
Community Pharmacy Service
Seasonal Influenza Immunisation
Service Level Agreement 2014 – 2015 
1.
Parties to the agreement

Name and address of pharmacy: 

(Please use pharmacy stamp)

Signature on behalf of the Pharmacist:

	Signature
	Name
	Date

	
	
	


AND

NHS England Durham, Darlington & Tees Area Team
Based at:
Old Exchange
Barnard Street

Darlington 

DL3 7DR

Signature on behalf of the NHS England:

	Signature
	Name
	Date

	
	
	


	2.     Agreement Period

	


Pharmacies are to provide the Service in this specification from 1st October 2014 and the agreement ends on 31st January 2015. 
 3.
Payment

Refer to section 11.
4.       Terms of the Service
The detail of the Service Level Agreement has been set out in the service specification attached.
Service Level Agreement 
Seasonal Influenza Immunisation 2014-2015
1.
Introduction
This document sets out a model for a service within the community pharmacy setting for seasonal influenza vaccination to eligible individuals aged 65 years old and above; those in the clinical at risk groups aged 18 years old and above, carers aged 18 years old and above and pregnant women aged 18 years old and above. The Area Team is particularly keen to encourage better uptake in the at risk clinical groups and amongst pregnant women, as these are groups which have been harder to engage with and where uptake levels have been lower so there is a significant room for improvement in immunisation levels . 
2
Background
Immunisation is one of the most successful and cost-effective health protection interventions and is a cornerstone of public health. High immunisation rates are key to preventing the spread of infectious disease, complications and possible early death among individuals and protecting the population’s health through both individual and herd immunity.

For most healthy people, influenza is an unpleasant but usually self-limiting disease. However, children, older people, pregnant women and those with underlying disease are at particular risk of severe illness if they catch influenza.
The aim of the seasonal influenza vaccination programmes is to protect those who are most at risk of serious illness or death should they develop influenza, by offering protection against the most prevalent strains of influenza virus. This will be achieved by delivering an evidence-based, population wide immunisation programme that:

-identifies the eligible population and ensure effective and timely delivery with optimal coverage based on the target populations,

-is safe, effective, of a high quality and is independently monitored; and

-is delivered and supported by suitably trained, competent and qualified healthcare practitioners.

The purpose of this SLA for the seasonal influenza programme 2014/15 is to commission local community pharmacies to provide a influenza immunisation service in addition to that provided by GP practices.
3. 
Service Aim
The scheme offers payment to Community Pharmacists in the Durham Darlington and Tees Area  to provide and extend the provision of influenza immunisation for the eligible population by increasing the choice of service, venues and times where it can be accessed in order to increase the Area Team’s uptake of seasonal influenza vaccine alongside, and in addition to, the current arrangements with GP practices under Enhanced Services.
The service will be commissioned and operationally managed by NHS England Durham Darlington and Tees Area Team and will be offered to all community pharmacies across this area.

Groups eligible for this influenza immunisation service are:
· 65 year olds and above
· clinical at risk groups aged 18 years and above as defined by the Department of Health for the 14/15 flu season
· pregnant women aged 18 years and above
· carers aged 18 years and above in receipt of carers allowance
The Area Team will continue to evaluate the contribtion this of  this service  to the seasonal influenza programme within the Durham Darlington and Tees area.
 4
Service Outline

4.1
Specification and Timescales

The Service Level Agreement require pharmacy contractor to comply with the requirements as outlined in the DH/NHS England Service Specificiation Number 13 at the following link:

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/256498/13_seasonal_influenza.pdf
Details on the national seasonal influenza vaccination programme including dosage, timings and administration can be found in the NHS England, PHE and Department of Health (DH) tri-partite letter and annual flu plan dated 28th April 2014.
https://www.gov.uk/government/publications/flu-immunisation-programme-2014-to-2015
This programme is to be delivered between 1st October 2014 to 31st January 2015, inclusive.
Pharmacy contractors will be required to confirm their participation by 30th September 2014.
All training, accreditation, contractual agreements and PGDs must be completed/signed before 

commencement of the service by 30th September 2014.
A designated pharmacist who has received the appropriate training, and has signed up to the PGD 

and this specification  to provide the influenza vaccination service will be the authorised signatory

on behalf of the pharmacy contractor as service provider. This pharmacist will be responsible for 

the operational management of this service in the pharmacy setting. In addition each pharmacist 

who provides this influenza immunisation service will be required to attend appropriate training 

and sign the PGD and this specification.
4.2
Patient Eligibility

During the seasonal influenza vaccination campaign period, pharmacy staff will identify people 
who fall within the agreed target groups who are a priority for influenza vaccination and will 
encourage them to be vaccinated. The immunisation programme will be focussed between 
1st October 2014 and 31st January 2015 inclusive. Eligible patients who do not have any contra-
indications to seasonal influenza immunisation can be offered vaccination by a pharmacist.
The vaccination must be administered under the authority of the locally agreed Durham Darlington and Tees Area Team Patient Group Direction (PGD) for Influenza Vaccine (Seasonal Flu Vaccine) and Adrenaline (Appendix 1). A signed copy of the PGDs  must be kept in the pharmacy.
It is the responsibility of each pharmacy contractor to identify adult patients who are in the clinical 

at risk groups specified in the Patient Group Direction (PGD) inclusion criteria. Patients aged 65 or 
over would need to provide proof of age. Patients who are under 65 are required to provide proof 
of eligibility for example a personalised GP invitation letter/text or their Patient Medication Record 

(PMR). Pregnant women may not have had a letter, in which case self idenitification 
is acceptable. Carers must provide written proof they are in receipt of carers allowance. 

The pharmacy contractor must take all steps to ensure the patient has not received the influenza 
vaccine through another route e.g. at his/her GP Practice since September 2014 by asking the 

patient to confirm they have not received a vaccination in the current flu season.
A full informed consent will be obtained prior to vaccine administration through completion of the 
Consent Form. See Appendix 2 for Consent Form.
4.3
Record keeping and Communications with GP practices 

The pharmacy contractor must take all reasonable steps to ensure that the lifelong medical 
records held by the patient’s GP are kept up-to-date with regard to their immunisation status. This
would involve uploading the details of the vaccination(s) that are administered into the  

PharmOutcomes system on a daily basis and ensure it reaches the GP practice within 2 working 
days of the vaccination administered.  If PharmOutcomes is unavailable an electronic template will 

be made available at the start of the Campaign, which can be completed and forwarded to the appropriate GP practice by the second working day.Pharmacy contractors should transfer data using current  NHS information governance principles ideally via NHS mail. 
This information would need to contain as a minimum the following information:
· Patient name and ideally NHS number
· Patient post code
· Patient GP
· Pharmacy name

· Pharmacist name and GPhC number

· Defined at-risk group 
· Batch number, name and expiry date of the vaccine administered
· Date patient has been immunised

· The route and site of vaccine of administration 

· Check for contraindications to the vaccination or immunisation
· Any adverse reactions to the vaccination or immunisation

· Indication of consent to share information with GP
4.4
Governance Arrangements 

The pharmacy contractor must develop and implement an action plan for offering the seasonal 
influenza immunisations to eligible patients with the aim of:
• maximising vaccine uptake in the interests of eligible patients

• informing patients about the wider immunisation programme with the aim of raising awareness
  with those eligible patients about immunisations  and improving uptake

• signposting individuals who require seasonal flu vaccination (who do not wish to be vaccinated in
 the pharmacy or who are not included within the inclusion criteria for pharmacists) to GP practice
Written information should be provided by the contractor where appropriate whilst taking 
reasonable steps to avoid promoting the community pharmacy NHS service to ineligible patients.
The pharmacy contractor must ensure that:
It has  effective cold chain and administrative protocols that reduce vaccine wastage to a minimum which reflect DH national protocols (Chapter 3 of the Green Book) 

• it makes its own arrangements with suppliers to ensure it has sufficient vaccine for its needs. 
• All vaccines are stored in accordance with the manufacturers instructions (and NPSA guidance)
• All refrigerators in which vaccines are stored have a maximum/minimum thermometers and       readings are taken on all working days
• An anaphylactic kit is available for use by healthcare professionals providing services under this 
specification in case of anaphylactic reactions.
In order to satisfactorily deliver this Enhanced Service as described in the Specification,

pharmacy contractors will have a particular duty to ensure that:
-premises are of a standard suitable for such consultations and premises meets the General

Pharmaceutical Council’s standards for registered pharmacies:


[image: image1.emf]Standards for  registered pharmacies September 2012.pdf


-usual steps are taken to maximise quality improvement and minimise risks involved in providing the service -which includes ensuring that there are demonstrably effective general policies, procedures and practice in place in relation to:

• Health & Safety, Risk Management and Governance

• Complaints

• Confidentiality and Consent

• Data Protection and Information Governance

• Incident Reporting

• Infection Control (Including Hand Hygiene)

• Training, Development & Competence

-specific Emergency Procedures for potential post-vaccination emergency situations (CPR, anaphylaxis management including the availability and use of adrenaline) are in place.
Community pharmacies may be asked to participate in additional audits as identified by NHS 
England: Durham Darlington and Tees Area Team, within reasonable timescales, to support 
evaluation of this service. 
It is good practice to nominate an immunisation lead for the pharmacy who will be responsible for the administration of the flu immunisation programme and to inform the Area Team of their contact details at the following email address: ddtscreen.imms@nhs.net
The pharmacy contractor must contact the Durham Darlington and Tees Area Team screening 

and immunisation line on: 0113 825 1600 or email:  ddtscreen.imms@nhs.net with any queries 

regarding this immunisation programme and also report all significant events and complaints to 

the Area Team related to services provided under this specification.

This specification describes the arrangements for the provision of a locally agreed Enhanced

Service of the Community Pharmacy Contractual Framework (CPCF) as authorised by

paragraph 14(1) of the Pharmaceutical Services (Advanced and Enhanced Services) (England)

Directions 2011; sub-section (n) a Patient Group Direction Service, the underlying purpose of

which is to supply or administer prescription only medicines to patients under patient group

directions (in this case Seasonal Flu vaccination).
For the avoidance of doubt, unless otherwise specified, all terms, conditions and Service

Specification(s) of the national Community Pharmacy Contractual Framework are applicable to,

and form the foundation for, this Enhanced Service.
4.5
Patient Feedback

Every client should be given the opportunity to provide feedback on the service they receive. The 

pharmacy contractor must actively promote to each individual, who receives the flu vaccination, 

the chance to complete a patient satisfaction survey (Appendix 3) to ensure user feedback of the 

service can be captured.  The individual should be allowed to complete the survey on their own 

and without disturbance and be directed to place the form in a sealed box provided by the 

pharmacy contractor.  The information from the completed forms should be uploaded into the 

PharmOutcomes system on a fortnightly basis, or the completed forms returned  to the local LPC 

leads, again on a fortnightly basis. The Area Team will monitor the levels of feedback forms that 

are received by contractors. 

5. 
Population covered
The service will complement the existing primary care services and offer vaccination ONLY to: 
	Eligible groups 
	Further detail 

	All patients aged 65 years and over 
	"Sixty-five and over" is defined as those aged 65 years and over on 31 March 2015 (i.e. born on or before 31st  March 1950). 

	Chronic respiratory disease 
	Asthma that requires continuous or repeated use of inhaled or 

	adults
	systemic steroids or with previous exacerbations requiring hospital admission. Chronic obstructive pulmonary disease (COPD) including chronic bronchitis and emphysema; bronchiectasis, cystic fibrosis, interstitial lung fibrosis, pneumoconiosis and bronchopulmonary dysplasia (BPD). 

	Chronic heart disease adults 
	Congenital heart disease, hypertension with cardiac complications, chronic heart failure, individuals requiring regular medication and/or follow-up for ischaemic heart disease. 

	Chronic kidney disease adults 
	Chronic kidney disease at stage 3, 4 or 5, chronic kidney failure, nephrotic syndrome, kidney transplantation. 

	Chronic liver disease adults 
	Cirrhosis, biliary atresia, chronic hepatitis 

	Chronic neurological disease 
	Stroke, transient ischaemic attack (TIA). 

	adults 
	

	Diabetes adults 
	Type 1 diabetes, type 2 diabetes requiring insulin or oral hypoglycaemic drugs, diet controlled diabetes. 

	Immunosuppression adults
	Immunosuppression due to disease or treatment, including 

patients undergoing chemotherapy leading to immunosuppression, bone marrow transplant, HIV infection at all stages, multiple myeloma or genetic disorders affecting the immune system (e.g. IRAK-4, NEMO, compliment deficiency). Individuals treated with or likely to be treated with systemic steroids for more than a month at a dose equivalent to prednisolone at 20mg or more per day (any age). It is difficult to define at what level of immunosuppression a patient could be considered to be at a greater risk of the serious consequences of influenza and should be offered influenza vaccination. This decision is best made on an individual basis and left to the patient’s clinician. Some immunocompromised patients may have a suboptimal immunological response to the vaccine. 

	Asplenia or dysfunction of the spleen adults
	This also includes conditions such as homozygous sickle cell disease and coeliac syndrome that may lead to splenic dysfunction. 

	Pregnant women adults
	Pregnant women at any stage of pregnancy (first, second or third trimesters). 

	People in long-stay residential or homes adults
	Vaccination is recommended for people living in long-stay residential care homes or other long-stay care facilities where rapid spread is likely to follow introduction of infection and cause high morbidity and mortality. This does not include, for instance, prisons, young offender institutions, or university halls of residence. 

	Carers adults
	Those who are in receipt of a carer’s allowance, or those who are the main carer of an elderly or disabled person whose welfare may be at risk if the carer falls ill. 


Clients will be recruited opportunistically or through patient medication records when visiting the pharmacy for repeat prescriptions or Medicines Use Reviews. 

Please read the chapter 19 of The Green Book online for further details of the clinical at risk patients:
https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book
(The at-risk groups for seasonal influenza are available in seasonal influenza annex A.)
Young people under 18 years of age, and patients who are allergic to egg ARE NOT included within the target cohort of this community pharmacy based service in 2014-15. 
Please note that front line health and social care staff are not eligible for free immunisation under this SLA, but could be vaccinated at their own expense. It is good practice that the pharmacy contractor updates the relevant GP practice with details of the patient as outlined in section 4. 
Patients must be registered with a GP practice contracted to one of the CCGs in the NHS England 
Durham Darlington and Tees Area Team Area i.e.
NHS North Durham CCG

NHS Durham Dales Easington and Sedgefield CCG

NHS Hartlepool and Stockton-on-Tees CCG

NHS South Tees CCG

NHS Darlington CCG

Patients who live in the Durham Darlington and Tees area who are not registered with a GP will be encouraged to register with a local GP practice.
Inclusion and exclusion criteria, detailed in the PGD, will be applied during provision of the service. 

GP practice-based immunisation programmes will continue as usual throughout the influenza 
season. Whilst seeking to identify individuals eligible for this pharmacy service, pharmacy staff will 
naturally also identify people who fall within a target group for seasonal influenza vaccination but 
who are either ineligible, or decline to access the service at the pharmacy. Where individuals have 
been identified as falling into a target group for influenza vaccination, they should be encouraged 
to take up the opportunity for vaccination and signposted to GP services where necessary.
	6.   Pharmacy and Pharmacist Eligibility / Criteria and Accreditation


6.1 Qualifications/Experience

The flu vaccination programme must be carried out by appropriately trained pharmacists who have completed an approved training course 12 months prior to the commencement of the scheme which is in line with HPA minimum standards for vaccination (2005) which incorporates both the theoretical and practical components of immunisation. This is to include vaccine administration, anaphylaxis recognition & treatment, basic life support, cold chain integrity and infection control They must also have completed, since February 2014, approved training in the management of anaphylaxis and basic life support.

Links to the HPA minimum standards for immunisation training are below: 
http://www.hpa.org.uk/webc/HPAwebFile/HPAweb_C/1196942164323
http://www.hpa.org.uk/webc/HPAwebFile/HPAweb_C/1204100468732
All pharmacy staff who administer flu vaccinations provided under this specification should sign an assurance form to confirm they have received the appropriate training and retain a copy in the pharmacy. 
Pharmacists responsible for immunisation must be signed up to work under the current seasonal 
flu PGD. A signed copy must be kept in the pharmacy.

It is best practice for pharmacy staff administering flu vaccinations to be covered by appropriate 

occupational health policies to ensure adequate protection against vaccine preventable diseases  

( e.g. measles, flu and hepatitis B).
It is the responsibility of participating pharmacists to ensure that their professional indemnity 
insurance covers them to provide immunisation services.

The pharmacy contractor must nominate a named person(s) within the community pharmacy who 
will be responsible for the administration of the flu campaign and advise the NHS England AT of 
their name(s).
6.2 Equipment/Premises

The pharmacy contractor is responsible for ensuring the requirements for equipment and premises 
are in place and must ensure that resuscitation equipment is accessible at all times during an 
immunisation session.

The pharmacy contractor is responsible for ensuring a suitable area for consultation with the client 
is in place. This suitable area:

· must be a quiet area which is separated from the area accessible by the general public

· must be clear and uncluttered

· must have an impermeable flooring

· must have a chair for patients to sit on during vaccine administration; the chair must be covered in impermeable material which will withstand a chlorine releasing agent for disinfection purposes

· must have facilities for patients to be able to lie down in the event of a simple faint or anaphylactic reaction

· must have access to dedicated hand washing facilities with liquid soap, disposable paper towels in a wall mounted dispenser and foot operated pedal bin

· must have a sharps bin and sharps collection and disposal policy in place

The pharmacy contractor will have a standard operating procedure in place for this service, which
 includes procedures to ensure cold chain integrity, such as storing vaccines in accordance with
 the manufacturer’s instructions and the use of maximum/minimum thermometers for the 
monitoring of refrigerator performance in accordance with NPSA Guidance (2010).
The pharmacy will allocate a safe place to store equipment required for the provision of the
 service and the resultant clinical waste. The storage containers provided by pharmacy contractor
 commissioned clinical waste disposal service will be used to store used equipment.
The pharmacy contractor must ensure that all staff are made aware of the risk associated with the
 handling of clinical waste and the correct procedures used to minimise those risks. A needle stick
 injury procedure must be in place.
Appropriate protective equipment, including gloves, overalls and materials to deal with spillages,

 must be readily available close to the site used to store and administer the vaccine.
The pharmacy contractor must maintain appropriate records to ensure effective ongoing service 

 delivery and audit. Pharmacy records should include the batch number, expiry date and name of 
the vaccine; records will be confidential and should be stored securely and for a length of time in 
line with good Information Governance policy and practice
The pharmacy contractor must notify their professional indemnity insurers and maintain adequate 
Insurance cover for their participation in this service. Individual pharmacists accredited to provide 
this service must ensure adequate individual professional indemnity insurance for their 

participation in this service.
6.3 Applicable national standards
For the avoidance of doubt, unless otherwise specified all terms, conditions and Service

Specification(s) of the national Community Pharmacy Contractual Framework are applicable

to, and form the foundation for, this Enhanced Service.
Community pharmacy providers will operate to appropriate standards of clinical governance

as detailed in Essential Services 8 of the Community Pharmacy Contractual Framework

(2005) as amended. Pharmacies will have an identifiable Governance Lead and apply clinical

governance principles to the delivery of all services. This will include use of standard

operating procedures; recording, reporting and learning from adverse incidents; participation

in continuing professional development and clinical audit; and assessing patient satisfaction.

Successful implementation of the influenza vaccination service in a community pharmacy setting.
Increased uptake of flu immunisation in all groups but particularly in the pregnant women and clinical at risk groups, 18 years old and above, within the Durham, Darlington and Tees area.
Improved patient choice and access to flu vaccination services.
Lessons learned from service development and implementation of this service which will be 
transferrable to future services provided in a community pharmacy setting.
Patient and professional contribution to service evaluation of the service as a model for administering flu vaccine in the community.

The service can be provided from any registered pharmacy located across the Durham 
Darlington and Tees Area that agrees to the SLA and can meet the criteria contained 
therein . Patients must be registered with a General Practice in the Durham, Darlington and 
Tees Area.


The service will be provided from existing community pharmacy contractor premises.


In consideration of the Service being provided by the Service Provider; Durham Darlington and Tees Area Team, NHS England shall pay to the Service Provider the Price as set out below:
Total price  £12.00 per vaccination given 
This will include the cost of arranging clinical waste/sharps disposal, availability of medicines/ 
equipment necessary for the management of anaphylaxis and reporting arrangements.
Payment will be authorised and processed on submission of the Claim Form via PharmOutcomes
The contractor must supply NHS England: Durham Darlington and Tees Area Team with influenza uptake information as it may reasonably request for the purposes of monitoring the contractor’s performance of the influenza immunisation service and to support processing the payment. A Claim Form and Monitoring Form should be forwarded by 5th December 2014 for the first claim period of 1st October 2014 – 30th November 2014 and  by 20th Febuary 2015 for the second claim period of 1st December  2014 – 31st January 2015 via PharmOutcomes.
Payment will not be made for submissions or amendments received after 20th Febuary 2015.

Pharmacists will complete training and competence assessment 12 months prior to the commencement of this Service.  
Documentation will be accurately completed and appropriately maintained and all service
standards will be achieved
The pharmacy will participate in evaluation of service user experience and respond adequately to
any user concerns/complaints
Durham Darlington and Tees Area Team reserve the right to implement a mystery shopper 
programme and, if such a programme does take place, the Area Team will feedback any issues, 
concerns and good practice to the LPC on a regular basis.
There must be the timely transfer of information back to GP practices by the second working day, 
once the immunisation is delivered to the patient. 


Other than in exceptional and unforeseen circumstances (where,for example, patient safety

would be compromised or where there is continual late or inaccurate submission of information to
GP practices despite interventions to support improvement), any party wishing to terminate this 
agreement must give 3 months written notice prior to termination. Failure to give adequate notice, 
or inappropriate termination, may risk financial penalty, based on the proportion of the contract 
period served, evidence of stocks purchased, and the ability to recruit a replacement provider.

Any disputes that might arise will follow normal dispute resolution procedure determined by the NHS status of the contractor
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The General Pharmaceutical Council
Is the regulator for pharmacists,
pharmacy technicians and registered

pharmacies in England, Scotland
and Wales.

Standards for registered pharmacies





Introduction

The purpose of these standards is to create and maintain the
right environment, both organisational and physical, for the

safe and effective practice of pharmacy. The standards apply to all
pharmacies registered with the General Pharmaceutical Council.

We recognise that for anyone operating a registered pharmacy
there will always be competing demands. These may be
professional, managerial, legal or commercial. However, medicines
are not ordinary items of commerce. Along with pharmacy services,
the supply of medicines is a fundamental healthcare service.
Pharmacy owners and superintendent pharmacists must take
account of this when applying these standards.

Responsibility for meeting the standards lies with the
pharmacy owner. If the registered pharmacy is owned by a
‘body corporate’ (for example a company or NHS organisation]
the superintendent pharmacist also carries responsibility.
Pharmacy owners and superintendent pharmacists have the
same set of responsibilities; a corporate owner does not avoid
responsibility by employing a superintendent. Both are fully
responsible for making sure that the standards are met. All
those responsible need to take into account the nature of the
pharmacy and the services provided and, most importantly, the
needs of patients and the public. We also expect them to be
familiar with all relevant guidance.





As well as meeting our standards, the pharmacy owner and
superintendent pharmacist must make sure they comply with
all legal requirements including those covering medicines
legislation, health and safety, employment, data protection
and equalities legislation.

Pharmacy owners and superintendent pharmacists must
make sure that all staff, including non-pharmacists, involved
in the management of pharmacy services are familiar with
the standards and understand the importance of their being
met. All registered professionals working in a registered
pharmacy should also be familiar with these standards; and
pharmacists and pharmacy technicians must understand that
they have a professional responsibility to raise concerns if
they believe the standards are not being met.

The standards can also be used by patients and the public
so that they know what they should expect when they receive
pharmacy services from registered pharmacies.

Throughout this document we use the term ‘pharmacy services'.
This covers all pharmacy-related services provided by a
registered pharmacy including the management of medicines,
provision of advice and referral, clinical services such as
vaccination services, and services provided to care homes.





Throughout this document we use the term ‘staff’. This includes
agency and contract workers, as well as employees and other
people who are involved in the provision of pharmacy services by
a registered pharmacy.

In this document we use the term 'you'. This means:
e a pharmacist who owns a pharmacy as a sole trader, and

* 3 pharmacist who owns a pharmacy as a partnerin a
partnership, and

e a pharmacist who is the appointed superintendent
pharmacist for a body corporate, and

* the body corporate itself.

In some limited circumstances (for example following death
or bankruptcy), a representative can take the role of the
pharmacy owner. In these cases, the appointed representative
will be responsible for making sure these standards are met.





Standards for registered pharmacies

We have grouped the standards under five principles.
The principles are the backbone of our regulatory approach
and are all equally important.

The principles

Principle 1: The governance arrangements safeguard the
health, safety and wellbeing of patients and the public.

Principle 2: Staff are empowered and competent to safequard
the health, safety and wellbeing of patients and the public.

Principle 3: The environment and condition of the premises
from which pharmacy services are provided, and any
associated premises, safeguard the health, safety and
wellbeing of patients and the public.

Principle 4: The way in which pharmacy services, including
the management of medicines and medical devices, are
delivered safeguards the health, safety and wellbeing of
patients and the public.

Principle 5: The equipment and facilities used in the provision
of pharmacy services safeguard the health, safety and wellbeing
of patients and the public.





The standards

The standards under each principle are requirements that
must be met when you operate a registered pharmacy.
Responsibility for meeting the standards lies with the
pharmacy owner. If the registered pharmacy is owned by a
‘body corporate’ (for example a company or NHS organisation]
the superintendent pharmacist also carries responsibility.
Pharmacy owners and superintendent pharmacists have the
same set of responsibilities; a corporate owner does not avoid
responsibility by employing a superintendent. Both are fully
responsible for making sure that the standards are met.

If a registered pharmacy is owned by a body corporate, the
superintendent must have the authority to:

e comply with their professional and legal obligations, and

e use their professional judgement in the best interests of
patients and the public.

8 Standards for registered pharmacies





Applying the standards

The principles for registered pharmacies, and the standards
that must be met, are all equally important. Therefore you
should read all the standards in their entirety. Pharmacy
owners, superintendent pharmacists and other pharmacy
professionals should also be familiar with the standards of
conduct, ethics and performance.

We know that a pharmacy owner and superintendent
pharmacist may be accountable for one, a few or a large
number of registered pharmacies. We expect the pharmacy
owner and superintendent pharmacist to make sure that

these standards are met whatever the number of pharmacies

they are accountable for.

Standards for registered pharmacies
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Principle 1:

The governance arrangements safequard the health, safety
and wellbeing of patients and the public.

‘Governance arrangements’ includes having clear definitions of the roles and
accountabilities of the people involved in providing and managing pharmacy
services. It also includes the arrangements for managing risks, and the way the
registered pharmacy is managed and operated.

Standards

11

1.2

13

1.4

1.5

1.6

1.7

1.8

10

The risks associated with providing pharmacy services are identified
and managed

The safety and quality of pharmacy services are reviewed and monitored

Pharmacy services are provided by staff with clearly defined roles and clear
lines of accountability

Feedback and concerns about the pharmacy, services and staff can be raised
by individuals and organisations, and these are taken into account and action
taken where appropriate

Appropriate indemnity or insurance arrangements are in place for the
pharmacy services provided

All necessary records for the safe provision of pharmacy services are kept
and maintained

Information is managed to protect the privacy, dignity and confidentiality
of patients and the public who receive pharmacy services

Children and vulnerable adults are safeguarded.

Standards for registered pharmacies





Principle 2:

Staff are empowered and competent to safequard the health,
safety and wellbeing of patients and the public.

The staff you employ and the people you work with are key to the safe and effective
practice of pharmacy. Staff members, and anyone involved in providing pharmacy
services, must be competent and empowered to safeguard the health, safety and
wellbeing of patients and the public in all that they do.

Standards

2.1 There are enough staff, suitably qualified and skilled, for the safe and effective
provision of the pharmacy services provided

2.2 Staff have the appropriate skills, qualifications and competence for their role
and the tasks they carry out, or are working under the supervision of another
person while they are in training

2.3 Staff can comply with their own professional and legal obligations and
are empowered to exercise their professional judgement in the interests
of patients and the public

2.4 There s a culture of openness, honesty and learning

2.5 Staff are empowered to provide feedback and raise concerns about meeting
these standards and other aspects of pharmacy services

2.6 Incentives or targets do not compromise the health, safety or wellbeing
of patients and the public, or the professional judgement of staff.

Standards for registered pharmacies "





Principle 3:

The environment and condition of the premises from
which pharmacy services are provided, and any associated
premises, safequard the health, safety and wellbeing of
patients and the public.

It is important that patients and the public receive pharmacy services from
premises that are suitable for the services being provided and which protect and
maintain their health, safety and wellbeing. To achieve this you must make sure
that all premises where pharmacy services are provided are safe and suitable.
Any associated premises, for example non-registered premises used to store
medicines, must also comply with these standards where applicable.

Standards

3.1 Premises are safe, clean, properly maintained and suitable for the pharmacy
services provided

3.2 Premises protect the privacy, dignity and confidentiality of patients and the
public who receive pharmacy services

3.3 Premises are maintained to a level of hygiene appropriate to the pharmacy
services provided

3.4 Premises are secure and safeguarded from unauthorised access

3.5 Pharmacy services are provided in an environment that is appropriate for
the provision of healthcare.
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Principle 4:

The way in which pharmacy services, including the management
of medicines and medical devices, are delivered safeguards the
health, safety and wellbeing of patients and the public.

‘Pharmacy services’ covers all pharmacy-related services provided by a registered
pharmacy including the management of medicines, advice and referral, and the
wide range of clinical services pharmacies provide. The management of medicines
includes arrangements for obtaining, keeping, handling, using and supplying
medicinal products and medical devices, as well as security and waste management.
Medicines and medical devices are not ordinary commercial items. The way they are
managed is fundamental to ensuring the health, safety and wellbeing of patients and
the public who receive pharmacy services.

Standards
4.1 The pharmacy services provided are accessible to patients and the public
4.2 Pharmacy services are managed and delivered safely and effectively

4.3 Medicines and medical devices are:
e obtained from a reputable source
* safe and fit for purpose
e stored securely
e safeguarded from unauthorised access
e supplied to the patient safely
e disposed of safely and securely

4.4 Concerns are raised when it is suspected that medicines or medical devices
are not fit for purpose.
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Principle 5:

The equipment and facilities used in the provision of
pharmacy services safeguard the health, safety and wellbeing
of patients and the public.

The availability of safe and suitable equipment and facilities is fundamental to
the provision of pharmacy services and is essential if staff are to safeguard the
health, safety and wellbeing of patients and the public when providing effective
pharmacy services.

Standards
5.1 Equipment and facilities needed to provide pharmacy services are readily available

5.2 Equipment and facilities are:
e obtained from a reputable source
e safe to use and fit for purpose
e stored securely
e safeguarded from unauthorised access
e appropriately maintained

5.3 Equipment and facilities are used in a way that protects the privacy and dignity
of the patients and the public who receive pharmacy services.
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More information

If you would like copies of this document in Welsh, please go to
www.pharmacyregulation.org/standards where you can download a PDF.
If you are seeking this document in other formats, please contact our
communications team at communications@pharmacyregulation.org

If you have any questions or comments about the content of the standards,
please contact our Standards Team:

Standards Team

General Pharmaceutical Council
129 Lambeth Road

London

SE1 7BT

Phone: 0203 365 3460
Email: standards@pharmacyregulation.org

We have also produced guidance on topics that you may find useful:
www.pharmacyregulation.org/standards/guidance
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