


COGNITIVE FUNCTION IN PEOPLE LIVING with iTTP: OBSERVER INTERVIEW GUIDE

Date of interview: ___________________
Subject ID number: __________________
Interviewer’s name: __________________
Interview Start Time (24-hour clock): ______:______

[Start with interviewer camera on.]

SECTION A: Read Introduction Page to Participant  

My name is xxx from Duke’s Department of Population Health Sciences. We greatly appreciate your making time to talk to us today.  [If participants’ camera is not on, invite them to turn it on.]
 
You were asked to participate in this study because you were named as someone who spends a significant time with [patient participant], who has TTP. We are interested in learning more about your observations of ___. I’d like to confirm that we are going to be discussing _____ as the person you know. For confidentiality purposes, we will refer to ________ as “the patient” for the remainder of the interview. 

We want to know your perception of the patient’s daily life and thinking skills. A technical term for thinking skills is cognitive function. We are also speaking with the patient about their thinking skills separately. 

We will ask you questions about your experiences interacting with the patient and what you have observed about their behaviors. 

This interview might take up to one hour. Your participation is completely voluntary. At any time, you can take a break or stop. Your responses will not affect your healthcare or the patient’s healthcare.
 
There are no right or wrong answers. I also want to assure you that I am in a private room and no one else can hear your responses.  
 
We appreciate and value your time. As a reminder, you will receive a check for $75 for participating. To process the payment, we will need to collect your social security number and mailing address. We collect this information because the IRS requires us to report how much people receive from participating in research at Duke. If you are not open to sharing this information with me, please let me know now. We can still conduct the interview, but we will not be able to compensate you for your time. 
 
Because I want to make sure I don’t miss any of your comments, this interview will be recorded. All recordings will be stored securely. We will not associate your name with your responses. Please do not share any personal identifiers such as your name or the patient’s name while we are recording.

Do I have your permission to record this interview?
□Yes					□No 

Do you have any questions for me before I start recording? 

[bookmark: _Hlk180510647][Start recording audio and video]                        

This is [staff name] and I am with participant [Observer PID] on [date].

SECTION B: CONCEPT ELICITATION 

I’d like to start by learning a little bit about your history with the patient

1. What activities do you do together?

Let’s talk about your observations of the patient’s experiences with TTP.

2. When was the patient’s most-recent hospitalization with TTP? [Note to interviewer: If they are having trouble describing patient participant’s hospitalization, ask about patient participant’s most-recent treatment.]  
a. In your interactions with the patient, have you noticed anything different since their most-recent TTP hospitalization?
b. How is their __ different from before their most-recent TTP hospitalization?
c. How has their ____ changed since their most-recent TTP hospitalization?

3. In your interactions with the patient, have you noticed anything different since their TTP diagnosis?   [Probe on: physical changes, mood changes, language changes, thinking changes]
a. How is their __ different from before diagnosis?
b. How has their ____ changed since diagnosis?
[bookmark: _Hlk185506396][Probe on: physical changes, mood changes, language changes, thinking changes]

4. [If thinking not mentioned, ask:] Some people with TTP have described changes in how they think. When I say ‘thinking’, I mean the ways that they learn, understand, and remember information, and also the ways that they use language to communicate with friends and loved ones.  Thinking can affect a person’s ability to complete day-to-day activities. 

Have you noticed the patient having any challenges with thinking? [If no, continue with interview and end early if needed.]
 


For the rest of the interview, I will focus on the patient’s thinking. 


5. Can you tell me about the patient’s thinking ability when they are doing tasks or activities. . . please focus on things you’ve been able to observe about the patient. [Note to interviewer: required probes are in bold – choose examples from the list as necessary]

a. In their home
i. Doing daily chores 
1. Washing dishes
2. Laundry
3. Groceries/Cooking
4. Managing money 

ii. Caring for themselves and/or loved ones
1. Personal care
2. Talking to others (i.e. putting thoughts into words)
3. Driving to appointments
4. Managing medication

b. [If applicable] In their job
i. Doing their job
1. Completing tasks
2. Managing their schedule
3. Showing up on time
4. Remembering deadlines

ii. Interacting with others
1. Saying the right things at the right time
2. Putting thoughts into words
3. Understanding what others say
4. Reading the emotions of others

c. In their community
i. Serving within their community
1. Meeting expectations of community members
2. Focusing 
3. Showing up on time
4. Remembering deadlines

ii. Communicating with others
1. Saying the right things at the right time
2. Putting thoughts into words
3. Understanding what others say
4. Reading the emotions of others



6. When did you first become aware of the patient’s challenges with their thinking?


7. For the thinking problems you described, what do you think is the cause?

8. [If not already discussed previously] How have the patient thinking abilities changed over time? Please be specific.
a. How is their thinking different from before diagnosis?
b. How has their thinking changed since diagnosis?
c. Before or after hospital stays for TTP?
d. How does their thinking vary over the course of the day? 
e. How does their thinking vary over the course of the week? A month?


9. How would you describe the patient’s thinking on a “good” day? 
a. How would you rate  the patient’s thinking on a good day, on a scale of 0-10 (0 being the worst) and 10 being the best thinking?



10. How would you describe the patient’s thinking on a “bad” day?
a. How would you rate the patient’s thinking on a bad day, on a scale of 0-10 (0 being the worst, and 10 being the best thinking)?



11. Think about today or the last time you interacted with the patient .How would you describe their thinking? 
a. How would you rate the patient’s current thinking, on a scale 0-10 (0 being the worst and 10 being the best)?
b. How long ago did you last interact with the patient?



12. If there was a treatment that could improve the patient’s thinking, what aspects of their thinking would you want the treatment to address? 
a. Why? [Interviewer: probe by using examples of symptoms or impacts participant mentioned earlier in the interview and encourage them to prioritize.]
b. Probe: How would you know the treatment was working for the patient?

13. In your opinion, who of the following is the best fit to describe how well the patient is thinking? 
a. the patient 
b. Yourself
c. Another family member or friend
d. Their doctor
e. Someone else
Why did you select [participant’s response]?


14. When it comes to the patient’s thinking, what haven’t we touched on that you would like to share?


Thank you so much for taking the time to speak with me today. Your answers will help us conduct research to improve the thinking capabilities in people living with TTP.  

[If observer is interviewed before the patient] As a reminder, we will also interview the patient about their thinking skills. To keep the interview unbiased, we kindly ask you to refrain from discussing the interview until we talk to them.  

[Stop Recording]
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