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Session Overview

Legislative framework
Who can complain and what can they complain about
Life cycle of a complaint

PSI obligations

What to do if a complaint is made about you?
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Legislative Framework

Statutory Process
e Part 6 Pharmacy Act 2007

Disciplinary apparatus
e Preliminary Proceedings Committee
e 2 Inquiry Committees
e Mediation
e Council

High Court Oversight

e Under Pharmacy Act 2007 - Sanctions require High Court
Confirmation/ Section 45

e Judicial Review




Who canr ‘complaint and,,wheﬂ./

can they complain about?

Any person can make a complaint

Section 35 - Registered Pharmacist

Professional misconduct within/outside State

Poor professional performance within/outside State

Impairment of ability to practise because of a physical/mental ailment, emotional disturbance or an addiction to
alcohol/drugs

A failure to comply with a condition of registration

A failure to comply with an undertaking or to take any action specified in a consent under section 46

A contravention of this act or rules made by the Council under this Act

A conviction in the state for an offence triable on indictment or a conviction outside the state for an offence
consisting of an act or omission that, if done in the State, would constitute an offence triable on indictment

Section 36 — Retail Pharmacy Business —
Pharmacy Owner/ Employee/ Partner of Pharmacy Owner / Representative has:

been convicted of an offence under Pharmacy Act 2007, Regulations under the Pharmacy Act 2007, the Misuse of
Drugs Acts, the Irish Medicines Board Acts, the Poisons Acts or the Animal Remedies Acts

been convicted of any other offence or has committed misconduct and the nature that offence or misconduct is such
that were the person applying for registration with the PSI the Council would be likely to refuse to register that

person



—

" Breakdown of 48 Complaints by Source in 2013

B Member of Public

B Other Healthcare
Professional

® Pharmacist

B Registrar (Inspections)

M Registrar (Health issues)

m Solicitor




Behaviour/professionalism issue

Dispensing error

Commercial/Advertising/Employment issue

Multiple Issues

Health Impairment
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Life cyc

Of 3 Complaint in writing received against
registered pharmacist/ registered retail
pharmacy business

complaint 5351536

Complaint referred to PPC for advice to Interlr.n
Council on whether sufficient cause to suspension
warrant further action 545

S38

PPC advises Council no
further action required

S39

PPC advises Council
further action required
S40

further action required
S39(2) ( PPC refers matter to: \
(a) Mediation

(b) Health Committee
(c) Professional Conduct
Committee

[ S

Council decides whether J

No further action Further action

required required




Referral from PPC

S40
Mediation Committee of inquiry
537 S41-47
Complaint .
Complaint cannot be Complaint Complaint not Ungsflt:;ﬁ?g/
resolved resolved substantiated substantiated
S46
S40(2)

/\ / Council imposes one or more of \ Council
Terms do not Terms correspond following sanctions: dismisses
corresponfi tos48 to s48 sanction (a) admonishment/ censure complaint
sanction S37(6) (b) Attach conditions to registration S48(1)(a)

(c) Suspension of registration
(d) Cancellation of registration
(e) Prohibition on application for
restoration for prescribed period

\ S48(1)(b) j

Life cycle

f High Court confirmation
O a required where sanction other
than admonishment/ censure

complaint imposed

S50
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PSI Obligations

e Semi-judicial process: serious consequences for practitioners -
constitutional right to earn a livelihood

e Reflected in procedures - Fair procedures and natural justice
must be applied and be seen to be applied

e Balancing of rights — Rights of practitioner vs Public Interest

Primary obligation is the protection of the public

Pharmacist is entitled to know case against them and to answer that case
What is in decision maker’s mind when making decision

Entitled to an unbiased hearing (actual or perceived)

Conflict of interest

Fitness to Practise Unit — What to expect



/
PPC/Council Decisions 2013

49 cases considered in 2013
35 no further action
4 complaints withdrawn

10 sufficient cause to take further action
e 8 were referred to the Professional Conduct Committee.
e 1 complaint was referred to the Health Committee.
e 1 complaint was referred to Mediation.
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Committee of Inquiry
Public/private Similar to court proceedings

e Compel witnesses and
documentation

e Burden & Standard of proof

Quorum, Lay Majority

Legal assessor/ medical * Evidence on oath

practitioner * Costs

Undertakings and Consents

Report to Council
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Outcomes of Fitness to Practise Inquiries 2013

The PCC found 4 complaints to be substantiated in 2013.

The PCC accepted Section 46 undertakings in dealing with 2
complaints.

The PCC found 5 complaints not to be substantiated and the Council
dismissed the complaints.



Sanctions 2013

Following Inquiry
4 Pharmacists were censured and had conditions attached to their
registration.

Section 46 Undertakings
2 Pharmacists consented to being admonished
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What to do if you identify an error or receive
a complaint

Before it gets to PSI
e Many complaints best resolved at local level — PPC Annual report
e Error management system
e Engagement with patient
e Seek advice

After referral to PSI
e What is PSI concerned about
e Understanding the process
e Steps — legal advice etc.



Useful Resources

Skip to Content &

About PSI Registration

2 September 2014

Seasonal Influenza Vaccination

Training and Course Providers

2014/2015 [>]

8 August 2014
Inspection Findings 2013: Overview
and statistics [>]

Latest Publication

New Guidance for Pharmacists

Guidance on the Delivery of Prescription
Madicinac fram 2 Pharmacy

www.thePSl.ie
info@thePSl.ie
Email Query Service

PSI Newsletter

, Cumann Cogaiseoiri na hEireann Search Q
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News & Events

Publications

Consultations Links

Irish Language Content

© search the registers () Registrant login

Pharmacy Practice Inspection & Enforcement

Making a Complaint

We are committed to the safety
of patients and the public as
our highest priority

. More About PSI

For the Profession

Subscribe to the PST
Newsletter ) Registration now open -

PSI Events 2014

Sign up to receive our regular e- o Y pharmacists, assistants and

newsletter containing the latest pharmacy owners are invited to

pharmacy information, news and attend October learning events on

events the PSI's inspection and fitness to
practise processes

®* Pharmacy Practice Guidance
® |nspection Checklists & Advice

* Making a Complaint/FTP
Process Guides



