OPS/images/fimmu.2025.1476455/fimmu-16-1476455-g002.jpg





OPS/images/fimmu.2025.1476455/fimmu-16-1476455-g003.jpg
November 14, 2016:

May 19, 2019:
Surgery and pathology ‘ November.26, 2019 April and June 2020: Tune 2024:
confirmed squamous cell Magnetic resonance .
carcinoma of the tongue with imaging confirmed Camrelizumab started Camrelizumab Patient remains
right cervical lymph node recurrence and administered once each in complete
metastasis metastasis month response
May 24, 2017: May 31, 2019 and July 26, January 2020: March 2, 2021:
2019:
Radiochemotherapy Camrelizumab Complete response
administered Two tumors resected confirmed on
concurrently stopped magnetic resonance
Surgeries were performed imaging
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Qutcome gnostic criteria
Any . s
L any of the complications listed below
complication
Fixation - plate loosening
failure - plate fracture
Plate - intraoral plate exposure
exposure - extraoral plate exposure
Incomplete - =1 intersegmental gap with less than 50% radiographic
osseous ossification at least 6 months after surgery (diagnosed in CBCT,
union CT or OPT scans with decreasing priority)
- pus
W
i our?d - infectious fistula
infection R
- abscess formation
- wound healing disorder
Soft - wou‘nd dethiscence‘
. - partial skin necrosis
tissue

plate exposure
bone exposure
- wound infection (see criteria above)

complication

CT, computer tomography; CBCT, cone-beam CT; OP', panoramic radiograph.
One fulfilled criterion sufficed to record the respective outcome.
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Patient Characteristics Number of Patients (%)

Sex
Male 43 (72)
Female 17 (28)
7 Ethnicity
Non-Hispanic 56 (93)
Hispanic 4(7)
Smoking History
None 40 (67)
<10 Pack Years 7 (12)
10-30 Pack Years 4(7)
>30 Pack Years 9 (15)

Tumor Characteristics

Number of Patients (%)

Primary Tumor Site

‘ 27 (45)

Oropharynx
Nasopharynx 9 (15)
Oral Cavity 7 (11.7)
Other 17 (29)
Cutaneous V 6
Larynx 4
Paranasal Sinuses 3
Major Salivary Gland 1
Thyroid 1
Cavernous Sinus 1
Hypopharynx V 1
AJCC 8th Edition T-Stage
Tx 1(2)
T1 10 (17)
T2 18 (30)
T3 13 (22)
T4 15 (25)
Recurrent 3(5)
AJCC 8th Edition N-Stage
Nx 1(2)
NO 9 (15)
N1 22 (37)
N2 16 27)
N3 3(5)
Recurrent 3(5)

AJCC 8th Edition Overall Stage Grouping

X

1(2)

I

10 (17)

11

14 (23)

1T

v

Recurrent

15 (25)
17 (28)

305

Treatment Characteristics

Number of Patients (%)

Total Radiation Dose

70 Gy 43 (72)

66 Gy 9 (15)

60 Gy 8 (13)
Systemic Therapy

Cisplatin 48 (80)

Carboplatin 6 (10)

Carboplatin/Taxol 3(5)

Cetuximab 3(5)
Treatment Setting

Definitive 40 (67)

Adjuvant 20 (33)
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Baseline 12 months 18 months

(stdev) (stdev) (stdev)
Overall Score 70.8 (20.4) 61.7 (21.3) 69.4 (21.5) 76.7 (25.0) 727 (20.5) 80.0 (23.1)
Adjusted p-value - 045 0.54 045 0.8 071
Pain Subscore 732 (25.9) 58.1 (27.3) 74.4 (26.2) 78.8 (21.9) 75.0 (24.0) 89.3 (19.7)
Adjusted p-value - 0.35 1.00 0.82 0.82 1.00
Appearance Subscore 80.5 (20.5) 75.7 (15.7) 70.5 (18.2) 85.0 (18.9) 85.7 (12.8) 89.3 (13.4)
Adjusted p-value - 0.61 p=0.03 027 1.00 075
Activity Subscore 76.8 (21.9) 55.9 (20.5) 71.2 (19.9) 738 (222) 71.4 (30.8) 82.1 (23.8)
Adjusted p-value - Pp<0.01 0.30 1.00 0.33 1.00
Recreation Subscore 78.1 (20.6) 58.1 (19.2) 70.5 (18.2) 82.5 (18.3) 75.0 (31.0) 89.3 (13.4)
Adjusted p-value - p<0.001 p=0.02 0.38 0.38 1.00
Swallowing Subscore 923 (15.8) 64.1 (26.8) 88.2 (14.9) 91.0 (14.1) 87.1 (15.4) 91.4 (14.6)
Adjusted p-value - p<0.001 p=0.06 048 0.22 043
Chewing Subscore 854 (23.05) 63.6 (33.7) 71.9 (28.2) 825 (24.5) 89.3 (21.3) 85.7 (24.4)
Adjusted p-value - p<0.01 p=0.06 0.77 0.77 0.77
Speech Subscore 91.2 (13.8) 83.8 (21.0) 85.5 (15.2) 94 (12.3) 91.4 (14.1) 91.4 (14.6)
Adjusted p-value - p=0.10 p=0.10 1.00 1.00 1.00
Shoulder Subscore 885 (21.3) 87.1 (30.1) 88.8 (26.4) 885 (27.2) 67.1 (27.6) 95.7 (11.3)
Adjusted p-value - 1.00 1.00 1.00 p=0.06 1.00
Saliva Subscore 90.5 (18.5) 50 (28.2) 53.3 (29.3) 574 (32.6) 55.0 (29.8) 729 (23.6)
Adjusted p-value = p<0.001 p<0.001 Pp<0.01 Pp<0.01 p=0.02
Taste Subscore 89.3 (21.4) 25.8 (26.9) 63.6 (26.1) 67.5 (25.5) 67.1 (27.6) 90.0 (26.5)
Adjusted p-value - p<0.001 P<0.001 p<0.01 p<0.01 1.00
Mood Subscore 744 (21.0) 65.1 (25.3) 742 (22.1) 725 (21.3) 69.6 (28.0) 89.3 (19.7)
Adjusted p-value = 0.21 0.94 1.00 0.47 1.00
Anxiety Subscore 512 (29.7) 67.7 (24.5) 62.7 (30.0) 78.0 (26.5) 64.3 (34.4) 814 (26.7)
Adjusted p-value = p<0.01 p=0.06 Pp<0.01 0.28 0.11
Percent Change in Overall Score - -12.85% +18.36% +20.62% +24.15% +32.06%

Table presents adjusted p-values. Bolded values are significant (p-value threshold of 0.2).
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Objective Endpoint

Primary Comparison of laryngectomy- Hazard ratio in
free survival (LFS) between LFS between
treatment groups treatment

groups

Secondary Comparison of overall survival | Hazard ratio in
(OS) between treatment groups = OS between

treatment
groups
Comparison of quality of Difference in
swallowing (QoS) by fiber- proportions of
optic endoscopic evaluation of | patients in
swallowing (FEES) FEES categories
assessed by
Rosenbek scale
at baseline and
at months 6
and 24
Comparison of event-free Hazard ratio in
survival (EFS) between EFS between
treatment groups treatment
groups
Comparison of event-free Hazard ratio in
survival (EFS) between EFS between
treatment groups - alternative treatment
definition of EFSt groups

Safety Compare safety of medication Summary
between treatment groups statistics of AE,

SAE, and
laboratory
assessments

T As total laryngectomy (TL) in nonresponders with ETSS < 30% is per-protocol defined
treatment, early salvage TL is not considered as an event in these analyses.
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System Laboratory value

Hematological

Absolute neutrophil count (ANC) | =1,500/uL

Platelets >100,000/pL

Hemoglobin 29.0 g/dL or 5.6 mmol/L*
Renal

Creatinine OR Measured or
calculated ® creatinine clearance
(GFR can also be used in place of
creatinine or CrCl)

<1.5 x ULN OR >30 mL/min for
participant with creatinine levels >1.5 x
institutional ULN

Hepatic

Serum total bilirubin

AST (SGOT) and ALT (SGPT)

<1.5 x ULN OR direct bilirubin <ULN for
participants with total bilirubin levels >1.5
x ULN

<2.5 x ULN

Coagulation

International normalized ratio
(INR) OR prothrombin time
(PT)

Activated partial thromboplastin
time (aPTT)

<1.5 x ULN unless participant is receiving
anticoagulant therapy as long as PT or
aPTT is within therapeutic range of
intended use of anticoagulants

ALT (SGPT), alanine aminotransferase (serum glutamic pyruvic transaminase); AST (SGOT),
aspartate aminotransferase (serum glutamic oxaloacetic transaminase); GFR, glomerular
filtration rate; ULN, upper limit of normal. * Criteria must be met without erythropoietin
dependency and without packed red blood cell (pRBC) transfusion within last 2 weeks.
® Creatinine clearance (CrCl) should be calculated per institutional standard.
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Section 1: Section 2:

50 cases of recurrent HNSCC 50 cases of metastatic HNSCC

Prompt design

] L]

ChatGPT 40 ChatGPT 4.0

Responses were graded by two independent blinded medical experts in head and neck cancer

L Clinical :
Summarization . Explanation
recommendation

Conduction of a qualitative and quantitative analysis of the LLM responses
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Baseline 3 months 6 months 12 months 18 months

(stdev) (stdev) (stdev) (stdev) (stdev)
Mean FACT-G Subscore (SD) 852 (11.5) 78.3 (14.3) 83.8 (16.3) 854 (12.9) 87.9 (12.4) 93.5 (10.3)
Adjusted p-value - p<0.02 0.87 0.68 0.88 048
Mean H&N Subscore (SD) 316 (6.8) 19.7 (7.3) 26.0 (6.6) 28.8 (6.0) 29.7 (4.0) 26.7 (69)
Adjusted p-value - p<0.001 p<0.001 057 0.61 057
Mean Total Score (SD) 116.8 (16.0) 98.0 (19.9) 109.8 (21.4) 1143 (17.5) 117.6 (15.4) 1203 (16.1)
Adjusted p-value - p<0.001 p<0.02 1.00 1.00 1.00
Percent Change in Total Score - -16.06% -5.98% | -2.11% +0.69% +02.96%

Table presents adjusted p-values. Bolded values are significant (p-value threshold of 0.2).





