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The management of patients with swallowing difficulties

– Principles for consideration of alternate medication formulations
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Q.  How do I manage patient who can’t swallow tablets or capsules? 
A. A stepwise approach should be followed for managing patients in the safest way possible by considering: 
(If viewing this document electronically click links to view supporting information and guidance) 

1. Is the medicine needed?
2. Is there an alternative licensed formulation of the drug?
3. Is there a suitable licensed formulation of another drug within the same therapeutic class? 

4. Could the medicine be administered in an alternative unlicensed way,  for example by crushing/dispersing tablets or opening capsules?
5. Only in circumstances where the medication needs of the individual patient cannot be met by any previous steps consider prescribing an unlicensed, specially prepared medication 
6. The prescription should be subject to regular review to assess the continuing need for both the drug and the formulation prescribed 
Principles to be considered when prescribing or advising an alternative? 

The choice of medicine or formulation for patients with swallowing difficulties, or who have a feeding tube, must be made on an individual patient by patient basis with the prescriber taking into account:

· the patient’s method of feeding, 

The prescriber should ensure:

· the practicalities of administration can be managed, and
· any additional responsibilities prescribing an alternative formulation may elicit have been recognised and the prescriber is assured about:

· the safety and quality of the medicine prescribed to be used by the alternate method of administration, and

· any directions to manipulate a dosage form, such as crushing have been explicitly stated on the prescription
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Explanatory notes

Prescription medications should only be taken according to the directions of a prescriber. Medicines should usually be prescribed in accordance with the terms of their licence. Medicines used in a different way from that which the manufacturers have stated are being used off-licence. This means the manufacturer does not accept responsibility for any harm caused by taking it in this way ADDIN REFMGR.CITE <Refman><Cite><Author>Colquhoun</Author><Year>2010</Year><RecNum>2843</RecNum><IDText>Special measures-time for a healthy debate on specials procurement.</IDText><MDL Ref_Type="Journal"><Ref_Type>Journal</Ref_Type><Ref_ID>2843</Ref_ID><Title_Primary>Special measures-time for a healthy debate on specials procurement.</Title_Primary><Authors_Primary>Colquhoun,A</Authors_Primary><Date_Primary>2010</Date_Primary><Reprint>In File</Reprint><Start_Page>481</Start_Page><End_Page>488</End_Page><Periodical>The Pharmaceutical Journal</Periodical><Volume>285</Volume><ZZ_JournalFull><f name="System">The Pharmaceutical Journal</f></ZZ_JournalFull><ZZ_WorkformID>1</ZZ_WorkformID></MDL></Cite></Refman>. 

A person giving crushed tablets or opened capsules to a patient without directions from the prescriber, and without making the appropriate checks, could be held liable for any harm caused
 ADDIN REFMGR.CITE 

. 
Legal context

In summary, the law requires that the:

· Right medicine is given to the:

· Right patient, at the

· Right time, using the

· Right dose, in the

· Right formulation

Relevant legislation and guidance
· Human Medicines Regulations 2012
· Consumer Protection Act 1987

· Disability Discrimination Act 1995

· The Human Rights Act 1998

· Royal Pharmaceutical Society of Great Britain (RPSGB), 2003

· The Nursing & Midwifery Council (2007 and 2008)
· General Medical Council guidance - 31st January 2013
A stepwise approach is suggested for managing such patients in the safest way possible: 

1. Is the medicine needed?

· Together with the patient
, make an assessment of their condition before deciding to prescribe based on adequately assessing the patient’s conditions, taking account of the history (including the symptoms, and psychological and social factors), the patient’s views, and where necessary examining the patient.
· Reach agreement with the patient on the proposed treatment and be satisfied the medicines serves the patient’s needs not based on cost or for your or the convenience of other health or social care professionals.
· Unnecessary medication should be stopped. If it is required consider a formulary approved alternative agent with a prolonged therapeutic effect to reduce the frequency of administration. 
2. Is there an alternative licensed formulation of the drug?

a. Adult patients who dislike swallowing large tablets or capsules can usually manage small tablets and capsules, or large tablets snapped in half (where appropriate and allowed by the licence) and with encouragement, can manage most medicines. 

b. Other formulations may include a licensed liquid, dispersible tablet, patch, suppository, oral powder or granules? 
Licensed medicines must meet quality standards for manufacture and be accompanied by appropriate product information and labelling. In order to be granted a licence, a medicine must show evidence of efficacy and safety. 

3. Is there a suitable licensed formulation of another drug within the same therapeutic class? 

4. Could the medicine be administered in an alternative way?

· Consider altering the licensed presentation of a medicine such as crushing tablets or opening capsules and mixing with water or food immediately prior to administration 
BUT:  Not all tablets and capsules are suitable for dispersing, crushing or opening for administration in soft food or via feeding tubes and it is important to check with a pharmacist, or the SPC, before prescribing this alternate method of administration.
· If it is not possible to crush a given formulation of the drug is there another drug within the same therapeutic class that is available in a licensed formulation that may be crushed? 
5. Review the prescription regularly to assess continuing need for the drug and the formulation 

· Swallowing difficulty may resolve or a licensed alternative may become available. 

6. Overriding considerations when  changing formulations
· Where alternative agents may be suggested, therapeutic equivalence cannot be implied. 

· Patients will require monitoring and possibly dose titration when switching between different agents. 

· Alternate specially prepared drugs may have a lead time for acquisition that impacts on the immediate care of the patient

· Is crushing tablets or opening capsules allowed? 
i. This should not be routine practice. It is preferable to use a product in the way it was licensed to be used. 
ii. The prescriber should take responsibility for using a medicine in a manner that is outside its licence and should specify the exact directions on the prescription, e.g. “crush, mix with water and administer”. These instructions should be added to the dispensing label. 
iii. Altering the form of medicine must only be undertaken under the guidance of an authorised prescriber. 
iv. A written direction to crush or disperse tablets or to open capsules should be documented in the patient’s care plan (where care staff are involved in administration.)
v.  A pharmacist or Medicines Information service should be referred to and every effort must be made to ensure Health and Safety guidance is followed. 
vi. Practical advice on how to administer medication in unlicensed ways appears in references below. 

· Isn’t mixing medicines with food or drink covert administration? 
i. It is important to tell the patient that their food or drink contains a medicine and obtain their consent to administer.
ii. Food and drink may be used where appropriate to facilitate administration and/or make medicine more palatable, not to conceal it, unless this is in accordance with current guidance. 

What does the Care Quality Commission say about crushing tablets? 
· The CQC inspects providers to ensure they are meeting the essential standards of quality and safety to comply with the section 20 regulations of the Health and Social Care Act 2008. 
· Providers have to demonstrate that people receive medicines in a safe way and that staff are trained and competent. 
· The CQC guidance refers to the document “The handling of medicines in social care”, RPSGB, 2007, which says “normally tablets should not be crushed and capsules should not be opened either to make them easier to swallow or to hide them from the patient because this may affect the way that the medicine works.” 
· The RPSGB document advises that registered nurses administering medicines must comply with the most recent guidance published by the Nursing and Midwifery Council. 
· The NMC gives advice on crushing medication in its Standards for Medicines Management 2010 and says “medicinal products should not routinely be crushed unless a pharmacist advises that the medication is not compromised by crushing, and crushing has been determined to be within the patient’s best interest.” But, ultimately the decision to prescribe rests with the prescriber.
What is a liquid special? 
· This is a special order medicine made to satisfy an individual patient’s specific needs 
· Manufacturers of special-order products must hold a Manufacturer’s Specials Licence (MS) and may make batch-prepared products (with a certificate of analysis) or individual bespoke preparations (with a certificate of conformity). 
· Manufacturing sites are inspected for compliance with Good Manufacturing Practice. 
· Extemporaneous products can be either made by pharmacists or more usually by special manufacturers outside of their MS licence. There is no guarantee that these meet Good Manufacturing Practice.
·  A manufacturing licence means that the facilities of the supplier have reached a minimum standard. It does not mean that the product is licensed in any way. 

Isn’t it better to give a liquid special? 
1. Liquid specials are not licensed products and have not been assessed for safety, quality and efficacy by regulatory authorities. 
2. When prescribing unlicensed medicines the prescriber must:

i. be satisfied there is sufficient evidence or experience to demonstrate safety and efficacy

ii. take responsibility for prescribing the medicine and for overseeing the patient’s care, monitoring, and any follow up treatment, or ensure that arrangements are made for another suitable doctor to do so
iii. make suitable records where you are not following common practice
3. Other factors to consider that may make specials a less suitable alternative include:

i. are that it can take longer to obtain a special medicine, 
ii. they are often considerably more expensive than licensed formulations, 
iii. may have short shelf-lives, 
iv. may need to be stored in a fridge,
v. formulations may vary between manufacturers so the patient might not get exactly the same formulation each time and it may not be convenient for patients to carry around several bottles of liquid medicines on a daily basis. 
vi. Liquid specials should only be prescribed where there is no suitable licensed alternative as they may increase the risk to both patient and prescriber with prescribers assuming greater liability for their use. 

However there are some situations where the prescriber may judge a special to be appropriate, e.g. for children, to achieve the lower strengths and doses required. 
Consider the patient’s method of feeding:

· Patients requiring liquid feeds may take oral liquid medicines, dispersible tablets or solid preparations dispersed in water prior to administration. For patients who require thickened fluids, liquids can be thickened with a small amount of a thickening agent such as Thick and Easy maize starch and maltodextrin powder. 

· Patients able to tolerate a soft-food diet may be able to swallow crushed tablets or the contents of capsules administered with food. 

· Patients with enteral feeding tubes can have some oral medications administered via this route.

Practical considerations 

· Consider who will be administering the medicine (the patient themselves, a parent or carer), their manual dexterity and ability to follow instructions to administer the medicine correctly.
· The needs of patients and carers should be considered. It may not be practical for a patient to store or carry several bottles of liquid medicines. Some liquid medicines require fridge storage.

· NHS healthcare professionals have a duty to make the best use of public resources; cost as well as clinical suitability and product quality must be considered when choosing appropriate preparations

· The cost of special-order products can vary enormously between different suppliers. The Royal Pharmaceutical Society has prepared guidance for community pharmacists on the procurement and supply of special-order products which are now covered by Section VIIIB of the Drug Tariff. 

Where can I obtain more information? 
This is a complex topic and the above is only an overview of some of the issues. It is not intended to be a policy. Each patient’s circumstances should be individually considered and up-to-date information sought to determine the most appropriate option for them. Healthcare professionals should seek advice from the relevant professional bodies.
 Further information may be obtained from: 

· Information on regional Medicines Information Services appears on inside cover of BNF. 

· Handbook of Drug Administration via Enteral Feeding Tubes, White, R & Bradnam, V The NEWT Guidelines for administration of medication to patients with enteral feeding tubes or swallowing difficulties, Wrexham: North East Wales NHS Trust; 2010, Smyth, J, editor 

· Pharmaceutical issues when crushing, opening or splitting oral dosage forms – Royal Pharmaceutical Society, June 2011 http://www.medicinesmanagementstoke.nhs.uk/documents/RPS_Pharmaceutical_Issues_when_Crushing_Opening_Splitting_sdosageforms_june_2011.pdf 

· Good Practice in Prescribing Medicines, Supplementary Guidance - General Medical Council, September 2008 http://www.gmc-uk.org/guidance/ethical_guidance/prescriptions_faqs.asp 

· UKMi Medicines Q&A 294.2 Therapeutic options for patients unable to take solid oral dosage forms http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Therapeutic-options-for-patients-unable-to-take-solid-oral-dosage-forms/ 

· East of England NHS Collaborative Procurement Hub / NHS East of England – Information and Guidance on the Prescribing and Use of Unlicensed Pharmaceutical Specials http://www.eoecph.nhs.uk/Pharmaceutical_Specials.pdf
· Prescribing Specials – Five guiding principles for prescribers (National Prescribing Centre) http://www.npc.nhs.uk/improving_safety/prescribing_specials/resources/5_guiding_priciples_V2.pdf 

· Dealing with Specials. Good practice guidance on the procurement and supply of pharmaceutical specials - Royal Pharmaceutical Society, Pharmacy Professional, June 2010 (updated June 2011) 

· Essential Standards of Quality and Safety. CQC, 2010 http://www.cqc.org.uk/_db/_documents/Essential_standards_of_quality_and_safety_March_2010_FINAL.pdf 

· Royal Pharmaceutical Society – The Handling of Medicines in Social Care http://www.rpharms.com/social-care-settings-pdfs/the-handling-of-medicines-in-social-care.pdf 

· Standards for Medicines Management - Nursing & Midwifery Council, 2010 http://www.nmc-uk.org/Documents/Standards/nmcStandardsForMedicinesManagementBooklet.pdf 
· UKMi Medicines Q&A 339.2 Crushing tablets or opening capsules in a care home setting - Prepared by UK Medicines Information (UKMi) pharmacists for NHS healthcare professionalsDate prepared: 19th December 2012http://www.nelm.nhs.uk/en/NeLM-Area/Evidence/Medicines-Q--A/Crushing-tablets-or-opening-capsules-in-a-care-home-setting/ 
North of Tyne Area Prescribing Committee - Prescribing Unlicensed Medicines – Guiding Principles available @ http://www.northoftyneapc.nhs.uk/files/2012/03/APC-Guiding-Principles-on-Prescribing-Unlicensed-Medicines-June-2009.doc
� Or, where appropriate, parents or carers with authority to make decision on behalf of patients. Medicines may be prescribed without consent if it is likely to be of overall benefit to adults who lack capacity, or in accordance with mental health legislation 
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