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GENERAL COMMENTS This is really a stunning piece of work. I really like the combination of 
research methodology with quality improvement methodology, both 
in the design of the training and documentation as well as in 
implementation. The whole process is extremely complex and it is 
good to see a protocol about a communication intervention that is 
randomised. I look forward to seeing the results.  
 
I have a few minor points to make. In the context of quality 
improvement methodology, there is no mention of balancing 
measures. As with anything, time is a significant issue for clinicians 
and no mention is made of the time taken to use the communication 
tool. This may be prohibitive and needs to be part of the protocol. If 
the tool takes up too much time, this will inhibit its widespread use 
even if the results are effective. Secondly, although a variety of 
clinicians were invited at the outset, the study is limited to cancer 
patients. This is a limitation as it is likely that the needs of non 
cancer patients are going to be equal to the cancer ones and the 
numbers are significantly larger.  
Thirdly, we would need to see some kind of analysis of patients who 
opted out. This may be a significant bias that again may inhibit 
widespread implementation, should the results be positive. If 
patients who do not want to talk are excluded, then this questions 
the validity of the tool as by and large, this is where the problem lies. 
For example, it may be that identifying the patient and then sending 
them a premeeting letter might be as effective as the overall 
intervention, as it may be that there is a self selecting group who are 
willing to talk. This alone might make the conversation easier. The 
study design tries to minimise this source of bias by having 
untrained physicians and by having physicians who did not want to 
enter the study, but excluding patients who do not consent is 
fundamentally problematic. This might be the very group that need 
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the help of good communication.   

 

VERSION 1 – AUTHOR RESPONSE 

1) We agree that time is a significant issue. We have added to the manuscript a description of how we 

proposed that clinicians fit this into their workday. At the outset, we expected that some clinicians 

would split the Conversation Guide between several visits, i.e., that one or two questions would be 

addressed at each visit. In our early experience however, this is not the norm. Most clinicians opt to 

have the entire conversation in one visit. We ask clinicians to report how long the conversation takes, 

and we also audio-record a subset of the conversations. These recorded conversations show that, on 

average, clinicians report a longer time than the actual duration of the conversation as heard on the 

recording. Early data show that the median reported time for the conversation is 20 minutes (range 5-

70).  

 

We have added a sentence to the dissemination section discussing the design of the Conversation 

Guide. While the guide is not comprehensive, it has been designed to be feasible to conduct a 

conversation in a reasonable amount of time – ideally, as brief as possible -- while at the same time 

addressing the issues that matter most to patients.  

 

2) We wholeheartedly agree that this needs to be tested in a non-oncology population. However, in 

2015, an estimated 1,658,370 new cases of cancer will be diagnosed in the United States and 

589,430 people will die from the disease. Approximately 40% percent of the US population will be 

diagnosed with cancer; it is the second most common cause of death in the US, exceeded only by 

heart disease, and accounts for 1 of every 4 deaths. This is a pilot protocol at our home institution; we 

elected to begin in a cancer population because it was feasible from a practical standpoint and 

addressed a large need. We have since begun implementation in primary care, dialysis populations, 

and in patients with chronic critical illness. We have added this limitation to the “Relevance and 

dissemination” section.  

 

3) We agree that the population of patients who opted out is problematic, but our IRB precludes us 

from analyzing that population. As you have noted, we have tried to minimize this source of bias by 

having a control group of volunteer untrained clinicians and also by following patients of non-volunteer 

physicians. Our data show that 1% of screened patients opted out of all research at DFCI and 7% of 

patients approached opted out of the study via postcard or phone call. Of note, approximately 67% of 

patients who were reached agreed to participate in the study, which was described as a ‘study of how 

clinicians communicate with patients.’ We have added this limitation to the “Relevance and 

dissemination section.”  on M
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