PharmaceuticalSecetyg

Response to the Professional Standards Authority’s consultation on the Authority’s
good practice guidance documents: Guidance on the use of Accepted Outcomes in
Fitness to Practise and Guidance on Rulemaking

Consultation questions about you

1. Please describe your organisation or role.
Statutory Health Regulator

2. Please give the name of your organisation, or your name if you are
responding as an individual

Pharmaceutical Society of Northern Ireland.

3. A summary of responses received to this consultation will be published in
a consultation outcome report. Any comments you make may be included
but will be anonymised unless you give us permission to use your/your
organisation’s name. Are you happy for your namel/your organisation’s

name to be included in any published reports?

Yes.

Consultation questions on the draft Fithess to practise quidance

4. Do you think that our fithess to practise guidance will help regulators to
make best use of accepted outcomes, and use them in a way that is fair,
transparent and protects the public?

Yes. While the general guidance is welcomed, we have made specific
comments in this response for consideration.

5. Factor 1: ‘Has the registrant failed to accept the findings and/or
impairment?’ Do you agree that regulators should consider this when




deciding whether to resolve a case using an accepted outcome? (Accepted
outcomes guidance paragraphs 7.2-7.20).

Yes, we believed that when a material matter or finding is disputed and no
acceptable compromise is possible, that the case should be excluded from being
dealt through the accepted outcome process. We also agree that if a finding of
impairment is made that the registrant must fully accept this finding if the matter
is to be disposed of by accepted outcome

Do you have any comments on this factor, or the bullet points listed in
our guidance under this factor? (Accepted outcomes guidance paragraphs
7.2-7.20).

The points raised in the guidance are reasonable. It may be useful to have a
notice served / given to the registrant making it clear what the requirements are
for a matter to be dealt with by accepted outcome process and if the case is later
rejected from the process a notice, outlining the reasons for this decision, to
reduce future challenges.

Factor 2: ‘Is there a dispute of fact/conflict of evidence that can only be
fairly tested at a hearing?’ Do you agree that regulators should consider
this when deciding whether to resolve a case using an accepted outcome?
(Accepted outcomes guidance paragraphs 7.2-7.20).

Yes. It is critical that the best evidence is available to decision makers. If there
is a dispute over a material fact or evidence needs further examination which
cannot be resolved by written evidence, then the case should be referred to a
panel.

Do you have any comments on this factor, or the bullet points listed in the
guidance under this factor? (Accepted outcomes guidance paragraphs 7.2-
7.20).

Guidance on how far the case examiner can probe into contested evidence may
be beneficial. For example, can a case examiner make enquiries to directly
resolve significant conflicts of evidence?

We believe that the case examiner should also address in their decision the
reasons why they have deemed the case suitable for disposal by way of




accepted outcome, as opposed to referral to a panel for hearing. This may assist
in terms of promoting transparency and public confidence.

Factor 3: ‘Does the complexity of the case suggest that a hearing may be
beneficial?’ Do you agree that regulators should consider this when
deciding whether to resolve a case using an accepted outcome? (Accepted
outcomes guidance paragraphs 7.2-7.20).

Yes.

10. Do you have any comments on this factor, or the bullet points listed in the

guidance under this factor? (Accepted outcomes guidance paragraphs
7.2-7.20).

We would suggest that the guidance clarify that this, like in other factors, is a
continuous assessment process throughout the investigation as evidence is
gathered.

11. Factor 4: ‘Would it be beneficial and proportionate to test insight at a

12.

hearing?’ Do you agree that regulators should consider this when deciding
whether to resolve a case using an accepted outcome? (Accepted
outcomes guidance paragraphs 7.2-7.20).

Yes. We agree with the guidance that consideration ought to be given to
referring the matter to a panel if there are doubts about a registrant's level of
insight are significant and/or the evidence available is incomplete or lacking
credibility. This may be particularly important in cases where there are deemed
to be serious attitudinal issues.

Do you have any comments on this factor or the bullet points listed in the
guidance under this factor? (Accepted outcomes guidance paragraphs 7.2-
7.20).

We concur with the PSA’s observation that a robust evaluation of insight is vital
at both the impairment and sanction phases of fitness to practice. We also share
the concern about the potential challenges in reliably assessing the depth of
insight expressed in reflective statements, especially when registrants may have
had substantial assistance or used Atrtificial Intelligence (Al) in their creation.




13.

14.

15.

We would appreciate further guidance to mitigate the impact of significant
assistance or Al usage by registrants, and to establish best practices in this
regard.

Factor 5: Lay representation in decision-making. Do you agree that
regulators should continue to ensure lay representation at some point in
the fitness to practise decision-making process? (Accepted outcomes
guidance paragraphs 7.21-7.29).

Yes

At present, the Pharmaceutical Society NI does not employ a Case Examiner
system. Instead, matters are either deliberated and resolved by the Registrar, or
by a Scrutiny Committee composed of a legally qualified chair, a lay member,
and a registrant member who review cases based on documentation.
Alternatively, a Statutory Committee, which also includes a legally qualified chair,
a lay member, and a registrant member, hears oral evidence.

We have found that the inclusion of lay members is crucial to ensure that patient
and public perspectives are considered in the fitness to practice process. We
concur that the integration of lay input into the proposed system is indispensable.

Factor 6: The use of single decision-makers. Do you agree that some
fitness to practise cases may benefit from more than one decision-maker?
(Accepted outcomes guidance paragraphs 7.21-7.29).

Yes. We concur that certain cases might be better served with the involvement
of more than one decision maker. We propose that the appointment of an
additional decision maker should be determined on an individual case basis,
during routine case evaluations. This decision should not be solely based on a
specific attribute of the case or the registrant.

Do you have any comments on the bullet points listed in the guidance
relating to the composition of decision makers? (Accepted outcomes
guidance paragraphs 7.21-7.29).

We hold the view that Case Examiners should possess all requisite skills and
training, including cultural competence.




16.

17.

18.

19.

20.

In instances where multiple decision makers are needed, the inclusion of a lay
member can be advantageous. However, there might be alternative ways to
incorporate lay perspectives into the process. It could be more beneficial to
assign the additional role to a specialist who is specifically suited to the case at
hand.

Factor 7: publishing case examiner decisions. Do you agree that the bullet
points in the guidance under this factor are the right ones. (Accepted
outcomes guidance paragraphs 7.30 — 7.34).

Yes. We believe that it is important to consider both promoting transparency and
public confidence and case law in making such decisions.

The Society does not currently publish Registrar resolved cases or Scrutiny
Committee determinations although the outcomes are published in the Register
if they meet specified criteria.

Do you have any comments on the bullet points listed in the guidance
under this factor? (Accepted outcomes guidance paragraphs 7.30 — 7.34).

No comments

Factor 8: Promoting a fair and effective accepted outcomes process. Do
you agree that the bullet points listed under this factor in the guidance are
the right ones? (Accepted outcomes guidance paragraphs 7.35 — 7.44).

Yes. The points are reasonable.

Do you have any comments on the bullet points listed in the guidance
under this factor? (Accepted outcomes guidance paragraphs 7.35 — 7.44)

No comments.

Please set out any impacts that the guidance would be likely to have on
you and/or your organisation, or considerations that we should take into
account when assessing the impact of our proposals.

The proposed transition to a predominantly Case Examiner-based Fitness to
Practise system is likely to have significant organisational implications for the
Pharmaceutical Society NI and any other regulator that does not currently use a




Case Examiner system. This impact could manifest in terms of staffing structure,
procedures, and costs.

Depending on the extent of the changes needed, it may necessitate legislative
amendments, which would require appropriate supervision by the Department of
Health NI and the NI Assembly

21. Are there any aspects of our proposals that you feel could result in
different treatment of, or impact on, groups or individuals based on the
following characteristics as defined under the Equality Act 2010.

No

While the Equality Act 2010 does not apply to Northern Ireland, we consider that
the proposals would not differentially impact on the protected groups under NI
legislation given the requirements for reasonable adjustments, staff EDI training
and oversight as required.

End




Consultation questions on the draft guidance on Rulemaking

22. Do you think our guidance will help regulators exercise their rulemaking
powers effectively?

While the Guidance was extremely useful in highlighting and explaining
important areas for consideration by regulators. The document did not examine
the legislative environment for rulemaking in Northern Ireland. An exploration of
this aspect would have been beneficial, enabling us to tailor our comments more
effectively to our specific situation.

We remain concerned about the status of the guidance as outlined in paragraphs
2.4 and 2.5. Despite the guidance being advisory and not having any official
status or binding effect on regulators, paragraph 2.6 suggests that ‘in the future,
we may choose to look at how regulators are making use of their new
rulemaking powers under our performance review and may take this guidance
into account in assessing their approach.’

This could potentially lead to a situation where we adhere to and implement the
law/our guidance, but the PSA disagrees (with the outcome/decision) and
assesses us not against our rules/guidance, but against their guidance.

Footnote 4: We are advised that it is normally the primary legislation that is
referred to, as opposed to the amending legislation, so ‘Pharmacy (Northern
Ireland) Order 1976 (as amended)’, instead of ‘Pharmacy (1976 Order)
(Amendment) Order (Northern Ireland) 2012’.

23. Do you think that the principles outlined are the right ones?
(Rulemaking guidance, paragraphs 4.1-4.3) of the draft rulemaking
guidance).
Yes.

24. Do you have any comments to make on the principles listed or any
additional principles to suggest? (Rulemaking guidance, paragraphs 4.1-
4.3)

None.

25. Do you think that the guidance on consistency between regulators




(avoiding unjustifiable difference) is helpful? (Rulemaking guidance,
paragraphs 6.1 — 6.11 and Annex A of the draft rulemaking guidance).

Yes

26. Do you have any comments to make on this section of the guidance.
(Rulemaking guidance, paragraphs 6.1 — 6.11 and Annex A of the draft
rulemaking guidance).

While the Society is in favour of increased process alignment among regulators,
and we have a memorandum of understanding with our counterparts in Great
Britain to foster cooperation and facilitate joint operations in support of each
organisation’s roles and functions, it's important to note that the regulation of
pharmacy and pharmacy professions in Northern Ireland is a devolved matter.
The Northern Ireland Assembly holds legislative powers, and NI Ministers
possess decision-making authority.

The Society serves as the regulatory and professional body for pharmacists and
registered pharmacy premises in Northern Ireland, operating primarily under the

Pharmacy (Northern Ireland) Order 1976 (as amended).

It would have been benéeficial if this position had been identified and discussed
during the consultation and acknowledged in the draft guidance.

We would also like to emphasise that the impact of these changes will be more
pronounced for smaller regulators with limited resources.

27. Do you think that the guidance on consultation is helpful? (Rulemaking
guidance, paragraphs 7.1-7.12).

Yes

28. Do you have any comments to make on this section of the guidance?
(Rulemaking guidance, paragraphs 7.1-7.12).

No

29. Do you think that the guidance on governance is helpful? (Rulemaking
guidance, paragraphs 8.1-8.4).




30.

31.

32.

Do not know.

Do you have any comments to make on this section of the guidance?
(Rulemaking guidance, paragraphs 8.1-8.4).

The section was useful in explaining the intentions of the Professional Standards
Authority. Unfortunately, the section only discussed the process involving the
Privy Council and not the impact on the current arrangements within Northern
Ireland.

Please set out any impacts that our guidance would be likely to have on
you and/or your organisation, or considerations that we should take into
account when assessing the impact of the proposals.

Please refer to our response at question 26.

Are there any aspects of these proposals that you feel could result in
different treatment of, or impact on, groups or individuals based on the

following characteristics as defined under the Equality Act 2010

No




