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A phase II study of stereotactic body radiation A phase II study of stereotactic body radiation 
therapy in patients with T1N0M0 nontherapy in patients with T1N0M0 non--small small 

cell lung cancer (JCOG 0403)cell lung cancer (JCOG 0403)

To evaluate the safety and efficacy of stereotactic To evaluate the safety and efficacy of stereotactic 
body radiation therapy (SBRT) for T1N0M0 NSCLCbody radiation therapy (SBRT) for T1N0M0 NSCLC
? SBRT as a standard care in medically inoperable patients ? SBRT as a standard care in medically inoperable patients 
? SBRT as a treatment option in operable patients? SBRT as a treatment option in operable patients

Primary endpoint: 3Primary endpoint: 3--year overall survivalyear overall survival

Sample sizeSample size��161655
--Operable, 65; Inoperable, 100Operable, 65; Inoperable, 100
--Accrual: 3 yearsAccrual: 3 years



FactionationFactionation,, 48 Gy/4 fx/448 Gy/4 fx/4--8 days8 days

Prescription point,Prescription point, isocenterisocenter

Lung heterogeneity correction,Lung heterogeneity correction, yesyes

Algorithm in MU calculation,Algorithm in MU calculation, ClarksonClarkson

--Dose distribution calculated by Superposition Dose distribution calculated by Superposition 
is also submitted as a reference plan.is also submitted as a reference plan.

A phase II study of stereotactic body radiation A phase II study of stereotactic body radiation 
therapy in patients with T1N0M0 nontherapy in patients with T1N0M0 non--small small 

cell lung cancer (JCOG 0403)cell lung cancer (JCOG 0403)





A phase II study of stereotactic body radiation therapy in A phase II study of stereotactic body radiation therapy in 
patients with T1N0M0 nonpatients with T1N0M0 non--small cell lung cancer (JCOG 0403)small cell lung cancer (JCOG 0403)

LUNG_TOTAL-PTV 40Gy/4fx, <100cc PRV_HEART 48Gy/4fx, <1cc

Mean Lung Dose, <18Gy 40Gy/4fx, <10cc

V15, <25% PRV_GREAT_VESS 48Gy/4fx, <1cc

V20, <20% 40Gy/4fx, <10cc

PRV_CORD 25Gy/4fx, max PRV_BPLEX_CNTR 48Gy/4fx, <1cc

PRV_ESOPHAGUS 40Gy/4fx, <1cc 40Gy/4fx, <10cc

35Gy/4fx, <10cc PRV_BPLEX_IPSI 48Gy/4fx, <1cc

PRV_STOMACH 36Gy/4fx, <10cc 40Gy/4fx, <10cc

30Gy/4fx, <100cc PRV_OTHERS 48Gy/4fx, <1cc

PRV_BOWEL 36Gy/4fx, <10cc 40Gy/4fx, <10cc

30Gy/4fx, <100cc SKIN (isodose line) <40Gy/4fx

PRV_TRACHEA 40Gy/4fx, <10cc

PRV_MAIN_BRONC 40Gy/4fx, <10cc

Dose constraint (excl. the rib and the chest wall)
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PTV 1:Per protocol 2:Deviation

Prescribed (Gy/fx) Max (Gy) Min (Gy)

HI (ratio) D95 (Gy)

Prescribed (Gy/fx) Max (Gy) Min (Gy)

HI (ratio) D95 (Gy)

LUNG_TOTAL-PTV
40Gy/4fx, <100cc cc 1:Per protocol 2:Deviation

Mean Lung Dose, <18Gy Gy 1:Per protocol 2:Deviation

V15, <25% � “1:Per protocol 2:Deviation

V20, <20% � “1:Per protocol 2:Deviation

PRV_CORD
25Gy/4fx, max Gy 1:Per protocol 2:Deviation

PRV_ESOPHAGUS
40Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

35Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_STOMACH
36Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

30Gy/4fx, <100cc cc 1:Per protocol 2:Deviation

PRV_BOWEL
36Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

30Gy/4fx, <100cc cc 1:Per protocol 2:Deviation

PRV_TRACHEA
40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_MAIN_BRONC
40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_HEART
48Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_GREAT_VESS
48Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_BPLEX_CNTR
48Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_BPLEX_IPSI
48Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

PRV_OTHERS (                  )
48Gy/4fx, <1cc cc 1:Per protocol 2:Deviation

40Gy/4fx, <10cc cc 1:Per protocol 2:Deviation

SKIN (isodose line)
<40Gy/4fx 1:Per protocol 2:Deviation

target deneliation(margin� Ý’ è�j

Dose constraint (excl. the rib and the chest wall)
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Plan/actual

Plan/reference

PTV dose
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As of 2005/6/4
Case # Submission Completion of QA review

1 completed 2005/3/10
2 completed 2005/3/10
3 completed 2005/2/19
4 completed 2005/3/10
5 completed 2005/2/19
6 completed 2005/4/7
7 completed 2005/2/19
8 completed 2005/3/23
9 completed 2005/2/19

10 completed 2005/2/19
11 completed 2005/2/19
12 completed 2005/2/19
13 completed 2005/3/10
14 completed 2005/3/10
15 completed 2005/3/10
16 completed 2005/4/7
17 completed 2005/3/23
18 completed 2005/3/23
19 completed 2005/3/23
20 completed 2005/4/28
21 not yet
22 completed 2005/4/21
23 completed 2005/4/28
24 not yet
25 completed 2005/5/12
26 completed 2005/5/26
27 not yet
28 not yet

JCOG0403 Final Review



We would also like to use the ATC We would also like to use the ATC 
resources in a coming phase I/II dose resources in a coming phase I/II dose 
escalation trial using SBRT, if possible.escalation trial using SBRT, if possible.

OrOr

We would like to have our own data baseWe would like to have our own data base

to introduce the to introduce the Netsys/WebsysNetsys/Websys in Japan.in Japan.


