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New Psychological Safety Regulation
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Leaders to Address Demand for
Improved Mental Health Initiatives in
Workplaces

Coventry P*

South Australian Health & Medical Research Institute (SAHMRI), Australia

Abstract

Psychological safety regulations introduced in Australia in 2023 Emphasize Organisations must
proactively accommodate mental health issues and introduce policy and programs. Anxiety, which is the
most commonly experienced mental health condition, remains a gap in Occupational Health and Safety
and Human Resource research and practice. It can affect productivity. Occupational Health and Safety
(OHS) and Human Resource Managers (HRM) are often held accountable for Health, Safety and wellbeing
programs and are increasingly interested in ways to improve in the area of mental health. A study
outlining how anxiety impacts productivity, the efficacy of wellbeing programs to deal with mental health
and wellbeing, and perspective of OHS and HRM to be able to deal with the challenge was conducted
during 2022 in Australia with enrolled members of the Australian Institute of Health and Safety (AIHS),
the peak body for Occupational Health and safety (OHS) and leading Human Resource Managers (HRM).
Existing information was investigated through a literature review, and new information was gathered
through a Quantitative study including a Self-Administered Questionnaire (SAQ) in the form of an online
QALTRICS survey n=152 and a subsequent Qualitative Study used Semi structured interviews with OHS
and HRM professionals n=5.

Thematic analysis was used to analyze and triangulate and the data to identify factors influencing
awareness of, barriers to, and success around organizational wellbeing programs in relation to anxiety.
Indication are that OHS and HRM cohorts (over 76%) perceived that management lack skills to recognise
when anxiety or wellbeing was an issue, anxiety can affect productivity yet research gaps around anxiety
exist, and employee awareness of wellbeing programs remains low (below 50%). Conclusions are that
although anxiety is the most commonly experienced mental health condition [1] wellbeing programs do
not typically address anxiety and despite regulation increasing, wellbeing program efficacy remains in
question.

Keywords: Psychological safety; Anxiety; Wellbeing; Productivity; Occupational health and safety

Abbreviations: OHS: Occupational Health and Safety; HRM: Human Resource Management; AIHS:
Australian Institute of Health and Safety; SAQ: Self-Administered Questionnaire; PSC: Psychosocial Safety
Climate; ACQ: Anxiety Coping Mechanisms; EAP: Employee Assistance Programs

Introduction

A literature review was undertaken to determine existing knowledge and evidence
regarding anxiety as a condition, its effect on workplace productivity, as well as the utility
and effectiveness of existing workplace psychological health and safety programs to deal with
anxiety. A computer-assisted literature search was conducted using the following databases:
EBSCO Host including Academic Search Premier, PsycArticles, Psychology and Behavioral
Sciences Collection, PsycBooks, PsycInfo; Sage Psychology Journals; Proquest Psychology
Journals; Science Direct Social and Behavioral Sciences; and the Cochrane Central Register
of Controlled Trials. Books, reports, and original research articles were included, Preference
was given to literature published in the last ten years, and unpublished materials such as
dissertations, theses, and peer reviewed papers presented at recent professional meetings
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not yet in published form. Studies included in the literature review
covered meta-analyses, and general integrative research that
related to psychological and sociological reviews of research into
OHS, HRM, wellbeing, health and safety, and anxiety as a factor
in performance. The findings are summarized in the following
segments.

Anxiety as a condition

Anxiety is an emotion that has been with us as long as we
have been in existence. It rests on the mental health continuum
between stress and depression. Stress can be situational and
short lived around an event, anxiety can be longer term, defined
by persistent, excessive worries that don’t go away even in the
absence of a stressor. Anxiety triggers fear or panic and create an
automatic response in our brain serving a purpose to protect us
from harm. Triggers may be real or perceived and past patterns of
reaction are embedded in the subconscious brain. When anxiety
occurs, the conscious mind is not in control, taking a back seat
to subconscious automatic responses enacted out of embedded
memories and patterns of behavior intended to protect us [2-4].
Diagnosis of an anxiety disorder is not necessary to determine its
effect. It is a normal human emotional condition. Emotions can
impact employees and are important to understand in the context
of the workplace [5]. Long term, chronic anxiety can be unhealthy if
left unaddressed, leading to depression, substance abuse, and other
serious issues which can be harder and more costly to treat. Early
detection and intervention into anxiety can mitigate employees and
organizational risk and cost [6].

Covid 19 pandemic impact

The pandemic has not only challenged employees physical
health, but also psychological and social well-being, resulting in
increases mental health conditions like anxiety [7]. Businesses
were forced to shut down, with employees encouraged to work
from home and front-line staff working in essential services such as
hospitals were forced to adapt to the significant risk presented by
the virus at their workplace [8-11]. Employees have been impacted
through stalled career planning, fungible work allocations, income
stagnation, health threats, social restrictions such as isolation and
emotional dynamics including peer pressure around to Vaccinate or
not to vaccinate. These pressures have increased feelings of anxiety.
There is no doubt this pandemic has had both a short term and
long-term impact on both employees and organizations.

New health and safety regulations

In parallel to increasing pressure around organizations to
improve profitability, regulation and governance in the area of
workplace psychosocial risks and safety is also increasing [12]. In
Australia the management of psychosocial health and safety risks
in workplaces has historically been unregulated [13]. However,
in response to multiple OHS policy and legislative reviews [14],
additional regulations have been introduced from 2022 [15,16].
As a consequence, employers now have increased responsibility to
prevent psychosocial risk in the workplace by designing effective,
proactive mental health and wellbeing workplace systems.

Occupational Health and Safety (OHS) and Human Resource
Managers (HRM) often share responsibility for the design and
management of organizational health and wellbeing systems,
and they continue to partner and galvanize around the need
for improvement. Unfortunately, there continues to be gaps in
research, knowledge, and measurement in this area, with a lack of
empirical studies and publications in HRM and OHS peer reviewed
literature describing analysis, impact and accurate measurement of
programs that deal with the issue of anxiety and the effectiveness of
workplace mental health interventions.

OHS and HRM galvanization

During the pandemic the disciplines of OHS & HRM were often
coordinated around employee health and safety initiatives [17],
but decision making was immediate and very action oriented. The
longer-term planning around mental health and wellbeing programs
requires a shared responsibility and shared goals to be achieved.
OHS plays a role in facilitating this, but equal accountability rests
with HRM in developing the culture of an organization. Developing
a “Safety First” culture requires forward thinking and proactive
decision-making processes, not always evident during the peak of
Covid 19.

Wellbeing program efficacy

For every $1 invested in treating depression and anxiety, there is
a$4 return for the economy yielding a 5% improvementin workforce
participation [18]. Despite a strong Return on Investments (ROI),
there is ongoing debate around the effectiveness and worthiness of
investments of programs that deal with mental health issues such
as anxiety [19-21]. Debate is often cantered around the continued
rise in long-term absences, work injury claims, and incapacity costs
attributed to mental disorders [22]. Research conducted in 2017
indicated that 80% of employees rate their company’s support
for mental health as poor [23,24]. Challenges continue around the
disparate, and often confusing offerings that are provided by OHS,
HRM and other wellbeing consultants. This reflects the organic way
in which many of these programs have developed.

Materials and Methods

During the literature review there were evident gaps in OHS
and HRM peer reviewed literature [25] driving the need to establish
new information [26,27]. New information in this study was
created through quantitative and qualitative research conducted
with the Australian Institute of Health and Safety (AHS) members
and leading HRM practitioners. The study was designed to test the
perceptions of OHS and HRM towards anxiety and the efficacy of
workplace wellbeing programs to deal with the issue. The study
was conducted in Australia during the pandemic, using mixed
method research and leveraged an interdisciplinary approach
across OHS and HRM. Research instruments included a literature
review, a quantitative surveys and qualitative interviews. Thematic
analysis, and triangulation of all data points was used to arrive at
the conclusions and make recommendations that could easily be
operationalized by OHS, HRM and other organizational leaders.
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The study evaluated:

a) Anxiety as a condition,

b) OHS & HRM knowledge, perceptions, and attitudes towards
anxiety,

c) Current state of wellbeing offerings to deal with anxiety in the
workplace,

d) Recommendations for wellbeing program design and
implementation.

Quantitative research

A Self-Administered Questionnaire (SAQ) was distributed
to members of the Australian Institute of Health and Safety
(OHS cohort) and HRM leaders in Australia. The SAQ leveraged
previously validated theories from the fields of psychosocial
safety and OHS which included: Psychosocial Safety Climate (PSC);
Perceived Control Over Anxiety Related Events, and Anxiety Coping
Mechanisms (ACQ). Participants were asked about changes they
have seen or experienced in the workplace in relation to their
understanding of the concept of anxiety, and their perception of
the quality and performance of organizational health and safety
interventions in relation to anxiety. The 57-item SAQ included

Table 1: Respondent profile.

background information and context that introduced anxiety,
psychological issues in workplaces, as well as informal and formal
solutions to be considered.

Questions were grouped into sections that included

Demographics. This included gender, age, years of working
experience and role within their organization. Demographic
factors were used as independent variables during data analysis
to determine demographic similarities or differences. Perceived
impact of everyday anxiety on self (participant) and others
(colleagues) in the workplace. Perceived control of anxiety-related
events and anxiety control mechanisms including individual,
management, and workplace strategies developed to help cope with
anxiety. Psychological safety culture and management mechanisms
including OHS systems. Open-ended questions and observations to
gain information that might be important to reinforce the formal
questions from the SAQ and to inform recommendations.

Participant profile

A purposive sample was created from those with OHS and HRM
expertise who had health and well-being as the primary function of
their role [28]. The respondent profiles is seen in Table 1.

Quantitative Survey Participants Qualitative Interview Participants
n (number) 136 12
Female: Male Ratios (%) 60:76 11:1
Age Group (Years) n
-18-29 2 1
-30-39 23 6
- 40-49 29 4
-50-59 52 1
- 60+ 30 0
Role in Organisation n
- Executive, administrator, or senior manager 17 1
- Line manager with OHS responsibility 11 5
- Qualified OHS provider 108 6
Number of Employees n
- Less than 10 18 3
-10-99 17 8
- Over 100 101 1
Time in Organisation (Years) n
- Less than 5 75 1
-5-10 26 8
-10+ 35 3

Result and Discussion

Only responses that showed full completion were included in
the analysis. The results of the SAQ showed positive correlations

between management’s behavior relating to the psychological
safety climate, wellbeing, and its importance to productivity. A
number of analytical tests were conducted to include reported
frequencies (percentages) for discrete factors with a small number
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of levels and means (SD) and median (ranges) for summary scales.
Covariate adjusted and unadjusted binomial or proportional
odds models were used to compare differences between HR and
OHS respondents for dichotomous and ordinal survey outcomes.
Covariate adjustments were considered for age (continuous),
gender (M v F), years in role (continuous), organization size (<10
v 10-99 v 100+) and organization type (Public v NFP v Other).
There were different results between OHS and HRM participant
in how management deals with psychological wellbeing and how
they act when a concern for psychological wellbeing is raised. HRM
considered that they act more rapidly with regard to psychological
safety related issues and communicate with their employees better
than the OHS cohort. OHS participants rated themselves lower in
terms of considering psychological safety of an employee and in
acting quickly or decisively if an issue occurs in the workplace.
This could be important to impart to both disciplines, as alignment
between the two fields could strengthen the goal to improve
communication and action in organizations.

Early determination and containment

A key issue in dealing with anxiety is to act early to prevent
longer term, more costly and difficult to treat issues related to
depression or other conditions. The ability to interpret when and
how to act on anxiety is predicated on having the skills to do so.
Both OHS and HRM cohorts (over 76% ) indicated that management
did not have the skills to recognise when poor wellbeing was an
issue, or to be able to act decisively when an issue is raised as seen
in Figure 1. Hypothesis tests were run around variables that may
improve the early determination, or containment. A combination
of variables was tested using Pearson two tail correlation as seen in
Figure 2. Correlations can be observed between questions related
to psychological well-being and safety of staff is a priority for this
organization and questions related to Management acts decisively
when employee psychological wellbeing is raised. Correlation
strength could be considered as moderate (not low) where
psychological safety is considered important, actions are taken, and
communication is strong around the issue.

Management has the skills to recognise when psychological wellbeing is an
issue. * Management acts decisively when a concern of employee
psychological wellbeing is raised. Crosstabulation

Management acts decisively
when a concern of employee
psychological wellbeing is

raised
No Yes

Management has the No Count 10 18
skills to recognise when
ps‘vtholoqx-t Wf“b“ﬂf“] Expected Count 7.0 21.0
Is an issue. % within Management 46.2%

acts decisively when a

concern of employee

psychological wellbeing

Is raised.

Yes Count 3 21

Expected Count 6.0 18.0

% within Management 23.1% 53.8%

acts decisively when a

concern of employee

psychological wellbeing

Is raised.
Total Count 13 39

Expected Count 13.0 39.0

% within Management 100.0% 100.0%

acts decisively when a
concern of employee
psychological welibeing

Is raised.

Figure 1: Management did not have the skills to recognise when poor wellbeing was an issue, or to be able to act
decisively if psychological wellbeing is raised.
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Correlations
Employees Management
are Management acts Management

encouraged considers decisively Management  acts quicklyto ~ Management

to become employee when a considers correct has the skills

involved in psychological concern of psychological issues that to recognise

psychological wellbeing to employee safety of affect when
safety and be as psychological  employees to employees’ psychological
wellbeing important as wellbeing is be of great psychological wellbeing is
matters, productivity. raised. importance. safety. anissue.

Employees are Pearson Correlation 1 2517 N7 4477 133 165
encouraged to become L I ] ! L
involved in psychological Sig. (2-tailed) 00 .003 .0o0o0 .073 .026
safety and wellbeing
matters. N 183 183 183 183 183 183
Management considers  Pearson Correlation 2517 1 379" 5247 323" 307"
employee psychological x
A S Sig. (2-tailed) I 001 | 000 000 000 000
important as productivity. 183 183 183 183 183 183
Management acts Pearson Correlation 217" 379" 1 37" 597" 226"
decisivelywhen a R - - - - - -
concern of employee Sig. (2-tailed) .003 .000 .000 .000 .002
psychological wellbeing T 3
is raised. N 183 183 183 183 183 183
Management considers  Pearson Correlation 4477 524 a7 1 3387 296"
psychological safety of = : | ' . .
employees to be of great _ S19- (2-tailed) I 000 000 000 _ 000 000
importance. N 183 183 183 183 183 183
Management acts quickly ~ Pearson Correlation 133 323" 597" 338" 1 244"
to correct issues that - T
aflact amployess” Sig. (2-tailed) 073 .000 .000 .000 001
psychological safety. N 183 183 183 183 183 183
Management has the Pearson Correlation 165 307" 226" 206" 244" 1
skills to recognise when = = T T T
psychologicalwellbeing _ S19- (2-tailed) i 026 000 002 000 001 |
is an issue. N 183 183 183 183 183 183

** Correlation is significant at the 0.01 level (2-tailed).
* Correlation is significant at the 0.05 level (2-tailed).

Figure 2: H1 test, if an employee’s psychological wellbeing is raised, management acts decisively.

Awareness of wellbeing programs

From 51 survey participants, 40 responded NO when asked Do
you know what OHS offerings are in place for you to access to deal
with anxiety? and views expressed in the open questions reinforced
that they did not know what wellbeing programs existed in their

workplace as seen below in Figure 3. From the literature review,
recent studies indicate that only 31.4% of workers reported that
their workplace would consistently provide programs to support
their mental health and only 23.7% of organizations provide
programs to support employee wellbeing [29].

Do you know what OHS offerings are in place for you to access to
deal with anxiety?

50
45
40
35
30
25
20
15
10
5

2 AHA HR

mYes 42 31

mNo 40 21

AlHS WOI AHS WI

45 42
23 20

mYes mNo

Figure 3: Awareness of OHS programs deal with anxiety.
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Program classification

Where knowledge of wellbeing programs did exist, the majority
ofrespondents cited the provision of Employee Assistance Programs
(EAP) to help employees deal with anxiety. A smaller percentage of
participants were aware of counselling services, and other support
organizations and psychotherapy being offered in their workplace
as seen in Figure 4 below. Organizations often engage EAPs to assist
employees experiencing psychological distress, yet EAPs primarily

focus on individual remedies rather than addressing the context of
the problem (e.g., the corporate climate), which may render them
limited in effectiveness [30]. The over reliance on EAP to address the
issue of anxiety reinforces the need and opportunity to strengthen
research around what is effective. Anxiety as a subconscious
condition needs subconscious solutions [5]. If wellbeing program
offerings do not match the situation or problem, low receptivity
and utilization rates may render them ineffective [19].

® EAP @ Others ®Counselling ® N/A @ Support Organizations ® Hypnotherapy @ Psychotherapy

OHS Offerings In Workplace

Frequency

Figure 4: Categories of wellbeing offerings.

Emerging themes

Thematic analysis uncovered perceptions around anxiety,
its impact and barriers surrounding psychological safety and
wellbeing mental health programs. Barriers that surfaced in
relation to acceptance of anxiety as a workplace issue, included poor
disclosure, overcoming stigma, and ability to recognise anxiety as a
condition as well as the “Unknowns” of how to deal with it. Themes
are reinforced with direct comments made from participants in the
qualitative interviews.

Theme 1-Lack of acceptance of anxiety as an issue

Participants felt anxiety is poorly acknowledged as an issue in
the workplace. The senior staff support their employees; however,
they are less likely to recognize a day needed for mental well-being
over a day off for personal care. It is like-they don’t understand
the relationship my anxiety has with my output. (Participant #1).
Acknowledging and accepting anxiety as a problem and a barrier
to employee wellbeing and organizational productivity will start to
encourage the adoption and delivery of programs by OHS & HRM. |
think a lot of people just consider anxiety to be on the same level as
stress. Stress is more temporary and is usually related to something
which suggests we can fix it. I think a lot of people would challenge
this if they knew more about it and accepted its place in our life.
(Participant #2) The COVID-19 pandemic offered an opportunity
for organizations and individuals responsible for wellbeing to
highlight the existence and importance of employee anxiety, or loss
ofliberty and control, and for some a sense of uncertainty. COVID-19

really changed how I viewed anxiety. I guess I always thought of it
as something weak people had or something that people needed
to just get over. Now I get that anxiety is real, especially now that
my workplace really hasn’t embraced how it has impacted our
daily lives and how some people simply cannot deal with it. May
be work could have done something to alleviate some of the issues.
(Participant #3). Anxiety can be nebulous, difficult to diagnose, and
under reported condition, continued exploration of the mind’s role
on the issue of productivity and performance is required [31].

Theme 2-disclosure & stigma

The second consistent theme related to employee obligation or
feelings of responsibility to or comfort in disclosing anxiety. There is
no obligation for workers to disclose information about their well-
being. It is a personal decision and depends on the circumstances,
the context, and the perspective ofhow the employee disclosing their
health might impact their work or standing with the organization.
Employees may have past experience of being discriminated
against and this too may affect how they communicate their well-
being. I wouldn’t dare tell the people around me at work anything
about my personal life. You don’t know who will share what story
with who and what will end up happening. (Participant # 4) The
pervasiveness of stigma means the prospect of disclosing anxiety
to an employer can be frightening. Many employees choose to
avoid disclosure by keeping their anxiety private. Sometimes,
performance issues are related to the cognitive symptoms of an
undiagnosed, untreated, or recurring mental health problem of
which the employer is unaware. An employer may mistakenly
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conclude that the performance issues reflect lack of commitment,
lack of ability or a bad attitude. An employee may feel that full or
partial disclosure is the best option when the employer has started
to question the employee’s performance.

I don’t want my superiors to know that COVID-19 worries me.
I really have deep concerns for my parents during this time and
how restrictions will impact our life. I don’t need problems at work
on top of this. I just keep my concerns to myself. (Participant # 7)
Disclosure has implications for both the employer and employee
and relates to the culture of the workplace. Developing the culture of
safety first often requires forward thinking and a proactive decision-
making process. Addressing fear and stigma around mental health,
and anxiety will be critical to ensure that it is reported, and that
employees can receive the appropriate treatment or solution early.

Theme 3-HRM & OHS differ in views around wellbeing

As outlined earlier, the field of HRM plays an important
role in the support and sometimes direct supervision of OHS in
organizations. This collaboration continues to increase, with the
two functions becoming more galvanized during the pandemic to
co-ordinate workforce health and safety. There is an opportunity
for the disciplines to share their expertise, and to co-ordinate
effectively on planning, implementation, and communication.
This in turn offers both disciplines some extended career and
development opportunities for the future. The challenge is that the
functions of HRM and OHS do not always align with their strategy
or communication. I am not sure what OHS offer, I know what we
(HRM) offer, it would help to know more about what they (OHS) can
do to help us participant # 10. Strengthening the offerings, making
the programs access more available and better understood will be
a goal for both functions. Both disciplines have backgrounds that
can complement each other, making for a great marriage in the
improvements of health and wellbeing for their organizations.

Conclusion

Psychological safety regulations introduced in Australia in 2023
have increased the interest and emphasis around how to deliver
effective mental health policy and programs in workplaces. Anxiety
is the most commonly experienced mental health condition and
recognized as a factor affecting productivity. Anxiety levels have
increased due to the challenges and adjustments faced during the
Pandemic [8]. Although anxiety affects an individual’s performance
and productivity it remains misunderstood, misinterpreted
and neglected as a condition across many industries and to date
psychological safety and wellbeing programs are considered
to have mixed results with regard to dealing with the issue. OHS
and HRM are typically held accountable for mental health, safety
and wellbeing programs. They continue to galvanize in their
organizational duties; however, each discipline bring different
backgrounds, education and perspectives with gaps remaining
in OHS and HRM research. The research included in this paper
indicates that awareness of workplace programs dealing with
anxiety is low, skills in recognizing anxiety are poor, barriers to self-
awareness and reporting includes stigma associated with mental

health concerns, and that there is an over reliance on generic
Employee Assistance Programs (EAP).

Existing research from the literature review indicates that with
wellbeing programs no single intervention works well in isolation,
with recommendations that a package of offerings should exist.
Interventions specifically found to be useful with regard to anxiety
centered around enhancing employee self-awareness and control,
promoting physical activity, and offering suitable cognitive behavior
therapy. Quantitative data in the research project conducted
with AIHS indicated that where management did have the skill to
identify an issue, timely action to deal with it increased. Anxiety
requires early identification and timely action in order to prevent
further deterioration which can be more costly to deal with. Mental
health programs can be cost-effective and counteract productivity
loss, absenteeism, job abandonment, and higher turnover [32,33],
however employers often find it difficult to be informed purchasers
due to the disparate set of offerings and wide range of delivery
modalities including online, telephonic, and face-to-face products.
It is felt that many mental health providers deliver a single
component of a comprehensive solution, resulting in a patchwork of
uncoordinated programs, often delivered by multiple vendors, with
limited consistency or integration [19] and that too many off-the-
shelf generic wellbeing products mean individual needs or specific
situations are not met [19,34]. Due to the recognised research
gaps and increased regulation in the eater of psychological safety
and mental health, there is growing interest among policymakers,
academics, and organization to improve the understanding around
the relationship between mental health and work performance
[35]. This includes a better understanding of subconscious and
tacit knowledge connecting anxiety and performance due to the
emotional individual nature of the condition [36-39].

There is increased interest and importance in studying
how health, safety and wellbeing interventions affect social or
organizational climates [31] and OHS and HRM are increasingly
being held to dual accountability but both fields generally lack peer
reviewed research, while extant research has focused on alleviating
symptoms and risk factors associated with mental disorders,
less emphasis has been placed on gathering evidence around
anxiety. There are academic, industry and social implications and
significance for improved research, as it can inform: Research
institutions, OHS & HRM providers who are assessing workplace
anxiety treatments; individual employees impacted by anxiety;
their families, their colleagues, organizational leaders and the
broader community [40].

Limitations

This study was conducted in Australia which may limit the
generalizability of the results to other markets and countries.
Broader applicability of these findings should consider factors such
as: epidemiological data on the prevalence of anxiety as a mental
condition in populations and in workplaces; specific risk factors
associated with different employment sectors; systems that are
or can feasibly be put in place to manage anxiety; and the extent
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of legislation and laws implemented. The sample size of N=51
meets research standard but would be strengthened with larger
cohort participants. All observational studies have attached bias.
The participants selection process was open to selection bias as it
participants who were interested in the study may resultin distorted
outcomes. Selection bias is often found in program interventions
where participants self-select into wellbeing programs. In this
study the effect of wellbeing on anxiety in the organizations may
be more effective for those employees who are more in need of the
assistance. Because mental health conditions often overlap, it is
difficult to discern results attributable to the treatment of anxiety.
Mixed results in empirical studies have at times included anxiety as
a condition, but not specifically anxiety with ramifications that the
condition can be under-recognized and often untreated.

Disclosure
Ethical approval
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are in line with research that includes studies of this nature within
Australian Universities.

Informed consent
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any data gathering. The informed consent included information
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any penalty at any stage.
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