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The ‘Who’

Sponsor
Prof, M.D, Matthias Guckenberger
matthias.guckenberger@usz.ch

Principial Investigator
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Investigators (Physicist) 
PhD Stephanie Tanadini-Lang 
stephanie.tanadini-lang@usz.ch
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Investigators (RTTs) :

Katerina Nilo 
ina.nilo@usz.ch
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Radiation Oncology Study Office
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• Objectives

• Endpoints 

• Study Design / Schedule

• Inclusion/Exclusion Critieria

• Procedures / Assessments

• Number of Participants (25)

• Study Duration (28 months)

• Statistical Considerations



The ‘Why’

− Standard of Care for Head & Neck Radiotherapy = 
Immobilization with a closed-face thermoplastic mask 

• Pros: Non-Invasive, easy to fabricate, stable, accuracy 

• Cons: Comfort? Anxiety? Claustrophobia? 

− Setup Alternative: Immobilization with an open-face thermoplastic mask 
comparable to closed-face masks

− No Mask + SGRT? 

• Improve comfort? 

• Reduce anxiety/claustrophobia? 

• Reduce materials and time? 

• Reduced skin dose from a mask? 

• New standard for palliation? 
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Submission

Ethics Commission 

Approval 

Study Recruitment

The ‘How’
Timeline

Study Approval

15.4.2025

Study Open

13.5.2025 14.5.2025

12 Months

-

-
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28 Months

1. Patient Enrolled



To B or not to B

AB= Start with Mask 

BA= Start without Mask
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The ‘How’
Between Approval and Recruitment
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Finalizing Setup 



The ‘How’
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The ‘How’

ROI is the virtual Mask- Do all masks have
the same exactly shape?
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The ‘How’
Documents
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Patient Information/Consent

Case Report Form (CRF) 

Questionnaires 



The ‘How’
Documents
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Patient Database 



Training and Competency
Post Ethics Approval (May 2025): 

• Study Kick Off Meeting

• Core Study Team 
(Doctors, Physics, RTTs) 

• Signed Delegation/Training Logs

• USZ Clinical Research Meeting 

• Presentation/Training for all doctors, 
physics and study office

• Education/Training Session

• Specific training for all RTTs with focus 
on simulation, setup, treatment and 
workflow

Ongoing: 

• Good Clinical Practice 
(GCP) Course 
→ Core Study Team
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62%

38%

Randomization

AB

BA
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Post Launch

As of 27.2.2026: 

16 patients enrolled

12 patients completed 
RT

4 currently under RT 

AB = With Mask

BA = Without Mask 



Continuous Improvement

Staff Feedback

With Mask

Pros:

• Setup = Quick

Cons:

• Swelling/Skin Reactions = Mask not fully closed

Without Mask 

Pros:

• Bolus directly on skin = Eliminate air gaps

• Detect swelling with SGRT

• Keeping similar staff = equivalent setup times

Cons:

• Monitor the patient and SGRT more closely

• Swallowing, breathing, sleeping impacts motion
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Regular discussions & exchange

amongst core study team



Continuous Improvement
Patient Feedback
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Darf ich euch keine mitteilen…



Key Takeaways / Lessons 

“It takes a village…”
Considerations: 

• Patient Selection → Compliability

• Precise Simulations → Easier / Quicker Setups

• Adhering to clinic-specific protocols and workflows → ex. 
New Mask System, MR Only Workflows

• Adaptability → Treatment vs. Gated Capture, “one size 
fits all” ROI

• SGRT User Variability → Deltas, Deformation, Postural 
Alignment 
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Ina.nilo@usz.ch

Thank you 
for your attention
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