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Questions to be discussed
1. Role of a Pharmacist in Health Care System. 
2. The main aspects and new paradigm of the pharmacy practice.  
3. Main tasks and functions of pharmacy, classification, organizational structure, nomenclature of staff positions in pharmacy, structure and appointment of pharmacy rooms. 
4. Tasks and functions of departments. 
5. Equipment of pharmacies. 
6. The external design of pharmacies.

New terms: ‘Registered Premises’, External premises requirements,  Internal premises requirements, Health and Safety in a retail pharmacy business,  Fire Safety in a retail pharmacy business

 ‘Registered Premises’
“Premises” in relation to a retail pharmacy business means a fixed premises that has been registered in the retail pharmacy businesses’ register and includes all those areas where medicinal products are, or are intended to be, sold or supplied, prepared, dispensed, compounded or stored.

A pharmacy owner or pharmacist must not carry on a retail pharmacy business from unregistered premises. The name and certificate of registration of the registered pharmacist as well as the certificate of registration of the retail pharmacy business must be conspicuously displayed at the premises in which the business is carried on.

Fixed premises
A fixed premises does not include a vehicle, trailer, caravan, or other thing which may be transported on, in or attached to a vehicle. It does not include unroofed and/or temporary structures. The premises should meet all relevant local by laws and planning regulations.

Sketch plan / Floor plan
In application for registration or continued registration of a retail pharmacy business, a sketch plan must be submitted to the PSI, setting out all those areas where medicinal products are, or intended to be, sold or supplied, prepared, dispensed, compounded or stored at the registered premises. It is not permissible to use any other area for these purposes, other than the specific areas that constitute the registered premises.

Pharmacists must be able to maintain personal supervision of all preparation, dispensing, compounding or sale and supply of prescription and non-prescription controlled medicines, including veterinary medicines, at one and the same time. The layout of the pharmacy should facilitate this.

Notifications of changes in premises
If changes to the sketch plan or any other material changes are required or proposed to be made to those specified in the application for registration, the pharmacy owner or superintendent pharmacist must notify the PSI of the proposed changes.

Information on the topic
External premises requirements
2.1
Structure and external appearance
· The pharmacy premises must be easily identifiable as a healthcare facility and must reflect the professional nature of pharmacy.
· Public entrances to the pharmacy must be clear and accessible at all times. Pathways to the front of the premises must be safe, well maintained and level.
· All areas of the external pharmacy premises and façade, including all windows, sills, doors, and roofs must be must be of sound construction, intact, in a good state of repair and decoration.
· Fascia, guttering and paintwork must be kept clean and in good order and surfaces must be non-shedding. Both the external and internal premises must be free from leaks and exposed wiring.
· Effective pest control measures should be adapted to prevent entry of rodents and other pests.
· Any signage used on the exterior of the pharmacy must be clear, legible and not misleading. Notices informing the public of arrangements for accessing pharmacy services such as opening hours, duty rotations, after hour’s services, etc. should be present, prominently displayed, factual and up-to-date.
· Window displays must be professional in nature, free from dust, clutter and insects and be appropriate to that of a healthcare facility. Posters on windows and doors should be kept to a minimum, be professional in character and facilitate sufficient visibility to ensure security is not compromised.
· Illuminated exterior signs should be in good repair and in working order. The pharmacy title/trading name must be clearly displayed near public entrances.
2.2
Security

•
The superintendent pharmacist, in co-operation with the pharmacy owner, is recommended to carry out a security audit to assess the security standard of their retail pharmacy business, independently or with the assistance  Officer. Security arrangements should be regularly reviewed, at a minimum annually.

•
The registered premises must be “self contained” in terms of access, or appropriately secured/ sealed off within the building. It is possible that the entire building may be registered as the retail pharmacy business and if so, all areas of the building must be of the appropriate standard. All windows, doors and skylights, must be secured from any unregistered and adjacent areas within or surrounding the premises and sufficient measures must be in place to prevent unauthorised access to or breach of security of the registered premises both during and outside ‘opening’ hours. All external and internal doors must be well fitting and of an appropriate quality. The type of roofing should be assessed as part of the pharmacy’s security audit as well as the need to introduce shutters or reinforced exits and/or CCTV.

•
The pharmacy should be fitted with appropriate internal and external security, such as intruder and panic attack alarms, preferably linked to a central monitoring station. External security signage and evidence of the intruder alarm are recommended.

•
The superintendent pharmacist must ensure that the storage of all medicinal products, including all associated records and recording equipment, takes place appropriately and securely within the retail pharmacy premises itself. They must ensure accessibility of medicines is strictly controlled and must facilitate the pharmacy owner in complying with obligations in respect of the premises security. They must ensure the necessary training is implemented and take all reasonable precautions to prevent burglary and ensure the safety of premises and staff.

•
The State Service may request evidence of security documentation during the course of routine inspections, prior to the opening of new retail pharmacy business, on the temporary or permanent relocation of a retail pharmacy business to new premises or after significant refitting/refurbishment or material or layout changes of an existing retail pharmacy business.

2.3
Accessibility

•
A safe and accessible entrance to the pharmacy premises must be provided. Publicly accessible areas must be clear of stock and all other obstructions. All services to the pharmacy premises, such as refuse areas, should be secured and kept clear and inaccessible to the public.

•
Retail pharmacy businesses have a legal obligation to make their services accessible and prohibit discrimination against people with a wide range of disabilities, including people with mobility, sensory, mental health and intellectual impairments.

•
Reasonable accommodation must be made in order for patients with disability, as well as for employees with disability, to access the premises unaided and with ease. Examples of measures taken should include signage to indicate that guide dogs and other service dogs are welcome on the premises and ensuring that there are no steps at the door and or that it is wide enough to admit wheelchair users 

3. Internal premises requirements
3.1
General guidance
•
This general guidance applies to all relevant areas within the pharmacy, including the dispensary, the patient consultation area and the public areas of the pharmacy including all areas where professional pharmacy services are accessed.

•
Patients entering the pharmacy should be readily able to identify where they can access the pharmacist and where prescriptions are dispensed. Appropriate signage (e.g. Advice and Consultation Area / Prescriptions) must be displayed and the prescription reception area kept free of clutter. Pharmacists and pharmacy staff must present themselves in a manner that clearly identifies their role and function.

•
The layout and fittings in respect of the storage of medicinal products must facilitate their appropriate storage and supervision of their sale or supply by the pharmacist. A mechanism should be in place whereby the patient is made aware that there is ready access to a pharmacist.

•
Adequate heating, lighting and ventilation/air conditioning should be provided to ensure the correct storage and safe dispensing of medicinal products within the pharmacy.

•
A suitable waiting area with seating option should be provided for patients, giving consideration to the privacy of others.

•
Pharmacies are required to provide a separate, designated, conveniently located patient consultation area within the pharmacy which, at a minimum, allows for a private discussion between the pharmacist and patient and/or their carer about matters related to their medicine therapy or general health.

•
All pharmacy fixtures, fittings and décor (including all storage areas) must be fit for purpose, of sound construction and compliant with all health, safety and environmental requirements. The finish of all fixtures, fittings and décor must be professional, complete, well maintained and free of any damp and mould. All walls, ceiling, plaster and paintwork must be safe, non-shedding, cleanable, and clean and in keeping with that expected from a health care facility.

•
All floors within the registered premises should be undamaged, intact and with an even surface. Flooring should be of a cleanable material and should be clean.

Carpets are not recommended. Spillages should be dealt with directly and appropriate safety notices must be used to identify wet or slippery floors. In so far as is practical, aisles must be clear of obstacles.

•
All areas of the pharmacy should be kept clean and a written and regular cleaning schedule and sign off sheet should be in place for all areas of the pharmacy, including the dispensary and all staff/public/storage areas and such records maintained for inspection upon request.

3.2
Dispensary
The dispensary should be suitably sited within the premises so as to allow all patients ease of access to dispensing services.

•
Medicinal products that are subject to prescription, including prescription veterinary products, as well as controlled drugs must not be accessible to the public for self-selection, and should therefore be stored in the dispensary. A designated and adequate space must be provided in the dispensary for the storage of prescription veterinary medicines.

•
Public entry into the dispensary itself must be restricted, with appropriate surveillance and barriers in place and such entry should be prohibited except for persons authorized for a specific purpose.

•
The boundary between the dispensary and the non-prescription medicines/other professional services area should be appropriate in design, ensuring that the supervision of the sale and supply of all medicinal products and other professional activity is facilitated, while also maintaining adequate security and confidentiality of the dispensary activity.

Space and Layout

•
The environment within which a pharmacist carries out their professional role in particular within the dispensary, should support high quality patient care.

•
The dispensary size and layout, including the surface area of the dispensary bench, must reflect and be sufficient for the volume of prescriptions dispensed and take practice-specific variables such as service provision and staffing levels into account.

•
The dispensary size and layout must facilitate an uninterrupted, safe and efficient workflow and permit effective and direct supervision by the pharmacist of, and effective communication between, all staff involved in the preparing, compounding or dispensing of medicinal products.

•
The dispensary should be organized to keep distractions to a minimum and provide for the safe delivery of patient care.

•
Sufficient space must be available for the safe and effective storage of all dispensary medicines and medicines should be stored at an accessible shelf height i.e. pharmacy staff should not have to reach excessively to access them.

Fixtures and Fittings
· All fixtures and fittings within the dispensary must be fully finished to a high standard and in good condition, suitable and adequate for the purpose for which they were intended. Appropriate shelving and fixtures must be in place so that no medicinal products are stored on the floor, on stairs, in passageways or in toilets.
· The dispensing bench and all working surfaces must be clean, cleanable, uncluttered and impervious to dirt and moisture. All working surfaces should be smooth and have a minimal number of joints which must be sealed to prevent entry of moisture or liquids.
· Specific work areas should be identified and appropriately maintained for the purpose of extemporaneous preparation and for monitored dosage services.
· The dispensary should be well-lit and sufficiently ventilated and must be maintained hygienically and be free from all sources of contamination. The dispensary must have arrangements for the proper storage and disposal of all types of waste materials.
· A clean sink of impervious nature and surround and with a plumbed waste pipe must be present in the dispensing area. The sink should be used for professional activity only and both hot and cold water must be available.
· A source of drinking (potable) water should also be present in the dispensary.
· The use of televisions or radios and/or other broadcast telecommunications devices or media should be appropriate to a healthcare facility and should not be a source of distraction within the dispensing area.
3.3
Storage areas within the registered premises
· All storage areas and facilities within the registered premises, including fixtures and fittings, walls, ceiling and paintwork must be in keeping with that expected from a health care facility and maintained to a high standard. Storage areas should be self-contained. Sufficient storage space should be allocated to allow the orderly management of stock and effective stock rotation.
· The pharmacist must be able to effectively control all medicinal products and confidential records within the pharmacy, including all areas accessible to employees, and no unauthorised access must be permitted. Control and supervision must be demonstrable with appropriate security and stock control policies and procedures in place.
3.4
Staff areas
· Adequate staff facilities should be available, including a separate area for staff to prepare and eat food. Eating must not be permitted in the dispensing area. Adequate heating and lighting should be provided in all employee areas. All staff areas, including fixtures and fittings, walls, ceiling and paintwork should be in keeping with that expected from a health care facility and maintained at a good standard. Entry to all staff areas and facilities, including stock rooms, toilet facilities, communal areas and administration offices must be controlled and restricted.
· Provision should be made for toilet and hand-washing facilities for staff, with both hot and cold water. The toilet area should not open directly into the dispensary and must not be used for storage. A "Now wash your hands" or similar reminder notice (professionally produced) should be displayed in the toilet area.[image: image1.jpg]



4 Health and Safety and related legislation in a retail pharmacy business
• Regard and due consideration must be given to the health and safety of the public and pharmacy staff at all times. Pharmacy owners must ensure that working conditions comply with all relevant Health and Safety Legislation, as well as tobacco and smoking related legislation.

•  Premises occupiers must also act in accordance with the the laws relating to negligence and take all steps required to prevent personal injury occurring in their premises.

•
Pharmacy owners should be familiar with the principles of ergonomics and proactively implement relevant recommendations in order to reduce health risks to staff members and prevent associated errors in the dispensary.

•
Premises must comply with all relevant Building and Fire regulations. The local Fire Officer should be contacted for further information and advice in relation to relevant requirements.

•
In the event that renovating, decorating or refitting is likely to impact on the health and safety of the public and/or staff then it is advisable to schedule such works after hours (bearing in mind the requirement to restrict access to the pharmacy to authorised personnel/supervised by authorised personnel at all times) or to close the pharmacy for the duration of the works or relocate temporarily.

5
Policies and Procedures
Superintendent and supervising pharmacists should ensure that there are written policies and procedures in place for all aspects of premises requirements outlined in these guidelines and for any pharmacy-specific methods of premises maintenance. Cleaning and maintenance procedures should be developed and maintained for all areas of the premises.

There should be procedures in place which outline the processes involved in maintaining effective security, including security assessments, on-going security audits and appropriate training of personnel.

There should be a specific policy ensuring reasonable accommodation is made for patients and employees with disability, ensuring the equal access requirements under the Equal Status Acts are fulfilled.

The arrangements and layout of the premises must enable personal supervision to be exercised by a registered pharmacist of any preparation, dispensing or compounding and of the sale or supply of medicinal products, including veterinary medicinal products, at one and the same time and a policy must be in place which ensures this.

Every pharmacy should have documented procedures and policies in place to facilitate compliance with all relevant Building and Fire Regulations as well as Health and Safety legislation.

6
Particular Care Settings
All retail pharmacy businesses must comply with these guidelines. In particular care settings, e.g. where a retail pharmacy business is located within a hospital, it may be appropriate to put alternative written policies and procedures in place in respect of specific aspects of the guidelines, taking into account of all legal and professional responsibilities. It may be necessary for certain aspects of practice, to work with other healthcare professionals to put interdisciplinary policies and procedures in place. In all care settings appropriate premises standards must be achieved and maintained by the pharmacy owner as well as the superintendent and supervising pharmacists.

Tests for self-evaluation

	#
	Test Item
	Answer
	Explanation

	1. 
	A pharmacy prepares drugs by individual prescriptions. How often should the floors be mopped down in the prescription department?


	A. *Once per shift

B. Once per week

C. Once per 10 days

D. Once per 5 days

E. Once per 3 days


	The floor of the pharmacy is cleaned by mopping with a cleaning and disinfecting agent once a shift at a time when no operations are in progress


	2. 
	The schedule of sanitation actions in pharmacies is regulated by the relevant regulatory acts. The cleaning day at a pharmacy must be scheduled at least once:


	A. *Per month

B. Per a week

C. Per 3 days

D. Per 10 days

E. Per 5 days


	Once per month, for general cleaning of a pharmacy, a sanitary day is scheduled for cleaning, as well as for small cosmetic repair, repair of equipment, sanitizing furniture and equipment, etc.



	3. 
	Which of the pharmacy departments is responsible for checking the quantity and quality of received goods, their storage and dispensing to other departments?


	A. *Inventory department

B. Compounding and production department

C. Department of finished dosage forms

D. Department of over-the-counter drugs

E. Department of curative cosmetics


	On receipt, all pharmaceutical goods are required to be checked against the relevant purchase order and each container should be physically verified, e.g. by the label description, batch number, type of material or pharmaceutical product and their quality and quantity in the inventory department.



	4. 
	According to the rules in force, workrooms should regularly undergo humid disinfection. How often should the floors be washed?


	A. *No less than once in a shift

B. No less than twice in a week

C. No less than once in a week

D. No less than thrice in a week

E. No less than twice in a month


	The floor of the pharmacy is cleaned by mopping with a cleaning and disinfecting agent once a shift at a time when no operations are in progress


	5. 
	In case of the planned closure of a pharmacy for repair works, technical reequipment or other works, a business entity is obliged to give a written notice to the Territorial State Inspectorate for Quality Control of Medicines in advance, but not later than:

	A. 10 days in advance

B. 5 days in advance

C. 7 days in advance

D. 3 days in advance

E. 12 days in advance


	Under the License Requirements in case of the any planned closure of a pharmacy  an owner of a pharmacy  is obliged to give a written notice to the Territorial State Inspectorate for Quality Control of Medicines not later than 10 days in advance

	6. 
	In case of the planned closure of a pharmacy for repair works, technical reequipment or other works, a business entity is obliged to give a written notice to the Territorial State Inspectorate for Quality Control of Medicines in advance, but not later than:

	A. 10 days in advance

B. 5 days in advance

C. 7 days in advance

D. 3 days in advance

E. 12 days in advance


	Under the License Requirements in case of the any planned closure of a pharmacy  an owner of a pharmacy  is obliged to give a written notice to the Territorial State Inspectorate for Quality Control of Medicines not later than 10 days in advance
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