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Abstract

In addition to having critical organs for eating, swallowing, and breathing, the head and neck region play
vital roles in daily life, supporting vision, hearing, balance, smell, taste, and communication. Multimodal
treatments, including surgery, radiation therapy, and pharmacotherapy have been developed to treat head
and neck cancers and maintain these functions. With approximately 48,000 cases reported annually, head
and neck cancers are relatively rare in Japan. Moreover, head and neck cancers can originate in various
regions, including the oral cavity, nasal cavity, paranasal sinuses, nasopharynx, oropharynx, hypopharynx,
larynx, thyroid, and salivary glands. The low incidence and diverse origins make it challenging to conduct
randomized, interventional clinical trials. Therefore, we aimed to collect as many cases as possible by re-
newing the existing National Clinical Database operated by the Japan Society for Head and Neck Cancer
(JSHNC) to construct a registry for the utilization of big data.

With the objective of updating the annual epidemiological data and state of medical practice for head and
neck cancer in Japan, the JSHNC has been collecting and registering national cases of malignant tumors
in the head and neck region using the National Database for Head and Neck Cancer (INDICE) of UMIN.
The number of registered cases has increased dramatically since registration has become mandatory for all
training facilities for board-certified head and neck surgeons. To address the increasing workload of com-
mittee members, we outsourced the data center operations to the Wakayama Medical University Hospital
Clinical Research Center. It has now become possible to accurately manage clinical data on more than half
of the patients with head and neck cancer in Japan. In addition, we developed a new software to enable the
automatic upload and registration of baseline data of hospital-based cancer registries to the INDICE to re-
duce the data entry burden on institutions.

We developed a web-based Case Report Form for each project using the UMIN INDICE. The first project
was a retrospective observational study conducted on patients with HPV-related oropharyngeal cancer, and
746 cases were identified from 34 institutions. Based on the accumulated data, we generated the most suit-
able treatment plan and optimal total dosage of CDDP in concurrent chemoradiotherapy according to the
cancer stage for patients with pl6-positive (HPV-related) oropharyngeal squamous cell carcinoma.

keywords: Head and Neck Cancer, national registry, web-based CRE, HPV, oropharyngeal cancer
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ZATVpl6 Btk Tdh o 72 iEB %, AEREEHTFE OHPVAE B
L LTESL FEMATHE (primary endpoint) 1
EAEFHM T, BIKEHEIEE (secondary endpoint) 1
JOFTHERS AL AN, MR TEAR AR, MEORAEMBY PR
AR E L7z

BERNFICOWTRPRNOFELE, ZOTTdEdwt
7 b OB L 2 b O % RET 2HH 2%
L7z ZAUETPIHEER T3 & ORE T8N S T
WERREMAHETHY, FoMNICHTLIALTH
5. RRINIIACREE 2 IR IC X AR FAA5ESE S
NpEEbhzns, BIRCTHEHYCIE L oMERINT
MPEHEN T EWETLLDTHY, ZOMHEM
BRI A F T4 AMERICBWTH EELERE %
5. ALFHEE ORI H T, — 50 2 SR T
v 6T 238 AL S5 SHPV B 38 P I BE I 120
LTEDEIINICHWONRT WA 224 23HHE HikE
L7z, BEHES O TRAIE H CIZ i bk A o > A
755 (CDDP) ##5moHEHEHHZRE L. 2
NS EOCDDPE W TE 20 & WA AT
HY, TEDHZIFCDDPIZ X 5 BHEfEREE 7 LA EH
LB OTREBEEEZBIETIOTHS. NS5O
FLMEATHE T D R B TR RE D, FhE bl
AEAFRE T MUTBSS R EM T S E LT RE 2 2 )
Wi BIcBWTREER LD, ZOMOFAETIZEIR
P E & U CHEEZOBH OIS S Bz i v
7. W BRHE ORI IZFOSSAHli 2 V¢, H &4
B2 FREOREZRET L2 HIYE L7z,
INBIEFHI R SR LY A5 WHPVE
I O BHEDERZ D D AER TR EST I L
HTE, WBICOMELCHERETELZ L) ZEEF
M 27-DThHb. HIHREET &V T TIE%L
HHRBOBEDOQOLE WM X% 28T 5

ZEDHAFTA Y EIEET BICBWTEELRETDH
5. 201744 A0 5 2018 4 12 A T TOEBIB SR I
ToE L727001) % 8 2 % 746 Bl D5 k% 1572

4. BREEE

T46 B 7 — % 2 1) — = 2 7 C R BV S, B
N2 R HR D A i R0 B2 T S AN+ 45 2 e B, SRR i %
& o TIER 2 B\ 72 688 Bl & AT & L7z AR
SL 5 9T TA LN, FHERMIT 63 RIZS
% 558 i, Zct 130 . “FI9EIZEHIRIZ 3.8 4ETH - 7.
UICCOTNMZS 45 8 WL [6,7112HE 9 &, TH-3HIZT1:127
5, T2:331 40, T3: 1204, T4: 110 . NZMHil%, NO:124 i,
N1:346 51, N2:193 1, N3:25 f. J5l]i3Stage 1:343 fl,
Stage I1:210 5, Stage IT1:124 %1, Stage IV:11%1Td - 7-.
BEREEIE, AL O ARG SN2 ER] (B
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IGRREEETE) A% 248 B, MR EAL TR S N2E
B CRCHREEETRE) AT 80 . WIImIG#EH: & L CFAlia
ThNITHEBID 73.7% (160 61), HEFHHEMG T AT
DIVEBID525% (4261) I OREFITH > 72.

688 Bl &=tk Tld, L FRBUNRBR LR, FArhE, EA
AL F R, O R A o 5 4F A A AF 31T 82.6 %,
78.3%, 83.7%, 65.9% T AL G M L TE, AL
PR, TPMEOAGERICHEEEIALN R 7.
UICCOTNMZ % (45 7 Bi) [10,11]0T &1 (T1NO,
T2NO) (ZBRZ &, JBC R HARTA R RE & A2 I e
BECIEHEREMIER L, 7RO (T2NI, T3NO) T
AL IECBNIE R S e o 72,

AL 22 WO R 26 1 T U, CDDPBE F AL 27 0 #3212
BN BT R TdH o /2. CODPHEHIAL 2 gt it
WEEICR 5 &, CDDP2S 160mg/m® ML L4 5 & 72
& 160mg/m® Rili Tdh o 72D 5 EEEFRIZZFNEN
92%, 69.5% & A7 (p=0.0013) 2SA SN L
L ofER S, HPVE i IHEERE 12503 5 1) [l iR &
LCid, 1)TI1-2NO (& HHUBC e i Chl i AsiifE ¢ &
%, 2)UICCOTNMZH4E 8 ilZ BT % Stage VI K 9%
CDDP-CRT T3, CDDP#&#% 5% 160mg/m” C il 8 % 1
ffCTxA, TEPHLNE RS-

IV. £¢&8

VL, BESHESSA OR#mELE HIEL T, FH LN
B AT E - EESIRE S A T A OAE, &5
CIZAR Y AT 2 % FH L 72HPVIE 3 e 75 A B3
LBITHIBSEICOWTIREL L. 4%d, AV 2
FARWH LT, Aars &AM B EONE: & 1%
REO A% HIg L2, BRI LQOLOW .2 HIg L
TR ORI Z HEHE LT X 72w,
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