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Multicenter study for establishing standard therapy for
postoperative adjuvant treatment for advanced head and neck
cancer
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Clinical study of optimal radiation therapy to improve
locoregional control for locally advanced head and neck
cancer.
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fiv#% #57& High-Risk [K-7- (WIERErGME, U o HisMRIE) 2 A 2 EATIESE R - LR B 12
X, I ICHBIRIE & L C CDDP (100mg/m2,day1,22,43) % [EIRHOF A9~ LM fsiE (LT
3-weekly CDDP+RT) %179 Z L WEHEIRE CH H, LrL, wELZEHLOTW
CDDP(30-40mg/m2) % #5153~ 2 (b i il (LLT weekly CDDP+RT) 23 S 41TV 5 23
ZOTET UAFZ L, £ 2T IR & 72 5 3-weekly CDDP+RT & weekly CDDP+RT &
DT 2 MG 2 FHE U2, ARBR O BAOE, BT EESEE R L R i 4 R
High-Risk 3 % %}5 & L C weekly CDDP+RT 7%, 3-weekly CDDP+RT ([ZAEMFHIRI TH B2 &

(GELME) % T v & 2LELESS W FEFRBR(JCOG1008) I & » THMGEST 5 Z & Th D, FELMEN
ST Y AT IR T ¢ NEAMEN D F - A SRR A HESL T 5, FELMENREE SV
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95 Z LN TE T, EFHEMHE~DO RT OHELZBHN TX 5 IMRT O HZFFA[ T 5 ik &
EMESE5Z &C, ERERBOKESED 2 LN TE T, RERRBZE U CTO IMRT OR%IX8H
SHER I RSB T B R IR EHE ORE (LI 57228 0 BBE O QOL A LICKE < BT 2 0 TH
%o HIMAA~EBITLUTHAEZ T CEK 2945 A 8 HET) 1T 184 4 (FEBEREL 260 £) A3 5k
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7o FORER, BEEHN AR~ A VB RNAZRET S Z EnHk-, £72. /WA GF
D) OIMERRIE & OEIZ T, BESEH DA DOZW A A~ —— L LT L TWD Z & 2R
TX,

For patients with squamous cell carcinoma of the head and neck (SCCHN) who have high
postoperative risk factors for recurrence (microscopic resection margin positivity, extracapsular
nodal extension positivity), the standard of care is postoperative concurrent chemoradiotherapy at
100 mg/m? on days 1, 22 and 43 (3-weekly CDDP+RT). In daily clinical practice, however,



postoperative chemoradiotherapy with weekly CDDP at 30-40 mg/m? (weekly CDDP+RT) is
commonly used due to its easier control of toxicity compared with 3-weekly CDDP+RT. Given the
lack of evidence for weekly CDDP+RT, however, we have initiated a randomized phase 1I/111 trial
to evaluate the non-inferiority of weekly CDDP+RT compared with 3-weekly CDDP+RT for
postoperative high risk patients with locally advanced SCCHN. If the non-inferiority of weekly
CDDP+RT to the standard 3-weekly CDDP+RT is demonstrated, it will become an established
standard adjuvant therapy for this population. If we fail to demonstrate the non-inferiority, we can
discourage the routine use of weekly CDDP+RT in clinical practice. In the phase Il part, we have
so far confirmed the feasibility of both arms. Intensity-modulated radiation therapy (IMRT)
reduces the dose to normal tissue, leading to less toxicity than with 3D-RT. Patient enrollment in
the study has been improved by the greater number of institutions now approved to use IMRT, and
184 of a planned 260 patients have now been enrolled. This wide utilization has made IMRT a
standard RT technique, and lead to improvements in patient quality of life.

No biomarkers to guide treatment decisions and predict the recurrence of head and neck cancer
(HNC) have yet been identified. Micro RNAs, which regulate biological processes ranging from
differentiation and cell growth to apoptosis, have been confirmed as noteworthy biomarkers in the
diagnosis of occurrence, recurrence and disease progression of cancer, and analyses of micro RNA
expression in both tumor tissues and blood samples in HNC patients using next-generation
sequencing (NGS) have been conducted. Results have identified HNC-specific micro RNAs;
comparison of the micro RNA profiles of HNC patients and healthy persons should help identify
promising biomarkers for the diagnosis of HNC.
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