[image: image1.emf]  Consultation on the Pharmaceutical Society of Northern Ireland’s Standards and Guidance on the Responsible Pharmacist regulat ions       Consultation Response Form   The Responsible Pharmacist     Q1 .       Are the standards relating to the definition, role and duties of responsible pharmacist  outlined in section 1 of the Standards document clear and concise?      

Yes     No  x  

Not sure   

 

Comment :     Sta ndards should reflect that the safe and effective running of the pharmacy is not solely  dependent on the responsible pharmacist’s presence in the pharmacy.  It may also be useful to  state in guidance that the requirements for a pharmacist to supervise the  dispensing, sale and  supply of medicines are separate and distinct from the legal duty on the responsible pharmacist  to secure the safe and effective running of the pharmacy.       It is acceptable to maintain the standards 1.2 and 1.4.  However, additional g uidance may be  required to assist   the   R esponsible  P harmacist , especially those employed as locums, in  assessing and establishing the competency of staff.   See the answer to question 5.    

    Q2.     Are there any professional standards relating to the (a) defin ition, (b) role and (c) duties  of the Responsible Pharmacist which should be added to or removed?    

Yes     No  X  

Not sure   

 

Comment :   There are no amendments required to the professional standards as stated.  However, additional  guidance may help improve cla ri ty with respect to the role of R esponsible Pharmacist,  Superintendent Pharmacist and Pharmacy owner.  This is well defined in DH guidance and ,  inclusion of this or   clear signposting to the document would be useful    
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Pharmacy Procedures
Q3.  
Are the standards relating to the Pharmacy Procedures clear and concise?

	Yes
	
	
No
	X

	Not sure
	


	Comment:

2.6: Suggest addition that a serious incident or complaint will prompt a review of procedure



Q4.  
Are there any professional standards relating to the Pharmacy Procedures which should be added or removed?

	Yes
	x
	
No
	

	Not sure
	


	Comment:

Add a standard to reflect that the legal duty to secure the safe and effective running of the pharmacy falls on the Responsible Pharmacist and not the Superintendent Pharmacist.  However, the Superintendent may direct the Responsible Pharmacist and provide guidance as to the standards for the pharmacy procedures for the company’s premises.  Guidance should not impose procedures on the Responsible Pharmacist but allow adaptation to specific needs of the business on a given day.




Q5.  
In relation to the circumstances in which a member of the pharmacy staff who is not a pharmacist may give advice about medicinal products, should the professional regulator set standards in relation to the experience or qualification to be achieved by such persons?

	Yes
	x
	
No
	

	Not sure
	


	Comment: The professional regulator should set the minimum standards / syllabus for training which pharmacy staff should achieve in order to perform a given role within a pharmacy. The regulator should ensure that the standards are fit for purpose and are clearly understandable to all. This should include any time scales for starting or completing training. 

There should be a fit and robust procedure for enforcing the standards set, A single set of standards set by the regulator would ensure that there is no ambiguity either by the providers of training materials or by superintendents, responsible pharmacists, pharmacists and pharmacy staff. 

There is current experience of this process in the UK.


Q6.  
Should there be further professional standards in relation to the Pharmacy Procedures detailing the arrangements which are to apply during the absence of the responsible pharmacist from the premises?

	Yes
	
	
No
	X

	Not sure
	


	Comment:




Q7.  
Are the good practice guidance points relating to the Pharmacy Procedures listed here clear and concise?

	Yes
	
	
No
	X

	Not sure
	


	Comment:

Guidance should clarify whether every amendment to procedures must be notified or only those which involve a significant change.  Frequent changes can result in unsafe working, especially where these are inadequately communicated to staff.




Q8.  
Are there any good practice guidance points relating to the Pharmacy Procedures which should be added or taken from the Guidance?

	Yes
	X
	
No
	

	Not sure
	


	Comment:

It may also be useful to remind pharmacists in this guidance that in establishing the procedures, consideration should also be given to the need to comply with other statutory requirements to ensure the safe and effective working of the pharmacy, including compliance with Misuse of Drugs Regulations, Health and Safety requirements.

Pharmacists should also be reminded that there is no requirement to include in the pharmacy procedures arrangements relating to the provision of Health Service pharmaceutical services that do not involve the sale or supply of medicines.




Pharmacy Record

Q9.  
Are the standards relating to the pharmacy record clear and concise?  

	Yes
	
	
No
	x

	Not sure
	


	Comment:

Standard 3.1 could be extrapolated to provide a definition of “contemporaneous”.  It was well explained at the road shows as “made at the same time”.  However, it would be useful to have clear guidance on what should happen in the following scenarios when a Responsible Pharmacist is not in the pharmacy to “log-on” when it opens, or has not returned after an absence of two hours: 

· The Responsible Pharmacist is running late – can they become the Responsible Pharmacist remotely and make the record retrospectively?

· The Responsible Pharmacist is unwell or does not arrive at work. Once an alternative Responsible Pharmacist has been found, can they become the Responsible Pharmacist  remotely, and then travel into the pharmacy?

· The Responsible Pharmacist is planning to be absent from the pharmacy at the start of the day. Can they assume the duties of the Responsible Pharmacist remotely, and complete the record upon arrival?

· The Responsible Pharmacist is planning to be absent from the pharmacy at the end of the day. Can they cease to be the Responsible Pharmacist remotely?

· The Responsible Pharmacist becomes unable to return (due, for example, to illness) whilst absent from the pharmacy. Can they cease to be the Responsible Pharmacist remotely?


Q10.  
Are there any standards relating to the pharmacy record which should be added or removed?

	Yes
	X
	
No
	

	Not sure
	


	Comment:

Regulations do not prevent the Responsible Pharmacist from recording information, other than that specified in the record.  However, given the importance of this record, it should be clear and concise, and not cluttered with information that best forms other records e.g. staff rotas.

A comment may also be included that pharmacists will no longer be required to display their registration certificate.


Absence from the Pharmacy
Q11.  
Are the standards relating to absence from the pharmacy clear and concise?  
	Yes
	
	
No
	X

	Not sure
	


	Comment:

Consider removing the clause “prior to any absence”, as the standards apply to any period of absence whether it is planned or in the case of emergency (especially in scenarios defined in Q9 above).




Q12.  
Are there any standards relating to absence from the pharmacy which should be added or removed?
	Yes
	
	
No
	X

	Not sure
	


	Comment:




Q13.  
Is the good practice guidance relating to absence from the pharmacy clear and concise?  

	Yes
	
	
No
	x

	Not sure
	


	Comment:

Guidance on the steps a Responsible Pharmacist can take to reasonably prevent unauthorised access to P and POM medicines would be useful.




Q14.  
Are there any additional good practice guidance relating to absence from the pharmacy which should be added or taken from the Guidance Document?
	Yes
	X
	
No
	

	Not sure
	


	Comment:

Guidance should state the absence is not mandatory but could perhaps provide some examples of absence e.g.

· working/visiting a local clinic

· visiting patients at home to deliver medication, complete medication review

· seeing patients in a consulting room in a non-registered area of the pharmacy.

The NPA supports the Society in not stating the reason for absence. The reason why the pharmacist is absent from the pharmacy is irrelevant, provided that the pharmacist complies with the relevant regulations on absence, including logging the time absence commences and ceases.
Recording reasons for absence would not in itself provide an assurance that the regulations were being adhered to.




Further Comments
Please let us have any further comments on this consultation. 

	During the road shows, emphasis was placed on reading the Society’s guidance in conjunction with that produced by the Department of Health “The Medicines (Pharmacies)(Responsible Pharmacist) Regulations 2008: Guidance”  Clearer reference should be made to this, and readers directed to specific and relevant paragraphs for further guidance, or incorporate the necessary information into these standards and guidance.

The document does not contain any information on the competencies and experiences required to be a Responsible Pharmacist. The NPA supports this approach, as it would be unnecessary and an unwelcome additional burden to do so. Superintendents will ensure that pharmacists they employ are capable of undertaking the responsibilities of a Responsible Pharmacist. This has worked in the past, with the requirement to have a pharmacist in personal control.



Completed questionnaire forms should be sent to: 

Richard Price, Pharmaceutical Society of Northern Ireland, 73 University Street, Belfast, BT7 1HL to arrive by 27 April 2009.
THANK YOU FOR YOUR COMMENTS
