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Introduction 

This report summarises the feedback received during the 2018-2019 consultation process on the 

draft Pharmaceutical Society of Ireland (Temporary Absence of Pharmacist from Pharmacy) Rules 

2018 [December]. It includes the outcome of the online survey.  

 

Background  

 

Under the Pharmacy Act 2007 it is an offence to operate a retail pharmacy business other than in 

accordance with particular conditions, one of which is that the sale and supply of medicinal products 

must be carried out by or under the personal supervision of a registered pharmacist at all times 

(Section 26). However, the Act also provides that no offence is committed where a registered 

pharmaceutical assistant acts on behalf of a registered pharmacist during the temporary absence of 

the registered pharmacist (Section 30). 

 

This same section of the Pharmacy Act provides the PSI Council with the ability to define what the 

temporary absence of a pharmacist is, and what may or may not be done by a pharmaceutical 

assistant when acting on behalf of a pharmacist during that period of temporary absence. The 

Council can do this by making statutory rules, subject to ministerial approval.  

 

The PSI Council considered the matter of temporary absence and a proposed draft set of rules under 

section 30 of the Act at its meeting in March 2017. The Council decided to reject the proposal 

presented at that time, and requested further examination of the issue of temporary absence, and 

what would be covered within the scope of the rules. 

 

A Working Group was then established to examine and produce a report, which was submitted to 

Council on the 17 May 2018 (available on website). The considerations of the group were informed 

by a number of documents including an independent NARIC report placing the Pharmaceutical 

Assistant qualification on the qualifications framework in the UK, and were contextualised on patient 

safety, public protection and risk in proposing how long a pharmacist may be absent from a 

pharmacy. 

 

At their meeting on 17 May 2018, the Council considered the matter and accepted the Working 

Group report and its recommendations. It was agreed to proceed with developing draft rules under 

section 30 of the Act, based on this proposed policy. Draft Rules were issued for public consultation 

and at its meeting on 20 September 2018, the Council considered the feedback received during the 

public consultation process, and the context and parameters of the matter for decision. The Council 

agreed that the proposed PSI (Temporary Absence of a Pharmacist from a Pharmacy) Rules 2018, 

without change, be submitted to the Minister for Health for his consent so that they might be made 

into law.  

 

Subsequently a delay arose in the submission of the approved Rules to the Minister for his consent. 

This arose in the context of an element of the drafting framework used in the Rules, and it required 

that the tasks that might be undertaken during a pharmacist’s period of temporary absence were to 

be incorporated within the Rules. 
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Arising from this, proposed amendments were made to Rule 8.  The amendments were informed by: 

1. A risk matrix, which had been previously drawn up as part of the Working Group report on 

temporary absence, for the Council’s consideration in May 2018. This matrix of tasks 

assisted in the development of the proposed activities that may be carried out by a 

pharmaceutical assistant when acting on behalf of a pharmacist, in their temporary 

absence. 

2. The PSI met with the Irish Pharmacy Union and the Pharmaceutical Assistants Association to 

engage with them in the context of the drafting of the amended Rule 8.  

3. An expert group was also constituted in November 2018 and asked to critically assess on the 

basis of risk, patient safety and public protection the provision/s contained within Rule 8 of 

the draft statutory rules which provides for what can be done by a pharmaceutical assistant 

during the temporary absence of a pharmacist, with such assessment having due regard to 

the principles of necessity, effectiveness, proportionality, transparency, accountability and 

consistency. The Terms of Reference and the Report of this Group are appended to this 

document. 

 

The revised SI was presented to the Council of the PSI at their meeting of 6 December 2018 

and approved for public consultation.  It was agreed that the draft Pharmaceutical Society of 

Ireland (Temporary Absence of Pharmacist from Pharmacy) Rules 2018 [December] would be issued 

for public consultation. 

 

About the consultation  
 

The public consultation opened on December 13, 2018 and closed on January 11, 2019.  

 

The consultation was notified to the public on the PSI website and through social media.  

 

Pharmacists, Pharmaceutical Assistants, and approximately 100 stakeholders were made aware of 

the consultation through email. A reminder e-mail was issued on Tuesday January 8, 2019. 

 

 

Response to the consultation 

In total n=937 responses were received to the public consultation. 

 

890 responses were received to the online survey. 

20 responses were received via email (Appendix D) 

23 responses were received via email with the online survey attached (Appendix E) 

2 submissions were made by stakeholders by email (Appendix F) 

i) Irish Pharmacy Union (IPU) 

ii) Pharmaceutical Assistants Association (PAA)  

2 survey responses were received by post and were recorded in the online survey (891/892)    
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Survey Question 2 

 

The profile of respondents is indicated in the table and graph below  

 

Patient and/or member of the public 224 

Healthcare professional (non-pharmacist) 57 

Pharmacy Owner 67 

Pharmacist registered with the PSI 253 

Pharmaceutical Assistant registered with the PSI 109 

Member of a pharmacy team (non-pharmacist) 67 

Pharmacist retired/not registered with the PSI 4 

Pharmaceutical Assistant retired/not registered with the PSI 2 

Involved in healthcare education or training 12 

Representing public/patient interests 10 

Representing interests of healthcare professionals 3 

Employer of healthcare professionals 3 

Government body or department 4 

Regulator 0 

Industry 2 

Other 13 

Table 1a: Breakdown of consultation respondents 

 

n=773 

 
*Note, there is a 7% skew due to 57 individuals identifying with multiple categories. 

Figure 1b: Breakdown of consultation respondents (Survey Question 2) 
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The survey 
 

Prior to completing the survey, respondents were asked to review the documents below and to 

provide their comments to the survey. The online survey comprised of 13 questions (Appendix M) 

and the following documents were provided with the survey: 

 

 A copy of the draft Rules (Appendix G) 

 A chronology and overview of the development of temporary absence (Appendix H) 

 An information note on pharmaceutical assistants (Appendix I) 

 The Public Consultation report on the draft Pharmaceutical Society of Ireland (Temporary 

Absence of a Pharmacist from a Pharmacy) Rules 2018 [July – August] (Appendix J) 

 The expert group report (Appendix K) along with the expert group report terms of reference 

(Appendix L)  

 

Additionally, due to the legislative definitions in Rule 8, examples in common terminology were 

provided to assist in answering questions 5-10. 

 

Responses are anonymous, except where the respondent wished to be identified.   

 

Responses were also accepted by email to consultation@psi.ie. 

 

Survey Question 3 

 

As demonstrated in figure 2, 97% of respondents responded on their own behalf. 

n=767

 
Figure 2: Responding on own behalf/behalf of an organisation  

 

97%

3%

Own behalf On behalf of an organisation

0.00%

20.00%

40.00%

60.00%

80.00%

100.00%

120.00%

Page 7 of 684 

mailto:consultation@psi.ie


Survey Question 4 

As demonstrated in figure 3, 56% of respondents participated in the previous Public Consultation on 

draft Pharmaceutical Society of Ireland (Temporary Absence of Pharmacist from Pharmacy) Rules 

2018 in July – August 2018.  

n=768

Figure 3: Participated in July-August 2018 Consultation  
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Analysis and Results of Survey 

 

Question 5 

 

Rule 8(1) outlines the additional activities to his or her normal activities that a registered 

pharmaceutical assistant may carry out in the absence of a registered pharmacist.  

 

Do you agree in the absence of a registered pharmacist, a registered pharmaceutical assistant may 

dispense a repeatable prescription where it is not the first dispensing of the prescription as outlined 

in Rule 8(1)a(i)? 

 

As demonstrated in figure 4, 38% strongly disagree, 3% disagree, 5% neither agree nor disagree, 8% 

agree and 47% strongly agree.  

 

n=760 

 
Figure 4: “Registered pharmaceutical assistants may dispense a repeatable prescription where it is 

not the first dispensing in the absence of a registered pharmacist” 
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Question 6 

 

Do you agree in the absence of a registered pharmacist a registered pharmaceutical assistant may 

not dispense a prescription where the prescription is for a high tech medicinal product as outlined 

in Rule 8(1)a(ii)(I)? 

 

*High tech medicines are medicines that are generally only specialist initiated and would include 

items such as anti-rejection drugs for transplant patients or medicines used in conjunction with 

chemotherapy (as processed through the HSE high tech hub). 

 

As demonstrated in figure 5, of those who responded to this question in the consultation survey, the 

majority 73% strongly disagreed with the proposal.  

 

 

n=777 

 
Figure 5: Do you agree a pharmaceutical assistant may not dispense a prescription for a high tech 

medicinal product in the absence of a registered pharmacist?  
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Question 7 

 

Do you agree in the absence of a registered pharmacist a registered pharmaceutical assistant may 

not dispense a prescription where the prescription is for a cytotoxic medicinal product as outlined 

in Rule 8(1)a(ii)(II)? 

 

*Cytotoxic medicinal products describe a group of medicines that contain chemicals which are 

toxic to cells, preventing their replication or growth (e.g. Methotrexate).  

 

As demonstrated in figure 6, of those who responded to this question in the consultation survey, the 

majority 75% strongly disagreed with the proposal.  

 

n= 775 

 
Figure 6: Do you agree a pharmaceutical assistant may not dispense a prescription for a cytotoxic 

medicinal product in the absence of a registered pharmacist? 
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Question 8 

 

Do you agree in the absence of a registered pharmacist a registered pharmaceutical assistant may 

not dispense a prescription where the prescription is for a narrow therapeutic index medication as 

outlined in Rule 8(1)a(ii)(III)?  

 

*Narrow therapeutic index medications are drugs with small differences between therapeutic and 

toxic dose (e.g. Lithium). 

 

As demonstrated in figure 7, 7% strongly agree with this principle, 4% agree, 3% neither agree nor 

disagree, 11% disagree and 75% strongly disagree.  

 

n=775 

 
Figure 7: Do you agree a pharmaceutical assistant may not dispense a prescription for a narrow 

therapeutic index medication in the absence of a registered pharmacist? 
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Question 9 

Do you agree in the absence of a registered pharmacist a registered pharmaceutical assistant may 

dispense, or provide by sale or supply, pharmacy-only medicinal products and general sale 

medicinal products?  

 

*Pharmacy-only medicinal products are not subject to prescription but are available only under the 

supervision of a pharmacist (e.g. Ibuprofen) 

*General sale medicinal products are not subject to prescription but can, with reasonable safety, 

be sold without the supervision of a pharmacist (e.g. Gaviscon liquid) 

 

As demonstrated in figure 8, 84% strongly agree with this principle 

 

n=775 

 
Figure 8: Do you agree in the absence of a registered pharmacist a registered pharmaceutical 

assistant may dispense and/or sell pharmacy-only and general sale medicinal products? 
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Question 10 

 

Do you agree in the absence of a registered pharmacist a registered pharmaceutical assistant may 

supervise the sale or supply of pharmacy-only medicinal products and general sale medicinal 

products? 

 

*Pharmacy-only medicinal products are not subject to prescription but are available only under the 

supervision of a pharmacist (e.g. Ibuprofen) 

*General sale medicinal products are not subject to prescription but can, with reasonable safety, 

be sold without supervision of a pharmacist (e.g. Gaviscon liquid) 

 

As demonstrated in figure 9, 85% strongly agree with this principle  

 

n=776 

 
Figure 9: Do you agree in the absence of a registered pharmacist a registered pharmaceutical 

assistant may supervise the dispensing and/or sale of pharmacy-only and general sale medicinal 

products? 
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Question 11 

Rule 8 (2) contains specific legal definitions which must be made clear. In the interest of public 

safety, it is very important that the technical definitions can be understood by relevant 

practitioners 

 “Cytotoxic medicinal products” means medicinal products that contain chemicals which 

are toxic to cells, preventing their replication or growth, and are used to treat cancer or 

malignant disease, or as an immunosuppressant 

 “General sale medicinal products” means medicinal products categorised by the Authority 

under the sub-category referred to in Regulation 12(1)(b)(ii) of the Medicinal Products 

(Control of Placing on the Market) Regulations 2007 (S.I. No. 540 of 2007) 

 “High tech products” means those products appearing for the time being on the list of high 

tech products published from time to time by the Health Service Executive  

 “Narrow therapeutic index medications” means medicines which, where there is a small 

difference in the dose or blood concentration, may lead to dose and blood concentration 

dependence, serious therapeutic failures or adverse drug reactions 

 “Pharmacy-only medicinal products” means medicinal products categorised by the 

Authority under the sub-category referred to in Regulation 12(1)(b)(i) of the Medicinal 

Products (Control of Placing on the Market) Regulations 2007  

 “Repeatable prescription” has the meaning assigned to it by Regulation 4(1) of the 

Medicinal Products (Prescription and Control of Supply) Regulations (S.I. No. 540 of 2003) 

 

Do you think the following definitions are clear? 

As demonstrated in figures 10a-f the majority of respondents found the definitions to be clear.  

Additional comments can be found in Appendix A 

 

n=516 

 
Figure 10a: Do you agree the definition of “cytotoxic medicinal products” is clear? 
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n=516 

 
Figure 10b: Do you agree the definition of “general sale medicinal products is clear? 

 

n=516 

 
Figure 10c: Do you agree the definition of “high tech products” is clear? 
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n=516 

 
Figure 10d: Do you agree the definition of “narrow therapeutic index medications” is clear? 

 

n=516 

 
Figure 10e: Do you agree the definition of “pharmacy-only medicinal products” is clear? 
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n=516 

 
Figure 10f: Do you agree the definition of “repeatable prescription” is clear? 
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Question 12 

 

Do you have any additional information or comments you would like to provide in relation to the 

proposed new Rule 8 of the draft Pharmaceutical Society of Ireland (Temporary Absence of a 

Pharmacist from a Pharmacy) Rules 2018? 

 

As demonstrated in figure 11, of those who responded to this question in the consultation survey, 

approximately 51% provided additional feedback in the comment section. A full list of responses is 

included in Appendix B   

 

n=748 

 
Figure 11: Do you have any additional information or comments you would like to provide in relation 

to draft Rule 8? 
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Question 13 

 
Do you have any additional information or comments you would like to provide in relation to the 

draft Pharmaceutical Society of Ireland (Temporary Absence of a Pharmacist from a Pharmacy) 

Rules 2018 as a whole?  

 

As demonstrated in figure 12, of those who responded to this question in the consultation survey, 

approximately 46% provided additional feedback in the comment section. A full list of responses is 

included in Appendix C   

 

n=735 

 
Figure 12: Do you have any additional information or comments you would like to provide in 

relation to the 2018 draft Rules as a whole?  
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Background 

A thematic analysis was performed on the ‘comments’ data collected from the online survey during 

the consultation process using NVivo 12 qualitative analysis software1. This software allows the user 

to categorize and qualitatively analyse data.   Some responses contained more than one theme, and 

it was not possible to categorize all responses, where a theme was not identifiable, where the 

comment made did not relate to the question, and/or where the theme was not recurring. All 

comments received from the online survey however are available for review at Appendices A – C of 

the Consultation Report. 

 

Questions 1 – 10 of the consultation survey did not provide for free comments to be made by 

respondents. Hence these questions are not included in this thematic discussion document. 

  

  

1 A full record of the data and its categorization is available from the PSI on request. 
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Thematic Analysis  

Question 11 

 

Q11. The Rules contain specific legal definitions which must be clear. In the interest of public safety 

it is very important that the technical definitions can be understood by relevant practitioners: 

 “cytotoxic medicinal products” means medicinal products that contain chemicals which are 

toxic to cells, preventing their replication or growth, and are used to treat cancer or 

malignant disease, or as an immunosuppressant 

 “general sale medicinal products” means medicinal products categorised by the Authority 

under the sub-category referred to in Regulation 12(1)(b)(ii) of the Medicinal Products 

(Control of Placing on the Market) Regulations 2007 (S.I. No. 540 of 2007) 

 “high tech products” means those products appearing for the time being on the list of high 

tech products published from time to time by the Health Service Executive  

  “narrow therapeutic index medications” means medicines which, where there is a small 

difference in the dose or blood concentration, may lead to dose and blood concentration 

dependence, serious therapeutic failures or adverse drug reactions 

 “pharmacy-only medicinal products” means medicinal products categorised by the 

Authority under the sub-category referred to in Regulation 12(1)(b(i) of the Medicinal 

Products (Control of Placing on the Market) Regulations 2007  

 “repeatable prescription” has the meaning assigned to it by Regulation 4(1) of the Medicinal 

Products (Prescription and Control of Supply) Regulations (S.I. No. 540 of 2003) 

 

Do you think the following definitions in Rule 8(2) are clear? 

A total of 84 comments were received in relation to Rule 8(2). (Appendix A) 

Theme/Category Comments 

Comment on “cytotoxic medicinal products”  7 

Comment on “high tech products”  4 

Comment on “narrow therapeutic index medications”  13 

Comment on “repeatable prescription” 2 

Comment on ‘first-dispensing’ 3 

Definitions are clear 4 

Definitions are unclear/misleading  9 

Develop a list of high tech/cytotoxic/ narrow therapeutic index medications    8 

 
There was strong sentiment amongst the responses that the restriction on prescriptions a 
Pharmaceutical Assistant (PA) may dispense in the temporary absence of a registered pharmacist 
was ‘impractical’ in the running of a pharmacy and ‘too restrictive’.  Some respondents who believed 
the definitions to be clear, noted that they were opposed to restrictions on Pharmaceutical 
Assistants. 
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Question 12 

 

Q12. Do you have any additional information or comments you would like to provide in relation to 

the proposed new Rule 8 of the draft Pharmaceutical Society of Ireland (Temporary Absence of a 

Pharmacist from a Pharmacy) Rules 2018? 

 

A total of 382 comments were received. (Appendix B) 

 

Some comments provided feedback on Rule 8, as had been asked in question 12.  Themes arising in 

these comments are set out in the first table below:  

 

Theme/Category Comments 

Comments on “repeatable prescription” 38 

Comments on “high tech medicines” 14 

Comments on “cytotoxic” 14 

Comments on “narrow therapeutic index” 13 

Calls for evidence for Rule 8 development 14 

 

Other comments, relating to the Rules in their entirety, were also provided in response to this 

question. Themes arising in these comments are set out below, for completeness: 

Theme/Category Comments 

Calls for CPD and/or Fitness to Practice for PAs 33 

Rules do not account for PA’s experience  58 

PAs preferred over locums  10 

Pharmacies, pharmacists, and public will suffer without PAs 32 

PAs are qualified to dispense all prescriptions  53 

Retain status quo  27 

Too restrictive  11 

Will make PAs unemployable  55 

 

The majority of responses were in disagreement with the proposed Rule 8. Many responses called 

for the recognition of Pharmaceutical Assistant’s experience, skills and capabilities. Respondents 

questioned the changes proposed given that Pharmaceutical Assistants have been dispensing many 

of the restricted medicines for years. Respondents believed that the proposed Rule 8 would 

introduce barriers and delays to patients wishing to access medicines.  There was concern that 
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Pharmaceutical Assistants will be made redundant as a result of the proposed changes, and concerns 

for pharmacist staffing and recruitment in rural areas. 

Some respondents noted that they were opposed to the one hour period for temporary absence and 

many respondents requested “upskilling” and access to continuous professional development for 

Pharmaceutical Assistants.  Others queried the benchmarking of their initial qualification. Some 

made the recommendation that the public be informed when being served by a Pharmaceutical 

Assistant to give them the choice of accepting their medication or returning to see the registered 

pharmacist. A suggestion was made by a few respondents that the pharmacist should be available 

remotely during a period of temporary absence. Many respondents were critical of the PSI.  

 

 

Question 13 

 

Q13. Do you have any additional information or comments you would like to provide in relation to 

the draft Pharmaceutical Society of Ireland (Temporary Absence of a Pharmacist from a Pharmacy) 

Rules 2018 as a whole? 

 

A total of 340 comments were received with similar sentiments as found in Question 12. 

A number of key themes were identified in the responses to this question:  
 

Theme/Category Comments 

Disagree with definition of “temporary absence”   46 

Does not account for PAs’ experience  30 

Evidence for development of Rules  16 

Introduce CPD/Fitness to Practice for PAs 31 

Retain status quo 22 

Will have negative impact on pharmacies, pharmacists, and/or public 22 

Will make PAs redundant/unemployable  32 

 
Many themes identified in the responses to question 12 were common to question 13.  

The majority of respondents were in disagreement with the proposed definition of temporary 

absence being restricted to one hour and the restrictions on tasks a Pharmaceutical Assistant can 

undertake. In addition to the themes noted above, there were recommendations to provide 

“upskilling” courses for Pharmaceutical Assistants.  Concerns were expressed in relation to 

recruitment and workforce issues.  Many believe the proposed Rules to be ‘unfair’ and would result 

in redundancy for many Pharmaceutical Assistants. It was noted that many PA’s are close to 

retirement and female.  Criticism of the PSI was expressed and some respondents felt their 

submissions in previous consultations had been unheard.  
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20 In relation the above consultation you may look at my previous 

submission to the first consultation as this has all the makings of the 

NICE referendum. Keep asking the same question until you get the 

answer that you want.  

In the last TWO public consultations the majority of respondents were 
AGAINST the proposed draft rules. The PSI seem to view this as a lip 
service exercise.  I will not comment on any proposed restrictions on the 
ability of PAs to dispense any particular prescription as this would accept 
that there should be restriction on their ability to practice in the first place.   

These proposals mean that hundreds of women face an uncertain future 

and the threat of losing their means of earning a living.  It is an approach 
that is both ageist and sexist.  It take no account of the knowledge and 
experience that these women have accumulated in over 30 years of 
practice.  And this at a time when the profession is facing a manpower 
crisis unlike ever before.   

It is time for the PSI Council and staff to move their heads out of the clouds 
and listen to those working at the coalface and pay heed to the realities on 
the ground.  

 

 

January 
11, 2019 
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