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Thank you for the opportunity to respond to the Consultation on Rebalancing 

Medicines Legislation and Pharmacy regulation: draft Orders under section 60 of the 

Health Act 1999 

The Pharmacy Forum NI represents registered pharmacists in Northern Ireland, our 

role is to Lead, Promote and Support pharmacists in Northern Ireland.  This 

consultation response has been shared widely and commented on by pharmacists 

from different backgrounds including community, hospital and academic settings. 

This is a wide ranging strategy and many of the examples used would benefit many 

people in Northern Ireland.  The Forum will be responding to the areas in the 

document that directly affect Pharmacists. 

Introduction  

In welcoming this Consultation the Pharmacy Forum NI sees it as the first step in 

redressing the current punitive criminal sanctions for inadvertent dispensing errors 

and brings pharmacists more in line with handling errors made by other healthcare 

professionals. 

Pharmacy Forum NI recognises the fear of criminal prosecution for dispensing errors 

has long been a concern for pharmacists.  Our message has consistently been that 

legislative changes are needed to allow pharmacy errors to be dealt with by 

professional regulation rather than criminal sanction. Creating the right culture will 

increase patient safety by enabling increased reporting, sharing and learning from 

mistakes as a profession and as part of multidisciplinary teams.   

The Pharmacy Forum is passionate that colleagues working in different practice 

settings, and in particular unregistered hospital pharmacy premises, can avail of the 

same defence as those working in registered community pharmacies. We appreciate 

the full commitment of The Rebalancing Medicines Legislation and Pharmacy 

Regulation Programme Board to address the issue at the earliest opportunity. 

Overall we believe the proposed legislative changes being consulted on will improve 

pharmacy services for patients and the public and reduce and remove barriers to the 

development of new and innovative pharmacy services. 

 

 

 

 

 



 

3 
 

Questions: 

Question 1: Do you agree with our overall approach, i.e. to retain the criminal 

offence in section 64 and to provide a new defence for pharmacy professionals 

against prosecution for inadvertent dispensing errors, subject to certain 

conditions?  

The Pharmacy Forum NI agrees with the overall approach to retain the criminal 

offence in section 64 and to provide a new defence for pharmacy professionals 

against prosecution for inadvertent dispensing errors, subject to certain conditions.  

One of the Forum’s key commitments is to create the right culture in pharmacy. Our 

message has always been that legislative changes are needed to allow pharmacy 

errors to be dealt with by professional regulation rather than criminal sanction. 

Creating the right culture will increase patient safety by enabling increased reporting, 

sharing and learning from mistakes as a profession and as part of multidisciplinary 

teams.  

Question 2: Do you agree that, once a defendant has done enough to show 

that the relevant pharmacy professional might have been acting in the course 

of his or her profession, the prosecution should have to show, beyond a 

reasonable doubt, that the pharmacy professional was not “acting in the 

course of his or her profession” in order to secure a conviction?  

We agree with this approach.  

Question 3: Do you agree the two proposed illustrative grounds that the 

prosecution could rely on to establish that the pharmacy professional was not 

acting in the course of their profession, if they were proven beyond reasonable 

doubt? 

We agree the two proposed illustrative grounds presented in the consultation 

document. We do not want a pharmacist or registered technician “misusing his or her 

professional skills for an improper use” or “acting in a manner that showed a 

deliberate disregard for patient safety” availing of the defence. The recent case (27th 

April, 2015) of Pharmacist Maurice Currie, sentenced to 12 months imprisonment in 

Newry Crown Court for the illegal supply of prescription medicines , is an example 

where the defendant should still be pursued under the criminal law in the event of the 

proposed legislation being introduced. 

Link to press release from Department of Health, Social Services and Public Safety 

NI http://www.northernireland.gov.uk/index/media-centre/news-departments/news-

dhssps/news-dhssps-270415-armagh-pharmacist-sentenced.htm   

We would call for clarity around the illustrative grounds to articulate what is “acting in 

the course of your profession” or otherwise for both the CPS and PPS respectively. It 

is important that we build on the understanding of any case law. 

http://www.northernireland.gov.uk/index/media-centre/news-departments/news-dhssps/news-dhssps-270415-armagh-pharmacist-sentenced.htm
http://www.northernireland.gov.uk/index/media-centre/news-departments/news-dhssps/news-dhssps-270415-armagh-pharmacist-sentenced.htm
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In addition pharmacy professionals would need to be supported by guidance in 

understanding any proposed new legislation so that they are clear when they can 

avail of the defence. 

Question 4: Do you agree that where a pharmacy professional does not follow 

procedures established for the pharmacy and an error takes place, this should 

not, on its own, constitute grounds for a decision in criminal proceedings that 

the pharmacy professional is not acting in the course of their profession? 

Pharmacy Forum NI agrees that this should not constitute the grounds for any 

pharmacy professional to be deemed “not acting in the course of their profession”.  

Procedures established for any pharmacy, commonly referred to as Standard 

Operating Procedures (SOPs) are, as they state for standard circumstances. We 

must protect the right of any pharmacy professional to use their professional 

judgement and act with professional autonomy in the best interests of public or 

patient safety. Indeed the first of the eight principles of the Pharmaceutical Society 

NI’s Code of Ethics for Pharmacists in NI is “make the safety and welfare of the 

patient your prime concern”.  

Question 5: Do you agree that for the defence to apply, the sale or supply of 

the medicine must have been in pursuance of either a prescription or (in the 

case of sales) directions from an appropriate prescriber?  

Pharmacy Forum NI agrees the sale or supply of the medicine must have been in 

pursuance of either a prescription or directions from an appropriate prescriber. We 

note the explanation around PGD’s however members want to be reassured that 

when an Emergency Supply of a medication is given to a patient that it is considered 

to be in pursuance of the original directions from the appropriate prescriber. 

Question 6: In your view, should it be part of a defence where someone is 

charged with a dispensing error that if an appropriate person at the pharmacy 

knew about the problem before the defendant was charged, all reasonable 

attempts were made to contact the patient unless it was reasonably decided 

not to do so?  

The Pharmacy Forum NI does not agree that this should be the fifth condition of the 

new defence under section 64.  

However we do agree that when a dispensing error occurs, that if an appropriate 

person at the pharmacy knew about the problem before the defendant was charged, 

all reasonable attempts were made to contact the patient unless it was reasonably 

decided not to do so. We uphold the principle of every healthcare professional’s duty 

of candour and that they must be open and honest with patients when something 

goes wrong with their treatment or care which causes, or has the potential to cause, 

harm or distress. We believe that duty of candour is best dealt with in a regulatory 

framework and should be an essential requirement for any pharmacy professional.  



 

5 
 

The issue of having to establish “on the balance of probabilities” whether the 

defendant was aware of the error or not and the lack of definition of “promptly” in the 

new legislation starts to look rather subjective or woolly if it is to be relied on as a 

condition to avail of the defence In addition we feel it has to potential to encourage 

unprofessional behaviour in that someone might notify a patient inappropriately just 

to ensure they avail of the defence rather than risk leaving their actions open to 

question and themselves open to the prospect of criminal sanction  e.g. in the 

example cited in the consultation document of a person lacking mental capacity it 

may not always be in the best interests of the patient to inform them personally or 

indeed act with undue haste without contacting a carer or their GP. . In comparison 

we believe the first four conditions create clear circumstances where you can avail of 

the proposed defence. 

Question 7: Do you agree that the unregistered staff involved in the sale or 

supply of a medicine (including, for example pharmacy assistants who hand 

over medicines that have been dispensed or van drivers who deliver 

medicines to patients) or the owner of the pharmacy where a dispensing error 

occurs should potentially be able to benefit from the new defences?  

Yes we agree that all members of the wider pharmacy team who are involved in sale 

or supply of a medicine should be able to avail of the defence. 

Question 8: Do you agree that the defence should not apply in cases where 

unregistered staff involved in sale or supply of medicine deliberately interfere 

with the medicine being sold or supplied at or from the pharmacy?  

Yes we agree. 

Question 9: Do you agree with the overall approach to the new defence in 

section 67B in relation to the offence in section 63, i.e. to retain the criminal 

offence and provide a new defence subject to essentially the same conditions 

as will apply in relation to section 64? If you think different, additional or fewer 

conditions should apply, could you explain what, if any, conditions you think 

should apply.  

Yes we agree taking into account the comments previously made around the 

conditions earlier in this response. 

Question 10: Do you agree that in relation to GPhC, the obligation to set 

standards in rules should be removed?  

Not applicable to Northern Ireland but in the general direction of travel of the 

Rebalancing Board aims to use regulation rather than inflexible legislative rules – we 

agree. 

Question 11: (for respondents in Northern Ireland): Are you content to place a 

statutory duty on PSNI to set standards for registered pharmacies?  
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Yes we agree. 

The only concern from our members in Northern Ireland was that should any 

standards be introduced that they would be fully consulted on by the PSNI and this 

was set in the context that they have no experience of the “outcome based” 

standards as per the GPhC model. 

Question 12: Do you agree with the approach we are taking to breaches of 

premises standards by pharmacy owners?  

Whilst this is not applicable to Northern Ireland we would suggest as a principle that 

there is a robust appeals process against any GPhC decision. 

Question 13: Do you agree with the changes to provide for publication of 

GPhC reports and outcomes from pharmacy inspections?  

Not applicable  

Question 14: Do you agree with the changes to the GPhC powers to obtain 

information from pharmacy owners?  

Not applicable  

Question 15: An IA has been prepared covering the costs and benefits of the 

dispensing error proposals. Do you agree our assessment? If not, please 

provide details and estimates of any impacts and costs that you consider are 

not relevant or, alternatively, have not been taken into account.  

We agree and are not aware of any other impacts or costs at this time. 

Question 16: Do you consider there are any additional significant impacts or 

benefits on any sector involved that we have not yet identified? Please provide 

details and estimates. 

We do not believe that anything has not yet been identified at this time. 

Question 17: As part of preparing this IA we have asked business 

representatives whether, if the new defence were introduced, it would have a 

downward impact on employee cost pressures (for instance, any reduction in 

the risk of being prosecuted could slightly reduce legal or insurance costs). 

No significant cost impacts have so far been identified. Are there specific 

impacts on small and micro-businesses that we need to take into account?  

We do not believe that there are any further impacts to be identified at this stage. 

Question 18: At this stage, we do not consider it is feasible to estimate a 

“typical” cost of prosecutions for dispensing errors on individual 

professionals or pharmacy businesses because of the small numbers involved 
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over the last decade. Do you agree with this? If not, do you have any relevant 

information which we can consider?  

We agree that it may not be feasible to estimate cost of prosecutions because of the 

small number of cases involved.  

Question 19: We have provided an estimate of the magnitude of the cost and 

benefits that may arise from the potential implementation of the introduction of 

the change in approach to dispensing errors. These estimates rely on a 

number of general assumptions – summarised in Annex B of the IA. These 

include the length of time it takes a pharmacist to deal with different types of 

dispensing errors. In addition, we have made assumptions regarding the 

potential benefits from learning and from a lower risk of prosecution. Do you 

think the assumptions we have made are proportionate and realistic? If not, 

what assumptions should we use? Please provide an estimate of the cost of 

such assumption.  

We agree with the estimates 

Question 20: We have prepared an IA covering costs and benefits of the 

premises standards proposals. Do you agree our assessment? If not, please 

provide additional information (with estimates) regarding other costs or 

benefits that you think have not been considered in the IA.  

No comment  

Question 21: Our initial analysis of the proposed changes to pharmacy 

premises standards suggests that our preferred option, Option 2, has no 

significant transition or ongoing costs relative to the current framework. This 

is based on assumptions in Annex A of the IA. Are our assumptions valid? If 

not, please identify what other costs and assumptions have not been identified 

and provide examples and estimates that will help us quantify and monetise 

the costs.  

No comment  

Question 22: We do not consider there will be any specific adverse impacts 

from this proposal on small or micro businesses. Do you agree? If not, please 

identify what these impacts are and their likely costs and explain why they are 

specific to small and micro businesses. Also, please provide evidence on how 

small and micro businesses would be affected by an alternative prescriptive 

rules-based approach compared to an outcome-based system. Please say (i) 

what assumptions we should use (ii) identify the impacts and (iii) estimate 

their likely costs and explain why they are relevant to small and micro 

businesses.  

Yes we agree  
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Question 23: Do you have any additional evidence which we should consider 

in developing the assessment of the impact on equality? 

No further evidence to be considered 

If you have any question regarding our response please contact: 

Julie Greenfield 

Pharmacy Forum Manager 

Pharmacy Forum  

72 University Street, 

Belfast, 

BT7 1HL  

 

Telephone: 028 9032 6927 


