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	Framing and Consent (5 minutes)

	Thank you very much for agreeing to participate in our focus group.  We really appreciate your input into Developing a Patient-centered Translational Platform to Increase Clinical Trial Awareness and Enrollment. 

I would like to read through the consent form with you and answer any questions you have about what we are going to talk about in this focus group. We would like to audiotape this focus group as I am not going to take notes and I want to be sure that we understand everything you have said when we leave here.   (Read consent form…. Leave time for questions and for participants to complete consent). 

Thank-you! 
 
As we move through the day you can also use the journal that you were given during the ‘research day event’ to write any further thoughts that you have or anything that you were not comfortable sharing in the focus group.  If you choose to provide feedback in writing, please do not include any identifying on the sheets.  You can remove the individual sheets from the journal and give them to the research assistant. It will be particularly useful to jot down ideas/thoughts that we are not able to spend enough time on due to the time constraints of the session. 

Are there any questions? (allow for time for any procedure questions)

Let’s begin! 





General note for focus group facilitator:
· Can just read the highlights from the focus group consent form, do not begin audio recording until all participants have agreed to be audio recorded
· Ask the open-ended question.  
· Use the probes if the group does not initiate discussion on their own.  
· Keep an eye on time. Should a question begin to go overtime encourage group members to write ideas and thoughts into their notebooks.  
· If a participant is going off track, or monopolizing the discussion, try using “These are great thoughts!  Being mindful of time it would be great if you could write these thoughts in your notebook for us to put proper focus on it after the workshop.”
	Part One
	Perception of clinical trials and participant information (5-10 minutes)

	Facilitator notes
The two purposes for this section are: 1) to help participants feel comfortable engaging in the focus group discussion; 2) to focus their attention on clinical trials. 
	Question 1 (and Icebreaker):  When you think about ‘clinical trials’ what comes to mind?   

	
	Question 2:  A consent form that accompanies a breast cancer clinical trial was read of the beginning of the event today. You have been provided with a paper copy and we will read together again (read consent form). What information do you think should be provided to patients regarding clinical trials?  
· Probe:  What type of information is most important to be included in the consent form?  
· Probe:  Was there information that was not useful or absent in the consent form that was read? 
· Probe:  Are there other types of information/resources that would be helpful to accompany the consenting procedure? 


	Part Two
	Increasing participation in clinical trials (10-15 minutes)

	The purpose of this section is to obtain their ideas on participating in clinical trials—motivating potential participants and addressing concerns.


	Question 3:   How do you think we can increase participation in clinical trials?
· Probe:  What factors would motivate a patient to participate in a clinical trial?
· Probe: There are now trials that occur during treatment or surgery wait times. How do you think patients will receive such trials? 

	
	Question 4:   What prevents people from participating in clinical trials? Are there solutions that can be provided that will ease concerns?
· Probe: What concerns might a patient have about participating in a clinical trial?  Risks perhaps?
· Probe:  What would be useful for addressing potential participants’ concerns about participating in a clinical trial?

	
	Question 5:  What kinds of risks would people be willing to accept for the purpose of a clinical trial?
· Probe: Would people be willing to participate if additional health information was gathered?
· Probe: Would people be willing to participate if additional tissue samples were collected?
· Probe: Would people be willing to participate if additional tissue samples were collected, and this involved an additional procedure with pain attached to it?
· Probe: Would people be willing to participate if it involved an additional procedure or treatment that might extend surgical time or introduce toxicity?
Probe: If the additional procedures may provide a positive benefit for participants?
Probe: If the additional procedures were just for research purposes?

	Part Three
	Support and resources (15-20 minutes)

	This part is to explore the experience during a clinical trial and anticipating possible issues and responses.  
	Question 6: How can patients be better supported during a clinical trial?
· Probe: What type of communication or resources should be provided to participants during a clinical trial? 
· Probe: How should potential risks/fears be supported during the trial? 

	
	Question 7: What type of communication or resources should be provided at the conclusion of a clinical trial to patients and patients’ families?
· Probe: Would you want to hear about the conclusions of the trial if the results were negative or inconclusive?
· Probe: If the trial is negative or inconclusive, how should that information be delivered to patients?

	Conclusion
	Final comments (10 minutes)

	This part is for wrapping up the focus group and eliciting any final thoughts. This section also helps obtain information that the researchers may not have thought to ask. 
	Question 8: How has the information provided throughout this day impacted your understanding of research as it relates to clinical trials?
· Probe: Was the provided handbook helpful in increasing your understanding of the topics covered today?
· Probe: What additional resources would be useful?

	
	Question 9: Is there anything else you would like to
share with our research team at this time? 
· Probe:  Do you have any questions for us?

	
	

	Concluding Thank you
	Thank you very much for participating in this focus group!  Your opinions and suggestions are very helpful and we very much appreciate your time today!

If you have any additional thoughts that you would like to share that you didn’t get the opportunity to do during the focus group, please jot those down using the paper in your journals that you were provided with during the event.  Please do not put any identifying information on those sheets and give just the sheets you used for the event to the facilitator. The journal is yours to keep from the event.  

Thank you & enjoy the rest of your day!









