NEWS UPDATE ON THE USE OF LOCAL ANAESTHETIC AND FLUORIDE VARNISH BY DENTAL HYGIENISTS AND THERAPISTS

This document contains the information:

1.
Press statement from Dental Protection Ltd (pages 1-2)
2.
Patient Group Directions in dental practice (pages 3 – 8)
3.
Very important note – please read before starting to prescribe 

local anaesthetics and fluoride varnish (page  8)

1.

Use of Local Anaesthetic and Fluoride Varnish by Dental Hygienists and Therapists

An injection of local anaesthetic or the provision of fluoride varnishes are procedures that are controlled by the Medicines Act 1968 because they involve the use of prescription-only medicines (POMs). This means they can only be prescribed by a suitably qualified prescriber. Traditionally this prescriber would be a doctor or a dentist. Legislation was introduced throughout the UK in 2000 that allows certain other healthcare professionals to administer POMs in specific circumstances. This can happen in two ways:

1. Patient Group Directives (PGD) – This is a legal framework that allows a listed group of healthcare professionals to administer medicines to a group of patients (that fulfils certain predefined criteria), without the need for a written patient-specific prescription or instruction from the approved prescriber.
OR
2. An approved prescriber may provide a documented, patient specific direction (PSD) (a written instruction) which allows the healthcare profession to administer a POM to a specific patient.

The Committee on Human Medicines of the Medicines and Healthcare Products Regulatory Agency agreed (March 2010) to allow dental therapists and dental hygienists to perform the following functions under a Patient Group Direction:

· the administration of local anaesthetics 

· the sale, supply or oral administration of fluoride supplements and toothpastes with high fluoride content.

The Department of Health has now confirmed that since the 1 June 2010, dental care professionals no longer require a patient specific directive (written prescription) in order to administer local anaesthetic or fluoride supplements and high-fluoride content toothpaste. However, these medicines still need to have a patient group directive in place in order for dental care professionals to legally administer them to patients. The Department is currently working on the wording of this directive which will be sent to all stakeholders in the near future. A message from the Chief Dental Officer is also believed to be imminent, as will guidance from the GDC.

Dental Protection is of the view that members may now revert to the previous practice of providing local anaesthetic and fluoride supplements to patients without the need to request a written prescription from a dentist.

Members are reminded that they should of course be able to demonstrate that they have undertaken appropriate training before carrying out these procedures. 

Revised 16 June 2010

Source: Dental Protection Ltd 
2.

Q&A 346.1
Patient Group Directions in dental practice

Prepared by UK Medicines Information (UKMi) pharmacists for NHS healthcare professionals
Date prepared: May 2010


Summary

· Patient Group Directions (PGDs) allow the sale, supply or administration of named medicines in an identified clinical situation.
· The individuals who are allowed to supply or administer medicines under a PGD are specified ‘registered healthcare professionals’.
· From June 2010 revised PGD legislation allows dental hygienists and dental therapists to work under PGDs.

· Under this legislation dental hygienists and dental therapists can administer local anaesthetics and supply fluoride preparations directly to patients if a PGD has been prepared.

· PGD legislation details the information that must be included in a valid PGD.

· PGDs can be used in NHS and private practice.

· Resources are available for dental professionals preparing PGDs including the National Prescribing Centre’s Patient Group Directions. A practical guide and framework of competencies for all professionals using patient group directions and NeLM’s Patient Group Direction website. 

Background 
Patient Group Directions (PGDs) are written instructions allowing the sale, supply or administration of named medicines in an identified clinical situation [1]. They were introduced in the UK in 2000. Using a PGD is not a form of prescribing. The individuals who are allowed to supply or administer medicines are specified ‘registered healthcare professionals’ and until 2010, did not include dental care professionals (dental therapists, dental hygienists). 
Following a public consultation from August to November 2009 [2], the Commission on Human Medicines (CHM) recommended in February 2010 that medicines legislation be amended to enable dental therapists and dental hygienists to sell, supply and administer certain medicines. The CHM recommendation was accepted by ministers and legislation was passed in April 2010 and came into effect on 1st June 2010 [3].

What role do dental therapists and dental hygienists have in dental practice?

Dental therapists and dental hygienists are trained to be competent to perform many tasks including the following [4]: 

Dental hygienists 
· Scaling and polishing teeth, 

· Advanced periodontal therapy (supragingival and subgingival scaling, root debridement)

· Administration of infiltration and inferior dental block analgesia, 

· Application of appropriate anti-microbial therapy to manage plaque related diseases, 

· Application of topical treatments and fissure sealants, 

· Taking radiographs, 

· Monitoring and screening procedures including intra and extra oral assessments, 

· Provision of detailed oral hygiene and dietary advice, 

· Provision of emergency temporary replacement of crowns or fillings, 

· Taking impressions,

· Treating patients under conscious sedation provided the dentist remains in the surgery throughout treatment. 

Dental therapists 

· All the duties of dental hygienists (above), 

· Direct restorations on permanent and primary teeth, 

· Extraction of primary teeth, 

· Pulp treatments and placement of preformed crowns on primary teeth.

What training do dental therapists and dental hygienists receive in using medicines? 

The curriculum for training dental therapists and dental hygienists was developed by the General Dental Council and incorporates training in administering injectables, particularly administering local anaesthetics by infiltration and inferior dental regional block [4]. Dental therapists and dental hygienists also receive training in pharmacology, compatibility / incompatibility of medicines with local anaesthetics and use of antimicrobials and antibiotics (for systemic and local delivery in the periodontium) [2]. 
Which medicines can dental therapists and dental hygienists supply or administer under PGDs?
The main aims of the new PGD legislation are to enable dental therapists and dental hygienists to administer local anaesthetics and to sell or supply fluoride supplements and toothpastes with high fluoride content of 2800 and 5000 parts per million (ppm) [2]. However, the legislation does not limit the medicines dental therapists and dental hygienists may sell/supply or administer. As long as the hygienist/therapist is assessed as competent in the use of a medicine and there is agreement between all the signatories to the PGD, any licensed Pharmacy Medicine (P) or Prescription Only Medicine (PoM) can be included in a PGD. Particular caution should be exercised in any decision to draw up PGDs relating to antibiotics [1]. Microbial resistance is a public health matter of major importance and great care should be taken to ensure that their inclusion in a PGD is absolutely necessary and will not jeopardise strategies to combat increasing resistance. A local microbiologist should be involved in drawing up any PGD which includes an antibiotic.

What information must a PGD include?

The legislation specifies that each PGD must contain the following information [1]:

· the name of the business to which the PGD applies;

· the date the PGD comes into force and the date it expires;

· a description of the medicine(s) to which the PGD applies;

· class of health professional who may supply or administer the medicine;

· the clinical condition or situation to which the PGD applies;

· a description of patients excluded from treatment under the PGD;

· a description of the circumstances in which further advice should be sought from a doctor or dentist and arrangements for referral;

· details of appropriate dosage and maximum total dosage, quantity, pharmaceutical form and strength, route and frequency of administration, and minimum or maximum period over which the medicine should be administered;

· relevant warnings, including potential adverse reactions;

· details of any necessary follow-up action and the circumstances;

· a statement of the records to be kept for audit purposes.

Legislation requires that each PGD is approved and signed by:

· a doctor or dentist, as appropriate; 

· a pharmacist;

· a representative of an appropriate health organisation (e.g. PCT).

Can PGDs be used in NHS and private dental practice?

PGD legislation was prepared primarily for the NHS. However, in 2003 the legislation was amended to permit the sale, supply or administration of medicines under PGDs in specified healthcare establishments throughout the UK provided through the private, charitable or voluntary sectors, and in certain UK Crown establishments [5]. Private dental practices may set up PGDs for use by named dental hygienists and therapists if the practice is registered with the Care Quality Commission in England*.

*Scottish Commission for the Regulation of Social Care in Scotland, the Care Standards Inspectorate for Wales in Wales, and the Regulation and Quality Improvement Authority in Northern Ireland.

The MHRA has provided guidance on using PGDs in both NHS [6] and private healthcare establishments [5]. 

Are there any storage/supply requirements for medicines supplied under PGD?

There must be comprehensive arrangements for the security, storage and labelling of all medicines [1]. Wherever possible, medicines should be supplied in pre-packs made up by a pharmacist. In particular there must be a secure system for recording and monitoring medicines use from which it should be possible to reconcile incoming stock and out-goings on a patient-by-patient basis. Names of the health professionals providing treatment, patient identifiers and medicine provided should all be recorded. 

The EC Labelling and Leaflet Directive 92/27 applies to all supplies of medicines, including those supplied under PGDs [1]. All medicines issued under a PGD must be labelled as dispensed medicines [7]. For details of labelling dispensed medicines see UKMi Medicines Q&A ‘Can dentists supply medicines?’ [8]
A patient information leaflet should be made available to patients treated under PGDs [5,6].

Standard prescription charge rules and exemptions apply to all patients issued a medicine under a NHS PGD [9].

How will PGDs affect the issue of Duraphat® toothpaste by dentists? 

This will not change. High strength fluoride toothpastes (Duraphat® 2800 and 5000) are PoMs. Dentists treating NHS patients must issue a prescription for PoMs, including high strength fluoride toothpaste, and not issue them directly to the patient. However, when working under a relevant PGD dental therapists and dental hygienists can supply high strength fluoride toothpaste (2800 and 5000 ppm fluoride) directly to the patient. Dentists treating patients privately are permitted to issue medicines directly to patients [8].  

What information resources are available to help dentists, dental therapists and dental hygienists understand and prepare PGDs?

The following information resources are freely available:

1. Patient Group Directions. A practical guide and framework of competencies for all professionals using patient group directions. (National Prescribing Centre - NPC) [9].

This is a practical guide for all professionals involved in setting up and using PGDs. The document aims to provide information and guidance to organisations developing, authorising and using PGDs. It also provides a competency framework for all healthcare professionals entitled to work with PGDs and includes answers to frequently asked questions.
2. Medicines Matters: a guide to mechanisms for the prescribing, supply and administration of medicines (Department of Health) [10].
Medicines Matters is a brief guide for staff working in NHS trusts and other health and social care organisations, describing the mechanisms available for the prescribing, supply and administration of medicines which help to support the development of new/enhanced roles or service redesign. 
3. Patient Group Directions website. (National electronic Library for Medicines - NeLM) [11].
The aim of this website is to provide, or signpost to, tools and resources to guide organisations and practitioners in England* through the complex legal framework and associated processes of developing and approving PGDs. The website includes many documents helpful to new and established PGD users, including those described above and also:   
· To PGD or not to PGD? - that is the question: A guide to choosing the best option for individual situations. 
· So you think you need a PGD? How to prepare your PGD – flow diagram.

· Frequently asked questions include:

· Questions about signatories of PGDs
· Questions about private organisations using PGDs for private services
*Resources in Scotland are available from the NES PGD Website (www.nes.scot.nhs.uk/pgds) and in Wales from HOWIS (www.wales.nhs.uk/).
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Limitations

The information is correct at the time of writing but may be affected by future changes to PGD regulations.
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IMPORTANT NOTE:  YOU MUST ENSURE THAT YOU HAVE A PATIENT GROUP DIRECTIVE IN PLACE BEFORE YOU START PRESCRIBING LOCAL ANAESTHETIC OR FLUORIDE WITHOUT A PRESCRIPTION.     
18 June  2010

