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1. INTRODUCTION 
 

Pharmacy Forum NI is the professional leadership body for pharmacists in Northern Ireland, 

representing all sections of pharmacy practice including community, GP, hospital, industry 

and academia. It represents over 2,800 registered pharmacists and engages with almost 150 

Foundation Year pharmacists. 

 

As a representative organisation of the third largest healthcare profession in Northern 

Ireland, Pharmacy Forum NI welcomes the opportunity to respond to the consultation on 

the Duty of Candour and Being Open policy proposals developed by the Inquiry into 

Hyponatraemia-Related Deaths (IHRD) Programme Duty of Candour Workstream and Being 

Open Sub-Group. 

 

This response has drawn from all areas of pharmacy practice and has been developed with 

input from members of Pharmacy Forum NI Committees and Board.  

 

2. PROTECTION OF PATIENTS AS PRIORITY FOR PHARMACISTS 
 

2.1 The Forum fully supports the principle underlying a duty of candour for organisations and 

individuals. Pharmacists working across all business organisational forms must be open and 

honest in everything they do to provide high quality and safe care to their patients. Those 

who are responsible for causing harm by neglect or wilful misconduct warrant sanctions. 

Patients and their families have the right to an apology and an explanation when things go 

wrong. 

 

2.2 Pharmacy Forum NI recognises the concerns raised by the public in the opinion survey 

commissioned January 2021 (point 2.21-2.23 consultation document). We regard any 

shortcomings in our health system as unacceptable and a disservice to those we are duty-

bound to take care of. That is a responsibility, above all else, that is taken seriously within 

our profession. Indeed, the Department of Health (DoH) should be reminded that in 

February 2020, NI community pharmacy contractors voted to take industrial action 

prompted by insurmountable funding pressures and a staffing crisis, which the DoH was long 

aware of1. That action was subsequently called off due to the pandemic to allow the 

 
1 Community pharmacists in NI vote for industrial action - 25 February 2020 - www.bbc.co.uk/news/uk-northern-ireland-51632110  

http://www.bbc.co.uk/news/uk-northern-ireland-51632110
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profession to continue to focus on protecting the health of the patients and supporting the 

health service and the community. This clearly demonstrates the integrity of our profession 

and the patient-first approach which we do not wish to see compromised.    

 

 

3. EXISTING STANDARDS AND SANCTIONS: PHARMACY REGULATION & CODE  
 

3.1 Beyond moral consciousness, the onus for NI pharmacists to act with integrity has a legal 

basis2. Pharmacy is a strictly regulated healthcare profession. The Pharmaceutical Society NI 

(PSNI) is the regulatory body for pharmacists and registered pharmacies in Northern Ireland. 

It ensures that practising pharmacists in NI are fit to practice to protect and maintain public 

safety. The PSNI is a statutory body and is accountable to the NI Assembly.  

 

3.2 As a professional requirement of registration, all pharmacists in NI are required to abide by 

the PSNI Code (Professional Standards of Conduct, Ethics and Performance for Pharmacists 

in Northern Ireland)3. The code sets a specific professional standard for NI pharmacists 

relating to the duty of candour (see figure 1). In addition, PSNI has in place Indicative 

Sanctions Guidance4 and encourages compliance with the duty of candour by means of a 

range of other undertakings outlined in the IHRD Call for Evidence – PSNI submission5.   

 

 

Figure 1: PSNI Code standard related to Duty of Candour 

 
2 Statutory legislation relating to pharmacy in NI: www.psni.org.uk/wp-content/uploads/2012/09/2-pharmacy-legislation.pdf  
3 www.psni.org.uk/psni/about/code-of-ethics-and-standards  
4 www.psni.org.uk/wp-content/uploads/2012/12/Indicative-Sanctions-Guidance-January-2019.pdf  
5 IHRD - Call for Evidence – PSNI submission - www.health-
ni.gov.uk/sites/default/files/publications/health/Pharmaceutical%20Society%20NI%20Submission%20-%2015%20March%202019.PDF  

http://www.psni.org.uk/wp-content/uploads/2012/09/2-pharmacy-legislation.pdf
http://www.psni.org.uk/psni/about/code-of-ethics-and-standards
http://www.psni.org.uk/wp-content/uploads/2012/12/Indicative-Sanctions-Guidance-January-2019.pdf
http://www.health-ni.gov.uk/sites/default/files/publications/health/Pharmaceutical%20Society%20NI%20Submission%20-%2015%20March%202019.PDF
http://www.health-ni.gov.uk/sites/default/files/publications/health/Pharmaceutical%20Society%20NI%20Submission%20-%2015%20March%202019.PDF
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3.3 The PSNI provides guidance for patients and the public on raising a concern about a 

pharmacist/pharmacy owner in NI6. NI pharmacists found in breach of the Code can be 

subject to a complaint of misconduct, which may be heard by the Statutory Committee 

which can apply appropriate sanctions including giving a direction that a pharmacist should 

be removed from the register. The deliberate withholding of information, destroying of 

information, or providing false or misleading information - referred to in the third option for 

implementing the recommendations from the IHRD report - are examples of conduct that 

may call into question a pharmacist’s fitness to practise.   

 

Pharmacy Forum regards this potential loss of livelihood for a breach of the Code as 

sufficiently punitive. 

 

3.4 Pharmacy Forum NI is confident in the robustness of the current professional regulatory 

processes relating to the practice of pharmacy here and noted that there are additional 

processes that patients, employers, and others can draw on to hold pharmacists to account. 

 

3.5 In the context of this consultation process, should there be any evidence to suggest failings 

within the NI pharmacy regulatory framework, the Forum is open to discussing, in 

collaboration with the DoH, PSNI, and others any amendments to the regulatory framework 

that will go towards ensuring NI pharmacists’ adherence to the duty of candour. Pharmacy 

Forum NI recommends this as the right approach to handling candour – based on research 

evidence outlined under point 4 below – as well as taking into account current and future 

healthcare system realities in which NI pharmacists and other healthcare practitioners work.  

 

 

4. THREAT OF INDIVIDUAL CRIMINALISATION COUNTERINTUITIVE  
 

4.1 Pharmacy Forum NI does not believe an individual duty should be statutorily imposed in any 

form. We do not accept that an individual statutory duty of candour with criminal sanctions 

as proposed will have the desired outcome of improving patient safety.  

 

4.2 We do not believe that a broad-brushed approach to criminal liability should be imposed in 

reaction to the small percentage of professionals who are either underperforming or 

deliberately choose to do wrong, which our regulatory framework and robust governance 

frameworks with accountability are set up to redress more expediently than the proposed 

legislation would allow for.  

 

4.3 Based on evidence gathered within pharmacy, we know the solution proposed to introduce 

an individual statutory duty with criminal sanctions in our already heavily regulated 

profession is short-sighted and fails to consider basic human response behaviour to threat 

and fear.  

 

 
6 www.psni.org.uk/psni/about/complaints-2  

http://www.psni.org.uk/psni/about/complaints-2
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4.4 The proposal for a statutory duty of candour for an individual (working in the specified 

health services), attached to the threat of criminal sanction for non-compliance, 

reintroduces what the pharmacy profession has strived to remove through the DoH-led 

Rebalancing Medicines Legislation and Pharmacy Regulation Programme chaired by Ken 

Jarrold CBE7.   

 

As a member of the Rebalancing Medicines Legislation and Pharmacy Regulation Programme 

Board, Pharmacy Forum NI worked with the UK and devolved governments and the 

pharmacy profession to introduce The Pharmacy (Preparation and Dispensing Errors – 

Registered Pharmacies) Order 20188. While the making of a dispensing error remains a 

criminal offence, this Order provides a defence against prosecution provided certain 

conditions are met which include notifying patients promptly of an error. 

 

4.5 Before the implementation of this legislation, pharmacy staff were alone among healthcare 

professionals in having the threat of criminal sanction under section 63 (adulteration of 

medicinal products) and section 64 (medicinal products not of the nature or quality ordered) 

of the Medicines Act 1968 when making an inadvertent error. However, these new defences 

put in place for community pharmacists, and imminently for colleagues in hospitals and 

other settings, have gone a long way to remove the barriers to create the right culture of 

openness and candour. 

 

4.6 This amendment has been shown to have promoted and encouraged a culture of reporting 

and learning from errors as well as ensuring patients and their carers are dealt with openly 

and honestly. In spring 2019, the Community Pharmacy Patient Safety Group (PSG)9 and 

Northern Ireland stakeholders surveyed over 900 pharmacy staff from across the UK, 

including Northern Ireland, to help understand patient safety practice from the perspective 

of frontline pharmacy teams10. A similar survey was carried out by Pharmacy Voice in 2016, 

and the two data sets were compared to ascertain whether there has been any shift in the 

attitude and behaviour of pharmacy teams around patient safety reporting and learning. In 

2016, 40.0% of respondents claimed fear of criminal prosecution might prevent them from 

reporting. This was much higher than the 21.7% and 14.3% of 2019 respondents who stated 

that fear of criminal prosecution might prevent them from reporting patient safety incidents 

internally and externally, respectively, indicating that the new legal defence for dispensing 

errors, which came into law in April 2018, had encouraged better reporting and openness. 

This is further corroborated in the Royal Pharmaceutical Society, Pharmacy Forum NI and 

Association of Pharmacy Technicians UK Joint Professional standards for the reporting, 

learning, sharing, taking action and review of incidents November 2016, which stated the 

threat of criminal prosecution was one of the biggest barriers to reporting, learning, sharing 

or acting.11 

 
7 www.gov.uk/government/groups/pharmacy-regulation-programme-board  
8 www.legislation.gov.uk/ukdsi/2018/9780111161524  
9 https://pharmacysafety.org  
10 Patient safety culture survey results - December 2019: https://pharmacysafety.files.wordpress.com/2019/12/patient-safety-culture-
survey-2019-results-3.pdf  
11 www.pfni.org.uk/wp-content/uploads/2017/05/rslar-standards-nov-2016.pdf  

http://www.gov.uk/government/groups/pharmacy-regulation-programme-board
http://www.legislation.gov.uk/ukdsi/2018/9780111161524
https://pharmacysafety.org/
https://pharmacysafety.files.wordpress.com/2019/12/patient-safety-culture-survey-2019-results-3.pdf
https://pharmacysafety.files.wordpress.com/2019/12/patient-safety-culture-survey-2019-results-3.pdf
http://www.pfni.org.uk/wp-content/uploads/2017/05/rslar-standards-nov-2016.pdf
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4.7 Elsewhere research carried out across the health service has likewise proven that criminal 

sanction  potentiates  the fear of reporting to the detriment of patient safety and is found to 

be a barrier to reporting, learning, sharing and creating the right culture when things go 

wrong: 

 

• Reports and recommendations produced by Don Berwick and Professor Bruce Keogh on 

patient safety and quality of treatment and care point to the blame culture that exists in the 

healthcare system and how this prevents the creation of an environment where learning and 

improvement are embedded.12 13 

• The Francis report on Freedom to Speak Up (2015)14 concluded that the culture of fear that 

pervades the NHS prevents staff from speaking up and this is a lost opportunity to improve 

patient safety. 

• The report by the Professional Standards Authority in 2019 evaluating the professional duty 

of candour15 found that, similar to their advice in 2013 to the Secretary of State, ‘fear’ was 

still a common thread when identifying barriers to being candid. This could be fear of 

isolation from colleagues, litigation or a detrimental impact on careers.  

• The House of Commons Health Committee Inquiry into Complaints and Litigation16 noted 

that an open culture around complaints amongst staff is essential and recommended that 

attempts to improve patient safety should not focus on punishing individuals for errors. They 

noted that the ‘blame culture’ encourages covering up incidents and fails to identify 

underlying causes and lessons to prevent repetition.17 

 

4.8 Finally, where individual criminalisation is concerned, we would highlight that pharmacists, 

like all other healthcare staff, do not work in a vacuum but as part of multidisciplinary teams 

and sites. The provision of care and treatment of patients is rarely the sole responsibility of 

one individual healthcare professional as multidisciplinary working is now the norm. To 

reflect this, the Chief Executives of statutory regulators of healthcare professionals 

(including the PSNI) were minded to publish a joint statement on openness and honesty - 

the professional duty of candour.18 Although it may be expressed in different ways within 

their statutory guidance, this statement clarifies what regulators require of all registered 

professionals, wherever they work across the public, private and voluntary sectors. We 

believe this has been a helpful step to ensure all registered professionals understand what is 

required both of themselves and other colleagues in their teams; it enables them to provide 

both leadership to others in their team and create an open and honest culture and also to 

raise concerns appropriately themselves. 

 

 
12 National Advisory Group on the Safety of Patients in England (2013) Improving the safety of patients in 
England. NAGSP London 
13 Keogh, B., (2013) Review into the quality of care and treatment provided by 14 hospital trusts in England. NHS London 
14 http://freedomtospeakup.org.uk/the-report/  
15 Telling patients the truth when something goes wrong Evaluating the progress of professional regulators in  
embedding professionals’ duty to be candid to patients – January 2019 
16 Health Committee, Complaints and Litigation, Sixth Report of Session 2010-12, HC 786-1 
17 Ibid 
18 www.psni.org.uk/wp-content/uploads/2012/09/Joint-statement-on-the-professional-duty-of-candour-FINAL.pdf  

http://freedomtospeakup.org.uk/the-report/
http://www.psni.org.uk/wp-content/uploads/2012/09/Joint-statement-on-the-professional-duty-of-candour-FINAL.pdf
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5. UNDERMINING OUR HEALTH SYSTEM TRANSFORMATION & WORKFORCE 

DEVELOPMENT 
 

5.1 Real-term health spending in Northern Ireland’s health system has stagnated since 2010 as 

everywhere else in the UK. However, Northern Ireland has been particularly impacted and 

we understand the DoH is attempting to address this through its Transformation 

Programme19. Should the Duty of Candour policy proposals proceed, we caution that it will 

further aggravate an already precarious health system and essentially work against 

government efforts. Pharmacy Forum NI is wholly opposed to such eventuality. 

 

5.2 In keeping with other healthcare professions, pharmacy is experiencing challenges in 

recruitment, putting increased demands on an already pressurised workforce20. As a result, 

in November 2020, Pharmacy Forum NI launched an attract, recruit and retain programme, 

funded by DoH, to encourage pharmacists from the rest of the UK and the Republic of 

Ireland to come and work in Northern Ireland. The main reason is to address the current and 

future workforce gap and to fill the 1,000+ jobs that will be needed in the coming five years. 

The Northern Ireland pharmacy work environment is already a less attractive option 

compared to much more competitive and attractive conditions offered in neighbouring 

jurisdictions. Pharmacy Forum NI is greatly concerned that unilaterally introducing this 

legislation into Northern Ireland will present yet another disincentive to prospective 

employees, thus undermining the DoH Pharmacy Workforce Review 202021 and exacerbating 

the workforce crisis. Ultimately, it leaves Northern Ireland’s pharmacy profession and 

broader healthcare body in an extremely vulnerable position. 

 

5.3 The impact of the pandemic on the mental health of young people who were already 

struggling is also widely documented and the DoH has also acknowledged the mental health 

impact of the COVID-19 pandemic in Northern Ireland.22 These trends need to be considered 

in the context of recruiting the next generation of pharmacists, which may be less inclined to 

consider joining an overly punitive health service in terms of personal risk of criminal 

sanction in a litigious society.      

 

6. APPROPRIATE & EFFECTIVE ORGANISATIONAL DUTY OF CANDOUR  
 

6.1 Pharmacy Forum NI believes that a statutory organisational duty of candour - that is 

appropriate to the business organisational entity - is necessary to ensure that health and 

social care workers are open and transparent. For registered pharmacists in Northern 

Ireland, we believe it will also complement the professional duty of candour that they are 

subject to.  

 
19 www.health-ni.gov.uk/topics/transformation-programme  
20 Pharmacy Workforce Review 2020 (page 14, point 2.2.1): www.health-ni.gov.uk/sites/default/files/publications/health/doh-pharmacy-
workforce-review.pdf  
21 Ibid  
22 www.health-ni.gov.uk/sites/default/files/publications/health/mh-impact-covid-pandemic.pdf  

http://www.health-ni.gov.uk/topics/transformation-programme
http://www.health-ni.gov.uk/sites/default/files/publications/health/doh-pharmacy-workforce-review.pdf
http://www.health-ni.gov.uk/sites/default/files/publications/health/doh-pharmacy-workforce-review.pdf
http://www.health-ni.gov.uk/publications/pharmacy-workforce-review-2020
http://www.health-ni.gov.uk/sites/default/files/publications/health/mh-impact-covid-pandemic.pdf
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6.2 In terms of scope outlined in the consultation document point 3.823, the policy proposals do 

not define what an organisation is. Instead it provides a finite lists healthcare organisations – 

Trusts, Councils, Agencies, the DoH, BSO, the HSCB and others - to which organisational duty 

should apply. We find it disproportionate to categorise small-scale community pharmacy 

and family GP practitioner services alongside what are predominantly  large-scale public 

sector business operations, which have the added benefits of infrastructure and support 

systems in place.  These proposals do not fit the sole trader/small business model, also 

bearing in mind the current reach of the pharmacy regulator. 

 

6.3 The consultation document is unclear as to where sole traders sit between the 

organisational duty of candour and individual duty of candour. We note a lot of the 

outworking from the investigation focuses on findings from secondary care. The 

repercussions for the superintendent or responsible pharmacist in an independent 

community pharmacy if a statutory duty of candour extends to every staff member within it, 

are not handled in this consultation.  The DoH should be aware that the pharmacy team also 

comprises unregulated professionals e.g. pharmacy technicians, the regulation of which has 

long been advocated for. We question if there is potential for a heavily relied upon village or 

town pharmacy to be completely shut down. 

 

6.4 To achieve this standard, it would be incumbent upon the organisation to operate to best 

effect for its employees. It is vital that pharmacists and all healthcare staff feel supported 

and if required protected by their employers when they raise concerns and are able to speak 

up without risking hostility.24,25 Embedding protections for those who disclose can act as a 

mechanism to support open disclosure. We would not want a scenario where an individual 

employee has acted within all means but is failed by their employer.  

 

6.5  Pharmacy Forum NI believes the emphasis must be on creating the conditions and culture 

where reporting errors and speaking up are the norm. Addressing errors needs to consider 

the system rather than the vast majority of individuals who are doing their best in extremely 

difficult circumstances.  

 

6.6  Structurally, we recognise that improvements need to be made at an organisational level to 

ensure duty of candour. Pharmacy Forum NI remains ready to work with the DoH and other 

health and social care organisations to develop the mechanisms to achieve this within 

pharmacy that will benefit the broader Northern Ireland healthcare system and the public it 

serves.  

 

 
23 The Department should note error under point 3.8 bullet point 4 of the consultation document, which 
reads ‘GP Practices and Community Pharmacists’. The scope outlined in this instance applies to the 
organisation (pharmacy) not to the professional (pharmacist).    
24 www.pfni.org.uk/wp-content/uploads/2017/05/Raising-a-Concern-PDF.pdf  
25 www.psni.org.uk/wp-content/uploads/2012/09/Guidance-on-Raising-Concerns-2019-Final.pdf  

http://www.pfni.org.uk/wp-content/uploads/2017/05/Raising-a-Concern-PDF.pdf
http://www.psni.org.uk/wp-content/uploads/2012/09/Guidance-on-Raising-Concerns-2019-Final.pdf
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7. Conclusion 

Pharmacy Forum NI acknowledges the hurt of every family that was impacted by the issues that the 

O'Hara report has focused on. Throughout, they have been kept in mind in the consideration and 

development of our response. We are in support of measures that can be taken to address what 

happened and to ensure that it does not happen to anyone else but we do not believe the proposals 

outlined by the DoH offer the right approach for reasons detailed. 

Pharmacy Forum NI supports the overlying aims of the proposed organisational statutory duty but 

does not consider it appropriate for community pharmacy and GP practice. The current professional 

regulatory framework for NI pharmacy is sufficiently robust to ensure the oversight of an individual 

duty of candour without introducing a criminal element, which we deem counterproductive and 

problematic in the long-term for ensuring patient safety and quality improvement. 

 

 
For further information or to arrange a meeting to discuss this response, please contact  

Róisín Hughes, Pharmacy Forum NI Policy & Communications Officer: Roisin.Hughes@psni.org.uk 
 

mailto:Roisin.Hughes@psni.org.uk

