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COMET Study Flow Diagram
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COMET Surveillance Protocol

Observation:
* Clinical breast examination g6 months
* MMG of affected breast
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* MMG of unaffected breast q12 months
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rationale/
objective

study

schema Primary endpoint:

2-year ipsilateral invasive cancer rate

Secondary endpoints: Secondary endpoints: (baseline, 6 months, years 1-5)
* 2-year mastectomy/breast conservation rate » Health-related QOL

e 2-year contralateral invasive cancer rate * Anxiety and depression

e 2-year overall/disease-specific survival
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o Other endpoints: Exploratory endpoints:
criteria

2-year breast MRI rate » Symptoms, pain (baseline, 6 months, years 1-5)
2-year breast biopsy rate * Body image, sexual function (baseline, 6 months, years 1-5)
2-year radiation rate * Quality of decision-making (baseline, 2-years)

statistical
plan

2-year chemotherapy rate Knowledge and risk perception (baseline, 2-years)
Financial burden (6 months)

progress

follow up
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