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STANDARD OPERATING PROCEDURE

NEW MEDICINE SERVICE 

BACKGROUND 
Non-adherence to appropriately prescribed medicines can lead to poor management of long-term conditions (LTCs) and a cost to the patient, NHS and society. The New Medicine Service (NMS) is an Advanced service aimed to provide early support to patient’s who are newly prescribed a medicine for a LTC with repeated follow-up in the short term to increase effective medicine taking.  This SOP, as supported by the detailed guidance document, will enable community pharmacies to implement and run this new service.

PURPOSE 
This section should describe what your SOP is trying to achieve. The key purpose for having a SOP for the NMS is to ensure that the service is carried out in a systematic way in your pharmacy; other purposes you may want to consider are listed below. 

· To ensure that all pharmacy staff, including locums, understand how the NMS operates and are able to give clear advice to any patients, carers, GP practice staff, or any other healthcare professionals who may enquire about the service(s).
· To understand the minimum requirements for provision of the NMS.
· To identify the most efficient ways of identifying and recruiting eligible patients to the NMS.
· To ensure that patient appointments – bookings, patient reminders and the follow-up of ‘no-shows’ – are managed efficiently.
· To effectively carry out the initial intervention and follow-up stages of the service.
· To identify patient’s who may require referral back to their prescriber.
· To record and safely keep the required forms relating to patient consent and the NMS patient record worksheets.
· To ensure that all initial interventions and follow-ups conducted are logged accurately and that the relevant data is submitted to the PCT/successor organisation and NHS BSA, as required.
· To claim for the NMS implementation and target payments.
· To report to PCTs, when requested.
SCOPE 
This section should specify exactly what your SOP will cover and what it won’t. Focus on the procedural aspects of providing the NMS rather than any clinical aspects.  
Note that the NMS is not a full clinical review of the patient’s condition but an intervention to support a patient taking their medicines and assess their adherence to the new medication. 

A typical scope statement might be:

This procedure covers the provision of NMS at the pharmacy including identifying eligible patients, making the appointments, completing the initial intervention and follow-up stages, record keeping, and submitting monthly claim for payment.

PROCESS/PROCEDURE
This section should describe in detail the processes that need to be carried out during the NMS.
The pharmacy can start offering the NMS once the criteria to provide the service has been met (ie pharmacist is MUR accredited, has signed the ‘self-assessment of readiness form’ and the pharmacy has an approved consultation area). There are three main stages involved in the NMS: patient engagement; initial intervention; and follow-up.  

Typical steps in the process of operating the NMS service are detailed below (the order, and the way in which you manage these within your pharmacy may vary so choose those most suited to your practice).  This SOP is intended to be read in conjunction with the accompanying guidance notes and should be tailored to meet your individual circumstances. 

Patient engagement
· Identify qualifying patients and ensure their new medicine(s) is eligible for the NMS.  
· The patient can be referred to the service by a prescriber or can present opportunistically at a community pharmacy.
· The patient/carer must present at the pharmacy with a prescription for a newly prescribed, qualifying medicine, for one of the specified eligible long term conditions.
· It must be the first time the patient is obtaining a supply of the new medicine from a community pharmacy.
· Children can be enrolled to the service, but they must be capable of giving consent.
· Dose or formulation changes of a previously prescribed medicine would NOT qualify a patient for this service.
· For ineligible patients, consider if they are more suited for an MUR. 

· Dispense the medicines as per the existing pharmacy dispensing SOPs. (NPA ‘NMS stickers’ can be used by the pharmacy dispensing staff to mark the bags of dispensed medication of those patients who qualify for the service.) 
· At the point of transfer of the dispensed item to the patient, counsel the patient on the safe and effective use of their medication (as per existing pharmacy dispensing SOPs). 
· Where appropriate, offer the patient opportunistic advice and/or leaflets on healthy lifestyles / public health topics. 
· Verify that the patient qualifies for the NMS (check that it is the first time the medicine has been prescribed for them and confirm the indication for which it has been prescribed, especially if the medicine is licensed for more than one indication.)
· If the patient qualifies to receive the NMS, explain the various aspects of the service to the patient including the benefits. (If the dispensed items are to be delivered to the patient, supply an accompanying leaflet/bag stuffer explaining the service.)
· Invite the patient to receive the NMS.
· Notify the patient that any information discussed as part of the service may be shared with their prescriber as necessary, and with the PCT/successor organisation and the NHS BSA. 
· Obtain written consent from the patient to agree to this, using the consent forms (available to download from the PSNC website).
· The service cannot proceed if written consent is not provided by the patient. Note that a representative/carer cannot provide consent on behalf of a patient. 
· Make an appointment for the initial intervention with the patient, ideally within 7 to 14 days of dispensing the new medicine(s). It is expected that the initial intervention will take place as a face-to-face conversation but alternatively it could held over the telephone, if the patient prefers this method instead. 
· Appointment details should be logged into the pharmacy log/diary (paper or electronic) by ............................................ (this task can be delegated to a member of dispensing staff).
· Ask the patient whether they would like to receive a reminder of the appointment. Details should also be recorded in the appointment log/diary of any reminders requested – ideally on the day the reminder is due and not the day of the appointment.
· Make a note in the log/diary of the patient’s preferences or any special requirements eg face-to-face or telephone discussion, chaperone requirements, relevant telephone number, email etc.
· Provide the patient with an appointment reminder card and an NMS patient information leaflet.  Ask the patient to bring their new medicine(s) with them to the appointment or have them close at hand if the discussion is to be held over the telephone.

The initial intervention stage
Preparing for the initial intervention discussion
· Contact the patient, using the preferred contact method, to remind them of the appointment (usually 24 to 48 hours before the appointment or as requested by the patient). A trained member of pharmacy support staff can be delegated this task.  
· Remind the patient to bring their new medicine(s) with them to the appointment or to have them close at hand if the initial intervention is to be conducted over the telephone.
· Create and fill out as much information as possible on to the NMS patient record worksheet (available from PSNC) using details from the patient’s PMR.
· Ensure you are familiar with the patient’s new medicines and relevant underlying medical condition.  The latest edition of the BNF and NPA NMS condition/therapy mini guides can serve as a quick reminder.
· Allow approximately 10 to 15 minutes for each appointment.
Starting the initial intervention discussion
Note that some stages may not be relevant or may need to be adapted if the patient has specifically requested a telephone intervention.  Telephone interventions should take place in circumstances where the pharmacist can talk at normal speaking volumes without being overheard by customers.
· Introduce yourself and welcome the patient; check appointment against log/diary and confirm the patient’s identify if appropriate.
· Retrieve the patient-specific NMS record worksheet. Double-check you have the selected the right patient’s worksheet.
· For face-to-face discussions, lead the patient into the consultation room – make them feel at ease.
· For telephone discussions, contact the patient using their preferred telephone details provided at the engagement stage. When the phone is answered, check that you are speaking to the patient by asking a few simple questions ie date of birth, postcode etc.
· Verify that the patient consents to sharing of information with their prescriber, PCT/successor organisation and the NHS BSA.  NB: If the patient refuses or withdraws consent, the intervention cannot proceed.  This should be recorded on the NMS patient record worksheet.
· Clarify that the patient understands the nature of the service and the reason for their visit.
· Explain to the patient that you will be asking a series of questions to ascertain how they are managing with their new medicine(s). 
· If the patient has been prescribed more than one qualifying new medicine, discuss each medicine in turn. 
· For a face-to-face discussion, make the patient aware that you will be jotting down information throughout the discussion. 
The initial intervention discussion

· Work through the seven standard questions that form part of the initial intervention stage (see below) and fill in the required details on the NMS patient record worksheet.
1. Have you had the chance to start taking your new medicine yet?  
2. How are you getting on with it?
3. Are you having any problems with your new medicine, or concerns about taking it?
4. Do you think it is working?  (Is this different from what you were expecting?)
5. Do you think you are getting any side effects or unexpected effects?
6. People often miss taking doses of their medicines, for a wide range of reasons.  Have you missed any doses of your new medicine, or changed when you take it?  (When did you last miss a dose?)
7. Do you have anything else you would like to know about your new medicine or is there anything you would like me to go over again?
· Agree, based on the outcomes of the discussion with the patient, on one of the following:
a) Patient adhering to regimen and not experiencing any problems – encourage and motivate the patient to continue with new medicine. Make next appointment for follow-up in 14 to 21 days.
b) Patient not taking the new medicine as prescribed – pharmacist and patient discuss the reasons behind this and agree solution(s) and/or method to aid adherence. Check that the patient understands the solution. Encourage and motivate the patient to work with the solution. Make next appointment for follow-up in 14 to 21 days.
c) Patient not taking the new medicine as prescribed and refer back to prescriber – solutions and/or methods to aid adherence cannot be found.  Patient to exit from the NMS and CANNOT proceed to follow-up stage. Complete a feedback form and refer the patient back to their prescriber. At this point the service will have been completed. For more urgent referrals contact the prescriber immediately to arrange for the patient to be seen as soon as possible.
· Where appropriate, offer the patient opportunistic advice and/or leaflets on healthy lifestyles / public health topics.
· For patients that do not require referral back to the prescriber discuss the benefits of having a follow-up discussion, if relevant.
· Make a follow-up appointment with the patient (usually 14 to 21 days after the initial intervention) for the follow-up discussion.  Again, it is expected that this will normally be a face-to-face conversation but alternatively it could take place as a telephone conversation.
· Appointment details should be logged into the pharmacy log/diary (paper or electronic) by ...................................................... (this can be delegated to a member of dispensing staff).
· Ask the patient whether they would like to receive a reminder of their follow-up appointment. Details should also be recorded in the appointment log/diary of any reminders requested – ideally on the day the reminder is due and not the day of the appointment. 
· Make a note in the log/diary of the patient’s preferences or any special requirements eg face-to-face or telephone discussion, chaperone requirements, relevant telephone number, email etc.
· Update the patient’s appointment card, or provide the patient with new appointment reminder card.
· Bring the meeting to a close by asking if the patient has any further questions.  Thank the patient.  For face-to-face discussions, lead the patient out of the consultation room after the patient has had a chance to clarify any issues they may have; for telephone 
discussions, allow the patient to disconnect first so they can clarify any last minute concerns they may have. 
· Fill out any remaining sections of the NMS patient record worksheet. You can also record the date of review and any issues or recommendations made onto the patient’s PMR.

The follow-up stage
Preparing for the follow-up discussion

· Contact the patient, using the preferred contact method, to remind them about the appointment (usually 24 to 48 hours before the appointment or as requested by the patient). A trained member of pharmacy support staff can be delegated this task.  
· Remind the patient to bring their medicine(s) with them to the appointment or to have them close at hand if the follow-up is to be done by telephone.
· Familiarise yourself with any issues that were brought up at the initial intervention stage by checking details logged on the patient-specific NMS record worksheet.
· Allow approximately 10 to15 minutes for each appointment.
Starting the follow-up discussion

Note that some stages may not be relevant or may need to be adapted if the patient has specifically requested a telephone intervention.  Telephone discussions should take place in circumstances where the pharmacist can talk at normal speaking volumes without being overheard by customers.
· Introduce yourself and welcome the patient as per the initial intervention appointment.
· Retrieve the patient-specific NMS record worksheet. Double-check you have selected the right patient’s worksheet.
· For face-to-face discussions, lead the patient into the consultation room. For telephone discussions, contact the patient using their preferred telephone details provided at the engagement stage. When the phone is answered, check that you are speaking to the patient by asking a few simple questions ie date of birth, postcode etc.
· Verifying patient consent again is not required at this stage. 
· Explain to the patient that you will be asking a series of questions to ascertain how they are managing with their new medicine(s) following on from your initial discussion. 
· If the patient has been prescribed more than one qualifying new medicine, discuss each medicine in turn. 
· For a face-to-face discussion, make the patient aware that you will be jotting down information throughout the discussion. 
The follow-up discussion
· Work through the eight standard questions that form the follow-up stage and fill in the required details on the NMS patient record worksheet.  Depending on the discussion between the pharmacist and the patient at the initial intervention stage, not all of these questions will be necessary to ask at the follow-up discussion.
1. How have you been getting on with your new medicine since we last spoke?  (Are you still taking it?) 
2. Last time we spoke, you mentioned a few issues you’d been having with your new medicine.  Shall we go through each of these and see how you’re getting on? 
3. A: The first issue you mentioned was [refer to specific issue] is that correct?  

B: Did you try [the advice/solution recommended at the previous contact] to help with this issue?

4. Did you try anything else?
5. Did this help? (How did it help?)
6. Is this still a problem or concern?

NB: Questions 3 to 6 should be repeated for each issue discussed at the initial intervention stage.

7. Have there been any other problems/concerns with your new medicines since we last spoke?
8. People often miss taking doses of their medicines, for a wide range of reasons.  Since we last spoke, have you missed any doses of your new medicine, or changed when you take it?  (When did you last miss a dose?)

· Agree, based on the outcomes of the discussion with the patient, on one of the following:
a) Patient adhering to regimen and not experiencing any problems – encourage the patient to continue with their new medicine(s). NB: You may invite the patient for a MUR at least 6 months after they complete the NMS unless in the pharmacists reasonable opinion the patient would benefit from a MUR earlier. The service will have been completed at this stage.

b) Patient not taking the new medicine as prescribed – pharmacist and patient discuss the reasons behind this and agree solution and/or method to aid adherence. You may invite the patient for a MUR at least 6 months after they complete the NMS unless in the pharmacists reasonable opinion the patient would benefit from a MUR earlier. The service will have been completed at this stage.
c) Problems identified and refer patient back to prescriber – solutions and/or methods to aid adherence cannot be found.  Explain the potential clinical risks of non-adherence. Complete a feedback form and refer the patient back to the 
prescriber. The service will have been completed at this stage.  For more urgent referrals contact the prescriber immediately to arrange for the patient to be seen as soon as possible.

· Where appropriate, offer the patient opportunistic advice and/or leaflets on healthy lifestyles / public health topics.
· Bring the meeting to a close by asking if the patient has any further questions.  Thank the patient.  For face-to-face discussions, lead the patient out of the consultation room after the patient has had a chance to clarify any issues they may have; for telephone discussions, allow the patient to disconnect first so they can clarify any last minute concerns they may have. 
· Fill out any remaining sections of the NMS patient record worksheet. You can also record the date of review and any issues or recommendations made onto the patient’s PMR.

Patients who do not attend (‘no-shows’)

· If the patient fails to meet their agreed appointment time, at least one attempt to follow-up with the patient should be made. If contacted, encourage the patient to rearrange the appointment to another suitable time if still required.
· If the telephone is unanswered, a message can be left on patient’s telephone if they have a voice-mail facility available. Be sure not to leave any sensitive or confidential messages on the voice-mail.  Avoid stating the reason for your call on the message.
· If you have been unable to contact the patient, or if they voluntarily opt out of the service, or they refuse or withdraw consent to receive the service, the patient would at this stage exit the NMS.  Record this on the NMS patient record worksheet.
· If a patient does not participate at the initial intervention stage of the NMS It will not count towards the pharmacy’s NMS activity. 

Data recording and record keeping

· The following records need to be kept as part of the NMS:
· ‘NMS – self assessment of readiness form’. A completed copy of this form should be kept securely in the pharmacy for each pharmacist that provides the service. The self-assessment forms are stored ........................ ........................................................................................................................................

· Signed patient consent forms for the service; these are stored ......................................................................................................................... and need to be retained in the pharmacy for a period of ___ years.
· NMS patient record worksheet - a separate record is required for each patient who receives the NMS; these are stored  ........................................................................................................................ and copies of completed forms should be kept securely in the pharmacy for ___ years.
Reimbursement claims 
· Claims for the ongoing service (target payments) to be made on form FP34C and submitted to the NHS BSA at the end of each month. 
· The one-off implementation payment should be claimed before the 31/03/12.
Reporting to PCTs
· Copies of the PCT reporting template (available to download from the PSNC website) are to be completed within 10 working days from the last day of June, September, December and March.
RESPONSIBILITY OF STAFF

Your SOP needs to specify who is responsible for dealing with the various aspects of the NMS service such as patient recruitment, arranging appointments, completion of the NMS patient record worksheets, and conducting the initial intervention/follow-up itself. 
You must ensure that all staff members involved in the NMS are competent to undertake any delegated tasks. Staff undergoing training, such as pre-registration students or trainee dispensary staff will have increasing competence and you will need to decide whether they can carry out various tasks such as arranging appointments, making appointment reminders etc.
KNOWN RISKS

This section should contain a description of anything you are aware of that can make the procedure more risky than usual. These are circumstances that you know can increase the likelihood of things going wrong and where you believe extra care and attention should be paid. 
For example, known risks might include:

· Unrealistic expectations or misunderstandings from patients or other healthcare professionals about what will happen during the discussion.
· Patients not agreeing to consent and so not being eligible for the NMS.
· Patients arriving for a meeting and the pharmacist is not available. 
· Required forms and paperwork completed incorrectly or submitted outside the required time frame.
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