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Multi-institutional application of intensity modulated radiation therapy
(IMRT) for T1-2N0-1MO oropharyngeal carcinoma.
=]:g]
T1-2N0-1MO(UICCEE 7k, 20094F) 0 IR (Rdk (FARRREL) . TR, BOH) BEITHT 5. FRAHRGHR
EDFDE LU RGTEEA /LR E G A (ntensity Modulated Radiation Therapy :IMRT) DA
HEReME | SR RRRREERICH UL TEHET 5.
"%
BRERAYI Z rRIREESE (Rt (FREREL) . B8, $02) ORTF LRSS TL S, T1-2N0-IMO(UICC 5
7 kiR, 2009 4F) , “F## 20 gLl L 80 RELLT, PSO-1,
AR
Twostep j&IZ&% IMRT [ZTHAR=E 70 Gy/35 [E(1 B 1 [l i 5 B) O MEHEAEREITY. FbAFIEHAL
TN RENAIE. PTV O 9% HRE I E&4E5 D95 AAEL ., PTVT IZIEET 23 [Bl, 46 Gy. PTV2 IZIEEt
12 [8], 24 Gy DEREZEIT (Bt 70 Gy).
IRRAUb
eI primary endpoint: 3 FATFEES

secondary endpoints:3 FFIEIEEAFEIE 3 FRAMESERIEEERFEIS. 3 ERATEEFEEIS. BB,
HEED AR EARBEREIS. Grade 2 LI LD ONEEFEES (CTCAE v40-JCOG:IMRT Bisai& 3. 6. 12, 18, 24,
AR BESBZRRLEIE. EELEEERREEE
e T AR
FEZIREEH:98 5
BERERE 4 . BEMHAR: BERIR T4 3 . 1T T &
<ver110BETHUTIL YA XA TAHISE. BEHHER) >
FESREEL:57 6
BERHAR:5 9 A A, BIEIR: BERE T 3 . AMTEAR 1 £, ITIEERI9 £ 9N A
<ver.120 BET (EERHEAER) >
BEFEARS:6 £ 9 M A BEHIR BERE T 3 . AR 1 . TIERR 10 9 A
<ver.1.30 BET GEMMARIER) >
ZERHAR -6 FE 9 M AL BIRHAR  BERE T4 5 . ARATHAR 1 . I ER 12 £ 9 A




2 [RRBIAEROER

JCOGI1208 clinical study report

s TA 20254511 128
Completion date November 12, 2025
SEHEAEMIEL 57 A

Result actual enrolment 57 patients
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Baseline Characteristics

Characteristic Value
Age,y
Median 68
Range 41-80
Sex
Male 36
Female 21
ECOG PS
0 51
1 6
Primary site
Tonsil 43
Tonsillar fossa 3
Soft palate
Bose of tongue 4
Stage
6
I
25
I
26
I
Smoking history
18
No
39
Yes
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Participant flow

Total Enrolled n = 57 |



作成者
臨床研究法、医学系指針問わず記載すること

臨床研究法に対応している試験では、2番「臨床研究結果の要約」と3番「IPDシェアリング」は【総括報告書の概要】としてjRCT上で公表される

公表例　JCOG1105
https://jrct.niph.go.jp/latest-detail/jRCTs031180097
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Eligible Caies n=57 |
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Treated Cases n = 57 |
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Adverse events One death was confirmed during the protocol treatment period. The cause of death was
determined to be dehydration related to oral mucositis and was reported as the sole
treatment-—related death (1.8%) in this trial.

Adverse Events G1 G2 G3 G4 %G3-4

Acute (n=57)

Leukocytopenia 9 7 0 0 0
Neutropenia 5 2 0 0 0
Thrombocytopenia 4 0 0 0 0
Febrile neutropenia - — 0 0 0
Fever 1 0 0 0 0
Radiation dermatitis 37 16 1 0 2
Oral mucositis 8 35 11 0 19
Laryngeal mucositis 11 14 3 0 5
Pharyngeal mucositis 10 35 11 0 19
Anemia 30 2 1 0 2
Creatinine increase 14 1 0 0 0
Hypoalbuminemia 30 4 0 — 0
Hypermatremia 1 0 0 0 0
Hyponatremia 10 - 1 0 2
Hyperkalemia 6 2 0 0 0
Hypokalemia 6 — 0 0 0
Hearing disturbance 3 0 0 0 0
Xerostomia 27 27 0 — 0
Dysphagia 20 13 4 0 7
Nausea 10 8 1 — 2
Fatigue 21 7 0 — 0
Neck edema 3 0 0 — 0
Anorexia 17 15 8 0 14
Aspiration 3 0 1 0 2
Hoarseness 6 0 0 — 0
Laryngeal edema 3 0 0 0 0
Dysgeusia 20 37 - - -
Middle ear inflammation 3 0 0 0 0
Upper respiratol

inzzmmatirt))n ? B ! 0 0 0




JCOGI1208 clinical study report

Late (n = 56)
Hearing impairment 6 2 0 0 0
Dysphagia 21 2 0 0 0
Neck edema 9 0 0 — 0
Radiation dermatitis 3 0 0 0 0
Dysgeusia 35 14 - — —
Myelitis 0 0 0 0 0
Aspiration 5 0 0 0 0
Laryngeal edema 5 0 0 - 0
Pharyngeal mucositis 8 0 0 — 0
Pharyngeal stenosis 0 0 0 1 0
Pharyngeal hemorrhage 0 0 0 0 0
Sore throat 7 0 0 3 0
Induration of the skin 6 1 0 0 0

Summary of late adverse events: Xerostomia

Xerostomia GO G1 G2 G3 G4 %G2-4

At 3 month 3 36 17 0 — 30(17/56)

At6 month 3 40 12 0 - 23(13/56)

At 12 month 6 41 9 0 — 18(10/56)

At 18 month 13 33 9 0 - 18(10/56)

At 24 month 15 35 5 0 - 11(6/56)

At 36 month 15 35 3 0 - 6(3/53)
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Figure 1 (A) The Kaplan—Meier curve for overall survival for all eligible patients. The
symbols indicate censored observation. The 3—year OS was 93.0% (95% CI, 82.4%-97.3%),
which met the prespecified hypothesis (80% CI lower limit 87.1% > 80%) (B) The Kaplan—
Meier curve for PFS for all eligible patients. (C) The Kaplan—Meier curve for loco—regional
PFS for all eligible patients.

OS: overall survival; PFS: progression—free survival
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Brief summary

This trial provides compelling prospective evidence that adaptive IMRT alone, featuring
reduced prophylactic dose and volume, achieves excellent 3—year OS and favorable loco—
regional control with significantly reduced late toxicity for patients with T1-2N0-1
oropharyngeal cancer. These results substantiate a function-preserving standard that
aligns oncologic efficacy with quality-of-life goals and provides a prospective foundation

for guideline evolution toward tailored, chemotherapy-sparing care.
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作成者
臨床研究法に従う試験の場合、本欄が512文字を超える場合、jRCT登録用の512文字に収めた原稿を別途作成する。
【jRCT登録用の原稿について】
jRCT上には添付資料として、この総括報告書もPDFファイルで掲載するため、簡潔に結果を記載した上で、「詳細は総括報告書参照」のように記載してもよい。
<512文字以内 原稿記載例>
A randomized phase III study was conducted ～～中略～～. P�lease find the detailed summary in the clinical study report.

作成者
臨床研究法に従う試験のみ
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作成者
臨床研究法に従う試験の場合、jRCT登録事項は「あり」「なし」のみとなるため、「未定」を記載された場合、jRCTは「なし」で登録される
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