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DISCUSSION GUIDE

Qualitative interview study with patients with Crohn's disease (CD) and expert clinicians in China

HCP: Focus Group Discussion
Version identifier: Version 3, final


Note on methodology
· The guide is meant to provide a holistic collection of priority questions as a reference to help direct the interview’s flow and course.
· Please reflect terminology the HCPs use (after clarifying your understanding of what they are referring to first).
· The moderator will adapt questions based on HCPs’ responses to create a discussion and will use in-depth probes to collect, when relevant, information that was not reported by the participant. It may also be that patients might have mentioned something earlier that a later question is asking about. Please consider skipping any questions to which you already received an answer.
· Remember: The HCPs have the right to interrupt, take a break or stop the interview and/or refuse to answer any question at any time.
· The moderators are obliged to strictly follow the ethical and social science research code of conduct.

Adverse events: note for reviewers
If, during the interview, a spontaneous Adverse Event related to Sponsor’s product(s) has been reported by a HCP, you should not interrupt the discussion, instead make a note, and ensure that the procedures for management and reporting of Adverse Events outlined in the study protocol will be followed immediately after the interview with the assistance of the HCP. Report Adverse Events within 24 hours.


Introduction and welcome

Hello everyone, my name is __________ and I'm calling on behalf of vendor.

Thank you very much for agreeing to participate in this 60-minute focus group discussion. Your input is highly appreciated, and we are really looking forward to learning from you today.

The topic of this discussion is Crohn's disease (CD). The purpose is to better understand the disease experiences of patients with CD, including your symptoms, impacts, and coping strategies, and to compare them with the experiences of Western patients and clinicians.

[bookmark: OLE_LINK3]We want to ensure that you can collaborate and share your insights and experiences in a comfortable manner. Should you feel uncomfortable with a particular question, please simply let me know and we will proceed to the next question. Of course, to the extent that you can answer each question based on your personal experience without discomfort, please do so.

The interview will be audio recorded to allow me to focus on what you say. The recording will be typed into a Word document so we can analyze your answers in a text format. The information you provide will be combined with the information provided by other people.

Your participation is anonymous, and all your answers will be treated confidentially, for the sole purpose of this study. Once we start interviewing, please do not use your name or the names of patients, hospitals or any locations. All personal information identifying you will be removed from transcripts and reports that will be written after the interview. If you mention a name accidentally during the interview, we will remove it from the transcript to protect your privacy.


During the conversation if you mention a problem that a patient experienced while taking a medication produced by a sponsor of this research produces, the sponsor requires us to report this information to them because they monitor their products to continue making them as safe and effective as possible. Every report they receive contains potentially useful information.

The answers you will provide to the questions are for research purposes only. There is no intention to sell or to promote anything. Your individual responses will be kept confidential and anonymous and reported only in aggregate. I will not reveal the sponsor during the interview to avoid skewing the study.

[bookmark: OLE_LINK4]In this focus group discussion, everyone's thoughts are important. There are no right answers to the questions, and we don’t require everyone to have the same answer. Please share your honest opinions and avoid commenting on each other's responses. When one person is speaking, please listen so that we don't have multiple people talking at once and overlook important information. Due to time constraints, the moderator may appropriately remind you to keep track of time.

(Switch on the audio recorder) This is study [study number], and this is an interview with [focus group ID] by [moderator’s name] on [date] at [time]. (Ask the participant the following questions:)
[bookmark: _Hlk202197238]Do you agree to participate in this focus group?
Do you agree to have this interview audio recorded?
Do you have any questions at this point?

[bookmark: _Hlk163557967]Note for reviewers: 
· Blue text = instructions to moderator, not read out to respondent
· Grey italicized text = cover if time allows, not essential to cover

Ice breaker: Put HCPs at ease and encourage them to speak up. Before the interview, preliminary communication was conducted in the WeChat group to break the ice, and everyone has been informed of the topics and objectives of this focus group discussion.

The topics we talk about today will all focus on CD. Please actively participate in the discussion and avoid any personal information like names during the discussion. You'll be randomly numbered 1 to 6 for identification. 

Section 1: timing 20 minutes Objectives: Signs and symptoms of CD

1. First, please describe the signs and symptoms of patients with CD.
(Moderators make a note of all symptoms mentioned in appendix A - Signs and Symptoms Comparison Table)

PROBE (if inconsistent with the Western conceptual model):
· [bookmark: _Hlk201940798]In Western studies, the most commonly reported symptoms by clinicians are diarrhea and abdominal pain. What are your thoughts on this? Do you think it is important for Chinese patients?
· [bookmark: _Hlk202194238]Regarding gastrointestinal symptoms, the most reported symptoms among Western patients are bowel urgency, diarrhea, and frequent bowel movements. In your experience, do these symptoms resonate with what Chinese patients report?
· (If not) What might be the reasons why Chinese patients do not report or experiencethis symptom?
· Regarding extraintestinal symptoms, the most commonly reported symptoms among Western patients are dizziness and feeling cold. In your experience, do these extraintestinal symptoms resonate with what Chinese patients report?
· (If not) What might be the reasons why Chinese patients do not report or experience this symptom?
· Regarding nutritional symptoms, the most commonly reported symptoms among Western patients are fatigue, anemia, and weight loss. In your experience, do these extraintestinal symptoms resonate with what Chinese patients report?
· (If not) What might be the reasons why Chinese patients do not report or experience this symptom?
· [bookmark: _Hlk201942491][bookmark: OLE_LINK19]Regarding pain-related symptoms, the most commonly reported symptoms among Western patients are abdominal pain, abdominal cramping, and joint pain. In your experience, do these symptoms resonate with what Chinese patients report??
· (If not) What might be the reasons why Chinese patients do not report or experience this symptom?
· Western clinicians reported [unmentioned symptoms], did Chinese patients have similar experiences?
[bookmark: _Toc130825565]
2. Ranking task: You have shared with me the different symptoms of CD. Please rank the three most bothersome symptoms for patients. Please provide the three symptoms along with a score from 1 to 10, where 10 indicates the most bothersome. (Think for 2 minutes, and each participant should type online the three most bothersome symptoms and scores, moderator counts them)
We counted the most bothersome symptoms that you all mentioned the most as [1], [2], [3]. , Why did you choose these three? (e.g., how do these symptoms bother you in terms of frequency, intensity, and duration of attacks)

PROBE (if inconsistent with the Western conceptual model):
· [bookmark: _Hlk198814310]We found that the three most bothersome symptoms that Western clinicians mentioned were diarrhea, abdominal pain, and rectal bleeding during the study, and the difference was [the different bothersome symptom] compared to the statistics just mentioned. How bothersome do you think [the different bothersome symptom] is for Chinese patients? What are the reasons for the differences in the most bothersome symptoms between Chinese and Western patients?

Section 2: timing 30 minutes Objectives: Impact of CD on patients

1. Please describe the impact of living with a CD on the patients and their life. 
(Moderators should make a note of all impacts mentioned in Appendix B - Impact Comparison Table)

PROBE (if inconsistent with the Western conceptual model):
· Regarding diet impacts, the most commonly reported impacts among Western patients are a changed/restricted diet, conscious of eating times, and unable to eat at all. In your experience, do these impacts resonate with what Chinese patients report?
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding work or school impacts, the most commonly reported impacts among Western patients are interrupted work days, taking time off, and unable to attend work/school at all. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding sleep impacts, the most commonly reported impacts among Western patients are disrupted sleep and needing to nap. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding family and relationship impacts, the most commonly reported impacts among Western patients are lack of support from others, reduced romance/intimacy, diminished parenting ability and relying on a partner for support. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding emotional well-being impacts, the most commonly reported impacts among Western patients are depression, anxiety, and embarrassment. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding activities of daily living impacts, the most commonly reported impacts among Western patients are unable to leave home, increased planning (when going out), and difficulty with chores. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding hobbies and leisure impacts, the most commonly reported impacts among Western patients are unable to do sports/activities and difficulty travelling. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding social life impacts, the most commonly reported impacts among Western patients are unable to attend social events, avoiding making plans, and interrupted by bathroom breaks. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding physical functioning impacts, the most commonly reported impacts among Western patients are needing to rest, reduced mobility, and loss of strength. In your experience, do these impacts resonate with what Chinese patients report?
· (If not) What might be the reasons why Chinese patients do not report or experience this impact?
· Regarding unmet needs in treatment and healthcare, the most commonly reported impacts among Western patients are appointment burden, surgery burden, and medication burden. In your experience, do these impacts resonate with what Chinese patients report? 
· (If not) What might be the reasons why Chinese patients do not report or experience this impact? 
· [bookmark: _Hlk202185879]Western clinicians reported [unmentioned impacts], do Chinese patients have similar experiences?

2. Ranking task: You have shared with me the different impacts of living with CD. Please rank your three most bothersome impacts? Please provide the three impacts along with a score from 1 to 10, where 10 indicates the most bothersome. (Think for 2 minutes, and each participant types online the three most bothersome impacts. The, moderator counts them.))
[bookmark: _Hlk201935893]We counted the most bothersome impacts that you all mentioned the most as [1], [2], [3]. Why did you choose these three? Which symptoms mainly cause these three impacts, respectively?

PROBE (if inconsistent with the Western conceptual model):
· We found that the three most bothersome impacts that Western patients mentioned were activities of daily living, social life, and work or school, and the difference was [the different bothersome impact] compared to the statistic just mentioned. How bothersome do you think [the different bothersome impact] is for Chinese patients? What are the reasons for the differences in the most bothersome impacts between Chinese and Western patients?

Section 3: timing 10 minutes Objectives: Coping strategies

1. As a patient with CD, what coping strategies do you generally take to better live with the disease?
(Moderators should make a note of all coping strategies mentioned in Appendix C - Coping Strategies Comparison Table)

PROBE (if inconsistent with the Western conceptual model):
· [bookmark: _Hlk202185906][bookmark: OLE_LINK22]Regarding symptom-specific coping strategies, the most commonly reported strategies among Western patients are changing diet, consuming caffeine/sugar, and heat.  Have Chinese patients used these kinds of coping strategies?
· (If not) What might be the reasons why Chinese patients do not use this strategy? 
· Which symptoms do these coping strategies target? Regarding general coping strategies, the most commonly reported strategies among Western patients are change in attitude towards life, engaging in exercise, and choosing rest and relaxation. Have Chinese patients used these kinds of coping strategies?
· (If not) What might be the reasons why Chinese patients do not use this strategy?
· In Western studies, [unmentioned coping strategies] were also noted. Are these strategies common among Chinese patients?
· What are the other coping strategies that are not list in here?

2. We have now reached the end of this conversation. Your answers have been extremely insightful. Before we close our conversation, do you have any other comments or experiences you would like to share?

Thank you for your time today. We really appreciate you sharing your experiences.

