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A controlled trial of intratumoral ONYX-015, a selectively-replicating adenovirus, in
combination with cisplatin and 5-fluorouracil in patients with recurrent head and neck
cancer.

Khuri FR, Nemunaitis J, Ganly I, et al. Nature Medicine 2000; 6(8): 879-85.

MD Anderson Cancer Center, US Oncology, Beatson Oncology Intitute, Royal Marsden
Hospital, Western General Hospital, Princess Margaret Hospital, Imperial College of
Research Fund
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E Selective Replication and Oncolysis in p53 Mutant Tumors with ONYX-015, an E1B-
55kD Gene-deleted Adenovirus, in Patients with Advanced Head and Neck Cancer: A
Phase Il Trial.

Nemunaitis J. Ganlv |. Khuri F. et al. Cancer Research 2000: 60 (15): 6359-6366

ErEEMEI US Oncology, Baylor Univ Medical Center, Beaston Cancer Institute, MD Anderson
Cancer Center, Albany Regional Cancer Center
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Phase 1l randomized clinical trial of intratumoral injection of E1B gene-deleted
adenovirus (H101) combined with cisplatin-based chemotherapy in treating squamous
cell cancer of head and neck or esophagus.

Xia ZJ, Chang JH, Zhang L, et al. Ai Zhenqg. 2004 Dec;23(12):1666-70.
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WHO/NIA—T U RRAT—HRX:0-2
6M A UL LD EFELEAFINSEEHI
BIE DL FFEEMN S4ERE UL EEBL TULSAEHS
BE5E2 BEFARE 5x 10™ pfu EBRkSE Days 1-5
SATFF> 20 mg/m? BRI EIR S Days 1-5
5-FU 500 mg/m? AR AR S Days 1-5
E9Pe
TRUFRAS> 50 ma/m? FRARAN SER S Days 1-5
5-FU 500 mg/m? FIRN SRS Days 1-5
B
Group ] Injected lesion, n (%) Total lesion, n (%)
H101+PF 52 41 (78.8) 40 (76.9)
PF alone 53 21 (39.6) 19 (35.8)
P value 0.000 0.000

PF regimen (DDP 20 mg/m™ iv, Day1-5; 5-FU 500 mg/m~iv, Dayl-5).

Statically mean: P value < 003 betareen HI101 = PF and PF alone on either Injected lesion or Total lesion,

Injected lesion, o (%)

Total Lesion, n (%)

Group n
CR PR MR sSD P CR PR MR Sy P
HI01+PF or AF | o6 o (9.1) 42 (63.6) 314.5) 12 (18.2) 34.5) 3(4.3) 44 (66.7) 34.5) 11(16.7) 3(7.6)
PF or AF alone 37 2(3.3) 21 (36.8) 6 (10.5) 24 (42.1) 4(7.0) 1(L&) 19 (33.3) 6 (10.5) 22(38.6) 9(15.8)
P value < 0.001 0,000

PF regimen (DDP 20 mg/m© iv, Dayl-5;5-FU 500 mgm~iv., Dayl-5). AF regimen (ADR 50 mg/m= iv at Dayl, 5-FU 300 mg'm~iv, Day1-5).

Statically mean: P value < 0,05 between HI01 = PF or AF and PF or AF alone on either Injected lesion or Total lesion.
CR: Complete response, PR Partial response, MR: Minor response, 5[ Stable discase, PID: Progressive discase,
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Radiotherapy combined with chemotherapy and intratumoral injection of E1B gene-
deleted adenovirus (H101) for nasopharyngeal carcinoma. LU YK, HU XH, LI FX, et al.
Tumor 2006; 26(5): 453-455

[LEERXE
56451

8. REPHCRIREAA DA T SN =ES

EE RS MAEE T, BEI DR ESINEER A8 E 7l REZSAEHI
WHONIH—T U RRAT—HX:0-2

6 AL EDEFENEFINDEH

B BEHIH M EREE S TULVELME S

Frigd KU B idHE BEAY 1IE ' S5 BH A D SE 5

BIE DL EMNSAER Ll &L TS EES!

HiZFAE 5 x 10™ pfu EEREE Days 1-5
S2T5F> 20 mg/m? R AR S Days 1-5
5-FU 500 m g/m? Bk A ERE Days 1-5

FEROLOAVEF2Y A ILERYR LI, MEHREEZERLT=,

CR 71.4%
PR 28.6%
3MA DOMEHRE L. CRIZ100%ZZELT=,

6 A DEHEY 2451
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FE 41.7%
MNEDIEIR 8.9%
B ek A i 42.9%
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A Phase /Il trial of intratumoral endoscopic ultrasound injection of ONYX-015 with
intravenous gemcitabine in unresectable pancreatic carcinoma. Hecht HR, Bedford R,
Abbruzzese J, et al. Clinical Cancer Research 2003;9: 555-561

Jonsson Comprehensive Cancer Center at UCLA, MD Anderson Cancer Center, Medical
Clinical of Houston, Oxford Univ., Veterans Affairs Palo Alto Health Care System
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HILITAX— N TF—T R+ AT—RAH60LL L DFEFI
SHhALUEDEGFENEFINBES

EVYIILEE <2.5 mg/dl

AST/ALT EEEROIMEUT

INR EEEROLSELT

PTT EEERUT

iR Ek 1,000/mILL

INYN Y, 9g/dILLE

/iR 100,000 / mILA £

2 x 10* pfu on Day 1, 5, 8, 15, 36, 43, 50 and 57 Jx—X1 34l
2 x 10" pfu on Day 1, 5, 8, 15, 36, 43, 50 and 57 Jx—X2 184l

2THES(E. EUSHASF AT TERELT=, Wilson-Cook Echotip 224 — #t{E
FHR2-3EEFIEFRHB12-24B/ (2. > 7a0oax Y 250-500 mgE FRHMICE OB E L=

T LIBE Y 1,000 mg/m? 3053 FE4ARM %5 on Days 36, 43, 50 and 57

EB 5> g /)N - 2 [ 21451 (10%)
% 8/ 21451 (38%)
6MAEREER 76%
1FE4FE 29%
3FEL LEFE 1451
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X EUS-guided oncolytic adenovirus implantation in patients of non-operative pancreatic
cancer. Zhu Q, XU K, FU H, et al. Chin J Dig Endosc. 2008; 25: 341-346.
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Phase Il clinical trial of intralesional administration of the oncolytic adenovirus ONYX-015
in patients with hepatobiliary tumors with correlative p53 studies. Makower D, Rozenblit
A, Kaufman H, et al. Clinical Cancer Research. 2003; 9: 693-702.

Albert Einstein Univ. (clinical site), Cornell Univ. , National Cancer Institute
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A A BELA. BEHSA, 73— XEBHA
SR BRI BR DS A BT AE 51

CTHA T TREMZERE = [XRREF RO AT REGRES]
ECOG/{T4+—YURART—4R: 0or 1Lk

=ik >3,500 /ml

/MR >100,000 /ml
m;EILT7F=> < 200 micro-mol/L
AST /ALT EEFROMESLLT

r—&JLEYILEY EELEREDOIMELT
{EZEEMN2EI LT T AN DB ELBARITIEZEEEZ T TUOEULGES]

1 x 10% pfu / FFEE(HEA T3 x 10%)

CTHAZ VAT TCES2EH

FREEA 2emLL TDIFBEIZIX 1AL, 2-4 cmDIZEIZIZ2[E., 4 cml EDFZBEIFIEIZFE,
KD HAEFIZIL. 1 x 1010 pfu ZFERIZE  (44])

PR: 1/ 16 (6%)
TE: 12/ 16 (75%)
EBEY—h—m50%LL EDIET 8/16 (50%)
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Hepatic arterial infusion of a replication-selective oncolytic adenovirus (d1520): Phase I
viral, immunologic, and clinical endpoints. Reid T, Galanis E, Abbruzzese J, et al. Cancer
Research 2002;62: 6070-6079

Palo Alto Veterans Administration Hospital, Stanford University Medical Center, Mayo
Clinic, MD Anderson Cancer Center, Massachusettsw Institute of Technology
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FFEsiRA AFIE D EZEZEZFRL . BB D50%LL L IZEZEL TLHAEH
TIVIIDARF— - IRTH—I VR AT—RZAHT0LLE D FEHI
SMAULEDEFELERAFINBEH

mEILTF=>

AST / ALT EEEROIMELUT

F—2ILEYJILEY EEERDO2ELT

PT/INR EEEFRO2ELT

PTT EESHFERA

/iR >100,000/ml

rdaal s >1,500 /ml

AESOEY >9g/dl

BIEFAE 2 x 10* pfu FEnix Days 1, 8, 22, 50, 78
1IOMIERBICHERL. SHMMNTTIERET 5, ZDE. 10 mERTISV 2T D,
a4akyy 20 mg/m? FBIRNRS Days 22, 50, 78
5-FU 425 mg/m?/day FRAR -2 5 Days 22, 50, 78

FEEREEIL, BE T AR ICEIA LT,
E2 bR EISHBERKIR S E1To1-.

PR: 3 patients (11%)
MR: 4 patients (15%)
SD: 9 patients (33%)
PD: 11 patients (41%)
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X Oncolytic adenovirus H101 in combination with vinorelbine / cisplatin chemotherapy for
advanced non-small cell lung cancer. Zhou CC, Xu Y, Ni J, et al. Tumor 2006; 26(7): 613-
617
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2B DEBEIZI0DFTUT
NIV ITRE— N TAH—T VR AT—RAHG0LLE D FEHI
6M AU LD EBFENEAFINDIEH
BELEIROHEEN IEFE DSEFEN

BE5E AR
BiETFARE 5 x 10 pfu Days 1, 8
EJLLEY 25 mg/m? Days 1, 8
YRATTFY 75 mg/m? Day 1
BFTREVEL (42.5°C) Days 2, 3, 9, 10
B
EJLILEY 25 mg/m? Days 1,8
YA TFY 75 mg/m? Day 1
BT REEE (42.5°C) Days 2, 3, 9, 10
HE
n PR MR SD PD
7 h=7°A 19 5 3 7 4
7 V-7'B 17 3 6 3 5
T2 TV-TA 7L-7'B
FE 19 0
B, Bt 18 15
/MR AME 6 7
R 4 5
B I Bk A iE 19 10
FLIILX— 0 1
®E 9 5
EEEET 2 2
=il 9 5
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X Oncolytic virus as an agent for the treatment of malignant ascites. Liu HL, Chen J.
Cancer Biotherapy Radiopharma. 2009; 24(1): 99-101.
EEESEMRE  Third Military Medical University
NREH BEtofl
k5= 5 x 10™ pfu SNATI 7 mMOERBIZHER
YR77FY 40 moft FHEEHY 100 MLOAEBIZHFR
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"tk
Clinical outcome
Time to paracentesises (days)
Patient Age Primary Combined Clinical
(no.) Gender (year) malignancy chemotherapy Pretreatment Posttreatnent response
1 M 69 Lung cancer Yes 1 51 CR
2 F 50 Unknown primary Yes 9 19 NR
3 F 52 Endometrial cancer Yes 13 41 PR
- F 47 Gastric cancer Yes 16 30 NR
5 B 70 Endometrial cancer Yes 9 62 CR
6 M 36 Hepatic cancer No 14 41 PR
7 E 49 Gastric cancer No 16 44 CR
8 M 55 (Gastric cancer No 7 34 NR
9 M 68 Lung cancer No 17 37 NR
CR, complete response; NR, no response; PR, partial response.
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X Abscopal effect on metastatic tumor induced by oncolytic virus of H101 combining with
local heating. Hu F, Hu XH, Yu P. et al. Chin J Cancer. 2006; 25(6): 919-924

REEREE LEERKT. WIEHFEERFENR. B KEHE % BRERN AR T
KEZWRESE— Ebei R
i AT-Y EREEED

HREBE EBHELA &5t 541
HEBRE—E SHEO N ERFELEHA 59 TIN3MO (IV A ZEED
ffRMEDS A 69 TINOML (IV i
BRE 20 TANOML (IV i
SREOSERELELA 59 TAN3MO (IVAM A TN ER
EBtDFZIT LR A A 64 TINAMO (IV BEZ &R YN ER
BrEE 5x 10" pfi =~ 1.5 x 10* pfu
42°C O /TR EVER£Z 6057
A Gk
CR 2 40%
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