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Executive Summary

Effective interviewing is a critical yet often overlooked component of FDA inspections. Interview discipline
means planning clear questions, listening carefully, checking answers against evidence, and following up on
uncertainty. Skill retention is a reasonable concern for training design, but this article does not establish a
decay rate for FDA investigators or a measured effect of Al on their interviewing. A 2025 meta-analytic review
of procedural skills involving motor components identified intermittent practice opportunities among possible
moderators of skill decay; its findings should not be treated as measurements of regulatory interview skill.

This report explores how interview discipline influences inspection outcomes and how modern tools —
especially artificial intelligence (Al) — can support and enhance this perishable skill. We begin by reviewing the
role of interviews in the FDA's regulatory processes and defining what we mean by “interview discipline” in this
context. We then examine why interview skills may benefit from practice, distinguishing industry commentary
from human learning research. We analyze how strong vs. weak interview discipline changes the information
FDA investigators obtain, drawing on illustrative examples and expert commentary. Next, we survey current
and emerging Al technologies that can augment inspection interviews — from preparation and training tools to
data analytics that help focus interviews or summarize findings. Throughout, we include data from surveys,
regulatory reports, and published commentary, with their evidentiary limits made explicit. Finally, we discuss
implications for regulators, firms, and technology providers, and how the landscape may evolve.

Key considerations: interviews complement records and physical observations; recurring rehearsal is a
proposed way to maintain interview discipline; and Al support should be evaluated rather than assumed
effective. For example, NLP tools might help organize inspection records and draft questions, a potential
application described in vendor commentary atlas-compliance.ai. Interview simulations are another proposed
use, not a demonstrated FDA training benefit. The FDA Group’s commentary frames Al as a way “to augment”
human expertise www.linkedin.com; people still need to verify the information used in an inspection.
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Introduction

FDA inspections are a cornerstone of the U.S. regulatory system for food and drug safety. By law, the FDA
routinely inspects manufacturing plants, clinical research sites, food facilities, and other regulated
establishments to verify compliance with Good Practices (GMP/GDP/GCP etc.) and safety regulations. These
inspections are essential for public health: as one industry review notes, “FDA inspections hold significant
importance... [to safeguard] public health and ensure that products on the market are safe and effective.”
(quality.eleapsoftware.com). In practice, an FDA inspection involves reviewing records, observing processes,
and interviewing personnel at all levels of the organization.

The interview portion of an inspection serves multiple purposes. Through oral questioning an investigator can
clarify details of procedures, understand decision-making, and uncover conditions that paperwork alone may
not reveal. As internal-audit experts stress, the way questions are asked is as important as what is asked:
effective questions help the inspector “identify new areas to explore” and catch misinformation (studylib.net).
By contrast, poorly framed questions or inattentive listening can cause important clues to be missed. The
Institute of Internal Auditors cautions that “poorly constructed questions can result in the auditor failing to
uncover important information” (studylib.net). Learning to ask the right questions — and to listen, observe, and
probe follow-ups — “takes patience, practice, and planning” (studylib.net), but is critical to a thorough
inspection.

In this report, we use the term “interview discipline” to capture this skill set: the structured, methodical
approach an inspector (or auditee preparing for inspection) uses during interviews. Discipline involves
preparing an interview plan, phrasing clear questions, avoiding leading or confusing language, carefully noting
responses, and checking statements against records. These are skills organizations can choose to rehearse.
This article does not establish how often FDA investigators conduct interviews or how quickly their skills decay.
GAO’s November 2024 workforce review identified concerns about travel, pay, training, workload, and work-life
balance; these are a more defensible starting point than assuming investigators seldom interview GAO
workforce review.

This report examines how interview discipline influences inspection outcomes, and how Al and other
technologies can help maintain and enhance interview skills. We draw on multiple perspectives: FDA guidance
and expert commentary, industry best practices, and illustrative examples of interview techniques. Data from
surveys and industry reports (for example, on Al adoption in life sciences (www.arnoldporter.com)
(www.arnoldporter.com)) help contextualize the opportunities and challenges. The aim is to examine possible
training and preparation methods while distinguishing documented inspection procedures from hypotheses
about interview improvement.

The Role of Interviews in FDA Inspections

An FDA inspection typically follows a structured process. After the initial introductions, investigators often hold
an initial management interview or opening conference, where company leaders brief the team on operations
and previous compliance history. Then the investigators walk through the facility, reviewing documentation and
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observing operations. During this phase, they frequently pause to interview staff: production operators, quality
personnel, lab analysts, and supervisors. The goal is to verify that written procedures match reality, and to
identify any deviations or risks.

At inspection close, investigators discuss significant observations and concerns with management. When
investigators observe conditions that, in their judgment, may constitute violations of the Food, Drug, and
Cosmetic Act or related Acts, they issue Form FDA 483, Inspectional Observations, to firm management at
the conclusion of the inspection. The form itself is presented and discussed with senior management; it is not
an internal list of items that might later become a 483 FDA Form 483 FAQ. After the inspection, the investigator
prepares a separate Establishment Inspection Report (EIR) documenting the inspection and supporting
evidence FDA inspection-process explanation.

The exit discussion clarifies observations and evidence; it does not independently determine the final
regulatory outcome. A Form 483 is not a final agency determination of a violation. FDA subsequently
considers the Form 483, the EIR, collected evidence, and the firm’s response before deciding what further
action, if any, is appropriate FDA Form 483 FAQ. FDA assigns the final classification after evaluating
inspection findings and post-inspection information, including proposed or completed corrective actions: No
Action Indicated (NAI) means no objectionable conditions or practices were found; Voluntary Action
Indicated (VAI) means objectionable conditions or practices were found but FDA is not prepared to take or
recommend administrative or regulatory action; and Official Action Indicated (OAI) means regulatory and/or
administrative actions are recommended FDA inspection classifications. OAIl does not trigger issuance of a
483; classification and any further action follow review of the inspection record.

Importantly, interviews are exam question sessions at their core. Investigators are fact-finders gathering
evidence. An FDA supervisor explains: during an inspection, “an investigator is a fact witness...going to
conduct the inspections and gather evidence to determine whether or not you are in compliance with
regulation, and... whether or not you are in a state of control” (www.pharmamanufacturing.com). In other
words, each interview is a legal exploratory exercise. Inspectors use interviews to confirm facts (e.g. “Who
authorized this batch? What are the acceptance criteria?”) and to probe any discrepancies. One expert FDA
investigator described how he might test a GMP waste stream: after a walk-through, he would ask, “So, you're
sure you emptied the tank into here...This whole volume?” (redica.com). If answers are vague, the inspector’s
“spider sense starts tingling” and he drills deeper (redica.com). Answers should be checked against the other
evidence collected during the inspection.

Because interviews are interactive, they can both illuminate and obscure. Investigators must ask open-ended
guestions (e.g. “Tell me about your role in this process” (studylib.net)), listen closely, and challenge
inconsistencies. Good interviewers maintain control while letting the subject speak, and pivot from one line of
inquiry to another as needed. As one internal audit guide notes, effective questions allow the auditor to “obtain
the information they seek, identify new areas to explore, and watch for signs of misinformation” (studylib.net).
By contrast, if an inspector merely rattles off a check-list of yes/no questions or misses cues, potential issues
may be overlooked.

Experienced FDA investigators also tailor their interview approach to the situation. For instance, in a case
study shared by an FDA expert at a 2024 GMP conference, the investigator recounted observing a white
residue inside a supposedly-clean tank. When the company representative could not explain what the residue
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was, the investigator persisted: “if you say you have an effective cleaning program...we are going to verify that
you do” (redica.com). The investigator’s follow-up questions (“What is it? What could it be?”) turned a routine
walkthrough into an in-depth inquiry. This example highlights that interviewers read responses for any doubt or
uncertainty and immediately follow up.

In summary, interviews are woven through every stage of an FDA inspection — from introductory presentations
to daily queries to the exit meeting. They can help explain management rationale, undocumented practices,
and personnel behavior, alongside other inspection evidence. As one compliance alert puts it, “the exit
interview should be attended by senior management...to ensure entire issues raised by the FDA investigators
are clearly understood” (www.complianceonline.com). Clear questions and responses help both parties
understand the evidence. Final classification and further action depend on FDA's review of the full inspection
record.

Interview Discipline as a Perishable SKill

Having seen the role of interviews, the next question is how practice might support interview discipline.
This is a training question, not an established finding that FDA investigators conduct interviews only
sporadically or routinely lose their skills.

The FDA Group’s promotional commentary describes the burden of periodic manual compliance reviews and
argues that unused specialist knowledge can be forgotten www.linkedin.com. That is commentary about
company audit work, not investigator workload data or a study of FDA interview performance. For company
teams that rarely rehearse inspection conversations, scheduled practice is a proposal worth evaluating.

Learning and development commentary also argues for ongoing practice www.linkedin.com. Such commentary
offers a rationale for rehearsal, but it does not establish that senior FDA investigators become rusty, forget
regulatory vocabulary, or lose interview skill at a particular rate. Applying general skill-retention findings to
regulatory interviewing remains a hypothesis.

The FDA Group’s promotional commentary, rather than survey data, describes how traditional annual audits
impose huge training burdens: every year, teams of a dozen or more staff may be pulled away from projects
just to conduct manual compliance reviews (www.linkedin.com). The article argues that periodic reviews can
require repeated preparation; it does not measure retention of interview skills. It was observed: “Most teams
have simply accepted” that audits are a costly, periodic burden (www.linkedin.com). For interview training, the
relevant question is whether recurring rehearsal improves performance between events.

Wolters Kluwer’s expert commentary discusses decision fatigue and information overload as possible
sources of audit bias (www.wolterskluwer.com). For interview preparation, this raises a question about
workload and careful questioning. The commentary describes cognitive biases that may affect audit work. For
example, authority bias can make an auditor (or investigator) trust statements from senior management too
readily, undervaluing insights from frontline staff (www.wolterskluwer.com). Under time pressure, interviewers
might inadvertently slip into a scripted Q&A or skip clarifying questions, leading to superficial answers. An
internal audit expert notes that between constant emails and short attention spans, auditors develop a habit of
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skimming information rather than listening deeply (www.wolterskluwer.com). In an FDA interview setting, such
overload bias could mean missing subtle issues (“He said the checks were done, but he might have skipped
steps — did you ask him to show logs?”).

Historical FDA training initiatives should not be mistaken for evidence of interview-skill decay. FDA’s
September 2004 report on its pharmaceutical CGMP initiative planned additional Pharmaceutical Inspectorate
training modules for January and mid-2005 FDA's 2004 final report. These planned training dates do not
establish a 2005 launch date for the inspectorate, nor do they establish the availability or absence of
continuous interview training today.

For company personnel preparing for an inspection, mock interviews can be designed to rehearse clear
answers, uncertainty, requests for records, and follow-up questions. Repeated practice and feedback are
recommendations to assess, not a claim that company preparation is always a one-off exercise or that
simulations reproduce inspection pressure completely.

In summary, infrequent practice, cognitive load, and limited feedback are plausible training concerns. The cited
industry and learning commentary www.linkedin.com www.linkedin.com does not demonstrate inevitable decay
among FDA investigators. The following sections therefore treat interview improvement and Al support as
proposals requiring assessment.

Impact of Interview Discipline on Inspection Outcomes

Interview discipline is useful for gathering and clarifying information. The examples below illustrate questioning
strategies; they do not quantify a causal effect on Form 483 issuance or enforcement rates.

First, thorough interviews may prompt useful follow-up questions. For example, anecdotal reports from
industry quality consultants indicate that inspectors who probe thoroughly into unglamorous areas (like review
procedures or cleaning records) often catch subtle departures from procedure. Conversely, inspections that
rely only on paperwork review may underreport issues. While rigorous data on interview technique vs. number
of Form 483s are scarce, a published FDA townhall account describes variation in investigators’ approaches
(www.pharmamanufacturing.com). Even FDA acknowledges that human inspectors will inevitably differ (“a little
bit of variation between investigators”), which impacts consistency (www.pharmamanufacturing.com). Where
one inspector might press a line of questioning to reveal an undocumented deviation, another might move on
prematurely. This variability underscores that better interview technique can yield more complete information.

Beyond tone, interview discipline also influences inspection results. For example, consider the issue of
undocumented processes. If an interviewer simply asks for paperwork and accepts what is presented, subtle
gaps may remain unnoticed. But a disciplined auditor would question how and why certain practices started, or
verify that what is written matches reality. As a hypothetical example, a question such as “Why is this
procedure dated 2018? Have you updated it since?” could prompt review of a procedure’s revision history.
Likewise, clear, open-ended questioning can uncover errors hidden by rote compliance answers. Internal audit
guides stress using open questions (e.g. “What is your role in this process?”) rather than challenger questions
(e.g. “Is it correct that you do X?") because open questions give the witness freedom to reveal more
information (studylib.net).
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Another factor is that disciplined interviewers document and follow up on commitments. During an exit
interview, for instance, the investigators often allow the company to clarify or contest findings
(compliance.ucsf.edu). A well-handled exit interview ensures the company’s side of ambiguities is heard, and
the firm records all commitments made by both parties. Companies are advised to "note down observations,
comments, and commitments made by both parties” during the exit meeting (www.complianceonline.com).
Organizations that do this diligently may resolve misunderstandings quickly, improving outcomes. Companies
that fumble this process might inadvertently agree to something they did not fully grasp. Note-taking supports a
clear record of the discussion; clarification of a misunderstanding is different from correcting an actual
deficiency.

Finally, a firm can respond to Form 483 observations during the discussion with the investigator FDA's
inspection explanation. Clear explanations can help the parties understand the evidence, but this article does
not establish that cooperative interview behavior alone changes FDA's enforcement strategy. Compliance
findings and corrective actions must be evaluated on their substance, rather than treating rapport as a
substitute for addressing deficiencies.

Interview Discipline and Human Factors

To deepen our understanding, we consider possible human factors in interviewing. These are training
considerations, rather than a demonstrated account of skill erosion among FDA investigators. Human cognitive
biases also play a role. For example, as noted above, authority bias can lead an inspector to over-trust
statements from company leaders, overlooking contradictory evidence from line staff
(www.wolterskluwer.com). For instance, an investigator might accept a line manager’s reassurance about a
process in hand and thus skip asking operators detailed questions, missing first-hand knowledge of a
workaround. Time pressure and workload add pressure bias: after hours of walking and document review, the
inspector might subconsciously hunt for shortcuts, interrupt the interviewee too quickly, or rely on memorized
guestions rather than actively listening to responses (www.wolterskluwer.com). These cognitive traps
emphasize why interview discipline requires conscious effort — auditors must constantly check themselves for
biases and discipline.

On the auditee side, human factors matter too. Interviewees may experience anxiety, flatly rehearse answers,
or misinterpret questions. Companies often conduct anti-retaliation training and stress the need for honesty,
but in high-stakes inspections, employees can freeze up. Poor question phrasing compounds this: if an
inspector interrupts answers or uses double negatives, the employee may mishear or become defensive.
Inspectors must remain aware of such dynamics. Internal audit literature encourages interviewers to stay polite
yet assertive (studylib.net), to gently redirect wandering interviewees without aggression. In short, disciplined
interviewers must manage not only the content but the psychology of the exchange.

Given these human limitations, how can regulators and industry help preserve interview skills? One strategy is
standardization and feedback. Experienced auditors recommend structured interviewer training (as used in
many quality systems). This can include role-playing, checklists of key topics, and peer reviews of interview
performance. For example, after major inspections, it is helpful for FDA internal review processes to include an
“audit of the audit” — evaluating what interview questions were asked, what was missed, and how the report
was formulated. Such post-inspection debriefs could reinforce good practices and correct lapses, preventing
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skills from decaying in isolation. These are proposals for training design, not a description of FDA's existing
feedback system. GAO’s November 2024 review reported that focus-group participants wanted more hands-on
training and tools to standardize on-the-job training GAO’s workforce report.

Another approach is team-based inspections for training. A published 2011 FDA townhall account described
teams of investigators and opportunities for newer staff to learn from experienced colleagues. At that time, the
agency reported that hiring 600—-800 new inspectors in 3 years (circa 2011) has meant teams of 3-5
investigators in the field (www.pharmamanufacturing.com). This also serves as on-the-job training in interview
technique. The agency then expected demand for multiple inspectors to fall as those hires gained experience
(www.pharmamanufacturing.com). From an industry perspective, hosting a team of inspectors can be
challenging, but it does allow novices to see how senior investigators conduct interviews and exit meetings.

In the corporate world, an analogous strategy is for QA managers to rotate interview practice. Rather than
having a single “inspection champion,” firms could assemble an inspection team (from QA, manufacturing,
etc.) that meets periodically to drill mock inspection scenarios. In these exercises, team members interview
each other in simulated audit situations, critique question phrasing, and refine answers. The proposed purpose
is to practice questioning and answering, with performance assessed by human reviewers. Smaller firms may
need to adapt the frequency and format to their resources.

It is worth noting that, despite these challenges, many inspectors and firms do their best to stay current. The
continuation of annual GMP training, industry conferences, and regulatory updates (such as FDA townhalls
and guidance documents) all point to recognition that skills must be kept alive. Nevertheless, as one industry
commentator observed about auditors in general, “we’ve all just gotten used to [manual annual checks] being
a fact of life” (www.linkedin.com). This commentary does not establish how often FDA investigators rehearse
interviews. Scheduled practice and feedback should be assessed as training options rather than assumed to
remedy a measured agency-wide gap.

Tools and Technologies: How Al Can Help

Given that interview discipline is both vital and perishable, there is keen interest in technological aids that can
buttress human skills. In particular, artificial intelligence (Al) has emerged as a potentially transformative tool
in regulatory compliance. Al will not replace the inspector or the interviewee, but it can augment many tasks
around the interview process, making each interaction more focused and data-driven.

The November 13, 2024 Arnold & Porter release reported that 55% of companies currently using Al had
implemented formal Al policies or standard operating procedures www.arnoldporter.com. This dated
governance finding provides context for evaluating proposed interview-support tools.

From the perspective of interview discipline, Al can help in several areas:

« Preparation and Training. Al-driven platforms can create realistic interview simulations for training. For
example, generative Al chatbots can simulate an FDA investigator asking tough questions, allowing
companies to practice answering under pressure. Machine learning can tailor practice sessions by
analyzing common weak points (e.g. nervousness, filler words) and recommending improvements.
While we did not find a commercial “auditor interview coach” specifically for regulatory inspections,
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similar technologies exist in hiring and sales domains (virtualinterview.ai). As these mature, they could
be adapted to compliance contexts. Immersive training (including virtual reality walkthroughs of a plant
inspection) could provide hands-on rehearsal. Preliminary evidence from other fields shows that
repeated simulated interviews build skill and confidence. In short, Al can frequently retrain the
perishable skill in a low-stakes environment, keeping interviewers sharp.

« Document and Knowledge Aggregation. A fundamental pain point before any inspection is reviewing
masses of documents (SOPs, previous audit reports, complaint logs, CAPAs, etc.) for relevant clues.
Generative Al and machine learning can drastically speed this up. For instance, the FDA Group reports
that Al can “assess your current documentation against...regulations... within hours”
(www.linkedin.com), a task that once took weeks. In practice, before an interview, an intelligent system
could ingest all SOPs and highlight sections pertinent to the expected questions (for example, listing
past environmental events when inspecting a drug plant’s micro lab). By reducing the manual review
load, Al ensures that the inspector or plant staff come into the interview with a more comprehensive
factual background, making the conversation more productive.

« Analysis of Large Datasets. Al excels at finding patterns in complex data, which can focus interviews
on the right issues. For example, one use is pattern detection across historical records (atlas-
compliance.ai). Imagine an Al that ingests ten years of internal investigation reports, CAPA logs, and
prior FDA 483s from the facility. The Al might group similar observations (e.g., recurring tablet-cleaning
issues or repeated labeling errors) and tell the auditor, “these three deviations have the same root
problem.” This “pattern detection” means the inspector can design interview questions specifically to test
whether a known problem recurred. In Atlas Compliance’s analysis, they note that classifying multiple
incidents by common root causes allows CAPA work to be more effective (atlas-compliance.ai). In an
inspection interview context, the auditor might say, “Our system shows your last three batch deviations
were all due to training lapses. How are you addressing training now?”

« Risk Scoring and Prioritization. Relatedly, Al can prioritize which issues to probe first. Machine-
learning models can score CAPAs or past observations by severity, recurrence, and impact (atlas-
compliance.ai). For example, if an Al ranks a particular quality finding as high-risk (perhaps it involves
patient safety or is repeatedly open for long periods), the inspector knows to drill deeply on that topic
early. Conversely, routine low-risk matters may get standard questions. This risk-based interview
approach makes inspections smarter and can reduce wasted time on insignificant topics. In practice, an
Al system might present the audit team with a “sortable remediation backlog” where the top few items
account for most regulatory exposure (atlas-compliance.ai). The inspector or company interviewee can
then direct the conversation to those top risks.

« Automated Consistency Checks. During an inspection, small clerical errors or inconsistencies can
derail the process (e.g., mismatched serial numbers, date slip-ups). Al-powered natural language tools
can automatically scan documents and data on-site to catch these trivial issues before or during
interviews. For instance, if a batch record has a missing signature or a lab report has a date conflict, Al
can flag it immediately. Atlas Compliance’s vendor commentary describes natural-language routines that
flag internal document inconsistencies atlas-compliance.ai. This is a vendor-described application,
rather than evidence of a measured reduction in inspection triggers.
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« Inspector Intelligence Reports. Al can also prepare intelligence briefs tailored to the specific inspector
or FDA district. Just as geopolitical analysts prepare profiles of diplomats, compliance teams can use Al
to analyze an inspector’s past observations and predict their focus. For example, by mining prior Form
483s from the same region or division, an Al tool can say: “Inspector Smith has been citing most often
on data integrity and supply validation in the past year” (atlas-compliance.ai). Armed with this, the
inspected company can ensure that interviewees are thoroughly ready in those areas, and the inspector
can directly ask about them. Atlas Compliance describes this as generating a short “inspector brief”
summarizing typical focus areas (atlas-compliance.ai). Such tailored preparation could significantly
improve the relevance and depth of interviews.

« Supplier and Network Analytics. For companies with global supply chains, the interview might need to
touch on upstream issues. Al can analyze supplier performance data (audit scores, complaint rates,
recall history) to identify which suppliers are at highest risk (atlas-compliance.ai). In an interview, this
helps direct questions: if a supplier has had recent quality problems, inspectors might ask, “How did this
supplier address the contamination complaint from two months ago?” rather than assuming all suppliers
are equal. Atlas’'s model suggests that only by combining multi-source data can one spot hidden signals
that later manifest as product deviations (atlas-compliance.ai). In interviews, this means Al can inform
both parties to focus on the real weak links.

Beyond these capabilities, in the broader realm of compliance Al is already providing remote monitoring of
guality systems. For example, specialized platforms like Ryden.Al promise “continuous gap analysis” by
automatically scanning documents and datasets against FDA and ISO requirements (ryden.ai). In practice, an
Al “compliance wall” could alert a plant manager to a missing SOP or an expiring validation study. During an
inspection interview, the manager could mention “our Al compliance assistant flagged this procedure is
overdue for review,” demonstrating proactive oversight. This not only streamlines company preparedness but
changes the nature of interviews: they become dialogues supported by real-time data checks, not just memory
and manual search.

It is important to note that Al's role is assistive, not autonomous. Experts caution that Al must be handled as
governed infrastructure, not a magic box. Outputs from Al tools must be validated and traced. Atlas
Compliance argues that each Al-derived insight should have a clear provenance (which documents triggered
it, which model version was used, and how an expert confirmed or rejected it) (atlas-compliance.ai). In the
context of interviews, this means an inspector who asks a question based on an Al flag should be able to trace
where that flag came from. For example, if an Al suggests a certain CAPA is highly risky, the inspector might
ask about it, and the company should see which data points led to that risk assignment. Treating Al insights as
audit evidence (not black-box guesses) ensures accountability.

Lastly, Scott Madenburg’s expert commentary cautions that the objectivity of Al systems depends on their
training data www.wolterskluwer.com. For proposed interview-support tools, bias should be assessed rather
than assumed to improve.

Table 1 presents illustrative manual approaches and vendor-described or proposed Al applications:
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Aspect
Document

Review

Audit
Frequency/Scop
e

Data Analysis

CAPA
Evaluation

Supplier
Oversight

Inspector
Insights

Interview
Practice

lllustrative Manual Approach

Inspectors and staff manually cross-check SOPs
against regulations, often with heavy spreadsheets
and notes (www.linkedin.com).

Periodic audits (e.g. annual) requiring large teams to
spend days on site (www.linkedin.com).

Auditors manually compare trends in deviations or

complaints year-over-year.

Review of CAPA logs and follow-up priorities.

Review of supplier audits and risk assessments.

Reports and colleague notes.

Mainly on-the-job learning; ad hoc mock audits
before an inspection.

Vendor-Described or Proposed Al Application

The FDA Group describes identifying the regulatory
requirements applicable to a document type
www.linkedin.com.

Continuous monitoring: Al re-checks documents as
soon as they change (ryden.ai) or runs nightly risk-
scans on data.

Al clusters related issues across years, exposing
hidden systemic patterns (atlas-compliance.ai).

Al assigns a risk score to each CAPA (combining
severity, recurrence, time-open) and highlights top
exposure items (atlas-compliance.ai).

Al generates supplier risk heatmaps from combined
audit/recall/complaint data (atlas-compliance.ai),
focusing interview on key sources.

Al prepares an “inspector brief” by analyzing past
483s/WLs by that inspector or district (atlas-
compliance.ai), tailoring questions.

Al-driven interview simulators or checklists (emerging
tech) to practice questioning and receive feedback.
(Conceptual)

Table 1. lllustrative manual approaches and vendor-described or proposed Al applications (www.linkedin.com)

(www.linkedin.com) (atlas-compliance.ai) (atlas-compliance.ai).

This table highlights that Al shifts compliance from a reactive, laborious process into something “more efficient,

thorough, and strategic,” as one Al-compliance consultant paraphrases (www.linkedin.com). In such a system,

interview discipline itself could be monitored and reinforced. For instance, an Al tool might flag if an essential
topic was never covered during an interview (e.g. “Vaccination records not discussed with lab technician”),

prompting the auditor to go back and ask follow-ups.

Case Studies and Examples

« Understanding and Clarification at Exit: UCSF’s guidance for principal investigators advises using the

exit discussion to ensure issues are clear and understood compliance.ucsf.edu. It also advises asking
for clarification and recording observations, comments, and commitments compliance.ucsf.edu. This is

institutional advice for understanding and responding to observations, not evidence of interviews

conducted for this article or a documented company case in which a conversation prevented a 483.

« Probing Technical Details: In internal audit literature and training materials, examples abound of how a

well-crafted question uncovers hidden facts. One classic example (from accounts auditing) contrasts two

opening questions about invoice approval (studylib.net): the first is leading (“Is it correct that...?”) and
would likely get a yes/no, while the second open question (“What is your role in the accounts payable

process?”) invites a fuller explanation of the entire workflow. Adapting this to GMP, imagine asking a QC
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technician, “Are you following the sampling plan strictly?” versus “Please walk me through your sample
testing process this week.” The latter is more open and can reveal side-steps or gaps. These internal-
audit training materials illustrate clarity, open questions, and letting the interviewee “do most of the
talking” (studylib.net).

« FDA Expert Techniques: Simone Pitts, FDA's national expert investigator, shared case studies from
her field inspections (redica.com) (redica.com). In one, the firm insisted a special cleaning tank was
“clean,” but the investigator spotted residues. Her interview technique involved calmly questioning
details: after the firm admitted uncertainty about what “white spots” were in the tank, the investigator’s
interest peaked and she said, “maybe we should find out what it is together” (redica.com). This example
illustrates an inspector’s disciplined curiosity: she did not accept the equivocal answer and instead
turned it into a joint investigation. The case underscores how an alert, disciplined interviewer seizes
every clue.

Data and Trends

Quantitative data provide context on the inspection landscape. FY2009 data show that FDA performed 15,954
inspections, issued 5,759 Form 483s, and issued 474 warning letters www.fda.gov www.fda.gov. These
historical totals describe scale; they do not identify which observations arose from interviews or how many
better questioning could have avoided. Clarifying a misunderstanding is different from correcting a deficiency
in records, processes, physical conditions, or other inspection evidence.

In recent years the FDA's approach to inspections has also evolved, affecting interview practice. FDA
describes using a risk-based approach to identify and prioritize foreign and domestic facilities for inspection
(FDA's inspection-process explanation). In practice, this means inspectors must rapidly get to the point during
interviews. Al-assisted preparation could be evaluated for its ability to surface relevant risk information for
human review. Another trend is the use of teams of inspectors, as noted, which provides on-the-job training
and also changes the interview dynamic: multiple inspectors may split questioning, which can help cross-check
answers but also risks overwhelming the interviewee. In one FDA townhall (2011), the agency acknowledged
that in the past three years it had hired 600—-800 new inspectors and often sent teams of 3-5 out on
inspections (www.pharmamanufacturing.com). This large influx of novices may have made interview discipline
more variable in the field. The FDA expected the team sizes to shrink as new inspectors gained experience
(www.pharmamanufacturing.com), but in the interim it underscored the importance of training.

On the industry side, the November 2024 Arnold & Porter survey is a dated snapshot, not a measure of FDA
interview readiness www.arnoldporter.com. Its governance figure concerns companies currently using Al:
55% reported formal Al policies or standard operating procedures www.arnoldporter.com. Interview-support
pilots should be integrated into a documented workflow with human review, an approach advocated in Atlas
Compliance’s vendor commentary atlas-compliance.ai.
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Discussion and Future Directions

The material above supports a training and evaluation agenda. It does not establish a measured causal effect
of interview discipline on FDA enforcement outcomes or prove that Al prevents interview-skill decay. Several
implications and open questions follow:

« Augmentation, Not Replacement: It must be emphasized that Al and technology should augment
human expertise, not replace it (www.linkedin.com). A senior compliance leader stated: “These tools are
powerful, but not magical... They augment human expertise, not replace it” (www.linkedin.com). In
interviews, empathy, judgement, and adaptivity — all human qualities — cannot be fully captured by Al.
The ideal model is a human inspector (or auditee) supported by Al-driven insights. For instance, an Al
might suggest follow-up questions, but the inspector must decide wisely how to pursue them.

 FDA’s Deployed Al and Proposed Interview Support: FDA launched Elsa on June 2, 2025, and
reported using it to accelerate clinical protocol reviews, shorten scientific evaluations, and identify high-
priority inspection targets FDA's Elsa launch announcement. On May 6, 2026, FDA announced Elsa 4.0,
an upgrade available to all staff, including scientific reviewers and investigators FDA’s Elsa 4.0
announcement. These announcements describe actual review and inspection-support functions; they do
not demonstrate an interview-coaching benefit. The Arnold & Porter report discusses governance
concerns in industry www.arnoldporter.com. Any proposal for interview-support tools should distinguish
documented regulatory requirements from anticipated future policy.

« Training the Next Generation: Al can aid not only current employees but also training future auditors.
Training programs could incorporate intelligent tutoring systems, as already done in fields like aviation
and medicine. A forward-looking approach might be that new FDA hires routinely train on virtual
inspection scenarios under Al coaches. Likewise, companies should integrate Al simulations into
readiness drills. This could help turn interview discipline into a more systematically taught competency.

« Metrics and Monitoring: If interview skill is perishable, firms should measure and monitor it as part of
audit quality. Internal audit groups sometimes measure how much time is spent in interviews or whether
all planned topics were covered. In an Al-enabled future, one could imagine “agreement scores”
between interviewers and interviewees (did external answers match internal records?) tracked over
time, or natural language analytics flagging deviations from standard responses. These metrics could
help identify when an inspector or staffer needs retraining. However, generating such human-centric
KPIs would itself require careful design and is an area for research (e.g. using Al to analyze interview
transcripts for completeness).

« Ethical and Privacy Considerations: Any Al tool in interviews must respect privacy and confidentiality.
For example, using speech-to-text during a most sensitive interview raises consent and data handling
issues. A proposed recording workflow should address authorization, notice, access, retention, and
security before deployment. These are implementation considerations, not a claim about a specific FDA
recording requirement. Companies may hesitate to use Al recording for fear of legal implications. Open
guestions remain on how to govern such tools in a way that upholds regulatory trust.
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« Broader Shift to Continuous Compliance: The discussion of interview discipline sits within a larger
trend: moving compliance from episodic to continuous. Continuous review of quality records is a
potential organizational goal. Al-assisted monitoring would need assessment for accuracy, coverage,
and appropriate human review. In the era of continuous compliance, interview preparation becomes
more about ongoing dialogue than one-time prep. For example, if an Al system is constantly scanning
real-time production data, any red flag could prompt a quick follow-up interview question by phone or
video with an operator. In that sense, the inspection conversation becomes part of the daily QA
communication. The flexibility and timeliness of Al tools will influence how inspection interviews are
framed in the future.

« Implications for Small Companies: It is also important to consider scale. Large pharma companies
have resources to invest in Al and rigorous training; small or medium-sized companies may struggle.
For firms whose employees seldom participate in inspections, recurring rehearsal may be useful; its
frequency should be based on assessed training needs. If Al tools become costly, smaller firms might
fall behind. Policymakers and industry groups may need to consider how to democratize Al compliance
solutions or provide shared training resources. The good news is that many Al tools (like generic LLMs)
are becoming widely accessible, so even small firms might use chatbots for mock interviews or
compliance scanning. Open-source or consortium solutions could help level the playing field.

« Future Research: There is a scarcity of formal studies on interview discipline in regulatory inspections.
Most of our evidence is anecdotal or from adjacent fields (internal audit). Future research could involve
surveys of inspectors on how often they interview or how they prepare, or even observations of mock
inspections to quantify effects of different interviewing styles. Data studies (for example, correlating
inspection outcomes with inspector experience level) might shed light on the human factor. As more
inspections incorporate electronic records, it may become possible to analyze transcripts (with consent)
and identify best-practice behaviors. Such research would inform training programs and policy.

Conclusion

Interview discipline deserves attention in FDA inspection preparation: clear questions, active listening,
accurate records, and careful follow-up can be rehearsed and assessed. Interviews complement document
review and physical observations. They should not be treated as a way to replace corrective action or control
the final classification. For drug CGMP inspections, FDA explains that a Form 483 is not a final agency
determination of a CGMP violation FDA's pharmaceutical inspection explanation.

Given the stakes for public health and product quality, regulators and industry must treat interview discipline as
an ongoing priority. Fortunately, the rise of Al and analytics offers new ways to support this skill. From rapid
document scanning to sophisticated risk models, Al can help inspectors prepare better questions and
companies prepare clearer answers. The proposed purpose is to free time for engagement while people verify
the information used. The life-sciences adoption survey discussed above provides dated context for evaluating
such proposals (www.arnoldporter.com), and there is no reason why interview support tools cannot find a
place in the compliance toolkit.
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Crucially, however, the human interview itself remains indispensable. As The FDA Group emphasizes: Al is not
meant to replace experts, but to augment them so they can “focus on what really matters: ensuring product
safety” (www.linkedin.com). Human judgement, leadership, and contextual understanding should remain
central to a compliance interview. Therefore, the goal should be to integrate Al in a way that it trains, assists,
and amplifies human inspectors and quality managers, not to depend on it uncritically.

A practical next step is to assess recurring interview rehearsal, feedback, and carefully governed Al support
against human-scored performance. Benefits such as clearer conversations or faster preparation should be
measured rather than promised. The article’s proposed use of Al remains a hypothesis about training and
preparation, with regulatory outcomes grounded in the evidence and the firm’s actual compliance.

Sources: Published FDA materials, research, institutional guidance, industry commentary, and vendor
descriptions (see inline citations). No original interviews are reported in this article.
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About IntuitionLabs

IntuitionLabs is an Al consulting, custom software development and data engineering firm serving
pharmaceutical, biotechnology, medical-device and other life-science organizations. We work with clinical,
regulatory, medical-affairs, commercial, quality and IT teams to connect technology decisions with the work
people need to accomplish.

Al consulting and adoption

Our Al enablement services cover readiness assessments, use-case selection, governance and policies, team
workshops, adoption measurement and ongoing advisory support. We help organizations structure the
information layer behind Al: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted Al options support teams
evaluating how to operate Al with appropriate control over their data and infrastructure.

Software, data and life-science workflows

IntuitionLabs develops custom software for pharma and biotech, integrates enterprise systems, and builds
data engineering and business intelligence solutions. Areas of focus include Al agents, regulatory research,
medical writing, medical affairs, CMC information, competitive intelligence and clinical-document workflows.
Our eTMF intelligence work includes cross-system reconciliation and inspection-readiness support.

Enterprise platforms and regulated delivery

We provide Veeva services, application support, managed services, integrations and custom applications,
alongside enterprise content work involving platforms such as Egnyte. For regulated workflows, our services
include GxP enablement, computer-system validation and software development addressing 21 CFR Part 11
requirements. The applicable controls, validation responsibilities and acceptance criteria are defined for each
engagement.

Work with IntuitionLabs

Explore Al enablement, pharma and biotech software development, data engineering and Bl, and Veeva
services. Contact IntuitionLabs to discuss your workflow, information sources and implementation needs.

IntuitionLabs publishes educational research to help life-science teams make informed technology decisions.
Coverage of a product or organization does not imply a client relationship, endorsement or partnership.

Website: https://intuitionlabs.ali

This article is educational. Verify consequential medical, legal, financial, regulatory and technical decisions with appropriate professionals and the
cited primary sources. Company services are described separately from the article's research findings.
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