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Phase Il Randomized Trial of Transoral
Surgery and Low-Dose Intensity Modulated
Radiation Therapy in Resectable p16+ Locally
Advanced Oropharynx Cancer: An ECOG-ACRIN
Cancer Research Group Trial (E3311)
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+ Aim: Evaluate TOS + reduced adjuvant RT in intermediate risk HPV+ OPC
* Methods: Phase Il RCT, reduced- vs standard-dose PORT for stage lll-lva HPV+ OPC
+ Primary endpoint: 2yr-PFS
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Py Versus boti and neck
dissection for oropharyngeal squamous cell carcinoma
(ORATOR}: an open-label, phase 2, randomised trial

Randomized Trial of Radiotherapy Versus
Transoral Robotic Surgery for Oropharyngeal
Squamous Cell Carcinoma: Long-Term Results of
the ORATOR Trial
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Aim: Evaluate long-term swallowing outcomes in patients after primary RT compared to
primary TORS

Methods: Phase Il RCT, RT or TORS + ND +/- adjuvant therapy in T1-2, NO-2 (<=4cm)

Primary endpoint: Swallowing QOL (MDADI)
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JAMA Oncology | Original Investigation

Assessment of Toxic Effects and Survival in Treatment Deescalation
With Radiotherapy vs Transoral Surgery for HPV-Associated
Oropharyngeal Squamous Cell Carcinoma

The ORATOR2 Phase 2 Randomized Clinical Trial

Aim: To compare survival, toxicities and QOL between primary reduced-dose CRT and TOS
with reduced-dose PORT

Methods: Phase Il RCT, reduced-dose RT or TORS + ND +/- reduced-dose adjuvant therapy in
T1-2, NO-2

Primary endpoint: OS
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Figure 2. Preliminary Analyses of

by Treatment Arm

A Overall survival stratified by treatment arm

8] Progression-free survival stratified by treatment arm
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Studies including TORS for de-escalation

CLINICAL INVESTIGATION

Long-Term Toxic Effects, Swallow Function,
and Quality of Life on MC1273: A Phase 2 Study
of Dose De-escalation for Adjuvant
Chemoradiation in Human Papillomavirus-
Positive Oropharyngeal Cancer
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STUDY PROTOCOL

PATHOS: a phase II/Ill trial of risk-stratified,
reduced intensity adjuvant treatment in
patients undergoing transoral surgery for
Human papillomavirus (HPV) positive
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* 4.6% TORS-related mortality
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Management of HPV+ head and neck squamous cell carcinoma with
unknown primary in the era of treatment de-escalation

» Wade Thorstad ", Hiram Gay "
+, Jennifer De Los Santos
, Sidharth V. Puram """

“, Peter Oppelt ™,

oropharyngeal cancer o rosdining
wadly ey - -
A LOWRISK No sdjuvant
= Noadvorso pathologic ——— roatark o o]
H
A Radiotherapy ]
CTIINOZHPVe g b ion | BINTEAMEDIATERISK | ey %M
SCC of the with neck dissection —+  T1-3 N2a-b, PNI, LVI, & i
oropharymx close margins (1B mam) | s
i Rodiotherapy 025 025
= 06y P07 prom
B
 HIGH RISK nl
L———  Positive margins 8 Che dioth ° 2|
H emoradiotheragy o o
(<1 mm or ECS H 50 Gy + cisplatin 48 : ; ! 7 3 7 T
g i or 100 mg/m? Tima tyears) Tems (ysars)
Figure 3adapted from Contrea et 1 202 E

23

24



Summary

+ TORS serves as an important tool for tailoring patient-specific
treatment selection in the era of de-escalation for HPV-positive
oropharyngeal cancer.

Careful patient selection to optimize the benefits of treatment
de-escalation

Further studies to evaluate the integration of TORS with
emerging therapies and its role in the unknown primary setting
to a guide adjuvant therapy de-escalation.
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