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Α.1. Introduction- [image: o clock.jpg](8 minutes)Part Α:  Introduction & Rapport Building 
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The researcher proceeds to the following:
· Introduce yourself (name/specialty) and from where are you - Hello, this is Dr. Vasiliou calling from xx at the x. 
· Thank the participant for his / her participation and making time to talk about his/her experiences of methods used to assess glucocorticoids.
· Explain confidentiality and anonymity 
· Go through the consent issues explaining that may withdraw at any time from interview as whole, and do not have to state the reason for withdrawing or answering any question they would prefer not to. 
· State that the interview will take up to XX minutes and check that this will be ok.
· Check that they are happy to continue
· Ask permission to start recording the interview to ensure we capture all what you say correctly and that their responses will remain anonymous. Ask if this is ok with them.
· Informs when recording begins 
Α.2. Aims of the Study Gaining Rapport and Initial perceptions of GC-toxicity [image: o clock.jpg] (12 minutes)
[CHANGE SLIDE HERE]

Begin with an open question to facilitate rapport. The researcher may say something along these lines: 

We appreciate the time you are spending with us now. As you know, this interview attempts to understand what clinicians like you, do, to assess the toxicity from glucocorticoids. We want to know the barriers and facilitators you may have in using “methods” to routinely assess the toxicity of glucocorticoids.

When we say “methods” we mean anything that a clinician like you would do, to assess the impact of glucocorticoids in his/her patients’ daily living. These include things like:
· Monitoring how an increased dose of -glucocorticoids affects your patients’ body and daily living 
· Using questionnaires to assess your patients’ mood or daily activities 
· Checking your patients’ vitals 

There are no right or wrong answers in this interview, but what we would like to explore, is your honest views.

Before we begin, I want to start with some basic information about you
- In which hospital/unit do you work now?
- What do you like the most (what do you value) when working with patients with Polymyalgia Rheumatica (PMR), Giant Cell Arteritis (GCA) or other forms of vasculitis?
- So this research is about GG treatments: 
 	- What is toxicity from glucocorticoids for you? (How would you define the term?) 


Here, provide the definition of toxicity from glucocorticoids:[CHANGE SLIDE HERE]

By toxicity from glucocorticoids, we mean undesirable effects of the glucocorticoid therapy that are generally worse at medium to higher doses (based on EULAR recommendations: >7.5 mg but ≤100 mg prednisone equivalent daily; Duru et al., 2013). Toxicity includes direct effects of glucocorticoid therapy and indirect secondary or downstream effects of treatment onto the patient’s life. 

- Do you have any questions so far? Are you feel comfortable to begin now? 

Part Β: Eliciting views about methods of glucocorticoid toxicity


Β.1. Views about “methods” used in practice [image: o clock.jpg]  (15 minutes)
[CHANGE SLIDE HERE]


The research inquiry begins with a series of generic questions about methods used by clinicians like you, to assess their patients’ symptoms of toxicity from glucocorticoids. If responses are not covered, the researcher should use several prompts. 

We are going to begin by talking about the “methods” you use, to assess your patient’s toxicity from glucocorticoids. 

Before we get started, I would like you to keep in mind that we are interested in your views about Polymyalgia Rheumatica (PMR), Giant Cell Arteritis (GCA), ANCA-Associated vasculitis or other forms of Vasculitis and for those of your patients who get medium to high dose only of glucocorticoids- where most of the toxicity signs occur. 

[B.1.1] “Methods” of assessment 
· [B1.1.1.] Tell me about what you usually do (the “methods” you use) to assess the toxicity from glucocorticoid in clinic (outpatient) and/ or for those patients admitted to hospital (inpatients).
· Probe: Can you describe the typical “method” for a clinician like you, could do, to assess toxicity?
· Probe: If I had a camera recording what you are doing when assessing toxicity, what would I see you doing?
· Probes: How easy/difficult is for you to assess the toxicity?
· Probes: Which part of your assessment is the easiest and the most difficult for you to follow and why?
· [B1.1.2.] Would you recommend what you are doing (your method) to your colleagues? 
· Probe: Why? (either yes or no) 
· [B1.1.3] Are you aware of any “standardised methods” assessing toxicity from glucocorticoids? What is your opinion about them? How well they assess toxicity?
· Probe: Would you prefer using other “method(s)” from the ones you use? Why? And which ones?
· Probe: If clinicians ask about standardized methods, revert the question back and ask how they understand what standardised methods consist of? Then present some examples: questionnaires, patients reported outcome measures, clinicians’ ratings (an index), Quality of life questionnaires, etc.

· [B1.1.4] If we had one of your patients with us now, what would they say about what you usually do, to assess toxicity in them? 
· Probe: Had any of your patient complaint about the “methods” you use, to assess toxicity? 
· Probe: Which were they?
· Probe: How did you address them?
 [B.1.2.] Usability/ Usefulness/Practicality/ Suitability 
·  [B1.2.1.] How confident (satisfied) do you feel about the “methods” you use to assess the toxicity from glucocorticoids? 
· Probe:  Do you think your assessment covers all the signs your patients experience? 
· Probe:  Have you ever had any doubts about the methods you use to assess toxicity?
· [B1.2.2.] How practical or useful do you find the methods you use, to assess toxicity?
· Probe: In terms of time, effort or cost, how do you find the methods you use? (is it feasible- practical- to use?)
· Probe: Is the method you use to assess toxicity the same in PMR, GCA or other vasculitis? (Whether yes or no- prompt to justify- should the methods be tailored by setting?)
· [B1.2.3.] What are the benefits, if any, of using any method to routinely assess for toxicity?
· Probe: For you- as a clinician.
· Probe: For the patients.
· [B1.2.4.] Would you use the same methods to assess toxicity in clinical practice and in research? For example, if you would run an RCT, to examine the effects of a new experimental drug, would you use the same methods you use in clinical practice to assess toxicity?
· Probe: Why and why not?
Part C: Barriers and Facilitators in the assessment of Toxicity from glucocorticoids

[CHANGE SLIDE HERE]




· [C1.1] What kind of problems/ difficulties do you recognize in your clinical practice when assessing for the toxicity of glucocorticoids?
· Probe: Which barriers/obstacle do you foresee? And why? 
· [C1.2] How easy it is for you to use “methods” to assess the toxicity to your patients?
· Probe: What it is easy for you when assessing the toxicity to your patients?
· [C1.3] How difficult it is for you to use “methods” to assess toxicity to your patients?
· Probe: What it is difficult for you when assessing toxicity to your patients?
· [C1.4] What would help you when assessing GC- toxicity? What would make you to want to start using methods to assess GC-toxicity?
· Probe: what would prompt you (or trigger you make you) to use “methods” to assess for toxicity?
· Probe: encourage the clinician to name anything- the researcher should not specify (e.g., guidelines, cue reminders, checklists, etc.)
· Probe: Can you change anything that would improve your way you use toxicity in your patients?
· Probe: If you were able, what would you change in the “methods” you use to assess GC-toxicity? 	
Part D: Mapping OMERACT criteria (card-sort exercise)
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 D.1. GC-toxicity and OMERACT fit criteria  [image: o clock.jpg]  (20 minutes)
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In this section, the researcher introduces the Card Sorting Task. The researcher presents a stack of 8 cards including text-based prompts. The task requires participant to reflect on each prompt and then rank each card, based on relevance importance. During the ranking exercise, researchers should prompt participants to justify their responses as they attempt to sort the cards in the screen, moving the letters of the cards up and down in a hierarchy list.  
Phase I: Open Card sorting task
· Step 1: I am now going to show you a series of cards, presenting a set of outcome measures in Rheumatology[footnoteRef:1]. These were selected by a group of patients, researchers, and clinicians, covering the pathophysiological effects and life impact of glucocorticoids. The group identified these domains but did not specify what methods should be used, to assess each of the signs of toxicity from glucocorticoids. [1:  If participants request more information about the cards, the researcher may say that a Special Interest Group (SIG) was set to develop a core set of outcomes that reflect the impact of GC treatment to be measured in research and practice. The group used the Delphi-type methodology to identify domains important to patients, researchers, and clinicians. ] 

· Step 2: Each illustrates an aspect of toxicity from glucocorticoids. Your task is to sort these signs of toxicity in the following “methods” of assessments (display the cards). You can sort each sign of toxicity in more than one “method” of assessment if you think so. 
· Step 3: as you sort the cards in the different “methods”, I would like you to express your thoughts, uninterrupted, and particularly share with us, (a) why do you think each card goes to the selected “method”, and (b) whether this “method” would be suitable for you to use in your daily practice and/or research.
[CHANGE SLIDE HERE]

Phase II: Closed Card sort task
· Step 1: Now, I am going to give you the cards, illustrating the signs of toxicity, one more time, and I would like you to pile them up in two categories: whether the card ought to be assessed because it is more important for you or because it would be important for your patient.
· Step 2: Again, as you drag and drop cards into the two different groups, I want you to speak aloud and justify your selection. 
Prompts to use:
· Why this card is important for you?
· Why this card is important for your patient?

Part E: TDF Inquiry (Parameters) 



Identify parameters to support clinicians in routinely using “methods” to assess for the toxicity of glucocorticoids (TDF) [image: o clock.jpg]  (40 minutes) 
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In the last part of the interview, we attempt to identify TDF parameters that can influence clinicians to (use any method) to assess for toxicity. Here the researcher should have in mind the main behaviour we target to examine[footnoteRef:2] and how the TDF domains could support clinicians to use “methods” to assess the toxicity, routinely.     [2:  As we defined this using the AACTT Framework (Action, Actor, Context, Target, Time): “Clinicians (actor) to increase the use of methods to assess for the toxicity of glucocorticoid in a routine fashion (action) during consultation meetings (context) with patients with different form of vasculitis (target) when prescribe glucocorticoids in medium to high doses (time)”.] 

For the last part of the interview, I have got some slightly specific questions. We are going to explore, what it might influence you, to start routinely using any “method”, we previously discussed, to assess the toxicity of glucocorticoids in your patients with PMR, GCA or other Vasculitis who receive medium to high doses of glucocorticoids. Some questions may seem repetitive, but please bear with me as the questions derive from different models of human behaviour and we are trying to map out which models best apply in this area. 
When I say “methods”, I am referring to any method we discussed so far, and any other one you may know.  
E.1. Knowledge (An awareness of the existence of something) 
· Are you aware of any guidelines in the assessment of toxicity of glucocorticoids? 
· Prompt: If so, what is your understanding of the guidelines? (What do they say?)
· Prompt: If not, for what reasons do you not use these guidelines?
· When assessing for the toxicity of glucocorticoids, do you use any guidelines (or the one the participant mentioned)?
· How do you use the guidelines, i.e. what do you actually, physically, do? 
· Prompt: (behaviour – do you ever read the guidelines to check if a behaviour you performed was guideline compliant?)
· How important do you think the guidelines are? 
· Also covered from section B1.1.4
E.2. Skills (An ability or proficiency acquired through practice)
· How much expertise or experience do you think one needs to assess the toxicity of glucocorticoids in patients with PMR, GCA, ANCA-Associated vasculitis or other Vasculitis? 
· Are there any skills that would be considered necessary for clinicians like you to know in order to use methods to assess for the toxicity of glucocorticoids? Which are they?
· and also covered from sections B.1.1.1 and C1.2 
E.3. Social/professional role and identity (A coherent set of behaviors and displayed personal qualities of an individual in a social or work setting)
· If you use any method to assess the toxicity of glucocorticoids, do you think you are doing your job?
· Prompt: do you think this is part of your role?
· Do you think it is your sole responsibility to use methods to assess your patients’ toxicity from glucocorticoids?
· Prompt: are there others within your unit who should be involved in doing it?
· Is there something that is special to your training as a Rheumatologist (or other) that would make you to use methods to assess the toxicity of glucocorticoids?
· Prompt: professional training, a protocol, and order set, other technologies, a consensus within the profession
· Prompt: If not, investigate why and if they would like to be part of their role/identity.
· Would your colleagues agree with what you are saying (your opinion)? 

E.4. Beliefs about capabilities (Acceptance of the truth, reality, or validity about an ability, talent, or facility that a person can put to constructive use)
· Covered from sections B1.2.1, C1.2 and C1.3. - no further inquiry is needed
E.5 Optimism (The confidence that things will happen for the best or that desired goals will be attained)
· What do you think will happen if you assess the toxicity of glucocorticoids well?
· Also covered from section Β1.2.3 
E.6. Beliefs about Consequences 
· To what extent do you think the routinely assessment of toxicity from glucocorticoids, would make you change a clinical decision on your patients’ treatment?
· How much do you think the routinely assessment of toxicity from glucocorticoids, would impact your patients’ outcomes? 
· What do you think will happen if you don’t use methods to assess for the toxicity of glucocorticoids?
· Prompt: to patients, to colleagues, to the clinician, and in the short and long term
· Also covered from section B1.2.3
E.7. Reinforcement (Increasing the probability of a response by arranging a dependent relationship, or contingency, between the response and a given stimulus)
· How satisfying do you find, to keep using your usual methods to assess for the toxicity of glucocorticoids? 
· How do you feel afterwards?
E.8. Intentions (A conscious decision to perform a behavior and resolve to act in a certain way)
· Covered from section C1.4. - no further inquiry is needed
E.9. Goals (Mental representations of outcomes or end states that an individual wants to achieve)
· Considering other priorities you may have with your patients with PMR, GCA, ANCA-Associated vasculitis or other Vasculitis, how important do you think it is for you, to use “methods” (any) to assess the toxicity from glucocorticoids?
· Prompt: why it is important/ why would make this as a priority?
E.10. Memory, attention and, decision processes (The ability to retain information, focus selectively on aspects of the environment, and choose between two or more alternatives)
· How do you remind yourself when you need to assess for the toxicity of glucocorticoids?
· What thought processes would guide you when you want to use “methods” (any) to assess for the toxicity of glucocorticoids? 
· Prompt: “What goes through your mind?”
· Prompt: What makes you to do it? (e.g., to use a method to start assessing for toxicity?)
· Does the assessment happen more automatically or do you set out consciously?  
· How the decision to use methods to assess the toxicity of glucocorticoids might become routine or automatic? (in what way)? 
· Is this typically an easy or difficult decision you take? 
· Prompt: does it take you a lot of mental effort? 
E.11. Environmental context and resources (Any circumstance of a person’s situation or environment that discourages or encourages the development of skills and abilities, independence, social competence, and adaptive behavior)
Considering all the different clinical settings that you might assess the toxicity of glucocorticoids, for example your outpatient unit, the inpatient or your private practice:
· is something in these different working environments that would affect you - positively or negatively - to assess for toxicity of GCs? If so, what is it? Why it does exist? 
· Prompts: physical conditions, such as time constrains, office, examination area, etc. - versus (vs) - resources given by the framework, e.g., available resources in time, knowledge of other services, completing tasks 
· Prompt: What aspects of your working environment would influence whether or not you can use methods to assess for the toxicity?
· If you would routinely use methods to assess the toxicity of glucocorticoids, how much do you think your colleagues would follow this practice?

E.12 Social influences (Those interpersonal processes that can cause individuals to change their thoughts, feelings, or behaviours) 
· who could influence your decision to use any “method”, to assess for the toxicity of glucocorticoids? in what way;
· Prompts: Attitudes/perceptions/opinions of others (colleagues, patients, occupational groups) to influence your decision? in what way;
· Prompts: someone else who could? Under what conditions could it affect you?
· Could an organization / professional association (not a formal protocol procedure in-hospital or outpatient unit) influence you to use “methods” to assess for the toxicity of glucocorticoids? 
· Prompt: In what way? 
· Prompt: which they would be?
· Do you ever discuss with a colleague or any other about “methods” they use to assess the toxicity of glucocorticoids?

E.13. Emotion (A complex reaction pattern, involving experiential, behavioural, and physiological elements, by which the individual attempts to deal with a personally significant matter or event)
· How do a patient’s emotions with PMR, GCA or other Vasculitis, would affect your decision to assess the glucocorticoid toxicity? 
· Prompt: “If a patient is upset or distressed, would that influence whether you would use a method or not?” 
· Would the assessment of glucocorticoid toxicity, using a “method”, evoke any emotion (worry or concern) to you?
· Prompt: would you feel worried/anxious/ concerned about using methods to assess your patients’ toxicity of glucocorticoids?
E.14. Behavioural regulation (Anything aimed at managing or changing objectively observed or measured actions)
· Is there anything you do to prepare yourself when you need to assess the toxicity of glucocorticoids?  
· What are some ways or procedures would you consider putting in place to start using methods to assess for the toxicity of GCs? 
· If you could change what you do, when assessing for the toxicity of glucocorticoids, what would you change?


F. Closing/ wrap-up [image: o clock.jpg]  (3 minutes)Part F: Wrapping- up/ Closing
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· [F.1] What else would you like to add before we wrap up?
· [F.2] In general, what are your thoughts on the interview we did?
· [F.3] Thank the participant for their time. Reiterate that the interview will remain confidential, and the data will be fully anonymized. Tell them that they are welcome to contact you if they wish
· [F.4] Would you like the results of this study to be communicated to you at a later stage and after the analyzes have been made?

· YES___________, NO______________
·  [F.5] Would you like to invite you in the future for one of our studies? 

· YES___________, NO______________
End the recording and do not forget to save it!
Indexing at x Registry spreadsheet, x
Re-index after final revisions! 


===========================================================
END OF THE INTERVIEW    
===========================================================
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Appendix A: OMERACT Criteria (Cards)
Card sort task, Phase I
	
[A-OMER]

Infection
	
[B-OMER]

Bone fragility
	
[C-OMER]

Mood disturbance
	
[D-OMER]

High blood pressure (hypertension)

	
[E-OMER]

Diabetes Mellitus

	
[F-OMER]

Weight
	
[G-OMER]

Fatigue
	
[H-OMER]

Death

	
[I-OMER]

Osteonecrosis

	
[J-OMER]

Eye problems and/or changes in vision

	
[K-OMER]

Appearance

	
[L-OMER]

Sleep disturbance


	
[M-OMER]

Impact on relationship


	
[N-OMER]

Impact on work

	
[O-OMER]

Symptoms related to GG withdrawal

	







D1.1. Order a lab test
D1.2. Check vitals
D1.3. Ask the patient directly
D1.4. Provide patients with an app to record their signs
D1.8. Provide patients with a wearable device at home to record their vitals
D1.7. Provide patients with a diary to record signs 
D1.6. Use a questionnaire or PROM/ ClinROM
D1.5. Conduct a physical examination in the patients’ visit


Card sort task, Phase II




Note: We presented some of the key OMERACT domains using a two‑stage card‑sorting task. In Stage 1, participants were shown eight methods for assessing steroid toxicity and asked to sort which method(s) they would use for each of the selected OMERACT GC Impact Core Domain. For every selection, they provided a brief justification. In Stage 2, participants sorted the same OMERACT domains into three categories reflecting perceived importance: more important for the clinician, more important for the patient, or equally important for both.



[D-ME] More important to assess this for me


Card X


Card X


[D-PATIENT] More important to assess this for my patient


Card X


Card X
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