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Responsible Pharmacist – what’s it about?

� Development of the Profession

� The “Skills Mix” e.g. role of technicians etc

� Clarifying some existing uncertainties, e.g.

� “Personal control”

� Lunch breaks

� Working Time Directive etc
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� 2002-04 – Wales, Scotland, England and Northern Irel and publish 
plans for future of pharmacy

� 2005 – consultation on changes to Medicines Act

� 2006 - The Health Act amends the Medicines Act

� 2007 – Consultation on Responsible Pharmacist Regula tions

� 2008 - The Medicines (Pharmacies) (Responsible Pharm acist) 
Regulations 2008 published and agreed by Parliament

� 2009 - Department of Health guidance on the Medicine s 
(Pharmacies) (Responsible Pharmacist) Regulations 2 008:

� 2009 –PSNI Draft Professional Standards and Guidanc e for 
Pharmacists on the Responsible Pharmacist Regulatio ns 
published for consultation

� 2009 – 1 October, legislation becomes active.

A chronology of the Responsible Pharmacist
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� Removes ‘personal control’ requirement
� Replaces it with requirement for a 

Responsible Pharmacist in charge of the 
business at the premises

� Display of information relating to the 
pharmacist in charge

� Legal duty on 
� Responsible Pharmacist
� Pharmacy owner

The Health Act 2006
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The Responsible Pharmacist must
� Establish (where not already in 

place), maintain and review 
pharmacy procedures designed to 
secure the safe and effective running 
of the pharmacy 

� Make a record (which must be 
available at the pharmacy premises) 
of the pharmacist responsible for the 
pharmacy on any date and at any 
time ) 

The Health Act 2006
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The legislation describes:
� Qualifications and experience needed to be 

a responsible pharmacist
� Responsible pharmacist’s absence from the 

registered pharmacy premises 
� Form in which the pharmacy procedures

are to be kept and the matters to be 
covered 

� Form in which the pharmacy record is to 
be kept and information to include

The Health Act 2006
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The Regulations detail how the 
Responsible Pharmacist is to comply 
with requirements associated to:

� the legislation per se

� the pharmacy procedures 

� the pharmacy record, and 

� his/her absence from the 
pharmacy 

The Responsible Pharmacist Regulations 2008
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� Guidance from the Departments 
of Health in relation to the 
regulations

� This guidance also provides 
information on the amendments 
to the Medicines Act relating to 
the personal control requirement 
and the new responsible 
pharmacist requirements 

Department of Health Regulatory Guidance
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� Professional 
Standards are a 
MUST do

� Professional 
Guidance is a 
SHOULD do

PSNI Professional Standards and Guidance
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1) General Requirements of the 
Responsible Pharmacist – legal & 
regulatory
� A pharmacist currently registered in NI
� Must secure “the safe and effective running 

of the pharmacy” in relation to the retail 
sale and supply of all medicines. 

� Complete the Pharmacy Record
� Display a notice, conspicuously , in the 

pharmacy stating that s/he is the 
pharmacist in charge of the pharmacy on 
that date and at that time, with 
his/her registration number 



Delivering Public Safety
in Pharmacy

1) General Requirements

� Establish his/her scope and role, clarify 
ambiguities

� Not work outside of his/her competence
� Establish the scope and role of other 

staff , clarify ambiguities
� Take reasonable steps to prevent other 

staff working outside of their competence

PSNI Professional Standards and Guidance
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Consultation Questions

� Are the Standards on General Requirements clear 
and concise?

� Are there Standards in relation to the
� Definition?
� Role?
� Duties?

Of the Responsible Pharmacist to be added or 
removed?

1) General Requirements of the Responsible Pharmaci st
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Some other questions to consider….

� Who can be a Responsible Pharmacist?
� In multi-pharmacist pharmacies, who is the 

Responsible Pharmacist?
� Can a pharmacist who is not a RP dispense 

medicines etc
� Forms of notice/display/signage?
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2) Pharmacy Procedures 
� The responsible pharmacist must 

establish (where these are not 
already in place) pharmacy 
procedures designed to secure the 
safe and effective running of the 
pharmacy and to maintain and review 
the procedures 

� There are a minimum of nine 
procedures required by the 2008 
regulations
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Pharmacy Procedures 1-3

1. Arrangements for the safe, secure, and effective 
ordering, storage, preparation, dispensing, sale or 
supply , delivery and the disposal of medicinal 
products. 

2. Which pharmacy staff may provide advice to 
patients and the public on the use of medicines 
(including where this supports the sale of a GSL 
medicine) and when they must seek the further advice 
or involvement of the responsible pharmacist or 
another pharmacist who may be working in the 
pharmacy

3. The required training, competencies and 
experience of the pharmacy staff who may 
undertake specified tasks. 
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Pharmacy Procedures 4-6

4. The arrangements that support record keeping
– that is, records relating to the ordering, receipt, 
storage, sale, supply, delivery and disposal of 
medicinal products. 

5. Arrangements when the responsible 
pharmacist is absent from the pharmacy -
pharmacy staff must adhere to the pharmacy 
procedures set down by the responsible 
pharmacist whether or not s/he is present in the 
pharmacy. These arrangements will need to take 
into account the regulations relating to absence 

6. Arrangements relating to a change in the 
responsible pharmacist
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Pharmacy Procedures 7-9

7. Procedures following a complaint about the 
pharmacy business relating to the sale and supply 
of medicines 

8. Procedures following an incident that appears to 
suggest that the pharmacy is not operating safely 
and effectively 

9. Arrangements to ensure that all pharmacy staff 
are aware of the content of the procedures and 
of any changes to the procedures 
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2) Pharmacy Procedures (Staff)

� All staff operate procedures accordingly

� Staff are competent to perform tasks 
required of them

� There is clear definition for each staff 
member of what can tasks they are 
authorised to perform

� Staff are informed of what procedures are 
in place at any given time

PSNI Professional Standards and Guidance
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2) Pharmacy Procedures (Review)

� There are regular reviews to ensure the 
procedures are: 
� fit for the purpose
� reflect the specific pharmacy premises

� Reviews occur
� where there is an incident
� at least bi-annually

PSNI Professional Standards and Guidance
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� There is a system of document 
control to audit

� Procedures currently in place

� Procedures previously in place and 
when

� Date revision/amendment was made 
and when it was valid to

PSNI Professional Standards and Guidance

2) Pharmacy Procedures (Document Control)
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Consultation Questions
� Are the Pharmacy Procedures Standards clear and 

concise?
� Are there Standards which need to be added or 

removed?
� Should the regulator set Standards in relation to 

experience or qualifications of the pharmacy staff in 
order that they might provide advice on medicinal 
products?

� Do further Standards need to be developed in 
regarding the arrangements to apply during the 
absence of the Responsible Pharmacist?

2) Pharmacy Procedures Standards
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� Record of induction and training of all 
staff available for Responsible 
Pharmacists

� Procedures not dependent on the 
presence of the Responsible 
Pharmacist under which they were 
established

� The Responsible Pharmacist will notify 
the superintendent / owner of any 
review or update as soon as possible

PSNI Professional Standards and Guidance

Guidance on Pharmacy Procedures
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Consultation Questions
� Is the Guidance on Pharmacy Procedures clear 

and concise?

� Are there any guidance notes which need to be 
added or removed?

2) Pharmacy Procedures Guidance
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� 3) The Pharmacy Record
� Name of the responsible pharmacist
� Registration number
� Date and time of period of responsibility
� Absence

� Start of absence date and time 
� Conclusion of absence date and time 

[It is a criminal offence not to maintain the pharmacy record and the 
owner/superintendent and RP are accountable]
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� Accurate and contemporaneous

� Initial and date amendments paper 
based records

� Clearly identify who made the alteration
� Appropriate backups

� Protect from being tampered with or 
overwritten if electronic record

PSNI Professional Standards and Guidance

3) The Pharmacy Record
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Consultation Questions

� Are the Standards on the Pharmacy Record clear 
and concise?

� Are there any Standards which should be added 
or removed?

3) Pharmacy Record
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4) Absence from the pharmacy by a 
responsible pharmacist

� Effect the safe and efficient running of the 
pharmacy in their absence 

� Make arrangements to ensure that the RP is
� Contactable
� Able to return with reasonable promptness

� Arrange if not contactable for another 
pharmacist to provide advice

� Not be absent for > 2 hours in any 24 hour 
period from midnight to midnight
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� Prior to leaving
� Make arrangements to be contactable
� Make arrangements to return with 

reasonable promptness
or
� Arrange for another pharmacist to provide 

advice in their absence

PSNI Professional Standards and Guidance

4) Standards on the absence of the 
Responsible Pharmacist
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Consultation Questions

� Are the Standards in relation to absence of the 
Responsible Pharmacist clear and concise?

� Are there any Standards in relation to absence of 
the Responsible Pharmacist which need to be 
added or removed?

4) Standards on Absence
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Prior to leaving
� Consider the practicalities of remaining 

contactable
� Consider the practicalities of returning with 

reasonable promptness
� Consider the most appropriate means of 

remaining contactable 
� initiate measures which will reasonably prevent 

the unauthorised supply of P and POM 
medicines

� Identify visually to the public if the responsible 
pharmacist is currently absent

PSNI Professional Standards and Guidance
4) Guidance on absence
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Consultation Questions

� Is the Guidance in relation to Responsible 
Pharmacist absence clear and concise?

� Are there any further guidance points on absence 
of the Responsible Pharmacist which should be 
added or removed?

4) Guidance on Absence
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� Further questions for consideration

� Should the reason for absence be recorded?
� Should absence be only for pharmaceutical 

services?
� Should absence be planned and advertised in 

advance?
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1. Download the Consultation Document
� Presentation from tonight will also be on the website
� www.psni.org.uk

2. Complete your response
� There are 14 questions

3. Forward it to the Society
� By post to Richard Price
� By email richard.price@psni.org.uk
� By fax 02890 439919


