Providers’ perspectives on value-focused treatment decision tools in cancer
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Supplementary material: Semi-structured interview guide
Treatment decision process and acceptability of discussing value
1. There are a lot of effective treatment options for patients with chronic lymphocytic leukemia (CLL). When you decide to treat a patient, what is the treatment decision process? Which decisions tend to be the most difficult? 
2. Over the last few years, there has been a lot of discussion about the value of various cancer treatments. When you discuss treatment options with patients who have CLL, how do you think about the value of different treatment options?
· How do you think about effectiveness?
· How do you think about the safety of the treatments?
· Do you think about the cost of the treatment for the patient? [Do you know the cost to patients?]
Awareness of value tools
This study focuses on value-focused decision-making tools for shared decision-making of patients and providers. The leading concepts are from the National Comprehensive Cancer Network (NCCN), the Evidence Block, and the American Society of Clinical Oncology (ASCO), the ASCO value framework.  
3. What is your experience, if any, with value frameworks like these?
· What have you heard about them?
· How have you used them?
Usability of value tools
Great. Let me summarize some key points: Tools like the Evidence Block and ASCO value framework propose to assess the value of new therapies based on efficacy, safety, quality of evidence and costs. Let’s look at an example of the NCCN Evidence Block and the ASCO value framework for CLL. 
Prompt: In Appendix A, you’ll see a snapshot of the NCCN Evidence Block. The overall structure is similar to the NCCN guidelines, but in addition it includes a ranking of different treatment options based on efficacy, safety, quality of evidence, consistency of evidence and affordability (costs). I picked an example of the ranking of different treatment options for a frail patient with co-morbidities. The box includes on the left the different drug therapies and on the right for each therapy a graphical representation of its ranking based on efficacy, safety, quality of evidence, consistency of evidence and affordability (costs). While a score of 5 means that the therapy if highly effective, not toxic or inexpensive and a score of 1 means that it is not effective, very toxic and very expensive.
4. From your perspective, how useful is the NCCN evidence block for assessing the value of treatment options for CLL?
· How easy is it to understand?
· In this particular example, which treatment options appear to you to be of highest value? Lowest? Does this match your clinical experience of these treatments?
· How would you imagine using the tool, if at all? 
· Why would you not use it?
· Would you use something else?
· How would you imagine your patients using the tool, if at all?
· What, if anything, is missing from the framework?
Prompt: In Appendix B, you’ll see a snapshot of the ASCO value framework. ASCO proposes to measure value by looking at clinical benefit, toxicity other bonus points (such as palliation, quality of life etc.) and costs. In this scenario, ASCO compares ibrutinib versus chlorambucil as initial treatment for patients with CLL. They include the clinical benefit score, the toxicity score as well as different bonus points (such as palliation) and finally the drug acquisition costs. 
5. From your perspective, how useful is the ASCO value framework for assessing the value of treatment options for CLL?
· How easy is it to understand?
· In this particular example, which treatment options appear to you to be of highest value? Lowest? Does this match your clinical experience of these treatments?
· How would you imagine using the tool, if at all? 
· Why would you not use it?
· Would you use something else?
· How would you imagine your patients using the tool, if at all?
· What, if anything, is missing from the framework?
· Which of the tools is more appealing to you?
6. What kind of information would you find helpful in a value tool (e.g. comparative effectiveness data, cost data (overall costs of drug, out-of-pocket spending for patients)?
7. You have now answered my primary questions. Before we move on to a few last questions on your practice characteristics, are there other thoughts on measuring the value of cancer treatments you would like to share with us?
Close: 
Thank you so much for your time. Your insights will be very helpful to us.  I am stopping the recording now.

Appendix A: NCCN Evidence Block for CLL
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Appendix B: ASCO value framework for CLL
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Specific questions for focus group – are costs considered during treatment decision
· Do you currently consider costs in treatment discussions with patients? 
· If yes, at what point in the treatment decision flowchart are costs considered?
· If no, would they be willing to consider and discuss costs with patients during treatment discussions and at what point in the flowchart would that discussion occur?
· Looking at the NCCN Evidence Block and the ASCO value framework, are the proposed variables and the structure of the tool helpful to guide treatment discussions?
· Which additional information or tool structure would be needed to include costs in treatment decisions?
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Dual Intent of the Framework

A number of commentators questioned whether the value
framework is intended to drive public policy discussions about
drug pricing in addition to helping with shared decision making
between patients and their oncologists. Concern was expressed that
these dual objectives are fundamentally different and cannot be
accomplished using the same model.

As currently configured, the framework is not meant to be
a policy tool. Tt is intended for use in the clinical setting between
physicians and their patients and is meant to serve as a catalyst and
facilitator of individual treatment discussions. Once converted to
a software application, the value framework will contain scales of
clinical benefit, toxicity, and symptom palliation that can be ad-
justed to give differential weight to any of the elements included in
the NHB. It is essential to understand that the framework is meant
to be modified at the point of care, as a physician and patient
finalize a regimen to be used.

The task force fully acknowledges that value assessments
supported by such a framework could be generated for use in the
development of health care policy. Such an adaptation of the
original intent of the framework would require further discussion
with physicians, health economists, and key stakeholder groups,
including patients, the pharmaceutical industry, and payers.

Practicality
A number of commentators asserted that the framework is
impractical and that its utility in the clinician’s office is uncertain and
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non—small-cell lung cancer, treatment of advanced muluple
myeloma, treatment of metastatic castration-resistant prostate
cancer, and adjuvant therapy for women with human epidermal
growth factor receptor 2—positive breast cancer.' These scenarios
were selected to demonstrate the potential utility of the approach
in diverse clinical scenarios and to inform refinements of the
framework. To demonstrate the differences in NHB calculations
that emerge from use of the original and revised frameworks, here
we present two of the original scenarios: enzalutamide versus
placebo (control) for first-line treatment of metastatic castration-
resistant prostate cancer”” (Table 1; Fig 3) and doxorubicin plus

Table 4. Ibrutinib Versus Chiorambucil As Initial Therapy for Patients With
Chronic Lymphocytic Leukemia: Calculations for Clinical Benefit, Toxicity,
Bonus Points, NHB, and Cost

Measure Result/Score

Clinical benefit score

HR (death), 0.16

Clinical benefit, (1 — 0.16) X 100 X 1 = 84
Toxicity score

Chiorambucil

Ibrutinib, 27.5/20.5 — 1 = 0.34

034 X 20 = 68

Bonus points

Tail of the curve

Paliation

Treatment-free interval

Health-related QoL

Total bonus points. 0
NHB 772
DAC (per 4 months) $35,770

Abbreviations: DAC, drug acquisition cost; HR, hazard ratio; NHB, et health
benefit; QoL quality of ife.
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NCCN EVIDENCE BLOCKS CATEGORIES AND DEFINITIONS Example Evidence Block

5 E = Efficacy of Regimen/Agent 5 E=4
4 Safety of Regimen/Agent 4 s=4
3 Q = Quality of Evidence 3 Q=3
2 C = Consistency of Evidence 2 c=4
1 A= Affordability of Regimen/Agent P A=3
ESQCA ESQCA
Efficacy of Regimen/Agent a Quality of Evidence a
5 | Highly effective: Often provides long-term survival advantage 5 [High quality: Multiple well-designed randomized trials and/or
or has curative potential meta-analyses
4 | Very effective: Sometimes provides long-term survival 4| Good quality: Several well-designed randomized trials
advantage or has curative potential 3 |Average quality: Low quality randomized trials or well-
3 | Moderately effective: Modest, no, or unknown impact on designed non-randomized trials
survival but often provides control of disease 2 | Low quality: Case reports or clinical experience only
2 | Minimally effective: Modest, no, or unknown impact on 1 | Poor quality: Litle or no evidence

survival and sometimes provides control of disease
1__|Palliative: Provides symptomatic benefit only’

Consistency of Evidence
5 [Highly consistent: Muliple trials with similar outcomes

Safety of Regimen/Agent 4 [Mainly consistent: Multiple trials with some variability in
5 | Usually no meaningful toxicity: Uncommon or minimal side outcome
effects. No interference with activities of daily living (ADLs) 3 | May be consistent: Few trials or only trials with few patients;

4 | Occasionally toxic: Rare significant toxicities or low-grade lower quality trials whether randomized or not
toxicities only. Little interference with ADLs 2 |Inconsistent: Meaningful differences in direction of outcome
between quality trials

3| Mildly toxic: Mild toxicity that interferes with ADLS is common t
2 | Moderately toxic: Significant toxicities often occur; life 1 |Anecdotal evidence only: Evidence in humans based upon

threatening/fatal toxicity is uncommon. Interference with ADLS anecdotal experience

is usual Affordability of Regimen/Agent (includes drug cost, supportive
1 | Highly toxic: Usually severe, significant toxicities or life care, infusions, toxicity monitoring, management of toxicity)
threatening/fatal toxicity often observed. Interference with ADLs Very inexpensive

is usual and/or severe Inexpensive

Moderately expensive

Expensive

Very expensive

Note: For significant chronic or long-term toxicities, score decreased by 1
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