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(1)Randomized control trials for rhabdomyosarcoma (JRS-1I)

(D Proposal of the novel risk classification: According to the analysis of the preceding RCT on
rhabdomyosarcoma (JRSG- 1) and the present study, higher association between chimeric gene expression
and poor prognosis was cleared compared to pathological phenotype. Cases with mixed phenotype showed
good prognosis regardless of genomic expression. A novel risk classification for the RCT was developed based
on these observations.

@protocol for the low risk group : In order to preserve fertility, a novel protocol for low risk group with reduced
dose of cyclophosphamide (in group A; previous 9.8g/m2 total to 4.8g/m2 total and in group B; from previous
17.8g/m2 total to 10.8g/m2 total) was completed. In 39 institutes, IRB approval for the RCT was obtained and
case registration has been started.

(®Protocol for the intermediate rusk group: novel protocol with reduced dose of cyclophosphamide (30.8g/m2 to
18.89/m2) replaced by additional irinotecan to preserve female fertility was completed. IRB approval was
succeedingly obtained and case registration was started on April of 2017.

@Protocol for the high risk group : A novel protocol for the high risk rhabdomyosarcoma was developed using
THP-adriamycin with applying the concept of COG ARST0431protocol. This protocol can be related to the
WT1 vaccination study. The novel protocol was assessed and accepted by the JCCG committee, and case
registration was stared on April of 2017.

(2) Randomized control trial for Ewing sarcoma (JESS)

(DBiweelky VDC-IE therapy using GCSF was applied for localized Ewing sarcom to shorten the treatment
duration and improve the result. The assessment proposal to the IRB has been submitted in 17 institutions
and 3 cases had been registered at the time of January of 2017.

@A novel protocol replacing etoposide to topotecan to avoid second cancer was developed, and was supposed

to be started by the end of 2016, however, the protocol was temporary supemded since topotecan provision was

stopped because of the manufacturer’s issues.
(3)Liver tumor (hepatocytoma)

International cooperative trial for hepatocytoma in adolescent and young adults (Pediatric Hepatic malignancy

International Tumor Trial (PHITT)) was prepared in collaboration with COG in the United States. PHITT

protocol is now under review in the COG science committee.

(4)Proton therapy
Database of domestic patients treated with proton therapy has been constructed based upon the retrospective
observatory stud until 2015 performed in this study group. A part of the result s of the database analysis was
utilized to apply proton therapy for medical insurance coverage. Furthermore, proton therapy was introduced in
the RCTs for bone and soft tissue sarcoma, and the precise guideline for proton therapy in the RCT is in prep.
(5)Data center

(Dgeneral business: Novel database has been constructed to cover the patients aged from 0 to 30 years. By
January 2017, 109 patients aged 15 to 28 years have been involved.

© Central review and consultation system: Central review system for radiological imaging and pathological
diagnosis including genomic analysis has been constructed under the present study group. The systems are run

experimentally with taking central consultation for the patients registered in the RCTs.



(@ Standardization of surgery; Surgical committee was settled in the JCCG for standardization of surgery in the
RCTs under the present study group. The committee reviewed the surgery in the previous rhadomyosarcoma trials
(JRSG- I') and revised the surgical guideline for the tumor in the RCTs, which is now prepared for print. Online
consultation system for surgical therapy has been constructed collaborating with radiological imaging system, and

is now also experimentally run in the ongoing trials.
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