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Introduction and Welcome  
Study Design and Study Update

Shelley Hwang (Duke University)

COMET Trial for low-risk DCIS



 UK (LORIS) and EORTC (LORD) trials have 
been initiated 

 Newly diagnosed clinically “low risk” DCIS
 Primary outcome:  ipsilateral invasive cancer-

free survival
 Randomization:  usual care (surgery and/or 

RT) vs. active surveillance
 Regular surveillance with imaging
 Intervene if evidence of progression to 

invasive cancer

Active Surveillance Trials for DCIS
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 Age >40 at diagnosis; agree to randomization
 Pathologic confirmation of grade I/II DCIS without 

invasion by 2 local pathologists (microinvasion not 
allowed)

 ER ≥ 10%; HER2-negative (0, 1+, or 2+ if testing 
performed)

 No evidence of other breast disease on physical 
examination and breast imaging within 6 months of 
registration

 Available for follow up examinations
 Ability to read, understand and evaluate study materials 
 Speaks Spanish or English

COMET Trial for low-risk DCIS
Eligibility Criteria



 Hypothesis:  
 2, 5-year rate of invasive cancer diagnosis is not 

inferior in the AS group compared to the GCC group 

 Sample size considerations:  
 2-group test of non-inferiority of proportions, with the 

2-year invasive cancer rate in the GCC group 
assumed to be 0.10 with a non-inferiority margin of 
0.05. 

 Sample size of n=446 per group will have 80% power 
to detect the specified non-inferiority margin. 

COMET Trial for low-risk DCIS
Analysis Plan
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Active Surveillance Protocol
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 Analysis 1:  ITT per protocol component 

 Analysis 2:  pragmatic component based upon 
treatment received for patients who are 
randomized and decline participation in the 
assigned arm (crossover):
 any switch from AS to GCC if any breast 

surgery on the affected breast in the absence 
of invasive cancer when randomized to AS

 cross-over from GCC to AS if the patient 
refuses surgery when randomized to GCC

COMET Trial for low risk DCIS
Analysis Plan



 July 2016: NOA
 Enrollment over 4 years
 June 2017:  First site open
 34 Alliance sites are currently active
 65 Alliance sites are working towards activation
 13 Alliance sites have recruited a patient
 8 Alliance sites have recruited one patient
 5 Alliance sites have recruited more than one patient

 21 patients have been randomized
 Seeking to open to enrollment through NCORP sites

COMET Trial for low-risk DCIS
Study Update



Questions?
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Overview of Engagement 
Activities 

Liz Frank, Deborah Collyar, 
Desiree Basila, Donna Pinto

(COMET Patient Leadership Team)
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PLT Engagement 

Patient Leadership Team (PLT)
 Communicate and coordinate all patient engagement activities
 Ensure all patient participation aligned 

 i.e. Intl Committee, Executive Committee, Stakeholder Advisory Board

PLT Engagement



Patient and Provider letters from PLTPatient/Provider Letters from PLT



Patient Card and Patient BrochurePatient Card/Brochure



COMET website
DCISoptions.ORGCOMET Website – DCISoptions.org



COMET website
DCISoptions.ORGFuture Documents (IRB Review) 

• Tips and Talking Points for Providers

• Frequently Asked Questions for Patients, 
Friends and Family

• DCIS language considerations
• Separating DCIS terms from breast cancer 

terms



COMET website
DCISoptions.ORGFuture Resources

• Videos and Webinars
• Discussions with patients (for providers)
• Information for COMET participants

• Participant Engagement Plan

• Expanded Website section
• How to think about risk
• Resources for patients
• COMET in the media/news page



Outreach Strategies

• Goal: spread awareness and on-going news 
about COMET 

• Leverage TV news interviews w/site investigators
http://myfox8.com/2017/10/09/breast-cancer-comet-study/

• Email campaign: email 1x month to activated and 
interested sites, nonprofit orgs, stakeholders 

• NEWS/MEDIA page on DCISoptions.org
• Feature links to TV news, articles, podcasts

http://myfox8.com/2017/10/09/breast-cancer-comet-study/
https://dcisoptions.org/comet


PRO-CORE Update

Antonia Bennett (University of 
North Carolina)
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 Go to pro.unc.edu and click on 
link “Forgot your password?” 
(below login button)

 Enter your email address in the 
“Username” box
 Enter security code that appears on 

the screen/click “Reset Password”
 Follow instructions to reset your 

password 
 Read and click agree to Terms and 

Conditions to gain access to your 
COMET study site folders

PRO-Core – first-time access



 Step-by-step training slides are located in the 
DOCS folder of PRO Core (accessed from the 
main screen) and on SiteZone

 If site staff have other questions about PRO Core, 
email questions to: COMET_procore@unc.edu

PRO-Core – Contact Information



AFT systems/logistics Update

Stephanie Moine (Alliance)
Vance Erese (Alliance)

COMET Trial for low-risk DCIS



How would you discuss the 
COMET study with a patient?

Interactive discussion (All)

COMET Trial for low-risk DCIS



Using language to promote patient understanding 
of DCIS and COMET.

Aims:

 Reduce fear & confusion

 Encourage a sense of calm & agency

 Support positive patient experiences 

DCIS language considerations



COMET website
DCISoptions.ORGDCIS language: terms



COMET website
DCISoptions.ORGDCIS language: concepts



Next steps and closing remarks

Shelley Hwang (Duke University)

COMET Trial for low-risk DCIS
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