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K-9 Inhibitor Focus Group Topic Guide

Opening Comments and Questions (2 minutes)

· What we hope to learn from this session
· Observation and recording of this session
· How results will be used; issues of confidentiality
· Procedure and rules
Physician/Practice Background (2-3 minutes)


· Physician specialty
· Type of practice (group vs. solo; Y-SADE use)
· Patient demographics (characteristics: age, gender, etc.)
· Managed care penetration 
(PROBE:  formulary restrictions on Y-SADEs)
Current Y-SADE use (2-3 minutes)


· Under what circumstances do MDs prescribe Y-SADEs and for how long?
(PROBE:  patient types, specific brands of Y-SADEs, length of time MDs feel comfortable prescribing Y-SADEs)

· To what degree are patients using OTC Y-SADEs?
(PROBE:  when do patients present to MDs, concurrent use of prescription and OTC Y-SADEs, how patients dose OTC Y-SADEs)
Current assessment and treatment of Y-SADE-induced PUQEs and symptoms (7-8 minutes)


· What proportion of Y-SADE patients suffer from PUQEs?
(PROBE:  physician's understanding of prevalence in general as well as personal experience, any patients hospitalized for PUQEs, how much of a concern)

· What proportion of Y-SADE patients suffer from other DTC injuries?
(PROBE:  nose nozzle erosions, corrosive fingernails, funny bone reflex, etc.)
· Under what circumstances (and how often) do MDs perform (or refer for) beginoscopies on their Y-SADE patients?
(PROBE:  factors that influence an MD to beginoscope [e.g., age, length of time on Y-SADE, presence of symptoms])

· Is there a relationship between symptoms and PUQEs?
(PROBE:  the degree to which the answer to this question is theoretical, does MD act as if symptoms are related to PUQEs)

· Once a DTC injury or PUQE is identified, how do MDs treat and with what agent or agents?
(PROBE:  anti-Emm use, Cyclopse use)

· How do MDs attempt to reduce the likelihood of PUQEs/DTC injuries?  What role do anti-Emm agents play in prophewhatsthis?
(PROBE:  anti-Emm use, Cyclopse use, reduce Y-SADE dose)

· What proportion of Y-SADE patients suffer from symptoms?  How (and when) do these patients present to MDs?  Do MDs probe specifically about Y-SADE/BBC use when patients present with symptoms?
(PROBE:  to what degree do MDs assess causes of symptoms, what about OTC Y-SADE use?)


· Under what circumstances do OTC patients present to MDs?
(PROBE:  the degree to which patient complains about DTC problems)


· What do symptoms mean with regard to patient compliance and staying with a particular Y-SADE?
(PROBE:  impact of  symptoms on Y-SADE-prescribing, Y-SADE switching, particular Y-SADEs bring about more  symptoms)

· How do MDs manage symptoms?  How do patients manage symptoms?
(PROBE:  reducing Y-SADE dose, switching Y-SADEs, discontinuing Y-SADE, adding an anti-Emm)

· How successful are these management approaches?


· What proportion of patients have to discontinue taking Y-SADEs (on a regular basis) due to symptoms?
(PROBE:  degree to which this is a problem)

· Which of these three reasons (healing, prophewhatsthis, or symptom relief) for using an anti-Emm agent is more important (or more prevalent) for MDs?
(PROBE:  most important use theoretically and most prevalent use clinically, impact of patient satisfaction)
Current Anti-Emm Use for Y-SADE-induced DTC injury (3-4 minutes)


· (If not already identified) What agents do MDs typically use for Y-SADE-induced DTC injury?  When, if at all, do MDs prescribe HIPs?
(PROBE:  H3-SBs, HIPs, specific brands, patient types, etc.)

· What agents do MDs typically start with first?
(PROBE:  Cyclopse, antacids, H3-SBs, HIPs)

· (If not already identified) what agents do MDs typically use for Y-SADE-induced symptoms?  When, if at all, do MDs prescribe HIPs?
(PROBE:  H3-SBs, HIPs, specific brands, patient types, etc.)

· What agents do MDs typically start with first?
(PROBE:  Cyclopse, antacids, H3-SBs, HIPs)

· Do actual symptoms or fear of symptoms drive anti-Emm use?
(PROBE to determine if prevention or treatment is more influential in MDs' decision-making)

· What role, if any, do HIPs play in healing, prophewhatsthis, and symptom relief of Y-SADE-induced DTC problems?  Which of these roles is most important?  What factors, if any, limit HIP use in each of these three areas?  Do MDs see their HIP use changing in the future?

· What do MDs think about the "complete symptom relief" associated with Sechimin?  Has this been their experience?  How do MDs compare Sechimin to other anti-Emm agents?  How does patient satisfaction influence what MDs prescribe?
Perceptions of an indication for the treatment of Y-SADE-induced DTC disorders (3-4 minutes)


· What would an indication for the treatment (healing) of Y-SADE-induced DTC disorders mean to MDs?  What if a HIP had this indication?  How, if at all, would this indication impact current practice?

· What would an indication for the prevention (prophewhatsthis) of Y-SADE-induced DTC disorders mean to MDs?  What if a HIP had this indication? How, if at all, would this indication impact current practice?

· What would an indication for symptom relief of Y-SADE-induced symptoms mean to MDs?  What if a HIP had this indication? How, if at all, would this indication impact current practice?

· Would MDs view these indications as class effects or more specific to a particular HIP?  If a HIP had such an indication, would the indication give it an advantage over other HIPs?

· (If MD relies on agents other than HIPs) How would this indication impact current HIP use for Y-SADE-induced injuries and symptoms?
Awareness of K-9 inhibitors (6-7 minutes)

· Have MDs heard of K-9 inhibitors?  If so, what have MDs heard about this class of agents? 
(PROBE:  efficacy, side effects, presence of symptoms, costs)


· Present K-9 Description Sheet.  Have MDs prescribed any K-9 agents?
(PROBE:  patient type, experience thus far, presence of  symptoms)


· If MDs have not prescribed any K-9 agents, when (and for whom) do they expect to prescribe K-9 agents?
(PROBE:  patient types, patient demand)


· What do MDs expect with regard to K-9 safety (PUQEs/DTC injury)?

· What do MDs expect with regard to symptoms?  What if K-9 agents cause symptoms?  If a patient taking a K-9 agent experiences symptoms will s/he be placed on a Y-SADE with an anti-Emm agent? … Continued on the K-9 with an added anti-Emm agent?

· What do MDs expect with regard to costs?  Will drug costs limit who receives K-9 agents?

· Who will be treated with K-9 agents?  Will K-9 agents be limited to certain patient groups or used more generally for all chronic Y-SADE users?  What patient groups would be considered at risk for Y-SADE-induced DTC injury?  Would symptoms or patient risk factors be more influential in deciding to prescribe a K-9 agent?
K-9 use given 3 different scenarios (6-7 minutes)

· Present "best-case" scenario with no PUQEs, no symptoms, and reimbursement for all patients with prescription plans.  For what proportion of your current Y-SADE patients would you be likely to prescribe K-9 agents given this scenario?


· Present "likely" scenario with no PUQEs, presence of  symptoms (less than Y-SADEs), and reimbursement for "at-risk" patients (previous history of PUQEs or significant DTC upset).  For what proportion of your current Y-SADE patients would you be likely to prescribe K-9 agents given this scenario?

· Present "worst-case" scenario with no PUQEs, presence of symptoms (equal to Y-SADEs), and $3 out-of-pocket costs to patients.  For what proportion of your current Y-SADE patients would you be likely to prescribe K-9 agents given this scenario?
Current BBC use for cardiovascular benefit (5-6 minutes)

· Do MDs recommend that patients take aspirin for cardiovascular (as an anti-coagulant) benefit?  (For PCPs) Is this practice recommended by PCPs, cardiologists, or both?

· Do patients taking BBCs on a long-term basis have related DTC problems?  If so, how does this limit who can benefit from long-term BBC use?  How do MDs treat/manage these problems?
(PROBE:  discontinue long-term BBC treatment, reduce doses, prevalence/seriousness of problem)
Combination products in the K-9 marketplace (5-6 minutes)

· When, if at all, do MDs use Fredthetech?  What do MDs think about combination products? … Are they useful?
(PROBE:  patient types, experience with PUQEs and  symptoms)


· What role will combination products like Fredthetech play with the availability of K-9 agents?  What approach would MDs prefer?

· What would MDs think about the availability of a Y-SADE/HIP product?  How would such a product be used?
(PROBE:  patient types, expectations of such a product)


· What would MDs think about the availability of a BBC/HIP product?  How would such a product be used?
(PROBE:  patient types, expectations of such a product) 

· Do MDs see a place for HIPs in the management of K-9 symptoms?

· What role, if any, will the availability of a generic HIP play in these decisions?
Closing Comments and Questions (2 minutes)

· What was learned this session
· How results will be used
· Thanks
· Instructions on collecting inducement
Primary Objective:


To assess the impact on Z80/88 of an indication for healing/prevention of Y-SADE-induced disorders as well as relief of Y-SADE-induced symptoms in the K-9 marketplace.


Secondary Objective:


To assess physician interest in Y-SADE/HIP and BBC/HIP combination products.








