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Survey Report
Rights and Limits of a GMP-Auditor:
Where Do Audits Go Wrong?

European GMP-Auditor Association
Based on responses from 93 members of the GMP-Auditor Association

1. Executive Summary

The European GMP-Auditor Association conducted a survey among its members to capture first-hand
experiences, perceptions, and expectations regarding situations in which GMP audits may "go
wrong." Ninety-three members responded, providing data on auditor and auditee rights, instances of
misconduct, legal awareness, whistleblowing, and the practical support needs of the audit community.

The findings reveal a group that is, on the whole, well-informed about the legal boundaries of auditor
authority, yet routinely confronted with boundary violations on both sides of the audit relationship.
Exceeding the scope of the audit and aggressive or argumentative behaviour emerge as the most
commonly observed forms of misconduct. Auditees are also cited as contributors to audit failure, most
commonly through deliberate delays and obstructive behaviour. Legal awareness is moderate but
uneven, and a significant proportion of auditors remain uncertain about how to respond when
indications of criminal activity are encountered during an audit.

2. Methodology

The survey was designed and administered by the European GMP-Auditor Association as part of its
ongoing effort to support the professional development of GMP-Auditors and to document real-world
experiences of audit practice. It was distributed to Association members and focused specifically on
the theme of audit situations that may "go wrong," covering auditor authority, rights of both auditor and
auditee, misconduct, legal liability, whistleblowing, and support needs.

The survey comprised predominantly closed multiple-choice questions (single or multi-select) but did
not include open free-text comment fields based on the data available in the results document. Where
qualitative interpretation is offered in this report, it is derived from the pattern of quantitative
responses.

3. Results by Question

3.1 Understanding of the Legal Limits of Auditor Authority

Question: How would you rate your understanding of the legal limits of an auditor’s
authority?
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A strong majority (approximately two thirds of respondents) rate their understanding of auditor
authority as good or very good, which is an encouraging baseline for a professional membership
body. However, nearly one third fall into the moderate or limited categories. In an environment where
boundary violations are happening at least occasionally (see Question 2), even moderate gaps in
understanding can translate into errors, whether through inadvertent overreach or failure to challenge
unjustified demands. This result underscores the continuing importance of structured training in the
legal and regulatory framework governing GMP audits.

3.2 Frequency of Auditors Acting Beyond Their Authority

Question: In your professional opinion, how frequently do auditors act beyond their
authority?
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The dominant view here is that auditors occasionally or rarely exceed their authority; very few
consider it a frequent or non-existent phenomenon. The near-absence of "never" responses is
particularly significant: it suggests that virtually all experienced GMP auditors have encountered at
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least some instance of authority being exceeded. Combined with the 43% who consider it an
occasional occurrence, this implies a challenge for the profession.

3.3 Actions Considered Beyond Auditor Authority

Question: Which of the following actions do you consider beyond an auditor’s
authority? (Multiple responses permitted)

Raising nonconformities outside the scope
of the audit

Taking copies/photos without permission

Interviewing staff without consent

Accessing confidential data without
agreement

Giving binding instructions to the auditee

Requesting documents not relevant to the
audit scope

None of the above

Which of the following actions do you consider
beyond an auditor’s authority?

I
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There is broad and consistent consensus across all listed behaviours that each constitutes an
overreach of auditor authority. The fact that only four respondents selected "none of the above"
confirms that the listed behaviours are widely recognised as boundary violations. Practically, this
finding shows that expectations should be documented before the audit commences.

3.4 Understanding of Auditee Rights

Question: How well are auditee rights typically understood in your experience?
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The results present a more positive picture: approximately 60% of respondents consider auditee
rights to be well or very well understood. However, the remaining 40% indicate that gaps in
understanding remain. This matters in practice: auditees who are unaware of their rights may not
exercise them when faced with overreaching auditor behaviour, and auditors who are insufficiently
familiar with auditee rights may not respect boundaries they have not clearly internalised. The finding
therefore supports continued investment in pre-audit briefings and clear documentation of the

expectations.

3.5 Rights That Auditees Should Always Have

Question: Which rights should an auditee always have? (Multiple responses

permitted)

Which rights should an auditee always have?

Right to have a witness present

Right to stop the audit in case of misconduct

Right to challenge audit observations

Right to confidentiality of proprietary information

Right to refuse access to non-scope areas
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There is strong and near-uniform consensus across all five listed rights, with scores ranging narrowly
from 69 to 86 out of 93 respondents. The right to challenge audit observations commands the highest
support (86), suggesting that the ability to contest findings is considered the most fundamental
protection available to auditees. Taken together, these results demonstrate that the GMP audit
community has a clear and consistent view that all five rights are essential.

3.6 Experience of Auditor Misconduct

Question: Have you ever experienced or witnessed auditor misconduct?

Have you ever experienced or witnessed auditor
misconduct?
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The majority of respondents here report having rarely experienced or witnessed auditor misconduct,
whilst 23% say they have never encountered it, which is a reassuring baseline. However, the fact that
approximately 21% have encountered it occasionally or frequently is still significant. Auditor
misconduct is sufficiently present to warrant systematic preventive and responsive mechanisms within
the profession, because it carries serious consequences for audit integrity and organisational trust

3.7 Types of Auditor Misconduct Encountered

Question: What types of misconduct have you encountered from auditors? (Multiple
responses permitted)
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Argumentative and opinionated
Conflict of interest

Breach of confidentiality
Misrepresentation or false statements
Exceeding audit scope

Aggressive or inappropriate behavior

None of these

What types of misconduct have you encountered

from auditors?
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The most frequently encountered forms of auditor misconduct are behavioural rather than procedural:
argumentative and opinionated conduct (55) and aggressive or inappropriate behaviour (54) rank first
and second. This points to a professionalism and communication challenge that is distinct from

technical boundary violations.

3.8 Frequency of Inappropriate Auditee Behaviour

Question: Based on your opinion, how often do auditees behave inappropriately

during audits?

How often do auditees behave inappropriately during
audits?
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Nearly one third consider inappropriate auditee behaviour to be an occasional occurrence, while only
a few report that it never happens. This suggests that problematic behaviour in GMP audits is a
bilateral phenomenon. The high "rarely" figure also indicates that the great majority of auditees act in
a professional manner most of the time, which is an important contextual point.
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3.9 Types of Inappropriate Auditee Behaviour

Question: What types of inappropriate behaviour by auditees have you experienced?
(Multiple responses permitted)

What types of inappropriate behavior by auditees
have you experienced?

Excessive delays in presenting information _ 68
Being argum?ntative when ag(.:lito.rs present _ 64
questions or seek clarification
Extending breaks or lunch _ 40
Falsifying documents - 18
Others - 10
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Deliberate time management tactics like delaying document provision and extending breaks, are
frequently experienced forms of auditee misconduct. These behaviours can substantially compromise
audit thoroughness and raise serious questions about information availability. Argumentative conduct
is also highly prevalent. Most concerning, 18 respondents (approximately 19%) report having
encountered document falsification. A finding of significant gravity in a regulated pharmaceutical
context, as it may constitute a criminal offence and represents a fundamental threat to GMP
compliance. This figure warrants particular attention from the regulatory and professional community.

3.10 Awareness of Legal Consequences of Audit Misconduct

Question: How aware are you of the potential legal consequences of audit
misconduct?
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How aware are you of potential legal consequences
of audit misconduct?
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While “aware” is the most common response (35 respondents, 38%), and 14 respondents (15%)
consider themselves “very aware,” nearly half of all respondents (47%) fall into the “somewhat aware”
or “not aware” categories. This indicates a substantial gap in a regulated environment where audit
findings can carry serious legal and commercial consequences. The result makes a compelling case
for structured legal training as a core component of GMP auditor professional development.

3.11 Most Relevant Legal Consequences

Question: Which consequences do you consider most relevant? (Multiple responses
permitted)

Which consequences do you consider most relevant?
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Reputational damage is considered the most relevant consequence, reflecting the reality that in
professional services and regulated industries, credibility and standing are primary assets. Breach of
contract and civil liability are also highly rated risks. The comparatively lower selection of criminal
liability (22 respondents, approximately 24%) may reflect either the genuine rarity of criminal exposure
in audit contexts or an underestimation of criminal risk, particularly given that 19% of respondents
have encountered document falsification (see Question 9).

3.12 Responsibility When Indications of Criminal Behaviour Are Observed

Page 8 of 13 ECA GMP-Auditor Association



S | GMP
*ECAx| Auditor

*

. . , *»* | Association
Survey Report: Rights and Limits of a GMP-Auditor An ECA Foundation Inferest Group

Question: During an audit, you observe indications of potentially criminal behaviour
(e.g. data falsification, environmental violations, child labour). How do you assess
your responsibility?

During an audit, you observe indications of potentially
criminal behavior (e.g. data falsification, environmental
violations, child labour). How do you assess your
responsibility?

| am obligated to report it to authorities _ 37
It depends on contractual and legal context _ 38
I should document it but not take further action - 9
| should escalate internally within my
isation/dli I e
organisation/client
| am unsure - 6

Internal escalation is the preferred first response, selected by 87% of respondents and reflecting both
pragmatic professional norms and the intermediary role that auditors often play between their
employing organisation or client and the auditee. The near-equal split between "it depends on
context" and "obligated to report to authorities" highlights genuine legal uncertainty: both are
defensible positions depending on jurisdiction, contract, and the nature of the observed behaviour.
Only nine respondents would document and take no further action. The six who are "unsure” is low
but not negligible, given the gravity of the scenarios envisaged.
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3.13 Appropriateness of Whistleblowing by Auditors

Question: In your opinion, whistleblowing by auditors in such situations is:

In your opinion, whistleblowing by auditors in such
situations is:

60
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Clearly expected Sometimes Rarely appropriate Not appropriate | am unsure
appropriate,
depending on the
case

Interpretation: A clear majority view whistleblowing as context-dependent rather than either clearly
expected or inappropriate. The 10% who are unsure, combined with the 6% and 4% who consider it
rarely or never appropriate, suggest that some of GMP-Auditors may hesitate to act even in clear-cut
cases. This finding points to a need for explicit professional guidance, legal education, and
institutional policies that establish clear escalation pathways for suspected criminal behaviour.

3.14 Barriers to Reporting Suspected Criminal Behaviour

Question: What are the main barriers preventing auditors from reporting suspected
criminal behaviour? (Multiple responses permitted)

What are the main barriers preventing auditors
from reporting suspected criminal behavior?

Personal safety concerns I 26
Insufficient evidence IIIIINEEGEGEEENN 55
Lack of clear internal procedures NG 22
Fear of losing clients/business relationships [N 33
Fear of legal consequences or liability NI 32
Uncertainty about legal requirements NN 53
Confidentiality obligations (e.g. contracts,... NN 46
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The two leading barriers, insufficient evidence and uncertainty about legal requirements, reflect both
the inherent limitations of audit evidence and a gap in legal and procedural knowledge. Confidentiality
obligations, cited by approximately half of respondents, highlight a genuine tension between
contractual duties (e.g., non-disclosure agreements) and ethical or legal obligations to report
wrongdoing. Fear of losing client relationships and concerns about legal liability are also substantial
deterrents, pointing to commercial pressures that may discourage reporting. Taken together, these
barriers suggest auditors are caught between competing obligations, with insufficient structural
support to navigate them confidently.

3.15 Confidence in Documenting Audit Misconduct

Question: How confident are you in documenting audit misconduct appropriately?

How confident are you in documenting audit
misconduct appropriately?
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A majority of respondents describe themselves as confident or very confident in documenting audit
misconduct appropriately. Approx. 37% fall into the "somewhat confident" category, suggesting that
more than one third of respondents harbour real reservations about the adequacy of their
documentation skills in misconduct situations. This finding sits in notable tension with the legal
awareness gaps identified in Question 3.10: auditors who are uncertain about the legal consequences
of misconduct may also be uncertain about what constitutes legally and procedurally adequate
documentation of it. Targeted training combining legal literacy with practical documentation guidance
would address both gaps simultaneously.

3.16 Likely First Action Upon Discovering Potential Criminal Activity

Question: If you discovered potential criminal activity during an audit, what would you
most likely do first?
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If you discovered potential criminal activity during an
audit, what would you most likely do first?
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Documentation and escalation is the clear first response for the majority, consistent with Question 12.
The fact that 30% would first discuss the matter with auditee management could in some cases be
problematic like in cases of deliberate falsification or other criminal conduct, alerting the auditee
before securing evidence or involving appropriate oversight may compromise the integrity of
subsequent investigation. Stopping the audit, selected by only 9%, could be a more appropriate
immediate response in some scenarios, if the auditor has the authority to do so. Immediate reporting
to authorities, also selected by 9%, reflects the position that some auditors recognise direct legal
obligations; this aligns with the 37 respondents in Question 12 who stated they feel "obligated to
report” (but might not do so immediately).

3.17 Most Helpful Support for Difficult Audit Situations

Question: What support would help you most in dealing with difficult audit situations?
(Multiple responses permitted)

What support would help you most in dealing with
difficult audit situations?

Implementation of a code of conduct [ NRNRREE N~E©ENEE ::
Peer exchange / discussion forums | R RHIDDE ::
Standardised procedures/templates [ N NRIRDRIREEEE :-
Training on conflict management [ NNRRBIEIEGg2g2EE ::
practical case studies | NN >
Clear legal guidance N !
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The dominant demand here, clear legal guidance, is entirely consistent with the legal uncertainty and
awareness gaps identified throughout the survey. Practical case studies and conflict management
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training rank second and third, reflecting a desire for applied, real-world learning rather than purely
theoretical instruction. The call for a code of conduct (41 respondents) underlines the professional
community’s recognition that self-regulation and explicit standards are needed.

Limitations of the survey:

* Sample size: 93 responses, whilst informative, represent a limited sample of the broader
GMP-Auditor community. Findings should be interpreted as indicative rather than statistically
representative.

« Absence of free-text data: the available survey results do not include open-ended comments.
As a consequence, this report cannot quote verbatim respondent statements and the
gualitative commentary is inferential in nature.

* Geographic and sector scope: the survey is conducted within the European GMP context;
findings may not fully reflect regulatory environments, expectations, or practices in other
jurisdictions.
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