
SUe-cOLQLcaO aQLPaO VWXdLeV. FXUWKeU, WKLV LQMecWabOe fRUPXOaWLRQ LV deVLJQed WR be deOLYeUabOe aOVR aV aQ aeURVRO b\ a
VLPSOe KaQd-KeOd QebXOL]eU deYLce dLUecWO\ LQWR OXQJV. SXcK LQKaOaWLRQ, aV aQ aeURVRO, LV e[SecWed WR SURYLde JUeaWeU
beQefLWV WR PRUe VeYeUe SaWLeQWV b\ SURYLdLQJ KLJK cRQceQWUaWLRQ Rf WKe dUXJ ORcaOO\ LQ WKe OXQJV ZKeUe WKe RSV, SARS-
CRV-2, aQd IQfOXeQ]a YLUXVeV caXVe WKe PRVW daPaJe LQ VeYeUe caVeV. TKe SROXWLRQ fRU IQMecWLRQ, IQfXVLRQ aQd
IQKaOaWLRQ Rf NV-387 ZRXOd aOVR be YeU\ LPSRUWaQW LQ SedLaWULc aV ZeOO aV KRVSLWaOL]ed caVeV.

We beOLeYe WKaW WKe e[WUePeO\ VWURQJ aQWLYLUaO acWLYLW\ Ze KaYe RbVeUYed LQ ceOO cXOWXUe VWXdLeV aQd LQ OeWKaO YLUXV
LQfecWLRQ aQLPaO VWXdLeV, LQ cRPSaULVRQ WR aSSURYed dUXJV LV a VWURQJ SRVLWLYe LQdLcaWLRQ Rf cOLQLcaO VXcceVV aQd
SRWeQWLaO UeJXOaWRU\ aSSURYaO Rf NV-387 fRU WKe dLffeUeQW YLUaO LQfecWLRQ LQdLcaWLRQV Ze aUe VeeNLQJ.

We beOLeYe Ze KaYe dePRQVWUaWed WKaW Ze caQ UaSLdO\ deYeORS dLffeUeQW W\SeV Rf fRUPXOaWLRQV fRU dLffeUeQW URXWeV Rf
adPLQLVWUaWLRQ, VXcK aV LQMecWabOe, VNLQ cUeaP, ORWLRQ, JeO, aQd eYeQ RUaO, becaXVe Rf WKe LQKeUeQW VWUeQJWK Rf WKe fOe[LbOe
aQd WaLORUabOe NaQRYLULcLde POaWfRUP WecKQRORJ\. TKe WecKQRORJ\ aOVR eQabOeV XV WR deYeORS QaVaO VSUa\V aQd bURQcKLaO
aeURVROV. We SOaQ WR deYeORS WKe aSSURSULaWe fRUPXOaWLRQV aV QeceVVaU\.

A NRWe RQ NRPeQcOaWXUe Rf NaQRVLULcLdeV CaQdLdaWeV:
³J´ deQRWeV WKaW WKe Qe[W cRPSRQeQW LV eQcaSVXOaWed aV a JXeVW ZLWKLQ WKe SUecedLQJ QaQRYLULcLde. TKXV NV-387-J-R
UefeUV WR UePdeVLYLU eQcaSVXOaWed aV a JXeVW ZLWKLQ NV-387. SLPLOaUO\ NV-387-J-RS UefeUV WR a SUR-dUXJ Rf UePdeVLYLU
(deQRWed RS) LV eQcaSVXOaWed aV a JXeVW ZLWKLQ NV-387.

³P´ deQRWeV WKaW WKe Qe[W cRPSRQeQW LV PL[ed LQ ZLWK WKe SUecedLQJ QaQRYLULcLde. TKXV NV-387-P-T UefeUV WR NV-387
aQd TecRYLULPaW PL[ed WRJeWKeU LQ a fRUPXOaWLRQ PeWKRd.

DeYelopments During the Reported Period

We QRWe WKaW WKe TUXPS adPLQLVWUaWLRQ aQd WKe SecUeWaU\ Rf HeaOWK aUe LQ WKe SURceVV Rf UeYLVLQJ WKe RYeUaOO HHS JRaOV,
bXdJeWV aQd VWaffLQJ ZLWK a fRcXV RQ KeaOWK PaLQWeQaQce, cKURQLc dLVeaVeV, QXWULWLRQ, aQd aQWLYLUaO WUeaWPeQWV, ZLWK
UedXced fRcXV RQ YaccLQeV.

We beOLeYe WKaW WKe ePSKaVLV Rf WKe SecUeWaU\ RQ aQWLYLUaO dUXJ WUeaWPeQWV ZRXOd be beQefLcLaO WR RXU dUXJ deYeORSPeQW
SURJUaPV.

DXULQJ WKe WKUee PRQWKV eQded DecePbeU 31, 2025, Ze KaYe fRcXVed RQ SUeSaULQJ UeJXOaWRU\ dRcXPeQWaWLRQ LQ
accRUdaQce ZLWK WKe UeTXLUePeQWV fRU WKe PKaVe II MPR[ cOLQLcaO WULaO Rf NV-387 LQ DRC XQdeU WKe UeJXOaWRU\ aJeQc\
ACOREP aV UeTXeVWed b\ WKeP. We KaYe QRZ VXbPLWWed aOPRVW aOO Rf WKe dRcXPeQWV cRQVWLWXWLQJ a cOLQLcaO WULaO
aSSOLcaWLRQ, LQ a ³UROOLQJ UeYLeZ´-OLNe SURceVV WR WKe DRC UeJXOaWRU\ aJeQc\, ACOREP.

We cRPSOeWed PaQXfacWXUe Rf a SLORW baWcK Rf WKe NV-387 RUaO JXPPLeV dUXJ SURdXcW (QeZ fRUPXOaWLRQ) aQd Ze KaYe
cRQdXcWed UeTXLUed VWabLOLW\ VWXdLeV RQ WKe VaPe.

We Kad SUeYLRXVO\ cRPSOeWed PaQXfacWXUe Rf WKe NV-387 dUXJ VXbVWaQce baWcK fRU WKe PKaVe II MPR[ cOLQLcaO WULaO. AV
Ze eQJaJed LQ WKLV PaQXfacWXULQJ baWcK, Ze KaYe cRQWLQXed WR LQcUeaVe WKe VcaOe Rf PaQXfacWXUe Rf NV-387 LQ RXU
cGMP-cRPSOLaQW facLOLW\, effecWLYeO\ dRXbOLQJ WKe SULRU baWcK VL]e. We ZLOO cRPPLVVLRQ addLWLRQaO baWcKeV aV Ze
eQJaJe LQWR addLWLRQaO cOLQLcaO WULaOV.

AddLWLRQaOO\, Ze KaYe beeQ eQJaJed LQ effRUWV WR RbWaLQ QRQ-dLOXWLYe fLQaQcLQJV fRU WKe YaULRXV aSSOLcaWLRQV Rf NV-387.
TKLV KaV UeVXOWed LQ a VKLfW LQ RXU bXVLQeVV SOaQ WRZaUdV WURSLcaO aQd UaUe dLVeaVeV, ePeUJLQJ eSLdePLcV LQ WKe USA, aQd
SRWeQWLaO bLRWeUURULVP aJeQWV. We beOLeYe WKe QeZ SOaQ Ze KaYe adRSWed LV OLNeO\ WR UeVXOW LQ UeJXOaWRU\ OLceQVXUe Rf NV-
387 PXcK PRUe TXLcNO\ WKaQ WKe UeJXOaWRU\ SaWKZa\ fRU a cRPPeUcLaOO\ LPSRUWaQW LQdLcaWLRQ VXcK aV RSV RU IQfOXeQ]a.

We aUe QRZ e[ecXWLQJ VXbVWaQWLaOO\ ZLWK aQ ³OUSKaQ FLUVW´ fRcXV, ZKLOe cRQWLQXLQJ adYaQcePeQW Rf RXU QRQ-RUSKaQ
dUXJ caQdLdaWeV aORQJ WKe Za\. TKXV, Ze KaYe fRcXVed RQ a PKaVe II cOLQLcaO WULaO Rf MPR[ LQ DRC. SXbVeTXeQWO\, Ze
SOaQ RQ UeJXOaWRU\ adYaQcePeQW Rf NV-387 aV a dUXJ fRU WKe WUeaWPeQW Rf MeaVOeV. AORQJ WKe Za\, Ze aUe aOVR
cRQWLQXLQJ WR deYeORS a PKaVe II cOLQLcaO WULaO fRU WKe XVe Rf NV-387 aV a WUeaWPeQW Rf acXWe UeVSLUaWRU\ YLUaO LQfecWLRQV.
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USdaWe RQ OXU COVID PURJUaP

TKe RULJLQaO SOaQ fRU WKe PKaVe 1a/1b cOLQLcaO WULaO ZaV WR LQcOXde COVID SaWLeQWV LQ PKaVe 1b-COVID cRKRUWV WR RbWaLQ
LQLWLaO LQdLcaWLRQV Rf effLcac\ aQd dRVaJe UeTXLUePeQW. TKe KeaOWK\ LQMecWed SRUWLRQ Rf WKe cOLQLcaO WULaO, ZKLcK LV WKe
WUadLWLRQaO PKaVe I cOLQLcaO WULaO LQYROYLQJ WKe eYaOXaWLRQ Rf VLQJOe-aVceQdLQJ-dRVe aQd PXOWLSOe-aVceQdLQJ dRVe Rf WKe
LQYeVWLJaWLRQaO PedLcaO SURdXcW LQ KeaOWK\ VXbMecWV ZaV cRPSOeWed LQ DecePbeU, 2023. TKeUeafWeU, effRUWV WR fLQd
COVID SaWLeQWV ZeUe cRQWLQXed, aQd aQ addLWLRQaO cOLQLcaO VLWe ZaV added dXULQJ FebUXaU\ 2024. IQ VSLWe Rf WKLV, WKe
OacN Rf RbWaLQLQJ PCR-SRVLWLYe COVID SaWLeQWV eOLJLbOe fRU eQUROOPeQW LQWR WKe cOLQLcaO WULaO becaPe WKe RbVWacOe. OXU
dLOLJeQW effRUWV WR LdeQWLf\ COVID-19 SaUWLcLSaQWV fRU WKe cOLQLcaO WULaO KaYe beeQ PeW ZLWK a QRWabOe abVeQce Rf SRVLWLYe
caVeV aW WKe deVLJQaWed cOLQLcaO WULaO VLWe(V). TKeUefRUe, WKe PKaVe 1a/1b cOLQLcaO WULaO ZaV cORVed LQ ASULO 2024,
cRQcOXdLQJ WKe VWXd\ aV a WUadLWLRQaO PKaVe I VWXd\.

We QRWe WKaW Ze dR QRW KaYe aQ\ LQfRUPaWLRQ UeJaUdLQJ WKe acWLYLW\ Rf NV-387 (dUXJ SURdXcW NV-CRV-2) LQ COVID
fURP WKLV cOLQLcaO WULaO becaXVe QR COVID SaWLeQWV cRXOd be fRXQd fRU eQUROPeQW LQ WKe VWXd\. We beOLeYe WKaW NV-387
KaV VWURQJ, cOLQLcaOO\ UeOeYaQW, acWLYLW\ LQ WUeaWPeQW Rf COVID baVed RQ RXU SUe-cOLQLcaO VWXdLeV WKaW dLUecWO\ eYaOXaWed
WKe acWLYLW\ Rf NV-387 LQ cRPSaULVRQ ZLWK UePdeVLYLU, aQ aSSURYed dUXJ fRU WKe WUeaWPeQW Rf COVID, aQd fRXQd WKaW
WKe acWLYLW\ Rf NV-387 ZaV VXbVWaQWLaOO\ VXSeULRU WR WKaW Rf UePdeVLYLU.

We KaYe beeQ LQ dLVcXVVLRQ ZLWK VXbMecW PaWWeU e[SeUWV LQ WKe U.S. aV ZeOO UeJaUdLQJ SRWeQWLaO cOLQLcaO WULaOV WRZaUdV
aSSURYaO Rf NV-387 fRU COVID LQdLcaWLRQ. WKLOe COVID VWLOO cRQWLQXeV WR be LPSRUWaQW JORbaOO\, WKe SURVSecW Rf
cRQdXcWLQJ PeaQLQJfXO cOLQLcaO WULaOV LQ COVID SaWLeQWV KaV becRPe VXbVWaQWLaOO\ dLffLcXOW. LRQJ COVID UePaLQV aQ
LPSRUWaQW dLVeaVe LQ WKe U.S. HRZeYeU, LW LV PXOWL-facWRULaO, aQd cRQdXcWLQJ PeaQLQJfXO cOLQLcaO WULaOV LV eYeQ PRUe
dLffLcXOW WKaQ ZLWK COVID SaWLeQWV, aQd cRXOd UeVXOW LQ OeQJWK\ aQd e[SeQVLYe cOLQLcaO WULaO deVLJQV, QRW ZLWKLQ WKe
caSabLOLWLeV Rf VPaOO cRPSaQLeV OLNe XV.

TKeUefRUe, ZKLOe Ze fXOO\ beOLeYe WKaW (L) NV-387 KaV dePRQVWUaWed VWURQJ SaQ-cRURQaYLUXV aQWLYLUaO acWLYLW\ LQ SUe-
cOLQLcaO VWXdLeV aQd WKeUefRUe (LL) NV-387 LV a YLabOe cOLQLcaO dUXJ caQdLdaWe fRU COVID WUeaWPeQW; (LLL) NV-387 cRXOd
be VXbVWaQWLaOO\ VXSeULRU WR aYaLOabOe dUXJV VXcK aV UePdeVLYLU aQd Pa[ORYLd�; aQd (LY) NV-387 ZRXOd be aYaLOabOe WR
WKe eQWLUe SaWLeQW SRSXOaWLRQ ZKLOe WKe aYaLOabOe dUXJV KaYe VeYeUe OLPLWaWLRQV, UeJUeWWabO\, Ze KaYe deWeUPLQed WKaW Ze
caQQRW WaNe NV-387 fRUZaUd fRU COVID LQdLcaWLRQ ZLWK RXU OLPLWed UeVRXUceV. We ZLOO cRQWLQXe WR VeeN QRQ-dLOXWLYe
UeVRXUceV VXcK aV JRYeUQPeQW JUaQWV aQd cRQWUacWV fRU WKe deYeORSPeQW Rf NV-387 fRU WKe WUeaWPeQW Rf COVID aQd
SRWeQWLaOO\ ORQJ COVID. We aUe aOVR VeeNLQJ WR adYaQce NV-387 fRU COVID aQd LRQJ COVID LQdLcaWLRQV YLa
SaUWQeUVKLSV.

If UeVRXUceV becRPe aYaLOabOe fRU cOLQLcaO WULaO Rf NV-387 fRU a VXbVeW Rf LRQJ COVID SaWLeQWV ZLWK UeVLdXaO YLUXV
fRXQd LQ VeQVLWLYe aVVa\V, WKeQ Ze ZRXOd YeU\ PXcK OLNe WR adYaQce cOLQLcaO WULaOV WR deYeORS NV-387 fRU WKe LRQJ
COVID LQdLcaWLRQ. TKLV cRQWLQXeV WR be aQ XQPeW PedLcaO Qeed.

NV-387 HaV MXOWLSOe AQWLYLUaO IQdLcaWLRQV Be\RQd COVID WRZaUdV ReJXOaWRU\ ASSURYaOV

KQRZLQJ WKaW NV-387 LV deVLJQed WR be bURad-VSecWUXP, RYeU WKe SUeYLRXV WKUee PRQWKV Ze KaYe cRQWLQXed WR ZRUN
WRZaUdV XQdeUVWaQdLQJ WKe e[WUePeO\ bURad VSecWUXP Rf aQWLYLUaO acWLYLW\ Rf WKe API NV-387.

Of WKe SRWeQWLaO LQdLcaWLRQV, Ze KaYe decLded WR fRcXV RXU UeVRXUceV RQ adYaQcLQJ NV-387 LQWR cOLQLcaO WULaOV WRZaUdV
aSSURYaO fRU RSV LQfecWLRQ LQ SedLaWULc SaWLeQWV, aQ XQPeW PedLcaO Qeed.

TKe UeVXOWV Rf WKe NV-387 PKaVe 1a/1b cOLQLcaO WULaO LQdLcaWe WKaW NV-387 caQ be XVed: (L) acURVV aOO aJeV fURP SedLaWULcV
WR VeQLRUV; (LL) LUUeVSecWLYe Rf cR-PRUbLdLWLeV VXcK aV dLabeWeV, RWKeU SUe-e[LVWLQJ dLVeaVeV, RU LPPXQe cRPSURPLVed
VWaWXV Rf WKe LQdLYLdXaO; aQd (LLL) aW aOO OeYeOV Rf dLVeaVe VeYeULW\, fURP PLOd/PRdeUaWe WR VeYeUe WR YeU\ VeYeUe
(KRVSLWaOL]ed SaWLeQWV).

TKLV caSabLOLW\ Rf NV-387 LV aQaORJRXV WR WKe KLJKO\ VXcceVVfXO aQWLbLRWLcV aJaLQVW bacWeULa.

IQ cRQWUaVW, cXUUeQWO\ aYaLOabOe aQWLYLUaO dUXJV KaYe VXbVWaQWLaO OLPLWaWLRQV RQ WKe SaWLeQW SRSXOaWLRQV WKaW WKe\ caQ be
XVed LQ. FRU e[aPSOe, Rf WKe WZR UePaLQLQJ aSSURYed dUXJV fRU WUeaWPeQW Rf COVID, Pa[ORYLd ZKLcK LV JLYeQ RUaOO\, LV
QRW LQdLcaWed fRU WKe WUeaWPeQW Rf COVID LQ SaWLeQWV ZLWKRXW a ULVN facWRU fRU SURJUeVVLRQ WR VeYeUe COVID-19, ZKeUeaV
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UePdeVLYLU caQ RQO\ be XVed LQ KRVSLWaOL]ed caVeV. SLPLOaUO\ ULbaYLULQ, LQdLcaWed fRU RSV LQfecWLRQ aQd RWKeU YLUaO
LQfecWLRQV, LV RQO\ LQdLcaWed aV a OaVW UeVRUW becaXVe Rf VeYeUe WR[LcLWLeV. OWKeU aQWLYLUaOV VXcK aV CLdRfRYLU,
BULQcLdRfRYLU, eWc. aOVR KaYe OLPLWaWLRQV dXe WR WR[LcLWLeV.
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OXU SUeVV UeOeaVe UeJaUdLQJ NV-387 acWLYLW\ aJaLQVW a OeWKaO OXQJ LQfecWLRQ aQLPaO PRdeO Rf VPaOOSR[/MPR[ LQ
cRPSaULVRQ WR WKe aSSURYed dUXJ WecRYLULPaW ZaV SXbOLVKed RQ Ma\ 8, 2024 YLa AcceVVWLUe.

OXU SUeVV UeOeaVe UeJaUdLQJ NV-387 acWLYLW\ OeadLQJ WR cRPSOeWe VXUYLYaO Rf aQLPaOV LQ a OeWKaO OXQJ LQfecWLRQ aQLPaO
PRdeO Rf RSV LQ cRPSaULVRQ WR WKe WR[Lc dUXJ ULbaYLULQ ZaV SXbOLVKed RQ Ma\ 14, 2024 YLa AcceVVWLUe.

Our Other Drug DeYelopment Programs

NV-HHV-1, OXU DUXJ CaQdLdaWe fRU TUeaWPeQW Rf SKLQJOeV RaVK

PUeYLRXVO\, Ze KaYe deYeORSed a cOLQLcaO dUXJ caQdLdaWe NV-HHV-1 aQd fRUPXOaWed LW aV a VNLQ cUeaP fRU WKe WUeaWPeQW
Rf SKLQJOeV. We SOaQ RQ XQdeUWaNLQJ cOLQLcaO WULaOV Rf NV-HHV-1 afWeU NV-387 RSV PKaVe II cOLQLcaO WULaOV. We KaYe
SeUfRUPed cGMP-OLNe PaQXfacWXUe Rf bRWK WKe acWLYe SKaUPaceXWLcaO LQJUedLeQW (WKe API LQ NV-HHV-1 L.e. NV-360),
aQd WKe fXOO\ fRUPXOaWed VNLQ cUeaP (WKe dUXJ SURdXcW caQdLdaWe), aW RXU RZQ facLOLWLeV aW a1KJ VcaOe (API baVLV) ZLWK
aWWeQdaQW VLJQLfLcaQW WLPe, SURMecW PaQaJePeQW, aQd cRVW VaYLQJV aV RSSRVed WR JRLQJ WR aQ e[WeUQaO cRQWUacW
PaQXfacWXUeU. ASSUR[LPaWeO\ 10KJ Rf fXOO\ fRUPXOaWed dUXJ SURdXcW ZaV PaQXfacWXUed. We beOLeYe WKLV VcaOe LV
VXffLcLeQW fRU WKe UeTXLUePeQWV Rf PKaVe I aQd PKaVe II KXPaQ cOLQLcaO WULaOV Rf NV-HHV-1.

PUeYLRXVO\, NV-HHV-1 ZaV fRXQd WR KaYe aQWLYLUaO acWLYLW\ aJaLQVW HSV-1 aV ZeOO aV HSV-2 LQ aQLPaO PRdeOV. TKe
aQWLYLUaO OLJaQd LQ NV-HHV-1 LV deVLJQed WR PLPLc WKe KRVW SURWeLQ HVEM (HeUSeVVLUXV EQWU\ MedLaWRU) WKaW aOPRVW
aOO KeUSeVYLUXV faPLO\ YLUXVeV XVe fRU ceOO eQWU\ aV a cRJQaWe UeceSWRU. We SOaQ RQ SXUVXLQJ LQdLcaWLRQV Rf NV-HHV-1
VNLQ cUeaP fRUPXOaWLRQ fRU WKe WUeaWPeQW Rf (L) SKLQJOeV UaVK (VZV), (LL) CKLcNeQSR[ UaVK (VZV), (LLL) HSV-1 ³cROd
VRUeV´, aQd (LY) HSV-2 ³JeQLWaO XOceUV´.

IQ addLWLRQ, Ze aUe aOVR deYeORSLQJ a V\VWePLc dUXJ fRU WKe WUeaWPeQW Rf KeUSeVYLUXV faPLO\ LQfecWLRQV, baVed RQ WKe
VaPe API NV-360 WKaW Ze beOLeYe ZLOO be VXSeULRU WR ac\cORYLU UeOaWed dUXJV, WKe cXUUeQW ZRUNKRUVe dUXJV fRU HSV-1
aQd HSV-2. WKLOe ac\cORYLU aQd UeOaWed dUXJV aUe aOVR JLYeQ fRU VeYeUe VKLQJOeV, WKe\ dR QRW ZRUN YeU\ ZeOO. TKLV LV
becaXVe WKeVe dUXJV UeTXLUe fLUVW SKRVSKRU\OaWLRQ b\ WKe YLUaO TK\PLdLQ\OaWe KLQaVe (Y-TK) eQ]\Pe, ZKLcK LV QRW YeU\
acWLYe LQ VZV.

OWKeU PUe-cOLQLcaO DUXJ PURJUaPV

We aOVR KaYe dUXJ caQdLdaWeV aJaLQVW HIV WKaW KaYe VKRZQ aQWLYLUaO acWLYLW\ LQ ceOO cXOWXUe VWXdLeV aV ZeOO aV LQ SCID-
KX-TK\-LLY PRXVe PRdeO VWXdLeV. We SOaQ RQ XQdeUWaNLQJ fXUWKeU deYeORSPeQW Rf WKe HIV dUXJ LQ SaUWQeUVKLS becaXVe
Rf WKe e[SeQVLYe QaWXUe Rf WKe deYeORSPeQW.

AddLWLRQaOO\, Ze KaYe deYeORSed dUXJ caQdLdaWeV LQ WKe SaVW aJaLQVW VeYeUaO RWKeU YLUaO LQfecWLRQV LQcOXdLQJ IQfOXeQ]a
YLUXVeV, H5N1 bLUd fOX YLUXV (VXcceVVfXO ceOO cXOWXUe VWXdLeV XVLQJ WZR dLffeUeQW H5N1 VWUaLQV LQ VLeWQaP), AdeQRYLUaO
eSLdePLc NeUaWR-cRQMXQcWLYLWLV (EKC) (VXcceVVfXO aQLPaO VWXd\ LQ UabbLWV). We aOVR KaYe dUXJ deYeORSPeQW SURJUaPV WR
WUeaW DeQJXe YLUXVeV aQd EbROa/MaUbXUJ YLUXVeV.

AOO Rf RXU dUXJ SURJUaPV aUe eVWabOLVKed WR WaUJeW ZKaW Ze beOLeYe aUe XQPeW PedLcaO QeedV.

BRWK WKe VafeW\ aQd effecWLYeQeVV Rf aQ\ QeZ dUXJ KaV WR be deWeUPLQed e[SeULPeQWaOO\. TKe VafeW\ Rf a QaQRYLULcLde
dUXJ LV e[SecWed WR deSeQd XSRQ WKe VafeW\ Rf WKe QaQRPLceOOe SRUWLRQ aV ZeOO aV WKe VafeW\ Rf WKe aQWLYLUaO OLJaQd. We
KaYe RbVeUYed e[ceOOeQW LQdLcaWLRQV LQ WKe eYaOXaWLRQ Rf VafeW\ Rf RXU bURad-VSecWUXP aQWLYLUaO dUXJ caQdLdaWe NV-387
aV ZeOO aV WKaW Rf NV-360, RXU KeUSeVYLUXV faPLO\ VSecLfLc aQWLYLUaO dUXJ caQdLdaWe WR daWe LQ QRQ-cOLQLcaO VWXdLeV
LQcOXdLQJ IND-eQabOLQJ VafeW\ SKaUPacRORJ\ VWXdLeV. FXUWKeU, NV-387 KaV VXcceVVfXOO\ cRPSOeWed PKaVe 1 KXPaQ
cOLQLcaO WULaO ZLWK QR adYeUVe eYeQWV, LQdLcaWLQJ aQ e[ceOOeQW OeYeO Rf VafeW\. TKe fLQaO deWeUPLQaWLRQ Rf VafeW\ aQd
effLcac\ Rf a dUXJ UeVWV ZLWK WKe UeJLRQaO dUXJ UeJXOaWRU\ aXWKRULW\ VXcK aV WKe US FDA, EU EMEA, IQdLa
CDSCO/DCGI, UK MHRA aQd RWKeUV.

OXU WLPeOLQeV deSeQd XSRQ VeYeUaO aVVXPSWLRQV, PaQ\ Rf ZKLcK aUe RXWVLde WKe cRQWURO Rf WKe CRPSaQ\, aQd WKXV aUe
VXbMecW WR deOa\V.

OXU CXUUeQW PULRULWLeV ± MeaVOeV, MPR[, SPaOOSR[, H5N1, aQd RSV
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We aUe SUeVeQWO\ ZRUNLQJ RQ WKe PKaVe II cOLQLcaO UeJXOaWRU\ deYeORSPeQW Rf NV-387 aV a WUeaWPeQW fRU MPR[ LQfecWLRQ.
If VXcceVVfXO, WKLV SURJUaP LV e[SecWed WR eQabOe XV WR WaS LQWR JRYeUQPeQWaO SURJUaPV fRU deYeORSPeQW aQd VWRcNSLOLQJ
Rf MPR[ aQd SPaOOSR[ WUeaWPeQWV aV SUeSaUedQeVV aJaLQVW SRWeQWLaO MPR[ SaQdePLc aQd SPaOOSR[ bLRWeUURULVP eYeQWV.
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We KaYe LQLWLaWed ZRUN RQ eYaOXaWLQJ NV-387 aV a WUeaWPeQW fRU MeaVOeV YLUXV LQfecWLRQ LQ a UeOeYaQW aQLPaO PRdeO. If
VXcceVVfXO, Ze beOLeYe WKLV ZLOO eQabOe XV WR aSSO\ fRU PKaVe II KXPaQ cOLQLcaO WULaOV ZLWK WKe US FDA aQd VeeN QRQ-
dLOXWLYe JUaQW fXQdLQJ fRU WKe VaPe.

We cRQWLQXe WR ZRUN RQ fXUWKeU deYeORSPeQW Rf NV-387 ZLWK WKe JRaO Rf WKe WUeaWPeQW Rf SedLaWULc RSV LQfecWLRQV.

We aUe aOVR ZRUNLQJ RQ beLQJ SUeSaUed WR UeVSRQd WR a H5N1 BLUd FOX SaQdePLc LQ KXPaQV, VKRXOd LW RccXU, ZLWK NV-
387 fRU WKe WUeaWPeQW Rf bLUd fOX.

COVID aQd LRQJ COVID

We ZLOO cRQWLQXe WR VeeN QRQ-dLOXWLYe fXQdLQJ fRU fXUWKeU deYeORSPeQW Rf NV-387 aV a WUeaWPeQW fRU COVID aQd LRQJ
COVID.

We SOaQ RQ cRQWLQXLQJ WR SeUfRUP SUe-cOLQLcaO LQYeVWLJaWLRQV WR e[SaQd WKe XVaJe Rf NV-387 aV aQ aQWLYLUaO dUXJ aJaLQVW
RWKeU YLUXVeV WR LPSURYe UeWXUQ RQ LQYeVWPeQW, ROI.

Our Campus in Shelton, CT

OXU caPSXV aW SKeOWRQ, CT, LV fXOO\ RSeUaWLYe. WLWK RXU R&D dLVcRYeU\ OabV, aQaO\WLcaO OabV, WKe bLR OabV fRU YLURORJ\
R&D, WKe SURceVV VcaOe-XS SURdXcWLRQ facLOLW\, aQd WKe cGMP-caSabOe PaQXfacWXULQJ facLOLW\ eVWabOLVKed aW RXU SKeOWRQ
caPSXV, Ze aUe LQ a VWURQJ SRVLWLRQ WR PRYe RXU dUXJ deYeORSPeQW SURJUaPV LQWR WKe cOLQLc UaSLdO\.

PURFHVV SFaOH-US PURGXFWLRQ CaSabLOLW\

TKe SURceVV VcaOe-XS aUea LV RSeUaWLRQaO aW NLORJUaP WR PXOWL-NJ VcaOeV fRU dLffeUeQW cKePLcaO V\QWKeVLV aQd SURceVVLQJ
VWeSV. IW cRPSULVeV UeacWRUV aQd SURceVV YeVVeOV RQ cKaVVLV RU VNLdV, UaQJLQJ fURP 250PL WR 100L caSacLWLeV, aV Qeeded.
MaQ\ Rf WKe UeacWRUV aQd YeVVeOV KaYe beeQ deVLJQed b\ XV fRU VSecLfLc WaVNV UeOaWed WR RXU XQLTXe PaQXfacWXULQJ
SURceVVeV.

FGMP PURGXFWLRQ CaSabLOLW\

OXU YeUVaWLOe, cXVWRPL]abOe cGMP-caSabOe PaQXfacWXULQJ facLOLW\ LV deVLJQed WR VXSSRUW WKe SURdXcWLRQ Rf PXOWL-
NLORJUaP-VcaOe TXaQWLWLeV Rf aQ\ Rf RXU QaQRYLULcLdeV dUXJV. IQ addLWLRQ, LW LV deVLJQed WR VXSSRUW WKe SURdXcWLRQ Rf WKe
dUXJ LQ aQ\ fRUPXOaWLRQ VXcK aV LQMecWabOe, RUaO, VNLQ cUeaP, e\e dURSV, ORWLRQV, eWc. TKe SURdXcWLRQ VcaOe LV deVLJQed VR
WKaW cOLQLcaO baWcKeV fRU PKaVe I, PKaVe II, aQd PKaVe III caQ be Pade LQ WKLV facLOLW\. TKe cOeaQ URRP VXLWe cRQWaLQV aUeaV
VXLWabOe fRU WKe SURdXcWLRQ Rf VWeULOe LQMecWabOe dUXJ fRUPXOaWLRQV, ZKLcK UeTXLUe VSecLaO cRQVLdeUaWLRQV.

We aOVR KaYe a PaQXfacWXULQJ VXLWe fRU cGMP-cRPSOLaQW OUaO DUXJ PURdXcW FRUPXOaWLRQ, FLOO, aQd PacNaJLQJ. We
PaQXfacWXUed aQd deOLYeUed WKe cOLQLcaO NV-387 RUaO V\UXS aQd RUaO JXPPLeV (VePL-VROLdV) dUXJ SURdXcWV LQ WKLV VXLWe
XVLQJ eTXLSPeQW WKaW Ze Kad cXVWRP-deVLJQed aQd fabULcaWed LQ WKe U.S.

We SOaQ WR SURdXce PXOWLSOe baWcKeV Rf a dUXJ SURdXcW LQ RXU facLOLW\. AW WKe aSSURSULaWe WLPe aV UeTXLUed Ze SOaQ WR
UeJLVWeU WKe facLOLW\ aV a cGMP PaQXfacWXULQJ facLOLW\ ZLWK WKe FDA.

OXU BSL-2 CHUWLILHG VLURORJ\ Lab

We KaYe VLJQLfLcaQWO\ eQKaQced RXU LQWeUQaO aQWL-YLUaO ceOO cXOWXUe WeVWLQJ caSabLOLWLeV aW RXU SKeOWRQ caPSXV. OXU
VLURORJ\ ReVeaUcK Lab VXLWe KaV a BSL-2 (BLRORJLcaO SafeW\ LeYeO 2) ceUWLfLcaWLRQ fURP WKe SWaWe Rf CRQQecWLcXW. TKLV
VXLWe cRPSULVeV WKUee LQdLYLdXaO YLURORJ\ ZRUNURRPV, eQabOLQJ XV WR ZRUN RQ VeYeUaO dLffeUeQW YLUXVeV aQd VWUaLQV aW WKe
VaPe WLPe. TKLV facLOLW\ LV deVLJQed RQO\ fRU ceOO cXOWXUe VWXdLeV RQ YLUXVeV, aQd QR aQLPaO VWXdLeV caQ be cRQdXcWed aW
aQ\ Rf RXU RZQ facLOLWLeV.

We KaYe eVWabOLVKed VeYeUaO dLffeUeQW W\SeV Rf aVVa\V fRU VcUeeQLQJ Rf dUXJ caQdLdaWeV aJaLQVW CRURQaYLUXVeV, SARS-
CRV-2 PVeXdRYLULRQV, VZV, HSV-1, HSV-2, IQfOXeQ]a YLUXVeV, RSV, EcWURPeOLa YLUXV (a VWaQd-LQ fRU MPR[ aQd
SPaOOSR[ YLUXVeV), aPRQJ RWKeUV LQ WKLV Oab. We aUe ZRUNLQJ RQ deYeORSLQJ aQ H5N1 BLUd FOX SVeXdRYLULRQ aVVa\. We
KaYe beJXQ ZRUNLQJ RQ WKe MeaVOeV YLUXV dXULQJ WKe UeSRUWed TXaUWeU. OXU BSL-2 VLURORJLcaO caSabLOLW\ KaV beeQ
LQVWUXPeQWaO LQ RXU UaSLd deYeORSPeQW Rf SRWeQWLaO dUXJ caQdLdaWeV fRU fXUWKeU LQYeVWLJaWLRQ WRZaUdV KXPaQ cOLQLcaO
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WULaOV. We beOLeYe WKaW KaYLQJ deYeORSed WKe LQWeUQaO caSabLOLWLeV fRU ceOO cXOWXUe WeVWLQJ Rf RXU OLJaQdV aQd QaQRYLULcLdeV
aJaLQVW a YaULeW\ Rf YLUXVeV KaV VXbVWaQWLaOO\ VWUeQJWKeQed aQd acceOeUaWed RXU dUXJ deYeORSPeQW SURJUaPV.



TabOe Rf CRQWeQWV

NanoViricides Business Strateg\ in Brief

We LQWeQd WR SeUfRUP WKe UeJXOaWRU\ fLOLQJV aQd RZQ aOO WKe UeJXOaWRU\ OLceQVeV fRU WKe dUXJV Ze aUe cXUUeQWO\
deYeORSLQJ. We ZLOO deYeORS WKeVe dUXJV LQ SaUW YLa VXbcRQWUacWV WR TKeUaCRXU, WKe e[cOXVLYe VRXUce fRU WKeVe
QaQRPaWeULaOV. We SOaQ WR PaUNeW WKeVe dUXJV eLWKeU RQ RXU RZQ RU LQ cRQMXQcWLRQ ZLWK PaUNeWLQJ SaUWQeUV. We aOVR SOaQ
WR acWLYeO\ SXUVXe cR-deYeORSPeQW, aV ZeOO aV RWKeU OLceQVLQJ aJUeePeQWV ZLWK SKaUPaceXWLcaO cRPSaQLeV. SXcK
aJUeePeQWV Pa\ eQWaLO XS-fURQW Sa\PeQWV, PLOeVWRQe Sa\PeQWV, UR\aOWLeV, aQd/RU cRVW VKaULQJ, SURfLW VKaULQJ aQd PaQ\
RWKeU LQVWUXPeQWV WKaW Pa\ bULQJ eaUO\ UeYeQXeV. SXcK OLceQVLQJ aQd/RU cR-deYeORSPeQW aJUeePeQWV Pa\ VKaSe WKe
PaQXfacWXULQJ aQd deYeORSPeQW RSWLRQV WKaW Ze Pa\ SXUVXe. TKeUe caQ be QR aVVXUaQce WKaW Ze ZLOO be abOe WR eQWeU
LQWR cR-deYeORSPeQW RU RWKeU OLceQVLQJ aJUeePeQWV.

We KaYe NeSW RXU caSLWaO e[SeQdLWXUeV WR a PLQLPXP LQ WKe SaVW, aQd Ze LQWeQd WR cRQWLQXe WR dR WKe VaPe, LQ RUdeU WR
cRQVeUYe RXU caVK fRU dUXJ deYeORSPeQW SXUSRVeV, aQd LQ RUdeU WR PLQLPL]e addLWLRQaO caSLWaO UeTXLUePeQWV.

AV a ULVN facWRU, Ze KaYe OLPLWed e[SeULeQce ZLWK SKaUPaceXWLcaO dUXJ deYeORSPeQW. TKXV, RXU bXdJeW eVWLPaWeV aUe QRW
baVed RQ e[SeULeQce, bXW UaWKeU baVed RQ adYLce JLYeQ b\ RXU aVVRcLaWeV aQd cRQVXOWaQWV. AV VXcK WKeVe bXdJeW eVWLPaWeV
Pa\ QRW be accXUaWe. IQ addLWLRQ, WKe acWXaO ZRUN WR be SeUfRUPed LV QRW NQRZQ aW WKLV WLPe, RWKeU WKaQ a bURad RXWOLQe,
aV LV QRUPaO ZLWK aQ\ VcLeQWLfLc ZRUN. AV fXUWKeU ZRUN LV SeUfRUPed, addLWLRQaO ZRUN Pa\ becRPe QeceVVaU\ RU cKaQJe
LQ SOaQV RU ZRUNORad Pa\ RccXU. SXcK cKaQJeV Pa\ KaYe aQ adYeUVe LPSacW RQ RXU eVWLPaWed bXdJeW. SXcK cKaQJeV Pa\
aOVR KaYe aQ adYeUVe LPSacW RQ RXU SURMecWed WLPeOLQe Rf dUXJ deYeORSPeQW.

AV Ze deYeORS NV-387 fXUWKeU LQWR PKaVe II cOLQLcaO WULaOV, Ze SOaQ RQ VeeNLQJ QRQ-dLOXWLYe fXQdLQJ fRU WKe MeaVOeV,
RSV, SPaOOSR[/MSR[, COVID aQd LRQJ COVID, aV ZeOO aV IQfOXeQ]a aQd BLUd FOX dUXJ deYeORSPeQW SURJUaPV aV WKe
RSSRUWXQLWLeV aULVe. We SOaQ RQ VeeNLQJ SaUWQeUVKLSV fRU aOO Rf RXU dUXJ deYeORSPeQW SURJUaPV, aV WKeVe SURJUaPV
PaWXUe fXUWKeU.

We KaYe SUeYLRXVO\ VXbVWaQWLaOO\ cRPSOeWed IND-eQabOLQJ VWXdLeV fRU a dUXJ caQdLdaWe fRU WKe WUeaWPeQW Rf VKLQJOeV
UaVK caXVed b\ UeacWLYaWLRQ Rf WKe cKLcNeQSR[ YLUXV (aNa YaULceOOa-]RVWeU YLUXV, VZV). We SOaQ RQ XQdeUWaNLQJ fXUWKeU
deYeORSPeQW Rf RXU HeUSeCLde SURJUaP LQWR cOLQLcaO WULaOV afWeU VXffLcLeQW fXQdLQJ becRPeV aYaLOabOe fRU Ue-eQJaJLQJ
WKeVe SURJUaPV.

AV a ULVN facWRU, Ze UecRJQL]e WKaW WKe FDA Pa\ UeTXLUe addLWLRQaO VWXdLeV WR be dRQe befRUe aSSURYLQJ WKe IND fRU aQ\
Rf RXU SURJUaPV. AVVXPLQJ WKaW WKe FDA aQd RWKeU IQWeUQaWLRQaO UeJXOaWRU\ aJeQcLeV aOORZ XV WR cRQdXcW KXPaQ cOLQLcaO
VWXdLeV aV Ze LQWeQd WR SURSRVe, Ze beOLeYe WKaW WKe cRPLQJ \eaU¶V ZRUN SOaQ ZLOO Oead XV WR RbWaLQ ceUWaLQ LQfRUPaWLRQ
abRXW WKe VafeW\ aQd effLcac\ NV-387 LQ KXPaQ cOLQLcaO VWXdLeV fRU WKe WUeaWPeQW Rf MPR[ LQfecWLRQ aQd SRVVLbO\
MeaVOeV LQfecWLRQ. If RXU VWXdLeV aUe QRW VXcceVVfXO, Ze ZLOO KaYe WR SeUfRUP addLWLRQaO cOLQLcaO WULaOV fRU NV-387 fRU
RWKeU aSSURSULaWe LQdLcaWLRQV, aQd/RU deYeORS addLWLRQaO dUXJ caQdLdaWeV aQd SeUfRUP fXUWKeU VWXdLeV. If RXU VWXdLeV aUe
VXcceVVfXO, WKeQ Ze e[SecW WR be abOe WR XQdeUWaNe fXUWKeU addLWLRQaO VWXdLeV aV QeceVVaU\ WRZaUdV dUXJ aSSURYaO RU
OLceQVXUe fURP UeJXOaWRU\ aJeQcLeV.

We beOLeYe Ze KaYe VXffLcLeQW fXQdV fRU XQdeUWaNLQJ WKe PKaVe II cOLQLcaO WULaO fRU eYaOXaWLRQ Rf NV-387 fRU WKe
WUeaWPeQW Rf MPR[ LQ DRC. We SOaQ RQ VeeNLQJ addLWLRQaO fXQdLQJ fRU aOO Rf RXU dUXJ SURJUaPV fURP QRQ-dLOXWLYe
VRXUceV aV ZeOO aV UaLVLQJ eTXLW\-baVed fLQaQcLQJ aV aSSURSULaWe.

AV a VWUaWeJ\, Ze SOaQ WR deYeORS WKe VaPe dUXJ, RQce LQLWLaO cOLQLcaO WULaOV WRZaUdV a fLUVW aSSURYaO Rf WKe dUXJ aUe
cRPSOeWed, fRU cRPPeUcLaO aSSURYaO fRU addLWLRQaO LQdLcaWLRQV, VXcK aV SedLaWULc aSSOLcaWLRQV, VSecLaO caVe aSSOLcaWLRQV
fRU ceUWaLQ cOaVVeV Rf LPPXQR-cRPSURPLVed SaWLeQWV, aPRQJ RWKeUV, SURYLded WKaW aSSURSULaWe OeYeOV Rf fXQdLQJ LV
aYaLOabOe. We beOLeYe WKaW addLQJ fXUWKeU LQdLcaWLRQV ZRXOd VLJQLfLcaQWO\ e[SaQd PaUNeW SeQeWUaWLRQ aQd LPSURYe UeWXUQ
RQ LQYeVWPeQW fRU RXU dUXJV.

Collaborations, Agreements and Contracts

IQ NRYePbeU 2025 Ze eQJaJed OQO\OUSKaQVCRWe, LLC (OOC), XQdeU a MaVWeU SeUYLceV AJUeePeQW WR KeOS XV ZLWK
VWUaWeJ\ aQd e[ecXWLRQ Rf RXU RUSKaQ dUXJ SURJUaPV. DU. TLPRWK\ CRWe, PULQcLSaO aQd FRXQdeU Rf OOC ZaV SUeYLRXVO\
DLUecWRU Rf WKe US FDA OffLce Rf OUSKaQ DUXJV.
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TabOe Rf CRQWeQWV

OQ MaUcK 27, 2023, Ze eQWeUed LQWR a LLceQVe AJUeePeQW (WKe ³AJUeePeQW´) ZLWK KaUYeeU MedLWecK PULYaWe LLPLWed,
IQdLa (³KMPL´), ZKeUeb\ Ze JUaQWed WR KMPL a OLPLWed, QRQ-WUaQVfeUabOe, e[cOXVLYe OLceQVe fRU WKe deYeORSPeQW aQd
cRPPeUcLaOL]aWLRQ aQd fXUWKeU XVe, VaOe, RU RffeU Rf VaOe Rf WKe LLceQVed PURdXcW(V) NV-CRV-2 aQd NV-CRV-2-R (WKe
³TZR COLQLcaO TeVW DUXJ CaQdLdaWeV´) LQ WKe TeUULWRU\ Rf IQdLa, aQd aV SaUW Rf WKe dUXJ eYaOXaWLRQ aQd deYeORSPeQW,
KMPL aJUeed WR VSRQVRU WKe cOLQLcaO WeVW dUXJ caQdLdaWeV fRU PKaVe I aQd PKaVe II cOLQLcaO WULaOV aQd acW aV cOLQLcaO WULaOV
PaQaJeU. TKe CRPSaQ\ VKaOO KaYe ULJKWV WR WKe daWa JeQeUaWed b\ KMPL LQ WKe cOLQLcaO WULaOV fRU XVe LQ RWKeU
MXULVdLcWLRQV, aQd KMPL VKaOO SURYLde WKe CRPSaQ\ ZLWK aSSOLcabOe UeSRUWV aQd daWa. TKe OLceQVe cRQYe\ed SXUVXaQW WR
WKe AJUeePeQW VKaOO KaYe QR VeW WeUP, aQd ZLOO cRQWLQXe fRU WKe SeULRd dXULQJ ZKLcK KMPL XVeV WKe CRPSaQ\¶V
SURSULeWaU\ WecKQRORJLeV. IQ UeWXUQ, WKe CRPSaQ\ ZLOO UeLPbXUVe KMPL fRU aOO dLUecW aQd LQdLUecW cRVWV LQcXUUed fRU WKe
cOLQLcaO WULaOV, aV ZeOO aV a cXVWRPaU\ fee Rf 30% Rf VXcK cRVWV. FXUWKeU SXUVXaQW WR WKe AJUeePeQW, KMPL VKaOO Sa\ WKe
CRPSaQ\ 70% Rf aQ\ LQYRLced cRPPeUcLaO QeW VaOeV Rf eLWKeU RU bRWK Rf WKe TZR COLQLcaO TeVW DUXJ CaQdLdaWeV WR
XQaffLOLaWed WKLUd SaUWLeV; WKeUe ZLOO be QR PLQLPXP UR\aOWLeV, QRU aQ\ OLceQVe PaLQWeQaQce feeV. KMPL LV a UeOaWed
SaUW\ LQ WKaW DU. AQLO DLZaQ, RXU PUeVLdeQW, cR-fRXQdeU, aQd E[ecXWLYe CKaLUPaQ, LV aOVR a cR-fRXQdeU aQd SaVVLYe
LQYeVWRU LQ KMPL.

IQ JaQXaU\ 2025 Ze eQJaJed a CRO WR KeOS XV e[ecXWe a PKaVe II cOLQLcaO WULaO fRU WKe eYaOXaWLRQ Rf NV-387 fRU WKe
WUeaWPeQW Rf MPR[ LQ WKe CeQWUaO AfULcaQ UeJLRQ.

Patents, Proprietar\ Rights: Intellectual Propert\ ± Recent eYents

NaQRVLULcLdeV¶ SOaWfRUP WecKQRORJ\ aQd SURJUaPV aUe baVed RQ WKe TKeUaCRXU� QaQRPedLcLQe WecKQRORJ\ Rf
TKeUaCRXU, ZKLcK TKeUaCRXU OLceQVeV fURP AOOE[ceO. NaQRVLULcLdeV KROdV a ZRUOdZLde e[cOXVLYe SeUSeWXaO OLceQVe WR
WKLV WecKQRORJ\ fRU VeYeUaO dUXJV ZLWK VSecLfLc WaUJeWLQJ PecKaQLVPV fRU WKe WUeaWPeQW Rf WKe fROORZLQJ KXPaQ YLUaO
dLVeaVeV: HXPaQ IPPXQRdefLcLeQc\ VLUXV (HIV/AIDS), HeSaWLWLV B VLUXV (HBV), HeSaWLWLV C VLUXV (HCV), RabLeV,
HeUSeV SLPSOe[ VLUXV (HSV-1 aQd HSV-2), VaULceOOa-ZRVWeU VLUXV (VZV), IQfOXeQ]a aQd AVLaQ BLUd FOX VLUXV, DeQJXe
YLUXVeV, JaSaQeVe EQceSKaOLWLV YLUXV, WeVW NLOe VLUXV, EbROa/MaUbXUJ YLUXVeV, aQd ceUWaLQ CRURQaYLUXVeV. We LQWeQd WR
RbWaLQ a OLceQVe fRU SR[YLUXVeV, eQWeURYLUXVeV, RSV aQd RWKeU YLUXVeV WKaW Ze eQJaJe LQWR UeVeaUcK fRU, Lf WKe LQLWLaO
UeVeaUcK LV VXcceVVfXO. TKeUaCRXU KaV QRW deQLed aQ\ OLceQVeV UeTXeVWed b\ XV WR daWe. OXU bXVLQeVV PRdeO LV baVed RQ
OLceQVLQJ WecKQRORJ\ fURP TKeUaCRXU PKaUPa IQc. fRU VSecLfLc aSSOLcaWLRQ YeUWLcaOV Rf VSecLfLc YLUXVeV, aV eVWabOLVKed aW
WKe CRPSaQ\¶V fRXQdaWLRQ LQ 2005.

IQ SeSWePbeU 2021, Ze eQWeUed LQWR a ZRUOd-ZLde, e[cOXVLYe, VXb-OLceQVabOe, OLceQVe, COVID-19 LLceQVe AJUeePeQW, WR
XVe, SURPRWe, RffeU fRU VaOe, LPSRUW, e[SRUW, VeOO aQd dLVWULbXWe dUXJV WKaW WUeaW COVID-19 LQfecWLRQV, XVLQJ TKeUaCRXU¶V
SURSULeWaU\ aV ZeOO aV SaWeQWed WecKQRORJ\ aQd LQWeOOecWXaO SURSeUW\. TKeVe OLceQVeV aUe QRW OLPLWed WR XQdeUO\LQJ
SaWeQWV, bXW aOVR LQcOXde WKe NQRZ-KRZ, WUade VecUeWV, aQd RWKeU LPSRUWaQW NQRZOedJe baVe WKaW LV XWLOL]ed fRU
deYeORSLQJ WKe dUXJV aQd PaNLQJ WKeP VXcceVVfXO. IQ addLWLRQ, WKeVe e[WUePeO\ bURad OLceQVeV aUe QRW OLPLWed WR VRPe
VSecLfLc cKePLcaO VWUXcWXUeV, bXW cRPSULVe aOO SRVVLbOe VWUXcWXUeV WKaW Ze cRXOd deSOR\ aJaLQVW WKe SaUWLcXOaU YLUXV, baVed
RQ WKeVe WecKQRORJLeV. FXUWKeU, WKe OLceQVeV aUe KeOd b\ NaQRVLULcLdeV fRU ZRUOdZLde XVe. TKeVe aUe deVcULbed LQ RXU
PRVW cXUUeQW AQQXaO ReSRUW.

COVID ReOaWed DUXJV: PaWeQW CRYeUaJe aQd LLfeWLPe

TZR IQWeUQaWLRQaO PCT SaWeQW aSSOLcaWLRQV KaYe beeQ fLOed UeOaWLQJ WR WKe aSSOLcaWLRQ Rf WKe TKeUaCRXU SRO\PeULc
PLceOOe WecKQRORJ\ WR dUXJ deYeORSPeQW fRU CRURQaYLUXV aQWLYLUaO dUXJV LQcOXdLQJ RQeV fRU WKe WUeaWPeQW Rf COVID.
PCT/US21/39050 ZaV fLOed RQ JXQe 25, 2021. AddLWLRQaOO\, PCT/US22/35210 ZaV fLOed RQ JXQe 28, 2022, ZLWK a
UeTXeVW fRU WKe VaPe SULRULW\ daWe aV WKaW Rf WKe SULRU PCT/US21/39050 aSSOLcaWLRQ. TKeVe bURad SaWeQWV cRYeU QeZ
cRPSRVLWLRQV Rf PaWWeU, PeWKRdV Rf PaNLQJ WKeP (SURceVVeV), dUXJ fRUPXOaWLRQV, aQd XVeV Rf WKe aUWLcOeV Rf
PaQXfacWXUe. TKe SaWeQWV UeVXOWLQJ fURP WKeVe aUe e[SecWed WR KaYe e[SLU\ daWeV e[WeQdLQJ aW OeaVW LQWR WKe \eaU 2043,
ZLWK addLWLRQaO VSecLfLc e[WeQVLRQV SRVVLbOe LQ YaULRXV cRXQWULeV baVed RQ UeJXOaWRU\ e[WeQVLRQV fRU SKaUPaceXWLcaO
SURdXcWV. AOO eQVXLQJ SaWeQWV ZLOO be aXWRPaWLcaOO\ e[cOXVLYeO\ OLceQVed WR NaQRVLULcLdeV fRU aQWL-cRURQaYLUXV dUXJV
SXUVXaQW WR WKe COVID-19 LLceQVe AJUeePeQW.

We KaYe OLceQVeV WR Ne\ SaWeQWV, SaWeQW aSSOLcaWLRQV aQd ULJKWV WR SURSULeWaU\ aQd SaWeQW-SeQdLQJ WecKQRORJLeV UeOaWed WR
RXU cRPSRXQdV, SURdXcWV aQd WecKQRORJLeV, bXW Ze caQQRW be ceUWaLQ WKaW LVVXed SaWeQWV ZLOO be eQfRUceabOe RU SURYLde
adeTXaWe SURWecWLRQ RU WKaW SeQdLQJ SaWeQW aSSOLcaWLRQV ZLOO UeVXOW LQ LVVXed SaWeQWV.
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TabOe Rf CRQWeQWV

TabOe 1: USdaWe RQ UeceQW IQWeOOecWXaO PURSeUW\, PaWeQWV, aQd PeQdLQJ PaWeQWV LLceQVed b\ WKe CRPSaQ\

PCT/US21/39050 -
SELF-ASSEMBLING
AMPHIPHILIC
POLYMERS AS
ANTI-COVID-19
AGENTS

       

ASSOLed: JXQe 25,
2021

     
  

Ca. 2043
(eVWLPaWed)

       

PCT ASSOLcaWLRQ
fLOed.

       

TKeUaCRXU PKaUPa,
IQc. [E[cOXVLYe
LLceQVe].

PCT/US22/35210 ±

SELF-ASSEMBLING
AMPHIPHILIC
POLYMERS AS
ANTI-COVID-19
AGENTS (**)

ASSOLed: JXQe 28,
2022

Ca. 2043
(eVWLPaWed)

PCT ASSOLcaWLRQ
fLOed,

TKeUaCRXU PKaUPa,
IQc. [E[cOXVLYe
LLceQVe].

**: TKe PCT aSSOLcaWLRQ PCT/US22/35210 ZaV fLOed ZLWK UeTXeVW fRU SULRULW\ Rf PCT/US21/39050.

Anal\sis of Financial Condition, and Result of Operations

AV Rf DecePbeU 31, 2025, Ze Kad caVK aQd caVK eTXLYaOeQWV Rf $5,150,580, SUeSaLd e[SeQVeV Rf $145,985 aQd QeW
SURSeUW\ aQd eTXLSPeQW Rf $6,656,439. AccRXQWV Sa\abOe aQd accUXed e[SeQVeV ZeUe $1,195,925, LQcOXVLYe Rf accRXQWV
Sa\abOeV WR UeOaWed SaUWLeV Rf $929,232. SWRcNKROdeUV¶ eTXLW\ ZaV $11,071,715 aW DecePbeU 31, 2025. IQ cRPSaULVRQ, aV
Rf JXQe 30, 2025, Ze Kad $1,558,564 LQ caVK aQd caVK eTXLYaOeQWV, SUeSaLd e[SeQVeV Rf $112,146 aQd $6,833,891 Rf QeW
SURSeUW\ aQd eTXLSPeQW. OXU OLabLOLWLeV aW JXQe 30, 2025 ZeUe $1,306,519 LQcOXdLQJ accRXQWV Sa\abOe Rf $459,094
Sa\abOe WR WKLUd SaUWLeV aQd accRXQWV Sa\abOe WR UeOaWed SaUWLeV Rf $821,456.

DXULQJ WKe VL[ PRQWK SeULRd eQded DecePbeU 31, 2025, Ze XVed aSSUR[LPaWeO\ $3.6 PLOOLRQ LQ caVK WRZaUd RSeUaWLQJ
acWLYLWLeV. TKLV ZaV VXbVWaQWLaOO\ OeVV WKaQ WKe SULRU RQe \eaU aJR SeULRd SULPaULO\ dXe WR ceUWaLQ RQe-WLPe cRVWV UeOaWed
WR LQYeVWRU RXWUeacK acWLYLWLeV aQd ceUWaLQ UeTXLUed addLWLRQaO QRQ-cOLQLcaO VWXdLeV WR adYaQce NV-387 LQWR PKaVe II LQ
WKe SULRU RQe \eaU aJR SeULRd.

DXULQJ WKe VL[ PRQWK SeULRd eQded DecePbeU 31, 2024, Ze XVed aSSUR[LPaWeO\ $4.8 PLOOLRQ LQ caVK WRZaUd RSeUaWLQJ
acWLYLWLeV.

ReVeaUcK aQd DeYeORSPeQW CRVWV

We dR QRW PaLQWaLQ VeSaUaWe accRXQWLQJ OLQe LWePV fRU eacK SURMecW LQ deYeORSPeQW. We PaLQWaLQ aJJUeJaWe e[SeQVe
UecRUdV fRU aOO UeVeaUcK aQd deYeORSPeQW cRQdXcWed. BecaXVe aW WKLV WLPe aOO Rf RXU SURMecWV VKaUe a cRPPRQ cRUe
PaWeULaO, Ze aOORcaWe e[SeQVeV acURVV aOO SURMecWV aW eacK SeULRd-eQd fRU SXUSRVeV Rf SURYLdLQJ accRXQWLQJ baVLV fRU eacK
SURMecW. PURMecW cRVWV aUe aOORcaWed baVed XSRQ OabRU KRXUV SeUfRUPed fRU eacK SURMecW. FaU feZeU PaQ-KRXUV aUe VSeQW
RQ WKe SURMecWV aW ORZ SULRULW\ WKaQ WKe SURMecWV aW KLJK SULRULW\. IQ WKe UeSRUWed TXaUWeU, Ze KaYe fRcXVed e[cOXVLYeO\ RQ
RXU NV-387 dUXJ deYeORSPeQW SURJUaP. We KaYe cRQWLQXed WR ZRUN RQ deYeORSPeQW Rf dRcXPeQWV fRU LQLWLaWLQJ a
PKaVe II cOLQLcaO WULaO fRU XVLQJ NV-387 aV a WUeaWPeQW fRU MPR[ LQfecWLRQV LQ CeQWUaO AfULca, aQd RQ deYeORSLQJ a PKaVe
II cOLQLcaO WULaO aSSOLcaWLRQ fRU WKe deYeORSPeQW Rf NV-387 fRU WKe WUeaWPeQW Rf SedLaWULc RSV LQfecWLRQV LQ WKe U.S.

Results of Operations

Revenues TKe CRPSaQ\ LV a bLRSKaUPaceXWLcaO cRPSaQ\ aQd dLd QRW KaYe aQ\ UeYeQXe fRU WKe WKUee aQd VL[ PRQWK
SeULRdV eQded DecePbeU 31, 2025 aQd 2024.

Research and Development E[penses ± ReVeaUcK aQd deYeORSPeQW e[SeQVeV fRU WKe WKUee PRQWKV eQded DecePbeU 31,
2025 decUeaVed $37,702 WR $1,118,649 fURP $1,156,351 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2024. ReVeaUcK aQd
deYeORSPeQW e[SeQVeV fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 decUeaVed $977,727 WR $2,111,715 fURP
$3,089,442 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2024. TKe decUeaVe LQ UeVeaUcK aQd deYeORSPeQW e[SeQVeV fRU WKe
WKUee PRQWKV eQded DecePbeU 31, 2025 LV dXe WR a decUeaVe LQ RXWVLde Oab feeV aQd cOLQLcaO WULaO cRVWV. TKe decUeaVe LQ
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UeVeaUcK aQd deYeORSPeQW e[SeQVeV fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 LV dXe WR a decUeaVe LQ RXWVLde Oab
feeV WKaW ZeUe UeTXLUed fRU a PKaVe II COLQLcaO TULaO ASSOLcaWLRQ LQ 2024, aQd QRW UeTXLUed LQ 2025.



TabOe Rf CRQWeQWV

General and Administration E[penses ± GeQeUaO aQd adPLQLVWUaWLYe e[SeQVeV fRU WKe WKUee PRQWKV eQded DecePbeU
31, 2025 LQcUeaVed $211,825 WR $1,114,525 fURP $902,700 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2024. GeQeUaO aQd
adPLQLVWUaWLYe e[SeQVeV fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 decUeaVed $219,299 WR $1,918,144 fURP
$2,137,443 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2024. TKe LQcUeaVe LQ JeQeUaO aQd adPLQLVWUaWLYe e[SeQVeV fRU WKe
WKUee PRQWKV eQded DecePbeU 31, 2025 LV dXe WR aQ LQcUeaVe LQ SURfeVVLRQaO feeV aVVRcLaWed ZLWK LQYeVWRU RXWUeacK
e[SeQVe. TKe decUeaVe LQ JeQeUaO aQd adPLQLVWUaWLYe e[SeQVeV fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025 LV dXe WR a
decUeaVe LQ SURfeVVLRQaO feeV aVVRcLaWed ZLWK LQYeVWRU RXWUeacK e[SeQVe. FURP WLPe WR WLPe WKe CRPSaQ\ LQYeVWRU
RXWUeacK VWUaWeJLeV cKaQJe, ZLWK RccaVLRQaO cKaQJeV LQ e[SeQdLWXUeV.

Interest Income ± IQWeUeVW LQcRPe fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025 decUeaVed $19,254 WR $12,455 fURP
$31,709 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2024. IQWeUeVW LQcRPe fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2025
decUeaVed $48,650 WR $24,082 fURP $72,732 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2024. TKe decUeaVe LQ LQWeUeVW
LQcRPe fRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025 LV dXe WR a ORZeU LQWeUeVW beaULQJ baOaQce dXULQJ WKe
SeULRd aQd ORZeU LQWeUeVW UaWeV dXULQJ WKe cXUUeQW WKUee aQd VL[ PRQWK SeULRd cRPSaUed WR WKe SULRU SeULRd.

Interest E[pense ± IQWeUeVW e[SeQVe decUeaVed b\ $149 WR $0 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025 fURP $149
fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2024. IQWeUeVW e[SeQVe decUeaVed b\ $149 WR $0 fRU WKe VL[ PRQWKV eQded
DecePbeU 31, 2025 fURP $149 fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2024.

Net Loss ± FRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\ Kad a QeW ORVV Rf $(2,220,719) RU $(0.11) SeU
VKaUe cRPSaUed WR a QeW ORVV Rf $(2,027,491) RU $(0.14) SeU VKaUe fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2024. FRU
WKe VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\ Kad a QeW ORVV Rf $(4,005,777) RU $(0.22) SeU VKaUe cRPSaUed WR
a QeW ORVV Rf $(5,154,302) RU $(0.36) SeU VKaUe fRU WKe VL[ PRQWKV eQded DecePbeU 31, 2024. TKe LQcUeaVe LQ WKe QeW ORVV
fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025, aQd decUeaVe LQ WKe QeW ORVV fRU WKe VL[ PRQWKV eQded DecePbeU 31,
2025 LV JeQeUaOO\ aWWULbXWabOe WR WKe facWRUV dLVcXVVed abRYe.

Liquidit\ and Capital Resources

TKe CRPSaQ\¶V cRQdeQVed fLQaQcLaO VWaWePeQWV KaYe beeQ SUeSaUed aVVXPLQJ WKaW LW ZLOO cRQWLQXe aV a JRLQJ cRQceUQ,
ZKLcK cRQWePSOaWeV cRQWLQXLW\ Rf RSeUaWLRQV, UeaOL]aWLRQ Rf aVVeWV aQd OLTXLdaWLRQ Rf OLabLOLWLeV LQ WKe QRUPaO cRXUVe Rf
bXVLQeVV. AV UefOecWed LQ WKe cRQdeQVed fLQaQcLaO VWaWePeQWV, WKe CRPSaQ\ KaV aQ accXPXOaWed defLcLW aW DecePbeU 31,
2025 Rf aSSUR[LPaWeO\ $152.8 PLOOLRQ aQd a QeW ORVV Rf aSSUR[LPaWeO\ $4.0 PLOOLRQ aQd QeW caVK XVed LQ RSeUaWLQJ
acWLYLWLeV Rf aSSUR[LPaWeO\ $3.6 PLOOLRQ fRU WKe VL[ PRQWKV WKeQ eQded. IQ addLWLRQ, WKe CRPSaQ\ KaV QRW JeQeUaWed aQ\
UeYeQXeV aQd QR UeYeQXeV aUe aQWLcLSaWed LQ WKe fRUeVeeabOe fXWXUe. SLQce Ma\ 2005, WKe CRPSaQ\ KaV beeQ eQJaJed
e[cOXVLYeO\ LQ UeVeaUcK aQd deYeORSPeQW acWLYLWLeV fRcXVed RQ deYeORSLQJ WaUJeWed aQWLYLUaO dUXJV. TKe CRPSaQ\ KaV
QRW \eW cRPPeQced aQ\ SURdXcW cRPPeUcLaOL]aWLRQ. SXcK ORVVeV aUe e[SecWed WR cRQWLQXe fRU WKe fRUeVeeabOe fXWXUe aQd
XQWLO VXcK WLPe, Lf eYeU, aV WKe CRPSaQ\ LV abOe WR aWWaLQ VaOeV OeYeOV VXffLcLeQW WR VXSSRUW LWV RSeUaWLRQV. TKeUe caQ be QR
aVVXUaQce WKaW WKe CRPSaQ\ ZLOO acKLeYe RU PaLQWaLQ SURfLWabLOLW\ LQ WKe fXWXUe. AV Rf DecePbeU 31, 2025, WKe CRPSaQ\
Kad aYaLOabOe caVK aQd caVK eTXLYaOeQWV Rf aSSUR[LPaWeO\ $5.2 PLOOLRQ. TKe CRPSaQ\¶V OLabLOLWLeV aW DecePbeU 31, 2025
ZeUe aSSUR[LPaWeO\ $1.2 PLOOLRQ. TKe CRPSaQ\ UaLVed aSSUR[LPaWeO\ $664,000, QeW Rf RffeULQJ e[SeQVeV, fURP ATM
VaOeV Rf RXU cRPPRQ VWRcN dXULQJ WKe cXUUeQW SeULRd fURP OcWRbeU 1, 2025 WKURXJK DecePbeU 31, 2025. AddLWLRQaOO\,
WKe CRPSaQ\ VXcceVVfXOO\ UaLVed caSLWaO ZRUWK aSSUR[LPaWeO\ $5.4 PLOOLRQ QeW Rf e[SeQVeV LQ a ReJLVWeUed DLUecW
OffeULQJ Rf cRPPRQ VWRcN aQd a PULYaWe POacePeQW Rf SeULeV A 2-\eaU aQd SeULeV B 5.5 \eaU cRPPRQ VWRcN ZaUUaQWV,
e[eUcLVabOe LQWR cRPPRQ VWRcN aW $1.75 aQd $2.00, UeVSecWLYeO\, fURP a VLQJOe LQYeVWRU. TKe CRPSaQ\¶V e[LVWLQJ
UeVRXUceV, LQcOXdLQJ aYaLOabLOLW\ XQdeU LWV $3 PLOOLRQ OLQe Rf cUedLW ZLOO QRW be VXffLcLeQW WR fXQd WKe CRPSaQ\¶V SOaQQed
RSeUaWLRQV aQd e[SeQdLWXUeV fRU aW OeaVW 12 PRQWKV fURP WKe daWe Rf WKe fLOLQJ Rf WKLV FRUP 10-Q. AV a UeVXOW VXbVWaQWLaO
dRXbW e[LVWV abRXW WKe CRPSaQ\¶V abLOLW\ WR cRQWLQXe aV a JRLQJ cRQceUQ. TKe fLQaQcLaO VWaWePeQWV dR QRW LQcOXde aQ\
adMXVWPeQWV WKaW PLJKW UeVXOW fURP WKe RXWcRPe Rf WKLV XQceUWaLQW\.

TKe abLOLW\ Rf WKe CRPSaQ\ WR cRQWLQXe aV a JRLQJ cRQceUQ LV deSeQdeQW XSRQ cRQWUROOLQJ LWV RYeUaOO e[SeQVeV aQd
LdeQWLf\LQJ aQd VecXULQJ addLWLRQaO fLQaQcLQJ.

TKe CRPSaQ\ beOLeYeV WKaW LW KaV VeYeUaO LPSRUWaQW PLOeVWRQeV, bXLOdLQJ RQ WKe VXcceVVfXO PKaVe Ia/Ib KXPaQ cOLQLcaO
WULaO fRU WKe CRPSaQ\¶V bURad-VSecWUXP, aQWLYLUaO dUXJ NV-387 aV deVcULbed eOVeZKeUe, ZLWK fXUWKeU SURJUeVV Rf NV-387
LQWR PKaVe II cOLQLcaO WULaOV. We aUe aQWLcLSaWLQJ WKe PKaVe Ia/Ib cOLQLcaO VWXd\ UeSRUW (fLQaO UeSRUW RU CSR) WR be UeceLYed
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b\ XV VRRQ. We SOaQ RQ VXbPLWWLQJ WKe CSR WR WKe UeJXOaWRU\ aXWKRULWLeV LQ IQdLa, ZKLcK ZRXOd be a VLJQLfLcaQW
PLOeVWRQe LQ WKe UeJXOaWRU\ SURJUeVV Rf NV-387.



TabOe Rf CRQWeQWV

AddLWLRQaO PLOeVWRQeV LQcOXde fLOLQJ Rf COLQLcaO TULaO ASSOLcaWLRQ (CTA) fRU PKaVe II cOLQLcaO WULaO Rf NV-387 aV
WUeaWPeQW fRU MPR[, e[ecXWLRQ Rf WKe PKaVe II cOLQLcaO WULaO aQd aWWeQdaQW WRS-OLQe UeadRXW, aQd WKe aQWLcLSaWed VXcceVVfXO
cRPSOeWLRQ Rf WKe cOLQLcaO WULaO. TKe CRPSaQ\ aQWLcLSaWeV WKaW LWV PKaVe II cOLQLcaO WULaO ZLOO be VXcceVVfXO LQ
dePRQVWUaWLQJ WKaW NV-387 LV effecWLYe aQd Vafe LQ WKe WUeaWPeQW Rf MPR[ LQfecWLRQ, baVed RQ WKe NQRZQ VafeW\ Rf NV-
387 LQ bRWK aQLPaO VWXdLeV aQd WKe RbVeUYaWLRQV LQ PKaVe I KXPaQ cOLQLcaO WULaO, aQd WKe acWLYLW\ Rf NV-387 aJaLQVW OeWKaO
RUWKRSR[YLUXV LQfecWLRQ LQ aQLPaO PRdeOV WKaW VLPXOaWe WKe deUPaO WUaQVfeU Rf LQfecWLRQ aV ZeOO aV dLUecW OXQJ LQfecWLRQ.

FXUWKeU, WKe UeJXOaWRU\ WLPeOLQeV fRU WKeVe WKUee RUSKaQ dLVeaVeV aUe OLNeO\ WR be VXbVWaQWLaOO\ VKRUWeU WKaQ, Va\ RSV,
COVID, RU IQfOXeQ]a dUXJ deYeORSPeQW. TKLV LV becaXVe LQ WKe caVe Rf UaUe aQd RUSKaQ dLVeaVeV, WKeUe aUe LQKeUeQW
OLPLWaWLRQV RQ WKe cOLQLcaO WULaO UecUXLWPeQW dXe WR WKe VPaOO QXPbeU Rf aYaLOabOe VXbMecWV, aQd WKe cOLQLcaO SURWRcROV aUe
deVLJQed WR WaNe WKLV LQWR accRXQW. SPaOOeU QXPbeU Rf VXbMecWV XVXaOO\ PaNeV a cOLQLcaO WULaO JR faVWeU, e[ceSW LQ caVeV
ZKeUe WKe LQcLdeQce UaWe Rf WKe dLVeaVe caQQRW VXSSRUW WKe UeTXLUed UecUXLWPeQW OeYeO.

AddLWLRQaOO\, WKe CRPSaQ\ cRQWLQXeV WRZaUd deYeORSLQJ WKe PUe-IND aQd IND aSSOLcaWLRQV fRU a PKaVe IIa cOLQLcaO WULaO
Rf NV-387 fRU WKe WUeaWPeQW Rf RSV LQfecWLRQ LQ adXOWV, WR be fROORZed b\ a PKaVe IIb/III cOLQLcaO WULaO Rf NV-387 fRU WKe
WUeaWPeQW Rf RSV LQfecWLRQ LQ KRVSLWaOL]ed SedLaWULc SaWLeQWV. TR WKLV eQd, WKe CRPSaQ\ LV aOVR eYaOXaWLQJ WKe SRVVLbLOLW\
Rf a PKaVe IIa cOLQLcaO WULaO Rf a RSV IQfecWLRQ CKaOOeQJe LQ HXPaQV.

TKe CRPSaQ\ WKeQ SOaQV WR WaNe adYaQWaJe Rf WKe LQcUeaVed FDA LQWeUacWLRQV fRU fLOLQJ aSSURSULaWe PUe-IND
aSSOLcaWLRQV aQd IND aSSOLcaWLRQV ZLWK WKe US FDA. We beOLeYe WKaW WKe MPR[ PKaVe II Lf VXcceVVfXO, ZLOO OLNeO\ eQabOe
a PKaVe II/III OLceQVXUe cOLQLcaO WULaO XQdeU WKe US FDA aXVSLceV XSRQ cRPSOeWLRQ, ZKLcK Pa\ SURYLde WKe VKRUWeVW
SRVVLbOe WLPeOLQe fRU NV-387 OLceQVXUe.

AddLWLRQaOO\, JRYeUQPeQW fXQdLQJ fRU adYaQced UeJXOaWRU\ deYeORSPeQW Rf NV-387 ZLOO be OLNeO\, eVSecLaOO\ fRU a QeZ
VPaOOSR[ WKeUaSeXWLcV.

FXUWKeU, WKe UeJXOaWRU\ WLPeOLQeV fRU WKeVe WKUee RUSKaQ dLVeaVeV aUe OLNeO\ WR be VXbVWaQWLaOO\ VKRUWeU WKaQ, Va\ RSV,
COVID, RU IQfOXeQ]a dUXJ deYeORSPeQW. TKLV LV becaXVe LQ WKe caVe Rf UaUe aQd RUSKaQ dLVeaVeV, WKeUe aUe LQKeUeQW
OLPLWaWLRQV RQ WKe cOLQLcaO WULaO UecUXLWPeQW dXe WR WKe VPaOO QXPbeU Rf aYaLOabOe VXbMecWV, aQd WKe cOLQLcaO SURWRcROV aUe
deVLJQed WR WaNe WKLV LQWR accRXQW. SPaOOeU QXPbeU Rf VXbMecWV XVXaOO\ PaNeV a cOLQLcaO WULaO JR faVWeU, e[ceSW LQ caVeV
ZKeUe WKe LQcLdeQce UaWe Rf WKe dLVeaVe caQQRW VXSSRUW WKe UeTXLUed UecUXLWPeQW OeYeO.

TKe CRPSaQ\ KaV SOaQQed a QRYeO PKaVe II cOLQLcaO WULaO fRU eYaOXaWLQJ NV-387 aV a fLUVW OLQe, ePSLULc WKeUaS\ fRU aQ\
UeVSLUaWRU\ YLUaO LQfecWLRQ, LQ aQ adaSWLYe, baVNeW-VW\Oe cOLQLcaO WULaO deVLJQ. We aUe LQ dLVcXVVLRQV WR e[ecXWe WKLV cOLQLcaO
WULaO LQ IQdLa. IQ a VLQJOe aQd UeOaWLYeO\ ORZ cRVW cOLQLcaO WULaO, Ze ZLOO be abOe JeQeUaWe VXbVWaQWLaO, VWaWLVWLcaOO\
decOaUaWLYe LQfRUPaWLRQ, UeJaUdLQJ NV-387 aV a WUeaWPeQW fRU (1) IQfOXeQ]a, (2) COVID, (3) RSV, (4) KXPaQ
MeWaPQeXPRYLUXV (KMPV), aORQJ ZLWK YaOXabOe LQfRUPaWLRQ RQ effecWLYeQeVV Rf NV-387 aJaLQVW PaQ\ RWKeU UeVSLUaWRU\
LQfecWLRQV LQcOXdLQJ AdeQRYLUXVeV, EQWeURYLUXVeV, aQd RWKeUV, deSeQdLQJ XSRQ WKe UaWeV Rf LQcLdeQce LQ WKe LQcRPLQJ
SaWLeQWV. NV-387 caQ WKeQ SURJUeVV WRZaUdV OLceQVXUe LQdLYLdXaOO\ aJaLQVW RSV, IQfOXeQ]a, COVID, aQd RWKeU
UeVSLUaWRU\ YLUXVeV XQdeU WKe US FDA aQd LQWeUQaWLRQaOO\.

TKe CRPSaQ\ e[ecXWeV LWV SOaQV LQ a PaQQeU cRQVLVWeQW ZLWK aYaLOabOe UeVRXUceV, ZKLcK caQ Oead WR UeVKXffOLQJ Rf
SULRULWLeV LQ LWV SURJUaPV. NeYeUWKeOeVV, WKe CRPSaQ\ KaV LQ WKe SaVW aQd ZLOO cRQWLQXe WR SURJUeVV WRZaUdV LWV JRaO Rf
UeYROXWLRQL]LQJ aQWLYLUaO WKeUaSeXWLcV.

MaQaJePeQW beOLeYeV WKaW aV WKeVe YaULRXV PLOeVWRQeV aUe acKLeYed, WKe CRPSaQ\ ZRXOd OLNeO\ e[SeULeQce
LPSURYePeQW LQ WKe OLTXLdLW\ Rf WKe CRPSaQ\¶V VWRcN, aQd VXcK LPSURYePeQW, Lf aQ\, ZRXOd eQKaQce WKe CRPSaQ\¶V
abLOLW\ WR UaLVe fXQdV RQ WKe SXbOLc PaUNeWV aW WeUPV WKaW Pa\ be faYRUabOe WR WKe WeUPV RffeUed aW SUeVeQW.

MaQaJePeQW LV acWLYeO\ e[SORULQJ addLWLRQaO UeTXLUed fXQdLQJ WKURXJK QRQ-dLOXWLYe JUaQWV aQd cRQWUacWV, SaUWQeULQJ, aV
ZeOO aV debW RU eTXLW\ fLQaQcLQJ SXUVXaQW WR LWV SOaQ. TKeUe LV QR aVVXUaQce WKaW Ze ZLOO be VXcceVVfXO LQ RbWaLQLQJ
VXffLcLeQW fLQaQcLQJ RQ WeUPV acceSWabOe WR XV WR fXQd cRQWLQXLQJ RSeUaWLRQV.

MaQaJePeQW beOLeYeV WKaW LW KaV RQ-JRLQJ acceVV WR WKe caSLWaO PaUNeWV LQcOXdLQJ WKe ³AW-TKe-MaUNeW´ (ATM)
aJUeePeQW ZLWK D. BRUaO CaSLWaO, WKe SaOeV AJeQW.
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TKeUe caQ be QR aVVXUaQce WKaW WKe CRPSaQ\¶V SOaQV ZLOO QRW cKaQJe RU WKaW cKaQJed cLUcXPVWaQceV ZLOO QRW UeVXOW LQ WKe
deSOeWLRQ Rf LWV caSLWaO UeVRXUceV PRUe UaSLdO\ WKaQ LW cXUUeQWO\ aQWLcLSaWeV. TKe CRPSaQ\ ZLOO Qeed WR UaLVe addLWLRQaO
caSLWaO WR fXQd LWV ORQJ-WeUP RSeUaWLRQV aQd UeVeaUcK aQd deYeORSPeQW SOaQV LQcOXdLQJ KXPaQ cOLQLcaO WULaOV fRU LWV
YaULRXV dUXJ caQdLdaWeV XQWLO LW JeQeUaWeV UeYeQXe WKaW UeacKeV a OeYeO VXffLcLeQW WR SURYLde VeOf-VXVWaLQLQJ caVK fORZV.
TKeUe caQ be QR aVVXUaQce WKaW WKe CRPSaQ\ ZLOO be abOe WR UaLVe WKe QeceVVaU\ caSLWaO RU WKaW LW ZLOO be RQ acceSWabOe
WeUPV. TKe accRPSaQ\LQJ fLQaQcLaO VWaWePeQWV dR QRW LQcOXde aQ\ adMXVWPeQWV WKaW Pa\ UeVXOW fURP WKe RXWcRPe Rf VXcK
XQLdeQWLfLed XQceUWaLQWLeV.

Off Balance Sheet Arrangements

We KaYe QRW eQWeUed LQWR aQ\ Rff-baOaQce VKeeW aUUaQJePeQWV dXULQJ WKe WKUee PRQWKV eQded DecePbeU 31, 2025.

ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK.

We aUe a VPaOOeU UeSRUWLQJ cRPSaQ\ aV defLQed b\ 17.C.F.R. aQd aUe QRW UeTXLUed WR SURYLde LQfRUPaWLRQ XQdeU WKLV
LWeP.

ITEM 4. CONTROLS AND PROCEDURES

DLVcORVXUe cRQWUROV aQd SURcedXUeV (aV defLQed LQ RXOeV 13a-15(e) aQd 15d-15(e) XQdeU WKe SecXULWLeV E[cKaQJe AcW Rf
1934, aV aPeQded (WKe ³E[cKaQJe AcW´)) aUe cRQWUROV aQd RWKeU SURcedXUeV WKaW aUe deVLJQed WR eQVXUe WKaW LQfRUPaWLRQ
UeTXLUed WR be dLVcORVed b\ XV LQ WKe UeSRUWV WKaW Ze fLOe RU VXbPLW XQdeU WKe E[cKaQJe AcW LV UecRUded, SURceVVed,
VXPPaUL]ed aQd UeSRUWed ZLWKLQ WKe WLPe SeULRdV VSecLfLed LQ WKe UXOeV aQd fRUPV Rf WKe SecXULWLeV aQd E[cKaQJe
CRPPLVVLRQ (WKe ³SEC´). DLVcORVXUe cRQWUROV aQd SURcedXUeV LQcOXde, ZLWKRXW OLPLWaWLRQ, cRQWUROV aQd SURcedXUeV
deVLJQed WR eQVXUe WKaW LQfRUPaWLRQ UeTXLUed WR be dLVcORVed LQ WKe UeSRUWV WKaW Ze fLOe XQdeU WKe E[cKaQJe AcW LV
accXPXOaWed aQd cRPPXQLcaWed WR RXU PaQaJePeQW, LQcOXdLQJ RXU cKLef e[ecXWLYe RffLceU aQd RXU cKLef fLQaQcLaO
RffLceU, aV aSSURSULaWe, WR aOORZ WLPeO\ decLVLRQV UeJaUdLQJ UeTXLUed dLVcORVXUe. IQ deVLJQLQJ aQd eYaOXaWLQJ WKe
dLVcORVXUe cRQWUROV aQd SURcedXUeV, PaQaJePeQW UecRJQL]eV WKaW aQ\ cRQWUROV aQd SURcedXUeV, QR PaWWeU KRZ ZeOO
deVLJQed aQd RSeUaWed, caQ SURYLde RQO\ UeaVRQabOe aVVXUaQce Rf acKLeYLQJ WKe deVLUed cRQWURO RbMecWLYeV. DXe WR WKe
LQKeUeQW OLPLWaWLRQV Rf cRQWURO V\VWePV, QRW aOO PLVVWaWePeQWV Pa\ be deWecWed. TKeVe LQKeUeQW OLPLWaWLRQV LQcOXde WKe
UeaOLWLeV WKaW MXdJPeQWV LQ decLVLRQ-PaNLQJ caQ be faXOW\ aQd WKaW bUeaNdRZQV caQ RccXU becaXVe Rf a VLPSOe eUURU RU
PLVWaNe. AddLWLRQaOO\, cRQWUROV caQ be cLUcXPYeQWed b\ WKe LQdLYLdXaO acWV Rf VRPe SeUVRQV, b\ cROOXVLRQ Rf WZR RU PRUe
SeRSOe, RU b\ PaQaJePeQW RYeUULde Rf WKe cRQWURO. CRQWUROV aQd SURcedXUeV caQ RQO\ SURYLde UeaVRQabOe, QRW abVROXWe,
aVVXUaQce WKaW WKe abRYe RbMecWLYeV KaYe beeQ PeW.

AV Rf DecePbeU 31, 2025, aQ eYaOXaWLRQ ZaV caUULed RXW XQdeU WKe VXSeUYLVLRQ aQd ZLWK WKe SaUWLcLSaWLRQ Rf RXU
PaQaJePeQW, LQcOXdLQJ RXU PUeVLdeQW aQd RXU CKLef FLQaQcLaO OffLceU, Rf WKe effecWLYeQeVV Rf RXU dLVcORVXUe cRQWUROV
aQd SURcedXUeV (aV defLQed LQ RXOe 13a-15(e) aQd RXOe 15d-15(f) XQdeU WKe SecXULWLeV E[cKaQJe AcW Rf 1934). BaVed RQ
WKLV eYaOXaWLRQ, RXU PUeVLdeQW aQd RXU CKLef FLQaQcLaO OffLceU KaYe cRQcOXded WKaW WKe CRPSaQ\¶V dLVcORVXUe cRQWUROV
aQd SURcedXUeV aUe effecWLYe aV Rf DecePbeU 31, 2025.

Management¶s Report on Internal Control OYer Financial Reporting

MaQaJePeQW LV UeVSRQVLbOe fRU eVWabOLVKLQJ aQd PaLQWaLQLQJ adeTXaWe LQWeUQaO cRQWURO RYeU fLQaQcLaO UeSRUWLQJ, aV VXcK
WeUP LV defLQed LQ RXOeV 13a-15(f) aQd 15d-15(f) XQdeU WKe E[cKaQJe AcW. UQdeU WKe VXSeUYLVLRQ aQd ZLWK WKe
SaUWLcLSaWLRQ Rf PaQaJePeQW, LQcOXdLQJ RXU CKLef E[ecXWLYe OffLceU aQd CKLef FLQaQcLaO OffLceU, Ze cRQdXcWed aQ
eYaOXaWLRQ Rf WKe effecWLYeQeVV, aV Rf DecePbeU 31, 2025, Rf RXU LQWeUQaO cRQWURO RYeU fLQaQcLaO UeSRUWLQJ baVed RQ WKe
fUaPeZRUN LQ 2013 IQWeUQaO CRQWURO ± IQWeJUaWed FUaPeZRUN LVVXed b\ WKe CRPPLWWee Rf SSRQVRULQJ OUJaQL]aWLRQV Rf
WKe TUeadZa\ CRPPLVVLRQ. BaVed RQ RXU eYaOXaWLRQ XQdeU WKLV fUaPeZRUN, RXU PaQaJePeQW cRQcOXded WKaW RXU LQWeUQaO
cRQWURO RYeU fLQaQcLaO UeSRUWLQJ ZaV effecWLYe aV Rf DecePbeU 31, 2025.

CKaQJHV LQ IQWHUQaO CRQWURO OYHU FLQaQFLaO RHSRUWLQJ

TKeUe ZeUe QR PaWeULaO cKaQJeV LQ RXU V\VWeP Rf LQWeUQaO cRQWURO RYeU fLQaQcLaO UeSRUWLQJ (aV defLQed LQ RXOe 13a-15(f)
XQdeU WKe SecXULWLeV E[cKaQJe AcW Rf 1934) dXULQJ WKe WKUee PRQWKV eQded DecePbeU 31, 2025 WKaW KaV PaWeULaOO\
affecWed, RU LV OLNeO\ WR PaWeULaOO\ affecW, RXU LQWeUQaO cRQWURO RYeU fLQaQcLaO UeSRUWLQJ.
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PART II. OTHER INFORMATION

ITEM 1. LEGAL PROCEEDINGS

FURP WLPe WR WLPe, WKe CRPSaQ\ Pa\ be a SaUW\ WR OeJaO SURceedLQJV LQ WKe RUdLQaU\ cRXUVe Rf RXU bXVLQeVV LQ addLWLRQ
WR WKRVe deVcULbed beORZ. TKe CRPSaQ\ dReV QRW, KRZeYeU, e[SecW VXcK RWKeU OeJaO SURceedLQJV WR KaYe a PaWeULaO
adYeUVe effecW RQ RXU bXVLQeVV, fLQaQcLaO cRQdLWLRQ RU UeVXOWV Rf RSeUaWLRQV.

TKeUe aUe QR OeJaO SURceedLQJV aJaLQVW WKe CRPSaQ\ WR WKe beVW Rf WKe CRPSaQ\¶V NQRZOedJe aV Rf WKe daWe KeUeRf aQd
WR WKe CRPSaQ\¶V NQRZOedJe, QR acWLRQ, VXLW RU SURceedLQJ KaV beeQ WKUeaWeQed aJaLQVW WKe CRPSaQ\.

ITEM 1A. RISK FACTORS

We aUe a VPaOOeU UeSRUWLQJ cRPSaQ\ aV defLQed b\ 17 C.F.R. aQd aUe QRW UeTXLUed WR SURYLde LQfRUPaWLRQ XQdeU WKLV
LWeP.

ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS.

RHJLVWHUHG DLUHFW OIIHULQJ aQG PULYaWH POaFHPHQW

OQ NRYePbeU 10, 2025, WKe CRPSaQ\ eQWeUed LQWR a VecXULWLeV SXUcKaVe aJUeePeQW (WKe ³SecXULWLeV PXUcKaVe
AJUeePeQW´) SXUVXaQW WR ZKLcK WKe CRPSaQ\ aJUeed WR VeOO aQd LVVXe WR a VLQJOe LQYeVWRU LQ a UeJLVWeUed dLUecW RffeULQJ
(WKe ³ReJLVWeUed DLUecW OffeULQJ´): (L) 1,970,000 VKaUeV Rf cRPPRQ VWRcN, SaU YaOXe $0.00001 SeU VKaUe (WKe ³CRPPRQ
SWRcN´), aW aQ RffeULQJ SULce Rf $1.68 SeU VKaUe, aQd (LL) SUe-fXQded ZaUUaQWV (WKe ³PUe-FXQded WaUUaQWV´) WR SXUcKaVe
XS WR 1,601,429 VKaUeV Rf CRPPRQ SWRcN, aW aQ RffeULQJ SULce Rf $1.67999 SeU PUe-FXQded WaUUaQW. EacK PUe-FXQded
WaUUaQW LV e[eUcLVabOe fRU RQe VKaUe Rf CRPPRQ SWRcN. TKe PUe-FXQded WaUUaQWV KaYe aQ e[eUcLVe SULce Rf $0.00001
SeU VKaUe, aUe LPPedLaWeO\ e[eUcLVabOe, aQd Pa\ be e[eUcLVed aW aQ\ WLPe XQWLO e[eUcLVed LQ fXOO.

AOVR SXUVXaQW WR WKe SecXULWLeV PXUcKaVe AJUeePeQW, LQ a cRQcXUUeQW SULYaWe SOacePeQW RffeULQJ (WKe ³PIPE OffeULQJ,´
aQd cROOecWLYeO\ ZLWK WKe ReJLVWeUed DLUecW OffeULQJ, WKe ³OffeULQJ´), WKe CRPSaQ\ aJUeed WR VeOO aQd LVVXe WR WKe
IQYeVWRU deWacKabOe SeULeV A CRPPRQ SWRcN PXUcKaVe WaUUaQWV (WKe ³SeULeV A WaUUaQWV´) WR SXUcKaVe XS WR 3,571,429
VKaUeV Rf CRPPRQ SWRcN aQd deWacKabOe SeULeV B CRPPRQ SWRcN PXUcKaVe WaUUaQWV (WKe ³SeULeV B WaUUaQWV,´), aQd
cROOecWLYeO\ ZLWK WKe SeULeV A WaUUaQWV (WKe ³CRPPRQ WaUUaQWV´) WR SXUcKaVe XS WR 3,571,429 VKaUeV Rf CRPPRQ
SWRcN. TKe SeULeV A WaUUaQWV ZLOO be e[eUcLVabOe beJLQQLQJ VL[ PRQWKV fURP WKe daWe Rf LVVXaQce aW aQ e[eUcLVe SULce Rf
$1.75 SeU VKaUe, aQd ZLOO e[SLUe WZR \eaUV fURP WKe daWe Rf LVVXaQce. TKe SeULeV B WaUUaQWV ZLOO be e[eUcLVabOe
beJLQQLQJ VL[ PRQWKV fURP WKe daWe Rf LVVXaQce aW aQ e[eUcLVe SULce Rf $2.00 SeU VKaUe, aQd ZLOO e[SLUe fLYe aQd RQe-KaOf
\eaUV fURP WKe daWe Rf LVVXaQce.

TKe CRPSaQ\ JeQeUaWed JURVV SURceedV Rf $6,000,000 aQd QeW SURceedV Rf $5,403,981, fURP WKe OffeULQJ afWeU
dedXcWLQJ XQdeU ZULWLQJ dLVcRXQWV aQd cRPPLVVLRQV aQd RWKeU RffeULQJ e[SeQVeV. AddLWLRQaOO\, RQ NRYePbeU 25, 2025
WKe PUe-FXQded WaUUaQWV ZeUe e[eUcLVed, WKe CRPSaQ\ UeceLYed $16.01, WKe SaU YaOXe Rf WKe VKaUeV LVVXed, aQd WKe
CRPSaQ\ LVVXed 1,601,429 Rf WKe CRPSaQ\¶V $0.00001 SaU YaOXe cRPPRQ VKaUeV.

OQ DecePbeU 15, 2025, WKe CRPSaQ\ fLOed a PURVSecWXV UeJLVWeULQJ WKe cRPPRQ VKaUeV XQdeUO\LQJ SeULeV A aQd B
CRPPRQ WaUUaQWV. TKe fLOLQJ Rf WKe PUeOLPLQaU\ PURVSecWXV eQabOeV WKe UeJLVWeUed VKaUeV Rf cRPPRQ VWRcN WR be LVVXed
XSRQ WKe e[eUcLVe Rf WKe CRPPRQ WaUUaQWV.

TKe e[eUcLVe SULce Rf WKe PUe-FXQded aQd CRPPRQ WaUUaQWV aUe VXbMecW WR adMXVWPeQW LQ WKe caVe Rf cXVWRPaU\ eYeQWV
VXcK aV VWRcN dLYLdeQdV RU RWKeU dLVWULbXWLRQV RQ VKaUeV Rf cRPPRQ VWRcN RU aQ\ RWKeU eTXLW\ RU eTXLW\ eTXLYaOeQW
VecXULWLeV Sa\abOe LQ VKaUeV Rf cRPPRQ VWRcN, VWRcN VSOLWV, VWRcN cRPbLQaWLRQV, UecOaVVLfLcaWLRQV RU VLPLOaU eYeQWV
affecWLQJ RXU CRPPRQ SWRcN, aQd aOVR, VXbMecW WR OLPLWaWLRQV, XSRQ aQ\ dLVWULbXWLRQ Rf aVVeWV, LQcOXdLQJ caVK, VWRcN RU
RWKeU SURSeUW\ WR RXU VWRcNKROdeUV.

SWRFN-baVHG CRPSHQVaWLRQ
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OQ JXO\ 1, 2025 WKe CRPSaQ\ aQd DU. AQLO DLZaQ eQWeUed LQWR aQ e[WeQVLRQ Rf KLV ePSOR\PeQW aJUeePeQW fRU a SeULRd
Rf RQe \eaU fURP JXO\ 1, 2025 WKURXJK JXQe 30, 2026 XQdeU WKe VaPe JeQeUaO WeUPV aQd cRQdLWLRQV. TKe CRPSaQ\
JUaQWed DU. AQLO DLZaQ aQ aZaUd Rf 10,204 VKaUeV Rf WKe CRPSaQ\¶V SeULeV A SUefeUUed VWRcN. TKe VKaUeV VKaOO be
YeVWed LQ TXaUWeUO\ LQVWaOOPeQWV Rf 2,551 VKaUeV RQ
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SeSWePbeU 30, 2025, DecePbeU 31, 2025, MaUcK 31, 2026 aQd JXQe 30, 2026 aQd aUe VXbMecW WR fRUfeLWXUe. TKe
CRPSaQ\ UecRJQL]ed QRQ-caVK cRPSeQVaWLRQ e[SeQVe UeOaWed WR WKe LVVXaQce Rf WKe SeULeV A SUefeUUed VWRcN Rf
$20,026 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025. TKe baOaQce Rf $20,026 ZLOO be UecRJQL]ed aV WKe
UePaLQLQJ 5,102 VKaUeV YeVW aQd VeUYLce LV UeQdeUed fRU WKe UePaLQLQJ VL[ PRQWKV eQded JXQe 30, 2026.

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
387 aQd 774, UeVSecWLYeO\ Rf fXOO\ YeVWed VKaUeV Rf LWV SeULeV A SUefeUUed VWRcN fRU ePSOR\ee cRPSeQVaWLRQ. TKe
CRPSaQ\ UecRUded e[SeQVe Rf $1,570 aQd $3,189, UeVSecWLYeO\ fRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025
UeOaWed WR WKeVe LVVXaQceV.

TKeUe LV cXUUeQWO\ QR PaUNeW fRU WKe VKaUeV Rf SeULeV A SUefeUUed VWRcN aQd WKe\ caQ RQO\ be cRQYeUWed LQWR VKaUeV Rf
cRPPRQ VWRcN XSRQ a cKaQJe Rf cRQWURO Rf WKe CRPSaQ\ aV PRUe fXOO\ deVcULbed LQ WKe CeUWLfLcaWe Rf DeVLJQaWLRQ. TKe
CRPSaQ\, WKeUefRUe, eVWLPaWed WKe faLU YaOXe Rf WKe SeULeV A SUefeUUed VWRcN JUaQWed WR YaULRXV ePSOR\eeV aQd RWKeUV RQ
WKe daWe Rf JUaQW. TKe cRQYeUVLRQ Rf WKe VKaUeV LV WULJJeUed b\ a cKaQJe Rf cRQWURO. TKe faLU YaOXe Rf WKe SeULeV A
CRQYeUWLbOe SUefeUUed VWRcN aW eacK LVVXaQce ZaV eVWLPaWed baVed XSRQ WKe SULce Rf WKe CRPSaQ\¶V cRPPRQ VWRcN afWeU
aQ aSSOLcaWLRQ fRU a UeaVRQabOe dLVcRXQW fRU OacN Rf PaUNeWabLOLW\.

TKe ScLeQWLfLc AdYLVRU\ BRaUd ZaV JUaQWed LQ AXJXVW 2025 fXOO\ YeVWed ZaUUaQWV WR SXUcKaVe 286 VKaUeV Rf cRPPRQ
VWRcN ZLWK aQ e[eUcLVe SULce Rf $1.79 SeU VKaUe e[SLULQJ LQ AXJXVW 2029 aQd LQ NRYePbeU 2025 fXOO\ YeVWed ZaUUaQWV WR
SXUcKaVe 286 VKaUeV Rf cRPPRQ VWRcN ZLWK aQ e[eUcLVe SULce Rf $1.63 SeU VKaUe e[SLULQJ LQ NRYePbeU 2029. TKe faLU
YaOXe Rf WKe ZaUUaQWV ZaV $123 fRU WKe WKUee PRQWKV eQded DecePbeU 31, 2025 aQd $258 fRU WKe VL[ PRQWKV eQded
DecePbeU 31, 2025 aQd ZaV UecRUded aV cRQVXOWLQJ e[SeQVe.

TKe CRPSaQ\ eVWLPaWed WKe faLU YaOXe Rf WKe ZaUUaQWV JUaQWed WR WKe ScLeQWLfLc AdYLVRU\ BRaUd RQ WKe daWe Rf JUaQW
XVLQJ WKe BOacN-ScKROeV OSWLRQ-PULcLQJ MRdeO ZLWK WKe fROORZLQJ UaQJeV:

E[SecWed OLfe (\eaU)         4

E[SecWed YROaWLOLW\   42.5 %

E[SecWed aQQXaO UaWe Rf TXaUWeUO\ dLYLdeQdV   0.00 %

RLVN-fUee UaWe(V)   3.615 %

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
19,255 aQd 136,463, UeVSecWLYeO\, fXOO\ YeVWed VKaUeV Rf LWV cRPPRQ VWRcN ZLWK a UeVWULcWLYe OeJeQd fRU cRQVXOWLQJ aQd
OeJaO VeUYLceV. TKe CRPSaQ\ UecRUded e[SeQVe Rf $27,000 aQd $200,850, UeVSecWLYeO\, fRU WKe WKUee aQd VL[ PRQWKV
eQded DecePbeU 31, 2025, ZKLcK LV UefOecWLYe Rf WKe faLU YaOXe Rf WKe cRPPRQ VWRcN RQ WKe daWeV Rf LVVXaQce.

FRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025, WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV aXWKRUL]ed WKe LVVXaQce Rf
7,971 aQd 15,475, fXOO\ YeVWed VKaUeV Rf LWV cRPPRQ VWRcN ZLWK a UeVWULcWLYe OeJeQd fRU dLUecWRU VeUYLceV, UeVSecWLYeO\.
TKe CRPSaQ\ UecRUded aQ e[SeQVe Rf $11,250 aQd $22,500 fRU WKe WKUee aQd VL[ PRQWKV eQded DecePbeU 31, 2025,
ZKLcK LV UefOecWLYe Rf WKe faLU YaOXe Rf WKe cRPPRQ VWRcN RQ WKe daWeV Rf LVVXaQce.

ITEM 3. DEFAULTS UPON SENIOR SECURITIES

NRQe.
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ITEM 4. MINE SAFETY DISCLOSURES

NRW aSSOLcabOe.

ITEM 5. OTHER INFORMATION

(a) None.

(b) Corporate GoYernance

DXULQJ WKe SeULRd cRYeUed b\ WKLV QXaUWeUO\ ReSRUW RQ FRUP 10-Q, WKeUe ZeUe QR cKaQJeV WR WKe SURcedXUeV b\ ZKLcK
VecXULW\ KROdeUV Pa\ UecRPPeQd QRPLQeeV WR WKe CRPSaQ\¶V BRaUd Rf DLUecWRUV.

(c) Insider Trading Arrangements and Policies

DXULQJ WKe SeULRd cRYeUed b\ WKLV QXaUWeUO\ ReSRUW RQ FRUP 10-Q, QR dLUecWRU RU RffLceU Rf WKe CRPSaQ\ ³adRSWed´ RU
WeUPLQaWed a ³RXOe 10b5-1 WUadLQJ aUUaQJePeQW´ RU ³QRQ-RXOe 10b5-1 WUadLQJ aUUaQJePeQW´ aV eacK WeUP LV defLQed LQ
IWeP 408(a) Rf ReJXOaWLRQ S-K.
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ITEM 6. EXHIBITS

E[KLbLW NR.        DHVFULSWLRQ
   

31.1  RXOe 13(a)-14(a)/15(d)-14(a) CeUWLfLcaWLRQ Rf CKLef E[ecXWLYe OffLceU
   

31.2  RXOe 13(a)-14(a)/15(d)-14(a) CeUWLfLcaWLRQ Rf CKLef FLQaQcLaO OffLceU
   

32.1  SecWLRQ 1350 CeUWLfLcaWLRQ Rf CKLef E[ecXWLYe OffLceU
   

32.2  SecWLRQ 1350 CeUWLfLcaWLRQ Rf CKLef FLQaQcLaO OffLceU
   

101.INS  IQOLQe XBRL IQVWaQce DRcXPeQW
   

101.SCH  IQOLQe XBRL Ta[RQRP\ E[WeQVLRQ ScKePa DRcXPeQW
   

101.CAL  IQOLQe XBRL Ta[RQRP\ E[WeQVLRQ CaOcXOaWLRQ LLQNbaVe DRcXPeQW
   

101.DEF  IQOLQe XBRL Ta[RQRP\ E[WeQVLRQ DefLQLWLRQ LLQNbaVe DRcXPeQW
   

101.LAB  IQOLQe XBRL Ta[RQRP\ E[WeQVLRQ LabeO LLQNbaVe DRcXPeQW
   

101.PRE  IQOLQe XBRL Ta[RQRP\ E[WeQVLRQ PUeVeQWaWLRQ LLQNbaVe DRcXPeQW

104 CRYeU PaJe IQWeUacWLYe DaWa FLOe (EPbedded ZLWKLQ WKe IQOLQe XBRL dRcXPeQW aQd LQcOXded LQ E[KLbLW)
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SIGNATURES

PXUVXaQW WR WKe UeTXLUePeQWV Rf SecWLRQ 13 RU 15(d) Rf WKe SecXULWLeV E[cKaQJe AcW Rf 1934, WKe CRPSaQ\ KaV dXO\
caXVed WKLV UeSRUW WR be VLJQed RQ LWV beKaOf b\ WKe XQdeUVLJQed, WKeUeXQWR dXO\ aXWKRUL]ed.

 NANOVIRICIDES, INC.
  
 /V/ AQLO R. DLZaQ
DaWed: FebUXaU\ 17, 2026 NaPe: AQLO R. DLZaQ
 TLWOe: PUeVLdeQW, CKaLUPaQ Rf WKe BRaUd
 (PULQcLSaO E[ecXWLYe OffLceU)
  
 /V/ MeeWa V\aV
DaWed: FebUXaU\ 17, 2026 NaPe: MeeWa V\aV
 TLWOe: CKLef FLQaQcLaO OffLceU
 (PULQcLSaO FLQaQcLaO OffLceU)


