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1. Executive summary
A multi-compartment compliance aid (MCA) is a general term for a device designed to contain individual doses of medicines in separate compartments or blisters1. These aids are not always the most appropriate for service users as MCAs have both advantages and disadvantages1,2.
This protocol provides a framework to support the safe initiation and use of Multi-compartmental Compliance Aids (MCAs).

2. Introduction
A multi-compartment compliance aid (MCA) may also be referred to as a monitored dosage system (MDS)1,2. There are a variety of types of devices available1,2.
The MCA is made specifically for a service user based on their medication regime1. However, due to medication design not all formulations are able to go into an MCA and therefore careful consideration needs to be undertaken for their suitability for the individual1,2. 
The Royal Pharmaceutical Society (RPS) and NICE guidance both recommend that MCAs should not be considered the default method for supporting medicines adherence1-3. An MCA should only be initiated for a service user only when an assessment by a health professional (e.g., pharmacist) has been carried out1,3.
Alternative adjustments should be explored first to enable service users to manage medicines safely using original packaging wherever possible1,2. 

3. Purpose
The purpose of this document is to make sure that Multi-compartmental Compliance Aids are only initiated in appropriate patients where the service user’s medicines management needs and medication formulations have been taken into consideration.
This SOP aims to:
· Promote safe, effective, and person-centred use of MCAs
· Ensure that the service user’s medicines management needs, cognitive and physical abilities, and living circumstances are considered
· Prevent inappropriate or routine initiation of MCAs
· Ensure continuity of care across inpatient, discharge, and community settings 

4. Scope
This protocol applies to medical practitioners, nurses, clinical pharmacists and medicines management technicians involved in the care of patients within ELFT inpatient services and outpatient clozapine clinics. 



5. Roles and Responsibilities
Pharmacy Team: 
• To complete the multi-compartment compliance aid assessment tool (Appendix 2.) to ensure it is appropriate for the individual-case of the service user.
• To ensure all medications intended for inclusion in an MCA are compatible with it using the following resource: Medicines in Compliance Aids Stability Tool – NHS SPS - Specialist Pharmacy Service – The first stop for professional medicines advice4.
• To identify medicines unsuitable for MCAs and ensure appropriate arrangements for supply outside the compliance aid
• To provide counselling to the service user and/or carer involved on the correct use of the MCA with the use of patient information leaflets from MAPPs and Florid
• To liaise with the patient’s nominated community pharmacy and GP to ensure agreement and capacity to continue MCA supply following discharge
• To reassess the ongoing need for an MCA where a service user was admitted with one already in place

Prescribers:
• To optimise the medication regimen and consider whether medicines can be simplified or deprescribed prior to MCA initiation 
• To order the patient’s TTA in a timely manner, allowing at least 24 hours’ notice for pharmacy to supply a patient’s MCA upon discharge 
• To review any medicines identified by pharmacy as unsuitable for inclusion in an MCA due to stability concerns and consider alternative formulations where clinically appropriate. 
• Where no suitable alternative to MCA supply exists and the clinical benefits of supplying medicines within an MCA are considered to outweigh the potential risks associated with stability, the prescriber must formally document the decision by signing the declaration in Appendix 2.

Nursing team: 
• To identify service users experiencing difficulty managing medicines.
• To liaise with carers and/or care homes and assess the necessity of a MCA device for medicines administration.
• To provide counselling to the service user and/or carer involved on the correct use of the MCA. Nursing staff can contact the pharmacy team with this if necessary. 



6. Key points for consideration
MCAs do not always simplify how people take their medicines1. They can result in some medication being administered from original packs, whist others are being administered from the MCA, leading to possible patient harm2,5. 
Healthcare professional must make reasonable adjustments support service user’s medication compliance and promote people’s independence1. Other reasonable adjustments to support a person to use original packs of medicines may include1,2:
· reminder charts (as a memory aid)
· Medicines Administration Record (MAR) sheets
· winged bottle caps
· large print labels
· alarms (such as notifications on mobile phones)
· tablet splitters.
The Royal Pharmaceutical Society (RPS) and NICE recommend that the use of original packs of medicines should be the preferred choice for the supply of medicines in the absence of a specific need for an MCA in all settings1,2.

7. The advantages of MCAs
· They help simplify the drug regimen and provide a convenient way for patients to take their medicines2.
· They act as a visual reminder to prompt the patient to take medicines2.
· They may help to promote or maintain independence2.
· They may assist carers with structured medicines administration2.

8. Disadvantages of MCAs
· They can only be used to store some oral solid medications. A Glasgow study showed that 46% of 264 patients on MCAs were taking additional oral medication outside the MCA5. 
· Lack of published data to demonstrate stability of medicines in MCAs and determined appropriate expiry dates2.
· Some medicines cannot be packed in compliance aids because they are unstable when exposed to light or moisture (e.g. sodium valproate, dabigatran and nifedipine)2,4.
· PRN, liquid, and dispersible medicines cannot be packed in a compliance aid2.
· Individual drugs are not labelled so inability to identify specific medicines may affect decision making in terms of whether to take or not2.
· Disempowers the patient and reduces their autonomy and involvement in medicines management1,2. 
· The Care Homes Use of Medicines Study (CHUMS) identified that MCAs are associated with medication administration errors in care home settings with 69.5% of residents across 55 care homes experiencing at least one medication error6. 
· Wastage and increase in cost due to short half-life in MCA, and if there are any changes to one medication, all will have to be retrieved and destroyed1,2.
· Restricts patient’s choice1,2.
· They are not tamper proof which could increase the risks of drug errors if drugs are intentionally or non-intentionally moved from one compartment to another1,2.
· They are not child proof and so do not meet the legal requirements regarding child resistant containers1,2.
· Dispensing and checking errors may occur and can be more time-consuming2. 
9. Procedure
The following procedure applies to both inpatient mental health services and outpatient clozapine clinic services within ELFT.
In order to initiate an MCA for a service user, the pharmacy team must be contacted. 
Requests for initiation of a MCA must follow the MCA decision-making process outlined in the Appendix 1 flowchart and be supported by a structured assessment.
A member of the pharmacy team must assess the suitability of an MCA using the Assessment of Suitability to initiate MCA found in Appendix 2 with the help of supporting guidance in Appendix 3. 
All medicines must be individually assessed for stability and suitability for inclusion in an MCA using the SPS Stability Tool4.
If medicines are identified as unsuitable for inclusion due to stability concerns:
· The pharmacy team must inform the prescribing clinician.
· The prescriber must review the medication regimen and consider alternative formulations or treatment options.
· If no suitable alternative is available and the prescriber determines that the clinical benefits of inclusion in an MCA outweigh the associated stability risks, the prescriber must complete and sign the Prescriber Declaration in the Assessment of Suitability form to initiate MCA (Appendix 2). 
· Pharmacy will only include medicines with known or potential stability concerns in an MCA once the signed declaration has been received.
If the MCA initiation has been deemed appropriate, the pharmacy team must ensure continuity of supply within the community by liaising with the service user’s GP and community pharmacy prior to initiation.
A member of the pharmacy/nursing team must demonstrate the MCA to the service user and/or carer and provide counselling on its correct use.
A member of the pharmacy team must review the need for ongoing MCA use every 6 months, following any medication changes, upon transfer of care, at discharge, and at clozapine clinics.
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Appendix 1. 
MCA Initiation and Decision-Making Process  [image: ]
Appendix 2.
Assessment of Suitability to initiate MCA. 
To be completed by pharmacy team

Patient’s Name: __________________________________________
Ward/Team: ______________________________________________
Pharmacist/Technician name:________________________________

Please answer the following questions to assess suitability for MCA (circle Yes or No). Generally, if the answer to any of the questions is No, an MCA is unsuitable. (See appendix 3 for further clarification)
1. Is the regimen complex? (i.e., more than 4 medicines in the treatment regimen)								Yes / No
1. Has medication been reviewed to minimise pill burden?	Yes / No
1. Have alternatives to MCA been trialled?
2. Reminder chart with dosing schedule			Yes / No
2. Medicines Administration Record (MAR) sheets	Yes / No
2. Large print labels						Yes / No
2. Alarms (such as notifications on mobile phones/apps)	Yes / No
1. Is the patient oriented in time?					Yes / No
1. Have previous problems with compliance been addressed?	Yes / No
1. Has future compliance been promoted? 				Yes / No
1. Is the medication regimen likely to remain unchanged?	Yes / No
1. Has the person who will administer the medication demonstrated they can use a compliance aid?							Yes / No
1. Will the MCA be the only source of regular medication?	Yes / No
1. Have arrangements been made to fill a compliance aid on an ongoing basis?									Yes / No


If patient is assessed suitable to initiate MCA, please state reason below:
______________________________________________________________
______________________________________________________________


Signature: ____________________________	Date: ______________________________

This form is valid for 6 months only. Review date: ___________________

Prescriber Declaration: 
If the prescribing doctor considers that the benefits of having medicines in a compliance aid outweigh the risks surrounding the stability of these medicines, they should sign the following statement to acknowledge they understand and accept those risks: 

I would like ___________________________________ (insert patient’s name) to have all of his/her medicines supplied in a compliance aid regardless of any stability issues that may be present. 

Signed: _______________________ (Doctor’s signature) Print Name: ______________________

Pharmacy will only pack unstable medicines in a compliance aid box if the statement above is signed. Please contact pharmacy if you have any questions surrounding stability of medicines.   



















Appendix 3.
Supporting Guidance

1. Is the regimen complex?
Generally, less than 4 regular medications does not constitute polypharmacy. 

1. Has medication been reviewed to minimise pill burden?		
Has any attempt been made to reduce the number of different drugs,
number of tablets or frequency of administration?

1. Have alternatives to MCA been trialled? 
MCA should not be considered if alternatives have not been explored first. 

1. Is the patient oriented in time? 						
If not, an MCA may not be of benefit. Other prompts, verbal or visual, may be required (e.g. medication reminder card), and may be more effective when used alone.

1. Have previous problems with compliance been addressed? 		                                                                    
Patients have a choice about whether to take medicine or not. They may choose not to because they:
4. lack insight (do not think they are ill or that medicines are beneficial).
4. are unwilling to tolerate side effects.
4. unable to make a reasoned choice because they are disorganised or their psychotic symptoms (e.g. delusion of being poisoned, voices saying negative things about medicines) influence their behaviour. 
These patients may not benefit from a compliance aid. A compliance aid will only help if a patient is motivated to take medication. 

1. Has future compliance been promoted? 					                                                                    
Many reasons for non-compliance cannot be managed by MCA use.
0. Have the patient’s attitudes towards medicines been explored?
0. Has supervised self-medication been attempted on the ward?
0. Does the patient understand what each medication is for
0. Is the patient experiencing side effects?	
0. Does the patient have difficulty reading the labels on the containers?
0. Is the patient (not the staff) motivated to take medication?	
0. Is compliance therapy required?			

1. Is the medication regimen likely to remain unchanged?
MCA should not be initiated when medication regimen is changeable.

1. Has the person who will administer the medication demonstrated they can use a compliance aid?
Are the patient’s sight, cognition and manual dexterity up to the task in hand? This should be assessed on the ward with patient or carer if appropriate. 

9. Will the MCA be the only source of medication?			
Taking additional medications to MCA can cause confusion. What steps are being made to rationalise supply?

10. Have arrangements been made to fill a compliance aid on an ongoing basis?
Will there be an ongoing MCA supply available?


Items that are not considered suitable for MCA due to stability2,4:
· Effervescent, dispersible and soluble medication (e.g., aspirin dispersible tablets)
· Buccal and mucosal products (e.g., prochlorperazine buccal tablets)
· Hygroscopic products (e.g., nicorandil), and where original pack contains a desiccant
· Light sensitive products (e.g., nifedipine)
· Medicines dispensed in glass containers (e.g., glyceryl trinitrate or clomethiazole)
· Cytotoxic medication (e.g., methotrexate)
· No capsules can be supplied in the same compartment with MR tablets due to risk of changing the release characteristics of the tablets.
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