Mythical Medical – Revelations From A Global Product Approval Consultant 
I. 	Brave New Minds
 	(i.) 	Professionally speaking, what makes a good day for you? What is keeping you from having more good days?
 	(ii.) 	Are your subordinates, peers, or superiors creating an environment for good days for you? What should you be doing?
	(iii.) 	Pick out and discuss a message that strikes you as particularly profound or exciting during the presentation.
 	(iv.)	How do you know when to “stick” with your job and when to “quit”?
 	(v.) 	What is the most practical advice from a consultant you have ever heard?
 	(vi.) 	When companies begin emphasizing innovation, what do you think is the most challenging issue to overcome?
 	(vii.) 	What happened with innovation priorities that made you think, “I need to do something about this”?
 	(viii.) 	If you could accomplish just one thing after the International Innovative Technologies Summit (IITS) in Brussels presentation, what would it be and why?
[bookmark: _Hlk100131766] 	(ix.) 	From what you know right now, which character intrigues you the most and why? Is there another character you had hoped to be introduced to by this time in the book? Why? 
[bookmark: _Hlk100131897] 	(x.) 	This presentation ends with, “…be bold, stay curious, and get a little disruptive!” What does this mean to you both professionally and personally? Your peers? Your manager? Your friends? Your family?

II. 	When the Primary Endpoint Is the Beginning (a.k.a., Missing Endpoint)
[bookmark: _Hlk76305356] 	(i.) 	Why does it take courage to understand the data from a failed clinical trial?
 	(ii.) 	Have you been involved with a failed clinical trial? What happened when it was revealed to the organization? What would you have done differently?
	(iii.) 	What has been your experience with responder analyses? Should this always be looked at following a clinical trial, and why?
 	(iv.)	Of the reasons discussed regarding the failed clinical trial, what would you say are the top three issues to be addressed?
 	(v.) 	A point is that your most valuable asset is your human capital. Do you agree or not? Why?
 	(vi.) 	Faraj Mishra was concerned that the talent on the team might prove to be volatile. What do you suppose he could be concerned about?
 	(vii.) 	How would you describe the group dynamics as they were dissecting and scrutinizing the data from the failed clinical trial? What could have been done differently?
 	(viii.) 	Was it clear what the problem was that the device was trying to solve? How could you have verbalized it, and why would it be necessary for everyone to know that?
 	(ix.) 	What challenges exist when submitting a clinical investigational application before all results of pre-clinical testing are available? How could usability testing results affect the planning of clinical trials?
 	(x.) 	How should Mythical Medical™ communicate the results of a failed clinical trial to the site investigators, subjects, ethics committees, professional congress meetings, public clinical trial postings, and scientific or medical journals? Should the investigator brochure be updated, and why? What other methods could be used? 
 	
III. 	Filling Out the Unbuilt Team
[bookmark: _Hlk91757707]	(i.) 	What are the challenges of gaining internal alignment with the core skills and competencies? Propose at least one solution for each.
 	(ii.) 	Once the heat map is created, describe situations where you can use this information. Should other stakeholders be added, and why?
	(iii.) 	Why is it initially critical to ensure the red, yellow, and green categories are as objective as possible? 
 	(iv.)	When might you consider being more subjective when developing criteria for the red, yellow, and green categories and why?
 	(v.) 	How might you apply this heat map concept to assessing suppliers needed by an organization?
 	(vi.) 	As a leader, how often should this heat map be revised? What factors should you be considering and why?
 	(vii.) 	What challenges could your heat map create when working with other stakeholders, teams, or departments?
 	(viii.) 	Knowing where to invest in professional development is key to keeping your teams on the cutting edge. What strategies could be used as you develop a one or two-year professional development plan for you and your team? How about a longer-term plan?
 	(ix.) 	Some have said that hiring employees is the most important thing a leader does. Do you agree or disagree with that, and why?
 	(x.) 	To some, six degrees of separation is fascinating, but it becomes scary. Why do you think that is? What assumptions do people make as they try to find their six degrees of separation? 

IV. 	Standing O? Show Me the Data!
[bookmark: _Hlk100133480]	(i.) 	From what you know about Kai-Lin, Ada, Faraj, Jae, and David up to this point, what do you see are their positive and challenging characteristics, traits, or attributes? What would you have liked to have seen more of at this point?
 	(ii.) 	Sometimes, there is tension between those that want evidence versus those that just believe the product is safe, performs as intended, and is effective. Why does this exist, and what do you think are strategies to change those that simply “just believe” about product characteristics?
	(iii.) 	For manufacturers with little to no experience conducting a statistically-based, hypothesis-testing survey, what are the pros and cons of first conducting them using a face-to-face data collection model versus an online model?
 	(iv.)	What are best practices for teams to do as they prepare for and then present to request funding internally within an organization?
 	(v.) 	What are the challenges of working with a “manufacturer-friendly” healthcare provider? How can these be mitigated?
 	(vi.) 	It is critical to understand the treatment effect differences between your product and state-of-the-art when assessing safety, performance, effectiveness, risks, and quality. What are the sources for obtaining this information and their challenges? If you were asked to prioritize them, how would you do that?
 	(vii.) 	When challenged, how do you justify the selection of the personnel involved in obtaining survey data? If you rely on distributors, what unique challenges exist?
 	(viii.) 	Open-ended statements or questions are more challenging to analyze, but sometimes you need to add them. What open-ended questions would add value to a survey early on and later once more experience has been gained?
 	(ix.) What can be done to decrease the time it takes to create statements or questions for surveys? 
 	(x.) 	What can be done to decrease the time it takes to obtain or collect survey information? When could be the best time to transition to e-surveys?

V. 	Post-Market Surveillance and the Priceless Napkins
 	(i.) 	 Sharing relevant clinical, regulatory, and quality information freely with your team is empowering and can be risky and potentially expose your vulnerabilities. Do you agree it is still worth it? Why? Are there times you should be more careful and not share? (Examples, please.)
 	(ii.) 	Several strategies can be used to collect sufficient clinical evidence for regulatory purposes. How can organizations use this clinical information within their marketing or business plans?
	(iii.) 	What are the benefits of analyzing clinical site subject/patient screen failure logs or clinical protocol deviations? How would you justify additional clinical site costs to your team or management?
 	(iv.)	Let’s face it. We almost always like to receive recognition for the work that we do. What other specific forms of recognition exist, and what would be your top three?
 	(v.) 	In this chapter, Kai-Lin received recognition from her peers at lunch. How could she still have overcome the hurt she felt if that had not occurred? You probably can relate to Kai-Lin if you are out there providing solutions. What have you found personally that got you through this pain that you believe in and recommend?
 	(vi.) 	Kai-Lin used the words “living system,” “change in culture,” and “increasing expectations.” Using the relevant images she referred to, put into your own words that same message you could communicate to (a.) your team, (b.) your manager, (c.) other essential stakeholders, and (d.) senior leaders.
 	(vii.) 	When analyzing the “inputs, investigation, and analysis” section of the PMS image, which of those are most important to your organization and products? Are there others?
 	(viii.) 	When analyzing the “outputs actions and communication” section of the PMS image, which are most important to your organization and products? Are there others?
 	(ix.) 	What components of the “pre-site activation” are most important to your organization and products? Are there others? Identify where efficiencies can be targeted. How about the “first patient enrolled in the investigation until the primary endpoint is reached” or during “follow-up and study closeout phases?”
 	(x.) 	From what you know right now, which character intrigues you the most and why? Is there another character you had hoped to be introduced to or expanded on by this time in the book or not? Why?

VI. 	The Unsolvable Equation
[bookmark: _Hlk92015556]	(i.) 	Discuss the strengths that these stakeholders bring to the benefit to risk discussion: manufacturing, including packaging and sterility, research and development, engineers, and senior leaders. How about their limitations?
[bookmark: _Hlk92015917] 	(ii.) 	Discuss the strengths that these stakeholders bring to the benefit to risk discussion: risk management personnel spanning product – clinical -  software - cybersecurity areas, quality, complaint handling group, sales and marketing, and regulatory affairs. How about their limitations?
 	(iii.) 	Discuss the strengths that these stakeholders bring to the benefit to risk discussion: clinical research, clinical evaluation, clinical safety, biostatistics, finance, external healthcare practitioners, and medical affairs. How about their limitations?
 	(iv.)	Benefits can range from how the patient feels or functions to how they survive. There could be an acceptable surrogate outcome parameter that improves in some cases. Benefits are essentially claims. Using one of your products, develop a comprehensive list of potential benefits. What assumptions are you making?
 	(v.) 	Uncertainties in benefits need to be addressed and might be related to sensitivity, specificity, accuracy, precision, reproducibility, wide confidence intervals, underpowered studies, missing data, or the impact of confounding interventions or physiological or pathophysiological factors. Discuss a list of uncertainties for each benefit listed above and its implications for the benefits' justification. 
 	(vi.) 	Harms and risks can range from magnitude or severity of harms or risks, the likelihood of experiencing one or more harms or risks, duration of exposure to the population, patients’ perspective or tolerance (or intolerance) to harms or risks, and false-positive or false-negative results. Develop a comprehensive list of potential harms and risks using one of your products. What assumptions are you making?
 	(vii.) 	Uncertainties in harms or risks need to be addressed and might be related to sensitivity, specificity, accuracy, precision, reproducibility, wide confidence intervals, underpowered studies, missing data, or the impact of confounding interventions or physiological or pathophysiological factors. Discuss a list of uncertainties for each risk or harm listed above and its implications for the justification of risks.
 	(viii.) 	Medical therapies are not static and state-of-the-art changes. Discuss how these changes should be incorporated to ensure product benefit to risk assessments remain current. What are the implications of this analysis when field safety notices or recalls occur?
 	(ix.) 	How well do patients understand the risks or harms of your product? What are things that can be improved?
 	(x.) 	What are the challenges when communicating internally the results of benefit to risk analysis and their implications for updating strategies, plans, and reports within the quality management system?

VII. 	The Destiny Making Clause
[bookmark: _Hlk92106970] 	(i.) 	From one perspective, the EU MDR Article 120 significant change guidance document, MDCG 2020-3, is a simple, dull, straightforward flowchart outlining what could be a significant change. From another perspective, it opens a fascinating, extensive journey that could launch opportunities. How could this activity affect career development, public health protection, improvements in quality of life, and personal or professional growth?
[bookmark: _Hlk92105863] 	(ii.) 	The following are highlighted for software changes: new or major changes of software operating systems or any component; new or modified software architecture or database structure, change of an algorithm; a required user input replaced by a software closed-loop algorithm; new software diagnostic or therapeutic features; and new channels of interoperability. Reflecting on a specific device, choose at least two of these software changes, then list and discuss how these can positively affect either people’s lives or health care practitioners. (Refer, in part, to EU MDR Article 120 significant change guidance document, MDCG 2020-3.)
	(iii.) 	The following are highlighted for change of a material: material containing a medicinal substance, changes to the medicinal substance itself, changes that may impact the quality, safety, or efficacy of the medicinal substance; changes in ingredient(s) or material(s) from either existing or new suppliers that do not meet existing specifications. Reflecting on a specific device, choose at least two of these material changes, then list and discuss how these can positively affect either people’s lives or health care practitioners. (Refer, in part, to EU MDR Article 120 significant change guidance document, MDCG 2020-3.)
 	(iv.)	Insufficient or inappropriate sterilization methods and packaging changes often do not receive a lot of gratitude yet can have profound implications. Reflecting on a specific device process, discuss how these can affect people’s lives, health care practitioners, and the organization’s financial bottom line. (Refer, in part, to EU MDR Article 120 significant change guidance document, MDCG 2020-3.)
 	(v.) 	Reflecting on either your professional or personal life experience, provide a story that could give you validity as you interact with colleagues and managers when you perform your job responsibilities. Do you have a personal experience like Kai-Lin that has changed your professional life? How about friends, family members, colleagues, or your manager?
	(vi.) 	Guidance documents typically represent state-of-the-art thinking. If an organization decides not to follow a guidance, what steps must be followed to develop a rationale that notified bodies and regulators could accept?
 	(vii.) 	Considering the ending of this chapter, did you expect it, or were you surprised by some of their behaviors? What options exist when you discover other colleagues are maliciously manipulating a co-worker? How about manipulating you? How do you stay away from triangulation in relationships?
 	(viii.) Did certain aspects of this chapter make you uncomfortable? If so, why did you feel that way? Did this lead to a new understanding or awareness?
 	(ix.) 	If you had to briefly describe the value of monitoring significant changes with your product to either team members or senior leaders, how would you verbalize it?
 	(x.) 	Reflecting on a specific device, many changes can be made that are not considered "significant changes.” How could you communicate these changes internally within your organization? (Refer, in part, to EU MDR Article 120 significant change guidance document, MDCG 2020-3.)

VIII. 	In The Hot Seat
 	(i.) 	The first time you prepare for an audit (or an inspection), it may stimulate your private, rarely apparent insecure behavior. You find yourself with hallucinations of being hopelessly and woefully inadequate. Never let your insecurities limit your potential. Discuss the reasons why these insecurities arise as you prepare for an audit or inspection and what you believe you could do to overcome them.
 	(ii.) 	There usually are two rooms; the front room where the auditor (or inspector) is and the back room. The backroom is where employees and consultants gather to create strategies, gather documents that the auditor (or inspector) wants or needs to see, and where you can practice the talking points among your broader team. Why is gaining experience in the audit backroom desirable for professional development? If you had backroom experience, what was it like to be in the front room finally?
	(iii.) 	Whether it is responding to an audit (or inspection) required for (i) pre-approval, (ii) routine surveillance, (iii) compliance follow-up, or (iv) for-cause, preparation is still the key. How are these types of activities different, and how should you prepare? 
 	(iv.)	Some behaviors need to be addressed before going in front of an auditor (or inspector). Discuss and provide examples of how these behaviors can be detrimental: partial listening, lack of interest, deep-rooted beliefs, pre-judgment, intolerance, or negativity. If you had to focus on only three of these, which would they be? Why?
 	(v.) 	Why is it critical that you understand the issue you are being brought in to discuss?
 	(vi.) 	Why is it essential that you believe the evidence or the “what” that you will be sharing with the auditor (or inspector)? What are the risks of going in front of an auditor (or inspector) if you don’t believe the evidence even though you are trying to be a good corporate citizen?
 	(vii.) 	Why is it critical that you have and know the evidence you will be presenting and other evidence to speak about if the scope of the conversation expands?
 	(viii.) 	Faraj Mishra showed authentic leadership after the closing meeting was over. Is there something else you wished he could have said to the group?
 	(ix.) 	An expert in anything was once a beginner. If you, like Kai-Lin, make a mistake during the audit (or inspection), why is it essential for you and the organization to also be a part of the solution? 
 	(x.) 	Having audit (or inspection) findings and CAPAs demonstrates your quality management system is functioning. Explain if you agree or disagree with this statement.

IX. 	Once Bitten: Twice Cautious
	(i.) 	As you practice your responses, what are the values of using this three-step method? First, be by yourself. Second, gather your friendly colleagues and present to them. Finally, identify “the critics” within the organization and practice with them. How could each of these groups help you prepare?
 	(ii.) 	Laws and regulations are continuously being updated. Will they ever be able actually to prevent fraud? When you first suspect fraud, what do you believe is your personal or professional leadership responsibility?  
	(iii.) 	Acts of fraud often begin small and begin to evolve and have a life of their own before long. Do you agree or disagree with that statement, and why?
 	(iv.)	Very few people are caught up in fraudulent situations, as Ada experienced at her previous job. How would Ada have been treated at your organization? How do you think others may have reacted to her story?
 	(v.) 	Ada and Kai-Lin’s relationship is changing. If you were asked to write more about their new relationship, what would you like to add about it, both short- and long-term? Could they really become a force to be reckoned with?
 	(vi.) 	Are any parts of an organization immune to fraudulent behavior? Is it dependent on how large the organization is? Why?
 	(vii.) 	As employees get more and more experience in the front room during an audit (or inspection), their careers can either continue to grow or be devastated. What do you suppose makes a difference between those two career paths and why? 
 	(viii.) 	Is there another character you had hoped to be introduced to by this time in the book or not? Why?
 	(ix.) 	From what you know right now, which character intrigues you the most and why? How would you like the author to develop this character further?
 	(x.) 	At this point in the book, you have seen both Kai-Lin and Ada respond to life-changing events. If you could write more about the life and journey of these two characters, what would you include and why? Could both become significant leaders in organizations? Would there be something in their previous life-changing events that could alter or inhibit them from becoming phenomenal leaders?
	
X. 	The Priceless Opportunity
	(i.) 	This chapter looks into geographical regions for companies to expand. In today's rapidly expanding global marketplace, businesspeople must understand the distinctive customs that could exist. Kiss, Bow, Or Shake Hands by Terri Morrison and Wayne A. Conaway is a book that helped me during my global business adventures. I purchased it as required reading for some of my staff. What’s been your experience doing business with culturally different countries? How did you prepare? Are there any regrets? 
 	(ii.) 	From the very first chapter until the last chapter, I have been recommending some clinical trials to randomize patients versus anatomies. It involved performing studies that would qualify with reimbursement agencies and consensus writing groups, e.g., Meta-Analysis and Cochrane expectations. Has this impacted your products? If so, how? If not, why not? 
 	(iii.) 	Thomas and Ada make another appearance in this chapter. If you had to write more about their relationship, from what you know about them, how would you like to address their future relationship, and where would you see this going? 
 	(iv.) 	People leave organizations all the time. The most common reason given is their current manager. For Kai-Lin, this was different. How did you react to her initial response? Could you relate? How? 
	(v.) 	I refer to Kai-Lin as having presence. What does that mean to you?
 	(vi.) 	I slowly tried to introduce romantic relationships within the workplace. Most employees have seen relationships like this in the workplace. Where would you like to see the connection between Kai-Lin and Faraj evolve? What would be your advice to each of them and why?
 	(vii.) 	From what you know right now, is there another character you had hoped to be introduced by this time?
 	(viii.) 	Which character would you like to read more about, perhaps in the next book? Which character intrigues you the most and why?
 	(ix.) 	Considering the ending, did you expect it, or were you surprised? The chapter ends with the consultant recognizing the true love between Kai-Lin and Faraj. Did he make the right choice to set up a dinner meeting with them at the Notorious Kitchen? Why or why not?
 	(x.) 	Where should the author go now with the Mythical Medical series?  

XI. 	Bonus Questions
 	(i.)  	How did you experience the book? Were you immediately drawn into the story—or did it take a while? Did the book intrigue, amuse, encourage, disturb, alienate, irritate, or frighten you? Why?
 	(ii.)	Which character grew or changed the most during the book? In what way?
 	(iii.) 	Who in the book would you like to meet? What would you ask or say?
	(iv.)	If you could insert yourself as a character in the book, what role would you play?
 	(v.) 	Is the plot well developed? Is it believable? Did you feel manipulated along the way, or did the plot events unfold naturally and organically?
 	(vi.) 	If you could meet with the author, what would you want to know?
 	(vii.) 	Can you pick out a passage that strikes you as particularly profound or interesting? Why?
 	(viii.) 	Was there an obstacle you faced in the book? Is there anything so wrong you wish you could change it? How would you change it?
 	(ix.) 	If there was one suggestion to give to the author, what would you say and why?
 	(x.) 	This book starts and ends with, “…be bold, stay curious, and get a little disruptive!” Did your views on what that means to you change as you read the book? How?
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