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Feedback	  on	  Whitepaper	  “Improving	  
Business	  Inspections”	  

 
4th October 2015  
 
Dear Sir 
 
The following is our feedback on the Whitepaper on Improving Business 
Inspections 
 

Preamble	  
 
We believe that this is a very positive move in consolidating and raising the level 
of professionalism of inspections within government departments. 
 
In my experience as CEO for Mater Dei Hospital from May 2011 to October 
2014, I have seen the positive effects that properly carried out inspections can 
have, not only from a conformity standpoint but also from a governance and 
continuous improvement standpoint. I had both positive and less positive 
experiences in that period, with regards to inspections from the regulator, the 
NAO and the IAID, but overall, the paper that has been prepared, will address 
ALL the aspects that I experienced that could have been done better and more 
effectively. 
  
Coupled with this experience, I am also using my and our company’s 
competence as an internationally accredited auditor/inspector and trainer for 
auditors and inspectors and the experience that we have had in inspecting and 
auditing both private and public organizations in the last 14 years both in Malta 
and overseas. 
 
The objective of our feedback is purely to add (if and where applicable) points 
for consideration to the already good work carried out in the white paper and 
also to create a discussion, if necessary on certain aspects. 
 
Our feedback is divided in line with the section called Consultation Questions. 
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1. To what extent do you consider that the introduction of a Common Policy 
Framework would increase the efficiency and effectiveness of 
inspections?   

The common policy framework will increase the efficiency and effectiveness 
drastically because currently, it appears that the frequency, style and objective 
evidence gathered during current inspections, is left too often to the ‘subjective’ 
opinion of the particular inspector, may not cover all the aspects of importance 
of the inspection and also may end up creating an atmosphere of ‘hiding’ and a 
Pass or Fail approach by the organization under inspection. It is augured that 
the framework creates a systematic manner in which inspections are planned, 
carried out and verified for effective closeout of results of the inspections. 
Inspectors have to be trained and competent and not anybody can carry out any 
inspections. In this way, the effectiveness and efficiency of inspections will be 
improved. 

 

2. To what extent do you agree with the underlying principles of the 
proposed Common Policy Framework?   

Principle 1 Consistency  

Inspectorates shall adopt a common approach to inspections, promoting and facilitating joint 
inspections and the provision of information and advice.  

Government rules and standards must be joined up and implemented fairly. Decisions have to be 
fair and consistent. However, no two situations are the same and inspectorates’ employees have 
to exercise their judgment in each case. Nevertheless, inspectorates should strive to ensure that 
decisions and judgments are consistent, keeping regular contact with each other and other 
stakeholders or interested groups. 

The fair inspection of rules and standards should be achieved be eliminating, as 
much as possible (although not always entirely) the aspect of subjectivity in the 
inspection results. This is done, also at a global level, by using three principles, 
namely:  

• Inspectors base their findings purely on objective evidence (evidence that 
cannot be challenged and that can be substantiated with facts found in 
the inspection) 

• The specification (EU rule, local legislation, industry standard, Legal 
Notice, PSMC, industry codes of practice, consumer rights) is clearly 
defined and understood by both the inspector and the organization being 
inspected. An inspection can never be defined as fair or unfair. It can 
only provide objective evidence in its findings and the 
judgment/conclusions/recommendations is done only on such findings 
and not on the opinion of the inspector. 
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• The inspector must be formally trained, competent and accredited to 
carry out the relevant inspections. Inspectors must be able to: - 

-‐ Think in general terms.   

-‐ Make realistic evaluations.   

-‐ Analyze complex systems.   

-‐ Stay on track and finish the job.  

-‐ Respect the feelings of all participants.   

-‐ Resist the pressure to change the truth.   

-‐ Manage personal and interpersonal stress.  

-‐ Draw rational conclusions on the basis of evidence.   

-‐ Evaluate evidence in a fair and impartial manner.   

Regulators should be consistent with each other, and work together in a joined-up way. New 
regulations should take account of other existing or proposed regulations, whether of domestic, 
EU or international origin. Regulation should be predictable in order to give stability and certainty 
to those being regulated. Enforcement regulators should apply consistent rules across board.  

To get regulators to be consistent with each other may be a tall order, simply 
because of the large variety of departments covered in the white paper and the 
actual traditional origins of the particular industry. (e.g. in the local aviation 
industry regulations from the x-Department of Civil Aviation (now part of 
Transport Malta) had it regulations originating from the Colonial Navigation Act 
but now are totally established internationally and have to be followed and 
conformity achieved to such international regulations.) 

The same applies to all those industries, such as the Food Industry with respect 
to international rules establishing what needs to be done and how.  

One must also keep in mind that in principle, the ‘experts’ in the application of a 
particular legislation or regulation are the organization itself and its competent 
staff and NOT the inspector. So in principle, the inspector is going to carry out 
an inspection to confirm that all is operating according to the regulation. The 
reality on the ground, which will be faced during the inspection, will be that 
some organization’s employees, even in senior positions, may not be 
professional enough to understand the need or how to make sure a regulation is 
being implement effectively. 

Implementing Principle 1 will result in pushing up the professionalism of the 
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particular department or agency concerned. 

Consistent rules can be applied only if they are clearly defined and documented 
in a systematic manner and inspectors trained on how to apply them. 

Asking the inspector to provide advice is risky unless he/she has more expertise 
and competence than the persons carrying out the process being inspected. 
Giving advice is normally prohibited to an inspector and not encouraged. Giving 
information is different. 

Principle 2  Targeting  

Regulation should be focused on the problem, and minimize side effects.  

Government’s policy on inspections is based on the potential risk posed by different scenarios 
should something go wrong. This decides how often particular premises are inspected, with 
those that pose the biggest potential risk getting more regular visits.  

Regulations should focus on the problem, and avoid a scattergun approach. Where appropriate, 
regulators should adopt a “goals-based” and “risk-based” approach; with enforcers and those 
being regulated given flexibility in deciding how to meet clear, unambiguous targets. Guidance 
and support should be adapted to the needs of different groups. Enforcers should focus primarily 
on those whose activities give rise to the most serious risks. Regulations should be systematically 
reviewed to test whether they are still necessary and effective. If not, they should be modified or 
eliminated.  

Regulation is not carried out essentially to focus on problems. It is carried out 
to reduce or eliminate risks and define aspects of an activity or organization in a 
clear and unequivocal manner, especially where governance (financial or other), 
risk (to international agreements and/or financial risks) and safety (health and 
consumer) of the interested parties is concerned. So to expect that regulation 
should focus on problems may not ne the right approach (unless it needs 
qualification for a better understanding of what this point means in the 
whitepaper.) 

It is clear that the inspections have to be done proportional to the risks involved 
if conformity to regulations does not take place. The frequency of inspections 
should be based on the status (how well does the process conform to the 
regulation and what was the result of the previous inspection) as well as the 
importance (proportionality to risk and impact in the department concerned) of 
the regulation being inspected. 

This section righty mentions that those being regulated must be given the 
flexibility (full, unless the regulation itself is very prescriptive) to take the 
necessary action to conform to the relevant regulations being inspected. 

The text seems to switch between inspectors and enforcers. The paper must 
clarify if these two terms are considered as interchangeable or not. In our 
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opinion, the two terms are different and may need to be defined clearly and 
applied according to the different situations. 

An inspector will look for conformity to a specific regulations or part of a 
regulation. He/she will then report to the regulator and the management of the 
organization what is not conforming and give time frames to fix. 

An enforcer will inspect and has the authority to take defined enforcement 
actions immediately, on the spot, if he finds the organization not to be 
conforming to the particular aspect of the regulation.  

In order to focus on the right aspects proportional to risks, it should be the 
organization or body or agency sending the inspector or enforcer to establish 
the scope of the inspection (which areas to cover, not to be confused with the 
word  ‘skop’ in Maltese, ‘as in ‘objective’) and also the frequency of the 
inspections in these risky areas. 

The review of regulations should be done systematically by the regulator based 
also on the results of the inspections. The systematic approach should be 
established, defined and maintained by the future entity regulating inspections. 

  
Principle 3 Effectiveness  

Inspections shall achieve the desired outcome by facilitating higher compliance.  

Consultation should be undertaken at the earliest possible stage in the decision-making process, 
when there is scope to influence the policy outcome. The link to decision-making on a specific 
policy or implementing measure should be made clear. The consultation should make clear its 
purpose, context and the process that will ensue after it closes. Contributors to consultations 
should be informed of any limitations that the reviewing board faces. Consultation should be 
targeted to make sure that the relevant stakeholders are involved. The method of consultation 
should be appropriate, and staff should have the necessary competence.  

Inspections will achieve the desired outcome only if there is a follow-up to 
ensure that the areas that were inspected and did not conform have been fixed 
effectively. In fact, follow up inspections to verify that such aspects have been 
addressed by the organization that had been inspected, must be mandatory and 
part of the inspection cycle. There seems to be no mention of this aspect. 

The consultation aspect should be an iterative process such that it fosters a 
sense of continually improving the organization.  

We are otherwise, in full agreement with this clause. 

Principle 4 Proportionality  

Inspections shall avoid unnecessary burdens through alignment to the risk profile of regulated 
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bodies.  

Regulators should only intervene when necessary. Remedies should be appropriate to the risk 
posed, and costs identified and minimized. Policy solutions must be proportionate to the 
perceived problem or risk and justify the compliance costs imposed. All the options for achieving 
policy objectives must be considered – not just prescriptive regulation.  

Alternatives may be more effective and cheaper to apply. Regulation can have a disproportionate 
impact on small businesses. EC Directives should be transposed without gold plating. 
Enforcement regimes should be proportionate to the risk posed. Enforcers should consider an 
educational, rather than a punitive approach, where possible.  

Remedies and policy solutions should be left to organization concerned who has 
the expertise to get it right. The text here seems to indicate that an external 
party to the organization will define solutions. This may be dangerous and 
unmanageable. In principle, (if we are understanding this statement properly), 
this will imply that subsequent to a change that originated from an external 
party, the same external party will inspect the effectiveness of its own fix. This 
will negate the impartiality of the inspector.  

If the remedy is a direct change in the actual regulation being inspected, then 
the above Proportionality clause, as defined, will work. If one keeps in mind that 
one is trying to minimize risk and not necessarily eliminate it due to the costs 
involved to do so, this model can work. 

Principle 5 Transparency  

Regulators should be open, and keep regulations simple and user-friendly.  

Inspectorates must be accountable for their actions. Inspections should be carried out in an 
open, inclusive and equitable manner to instill public confidence, through the provision of user-
friendly, transparent and easily accessible guidelines, checklists, toolkits and legally vetted FAQs.  

Constructive, timely feedback to stakeholders improves the transparency and accountability of 
the overall policy development process, and helps make the connections between stakeholders’ 
input and the final result. Policy objectives, including the need for regulation, should be clearly 
defined and effectively communicated to all interested parties. Effective consultation must take 
place before proposals are developed, to ensure that stakeholders’ views and expertise are taken 
into account. Regulations should be clear and simple, and guidance should be provided in plain 
language. Those being regulated should be made aware of their obligations, with law and best 
practice clearly distinguished. Those being regulated should be given the time and support to 
comply. It may be helpful to supply examples of methods of compliance. The consequences of 
noncompliance should be made clear.  

If someone is found to be in breach of the regulations, inspectorates should give them a clear 
explanation of what is wrong and what they need to do. Inspectorates may also give advice on 
how to go beyond the basic requirements and meet current best practice. If the breach is serious 
and immediate action is needed, then inspectorates should explain why, both verbally and in 
writing.  

Proposals should be published and all those affected consulted before decisions are taken. 
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Regulators should clearly explain how and why final decisions have been reached. Regulators 
and enforcers should establish clear standards and criteria against which they can be judged. 
There should be well-publicized, accessible, fair and effective complaints and appeals 
procedures. Regulators and enforcers should have clear lines of accountability to Ministers, to 
Parliament and officially constituted bodies, and to the public.  

Having user-friendly, transparent and easily accessible guidelines, checklists, 
toolkits and legally vetted FAQs is Key to the success of this process. 

If the inspection process is done in a systematic manner, with a planning 
phase, the actual inspection phase and the reporting, closeout of non-
conformities and verification phase, then the transparency and effectiveness 
needed will be achieved. 

It is not clear as to who will establish the guidelines and rules for the regulators 
to make changes and involve all interested parties. This must be defined. 

There should be an appeals procedure for end users such as consumers but not 
for the organizations themselves. The latter are there to put the regulations in 
practice effectively (otherwise they do not need to exist) and not to work around 
them and appeal to be allowed to work around them or not follow them. If there 
are repeat failures after inspections, then either the regulation needs to be 
revised or the organization needs to get its act together. Giving too much 
leeway to appeal will start to erode the objective of regulating an aspect of an 
operation. This is often the failure and the criticism of those countries that give 
too much leeway in the application of regulations. Malta does not deserve to be 
such a country and the discerning public deserves this. 

We support the clear definition of roles and responsibilities and rules of 
engagement of every interested party in this aspect as defined under this point. 

 

3. To what extent can inspections be reduced whilst increasing 
compliance?   

The frequency of inspections should be proportional to the results of previous 
inspections and the importance of the process or regulation being audited. This 
must be an empirical decision, as far as possible based purely on the results of 
previous inspections 

4. To what extent can self-regulation increase compliance? 

Self-regulation can help immensely in increasing compliance. In private industry, 
the more professional organizations apply it regularly and in a systematic 
manner. It is often one of the key management tools that private organizations 
use for improvement purposes.    Profit oriented organizations apply it all the 
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time as they see it as one way of always being at least slightly better than the 
competition. In public entities this drive is not often intrinsically there and it can 
be achieved only in those departments or agencies where there is mature, 
professional and competent senior management, hence raising the bar if 
excellent service to the public who is the key interested party. 

5. To what extent would joint inspections contribute  towards an improved 
inspections system?   

Joint inspections generally create more confusion in overlap or gaps left out, 
rather than create benefits. Only a clearly defined purpose and a clearly defined 
scope of an inspection will contribute to an improved inspection system. Too 
often, there may not be enough competent inspectors to inspect one regulation 
let alone finding inspectors with multiple competences to do joint inspections. 

6. To what extent can administrative fines be used as a form of an out-of-
court settlement?   

We do not have adequate experience to comment constructively on this aspect. 
But fines never help resolve the root cause of a failure but may be an easy 
replacement to avoid tackling the problem, hence defying the original objective 
of the regulator to put in a requirement in the regulation in the first place. 

7. To what extent can arbiters and tribunals help to solve quick settlements 
between stakeholders?   

Quick settlement can be achieved if the original regulation is as clear and 
prescriptive as possible, thus avoiding the need of grey areas that would give 
rise to go to a tribunal. Time frames of decisions in appeals must be defined as 
part of the regulation. Otherwise no quick settlements will be achieved. 

8. Do you consider any one of the proposed options as being the best 
approach in attaining the desired outcomes?   

OPTION 1 - Establish a General Inspections Agency  

Can be a second choice after Option 3 as it still gives and overall ‘accreditation’ 
function, raising the bar for the inspections carried out, but is too rife with 
bureaucracy and is a bit too ‘democratic’ when it comes to handling the 
outcome of the work of inspectors and resultant conformity to regulations. 

OPTION 2  - Consolidation into 5 Thematic Inspection Bodies 

This is a weak option that practically maintains the status quo with respect to 
the quality and control and outcomes of the inspections achieved. 
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OPTION 3 - ESTABLISH A CENTRAL INSPECTIONS CO-ORDINATION UNIT  

Best option as it leaves the responsibility with the inspectorates within the 
various regulatory functions but will ensure that inspections are carried out 
professionally, with an unbiased manner and only with fully competent 
inspectors in a unified systematic manner. The unit should be accrediting the 
inspectors and reviewing their performance and analyzing the results of their 
inspections.  

9. To what extent do you consider that this approach would facilitate the 
implementation of the Common Policy Framework and improve the 
‘experience’ of business inspections?   

Option 3 will go a long way to have a Common policy Framework and if the 
systematic approach is established for inspections to be carried out, a carefully 
designed system and process will become an improved experience for business 
inspections, both for the inspector and the organization being inspected. The 
ultimate goal should be to provide the organization being inspected with the 
assurance that it is conforming to a specified degree and also give it a tool for 
improvement in the most risky areas of its activity. 

10. Do you have any options or suggestions other than those proposed 
in this White Paper?   

We do not have any more options or suggestions at this stage as the whitepaper 
already address the critical aspects and implementing what it is proposing 
would be a giant step forward. 

We are open to meet the authorities to provide or expand more on our 
experience, competence and opinions if we are so requested. 

 

Well done to all who contributed to the formulation of the whitepaper. 

 

 

(Sent electronically) 

Ing. Joseph Caruana 

Senior Partner 

 


