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Chief Medical Officer - Interview Question Bank

Pharmaceutical / Pharmaceutical Manufacturing Organization
Prepared by Executive Recruit - Executive Search Specialists

How to use this guide

This question bank is structured around the core accountabilities in the CMO job description: medical & scientific leadership, clinical development oversight, manufacturing & quality integration, regulatory and agency engagement, pharmacovigilance, compliance and governance, cross-functional partnership, and leadership and talent development. It closes with questions on qualifications/experience fit and a short set of closing questions for the candidate.

Each question includes a short prompt on what a strong answer typically contains, to help panel members calibrate scoring consistently. Select 10 – 14 questions across sections for a single 60 – 75 minute panel round rather than using the full bank in one sitting. A first-round screen might draw mainly from Sections 1, 2 and 8, while a final-round panel with the CEO or Board should weight Sections 3–6 and 9 more heavily.

1. Medical & Scientific Leadership

Q1. Describe the medical strategy you built or inherited at your current organization. What was the single most consequential judgment call you made on benefit–risk, and how did you reach it when the data was ambiguous?
What to listen for: A real, specific decision rather than a generic framework; evidence of weighing patient safety against commercial or timeline pressure; comfort articulating the reasoning, not just the outcome.
Q2. Tell me about a time you disagreed with a label claim or clinical evidence interpretation that Commercial or Legal wanted to support. How did you handle it?
What to listen for: Willingness to hold a position under pressure from senior peers; how they built the case rather than simply asserting authority; whether the resolution protected scientific integrity.
Q3. How do you structure medical governance, Medical Review Committees, Safety Review Boards, so that they function as genuine decision-making bodies rather than rubber-stamps?
What to listen for: Concrete governance design (membership, escalation triggers, cadence, documentation); awareness of common failure modes (committees that exist on paper only).

2. Clinical Development Oversight

Q4. Walk me through a clinical program where trial design or protocol assumptions had to change mid-course. What drove the change and how did you manage the impact on the regulatory submission timeline?
What to listen for: Depth on trial design mechanics (endpoints, population, statistical plan); realistic account of the trade-offs, not just a smooth success story.
Q5. What is your approach to investigator engagement and oversight, particularly when a site is underperforming or a KOL relationship becomes strained?
What to listen for: Practical experience managing sites and investigators directly, not only through a CRO; diplomacy balanced with willingness to act (e.g., site closure).
Q6. Which submissions have you personally supported, IND, NDA, BLA, PMA or 510(k), and what was your specific role in shaping the medical sections?
What to listen for: Precision about their actual contribution versus the broader team's; familiarity with the submission type relevant to this organization's product class.

2. Manufacturing & Quality Integration

Q7. Describe a significant deviation, CAPA or change control decision where medical judgment was the deciding factor in a quality outcome. How did you work with Manufacturing and Quality to reach a resolution?
What to listen for: Genuine manufacturing-floor experience, not just clinical-trial experience; understanding of how medical rationale gets documented and defended to regulators; collaborative language toward Quality and Manufacturing rather than adversarial.
Q8. How do you ensure product specifications remain aligned with clinical and safety expectations as a product moves through its lifecycle, particularly after a process change or technology transfer?
What to listen for: Understanding of process validation and specification-setting; awareness that this is where clinical intent and manufacturing reality can drift apart.
Q9. Tell me about a time you had to weigh in on a batch disposition or release decision with incomplete information and real time pressure. What was your process?
What to listen for: Structured risk-based thinking; clarity on where they draw the line between acceptable risk and a hold; comfort with accountability for the call.

4. Regulatory & Agency Engagement

Q10. Describe your most difficult FDA (or EMA/PMDA) inspection or advisory committee experience. What was at stake, and what did you do differently afterward?
What to listen for: First-hand agency experience at executive level, not delegated; candor about what went wrong; concrete follow-through, not just a lesson learned in the abstract.
Q11. How do you prepare an organization for a health authority interaction when the underlying science or safety picture is genuinely unfavourable?
What to listen for: Ethical handling of unfavourable data; ability to manage internal stakeholders (Commercial, Legal, the Board) alongside the agency relationship.
Q12. What is your view on the current direction of regulatory expectations in your therapeutic area or product class, and how has that shaped your team's submission strategy?
What to listen for: Currency of knowledge; ability to translate policy shifts into practical organisational changes rather than only commentary.

5. Pharmacovigilance & Post-Market Surveillance

Q13. Tell me about a signal detection case that led to a material safety communication, label change or field action. How did you make the call, and how did you manage the internal and external communication?
What to listen for: First-hand ownership of a real safety signal; clarity on the decision threshold used; composure describing a high-stakes, likely public episode.
Q14. How do you personally review and sign off on PSURs, DSURs or RMPs at scale without becoming a bottleneck or a rubber stamp?
What to listen for: A defensible process (delegation with defined escalation criteria, sampling approach, or similar); self-awareness about the tension between throughput and genuine oversight.
Q15. Describe how you have handled a product recall or serious adverse event from initial signal through to resolution.
What to listen for: End-to-end ownership across medical, quality, and communications; calm, structured recall of a genuinely stressful event.

6. Compliance & Governance

Q16. Give an example of a medical ethics or compliance issue you had to escalate or act on, even when it was commercially or politically uncomfortable to do so.
What to listen for: Evidence of having actually done this, not a hypothetical; willingness to name the discomfort rather than minimize it.
Q17. How do you build and sustain a culture of transparency and regulatory integrity across a medical organization, particularly under commercial pressure?
What to listen for: Specific mechanisms (SOP ownership, training, escalation channels) rather than only values language.

7. Cross-Functional Executive Partnership

Q18. Describe a significant disagreement with a peer executive, Commercial, Legal, Regulatory or Manufacturing, over a medical or product decision. How was it resolved, and what was the relationship like afterward?
What to listen for: Genuine peer-level conflict, not a story where the CMO simply prevailed; evidence of a working relationship preserved or repaired.
Q19. How do you approach promotional review or external communications where Commercial wants to move faster than the medical evidence comfortably supports?
What to listen for: A repeatable process for this recurring tension, not a one-off anecdote; balance between enabling the business and protecting scientific integrity.

8. Leadership & Talent Development

Q20. Tell me about the medical organization you inherited or built. What did you change, and what did the succession plan look like by the time you left (or where does it stand today)?
What to listen for: Evidence of building durable structure and bench strength, not just personal output; honesty about what remained unfinished.
Q21. How do you mentor physicians and scientists who are strong clinically but need to develop as executives or people leaders?
What to listen for: A concrete development approach; examples of specific individuals they have grown into more senior roles.

9. Qualifications, Fit & Motivation

Q22. This role sits closer to manufacturing and quality than a typical CMO mandate. What in your background makes you confident you can operate at that level of operational detail, and where do you expect the learning curve to be steepest?
What to listen for: Honest self-assessment rather than overclaiming; specific transferable experience (e.g., CMC, device combination products, GxP environments).
Q23. Why this organization and this mandate specifically, at this point in your career?
What to listen for: Motivation that holds up against the specifics of the role (company stage, product class, CDMO vs proprietary) rather than generic ambition.
Q24. What would you need from the CEO and the Board in your first six months to be effective, and what would you consider a realistic marker of success at the one-year mark?
What to listen for: Specificity about resourcing, authority and access; a measurable, appropriately scoped definition of early success.

Closing questions for the candidate

Leave 10–15 minutes for the candidate to interview the panel. Strong candidates at this level will typically probe:

1. The organization's current regulatory standing (inspection history, any open commitments) and quality culture.
1. How medical, quality and manufacturing authority is actually distributed today, and where past friction has occurred.
1. The Board's risk appetite and how safety-versus-commercial tensions have historically been resolved at the top.
1. Team composition, vacancies, and any recent turnover in the medical or quality organization.

Note: Tailor Sections 3 and 4 to reflect whether this site is CDMO or proprietary, biologics or small molecule, and drug or combination product.

Are you looking to recruit a Chief Medical Officer? Contact Us today.
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