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Have you heard of Alliance
Study Result Summaries (SRS)?

1. Brief background

2. Example (CALGB 40603)

3. Publications and Health Outcomes Committees 
want your feedback! 

l Fun with electronic “clickers”
l Paper, if we must



Under “trials” header



Background: how these started
l 2005+ CALGB CARE: research on returning results

l Ann Partridge et al (references for all at end of presentation)

l 2008/2009 research (Shalowitz/Miller, Sood)
l 90% trial participants want results of their clinical trial
l 89% don’t understand trials until a result summary (Getz)

l 2014: EMA (FDA in Europe) created a regulation
l All trial sponsors publish a public summary

l 2015: MRCT Center Return of Results Working Group
l Guidance Document and Toolkit

l 2015: Transcelerate, PHRMA, and EFPIA recs 
l Guidance Document and Toolkit

l 2016:
l HHS regulations & NIH policy on results in clinicaltrials.gov
l NCI CTEP supports study result summaries
l Health Literacy Media (HLM) Plain Language Research Summaries



Current picture
l Alliance leads in NCTN

l Over 40 summaries
since 2009
l trials > study result summaries

l Never promoted
l Used? Useful?

l Publications & Health
Outcomes Committees
want your feedback!
l Also plan survey with

Alliance trial participants



New approach –
health literate



Now, it’s YOUR turn: 
9 questions



1. Please choose your role in 
the clinical trial system:
A. Physician
B. Research Nurse
C. Clinical Research 

Professional/Clinical 
Research Associate

D. Alliance Staff/Statistician
E. Patient Advocate
F. Other
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2. Are study result summaries 
(SRS) useful to patients?

A. Yes, absolutely
B. Yes, possibly
C. Not likely
D. Definitely not
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3. Are study result summaries 
(SRS)  useful to you & your 
staff?
A. Yes, absolutely
B. Yes, possibly
C. Not likely
D. Definitely not
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4. Would you use study result 
summaries (SRS)  when a 
publication was released?

A. Yes, absolutely
B. Yes, possibly
C. Not likely
D. Definitely not
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5. Would you use study result 
summaries (SRS) for 
routine/local media coverage?

A. Yes, absolutely
B. Yes, possibly
C. Not likely
D. Definitely not
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6. How clear is the study result 
summaries (SRS) information 
(new format)?

A. Clear to public
B. Clear to patients
C. Clear to medical 

staff only
D. Unclear to everyone
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7. What would be the best way to 
distribute study result summaries 
(SRS) to you (select one)?

A. Email
B. Alliance website
C. Alliance newsletter
D. All of the above
E. None of the above
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8. Who in your office would share 
study result summaries (SRS) 
with patients?

A. Physician
B. Research Nurse
C. Clinical Research 

Professional/Clinical 
Research Associate

D. Not sure
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9. When and how will study result 
summaries (SRS) be shared with 
patients?

A. Next office visit
B. Phone call
C. Email
D. Specific appointment
E. Not sure
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Thank you for showing
patients you care!

l 7 committees (Fall 2016)
l Analyze results
l Trial participant survey
l Look for funding (SWOG interested too)
l More input?

l deborah@tumortime.com
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