
 

 
Warning – Document uncontrolled when printed 

Policy Reference:  Date of Issue: October 2015 

Prepared by:  
Formulary Pharmacist,  
Lead Pharmacist (West), North and West Highland Operational Unit 

Date of Review: October 2017 

Lead Reviewer: Formulary Pharmacist Version: 5 

Authorised by:  
Formulary Subgroup of NHS Highland Area Drug and Therapeutics 
Committee    

Date:  25/10/2015 

 

NHS Highland policy for 
acting on advice from the 

Scottish Medicines 
Consortium 

 

 
 
 
 
 
 
 
 

 
 
 
 

 
 

 
 

Policy Reference:    Date of Issue: October 2015  

Prepared by:    
Formulary Pharmacist,  
Lead Pharmacist (West), North and West 
Highland Operational Unit 

Date of Review: October 2017   

Lead Reviewer:  
Formulary Pharmacist   

Version:  5 

Authorised by: 
Formulary Subgroup of NHS Highland 
Area Drug and Therapeutics Committee    

Date:   25/10/2015 

 
Distribution 
 Director of Pharmacy 

 Head of Community Pharmaceutical Services 

 Head of Specialist Pharmaceutical Services 

 Consultant in Pharmaceutical Public Health 

 Lead Pharmacists 

 Pharmacists 
 

 
 
 
 
 

Method 

CD Rom E-mail X Paper  Intranet X 

Warning – Document uncontrolled when printed 



1 
 

 

 

Contents 

 

1.      Introduction   

2.      Flowchart for medicines following SMC assessment   

3. Funding   

4. Receipt and dissemination of SMC advice  

5. Identification of local need  

6. Compliance with SMC advice  

7. Submitting an application to the Formulary Subgroup   

8. Decisions and their dissemination following new SMC advice  

9. Appeals   

10. Timescales   

11. Monitoring  

12. References  

Appendix 1 NHS Highland horizon scanning drug forecasting 
process  

 

Appendix 2 Dissemination of SMC advice  

 



2 
 

 

1.   Introduction 
 
This policy details how the Formulary Subgroup (FS) of NHS Highland's Area Drug and 
Therapeutics Committee will process advice issued by the Scottish Medicines Consortium (SMC).  
 
SMC aims to facilitate the efficient introduction of newly-licensed medicines that represent value for 
money to NHS Scotland.  Advice and recommendations are provided to NHS Boards and their 
Area Drug and Therapeutics Committees across Scotland on all newly-licensed medicines, all new 
formulations of existing medicines and major new indications for established medicines (licensed 
from January 2002), where information is submitted to them and in accordance with HDL(2003)60, 
HDL(2007)26, CEL(17)2010, SGHD/CMO(2011)3 and SGHD/CMO(2012)1. 
 
Healthcare Improvement Scotland is supporting clinical engagement with NHS board Area Drug 
and Therapeutics Committees (ADTCs) to develop collaborative approaches to complex medicine 
governance issues. This approach aligns with the Healthcare Improvement Scotland Strategic 
Delivery Plan for Medicines 2015-18. 
 
SMC’s remit is to assess only licensed medicines, their need, their clinical effectiveness and their 
cost-effectiveness.  SMC does not assess safety, which is the responsibility of the Medicines and 
Healthcare products Regulatory Agency (MHRA) and does not assess vaccines, branded generics, 
non-prescription-only medicines, unlicensed medicines, blood products, plasma substitutes or 
diagnostic drugs. The review of device-containing medicines by the SMC is confined to those 
products licensed as medicines by the MHRA and the European Medicines Agency (EMA).  
 
SMC Advice is made available on around 100 medicines per year. Advice relating to new 
medicines is categorised as follows: 
 

 acceptable for general use in NHS Scotland, 

 acceptable for restricted use in NHS Scotland (the restriction may apply to specific patient 
groups or specific prescribers), and 

 not recommended for use in NHS Scotland. 
 
Implementation is in accordance with the flowchart overleaf. 
 
The FS is expected to consider SMC advice in association with local requirements and decide 
whether a medicine is an important new development which should be added to the Highland 
Formulary or whether it has no value over existing Formulary medicines and should not be added 
to the Formulary.  HDL(2003)60 specifies that a decision should be made within three months of 

publication of SMC advice and SGHD/CMO(2012)1 requires the Formulary decision to be 
published on the NHS Highland website within 14 days of the decision being reached. In 
October 2013, in a response to the Health and Sport Committee inquiry into access to new 
medicines, the Scottish Government supported publication on the board website of Formulary 
decisions on SMC advice and the reason for these in relation to SMC advice within 30 days of 
SMC’s published advice where possible, and certainly within 60 days.  
 
Local decisions must also ensure that advice from NHS Quality Improvement Scotland regarding 
NICE Multiple Technology Appraisals is taken into account as specified in HDL(2006)29. 
 
Further details of the membership, remit and terms of reference of the FS showing links to wider 
Board governance and accountability arrangements are available on the Formulary webpage on 
NHS Highland Intranet.   
 
 
 
 

http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/programme_resources/medicines_delivery_plan.aspx
http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/programme_resources/medicines_delivery_plan.aspx
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2.   FLOWCHART FOR MEDICINES FOLLOWING SMC ASSESSMENT 
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3.   Funding 
 
As part of the NHS Highland horizon scanning drug forecasting process, local funding of SMC 
recommendations is agreed in advance in consultation with Clinicians, Pharmacy and Finance as 
described in Appendix 1.   
 
 

4.   Receipt and dissemination of SMC advice 

 
Early notification of SMC advice is received monthly by the professional secretary of the FS one 
month before the advice is available to the public on the SMC website.  
 
The new advice is disseminated as described in Table 1 and Appendix 2.   
 

 
5.   Identification of local need 

 
The senior Pharmacists shown in Table 1 are responsible for the onward distribution, on a 
confidential basis, of relevant, new SMC advice to local clinicians on medicines that might be used 
in their specialty, so that the local need for the product can be assessed. Clinicians are responsible 
for providing support, evidence and data to facilitate the process for identifying local need and 
completing new drug submission forms. The senior Pharmacists are then responsible for 
submitting the assessment to the professional secretary of the FS. This should take place within 
two months of receipt of the SMC advice, ie one month after the advice is available to the public on 
the SMC website.   
 
Table 1  Distribution of new SMC advice by professional secretary of FS 

Location New SMC advice distributed  to: For consultation with: 

Argyll and Bute Hospital 

Belford Hospital 

Caithness General Hospital 

Lorn and the Islands District 
General Hospital 

Mid Argyll Community Hospital 

New Craigs  

Heads of Pharmacy Departments 

 

 

Clinicians in whose 
specialties the SMC 
advice is applicable 

 

 

 

 

Raigmore Hospital 

 

Principal Pharmacists Clinical 
Pharmacy, Macmillan Oncology, 
Medicines Management & 
Information    

Area Antimicrobial Pharmacist  

Directorate Pharmacists 

Clinicians in whose 
specialties the SMC 
advice is applicable and 
clinical networks (if not 
covered by above) 

Argyll and Bute Health and 
Social Care Partnership  

Inner Moray Firth Operational 
Unit  

Remote and Rural Operational 
Unit  

Lead Pharmacists Clinical Leads or 
Prescribing Group  
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6.  Compliance with SMC advice 

 
Any new medicine can legally be prescribed once licensed if it is thought to be the most suitable 
treatment for an individual patient, but NHS Boards are expected to await the advice from the SMC 
before making a new medicine routinely available. SMC, therefore, aims to issue its advice at the 
time a new medicine becomes available.   
 
NHS Highland takes account of the advice and evidence from SMC and ensures that 
recommended medicines are made available to meet clinical need. Individual clinicians are 
expected to take account of SMC’s advice when exercising their clinical judgement. For further 
information, refer to ‘Processes for the Managed Entry and Use of Medicines in NHS Highland’ 
(see section 12).  
 

 
7. Submitting an application to the Formulary Subgroup 

 
The returned assessments of local need for a medicine following SMC advice are collated by the 
professional secretary of FS and presented to the next FS meeting for a decision on Formulary 
status.  
 
All requests for the addition of new drugs, formulations and indications to the Formulary, following 
SMC advice, must be made on the Formulary Medicines request form (see section 12). This 
should be signed by the requesting Clinician and submitted to the FS.   
 
 

8. Decisions and their dissemination following new SMC advice 

 
The FS will consider the collated summary of assessment of local need following new SMC advice 
and any resulting completed new medicine Formulary submission forms in accordance with 
‘Process for the addition of medicines to the Highland Formulary’  (see section 12).  A decision will 
be made regarding the Formulary status of each medicine. 
 
FS recommendations on Formulary status are categorised as follows:  

 available in line with national guidance (link to SMC advice) 

 available in line with local guidance for prescribing (link, if desired, to local guidance) 

 available via a specialist centre in another NHS board 

 not recommended for use in NHS Scotland 

 not routinely available as local clinical experts do not wish to add the medicine to the 

Formulary at this time or there is a local preference for alternative medicines (link to local 

guidance) 

 not routinely available as local implementation plans are being developed or the ADTC is 

waiting for further advice from local clinical experts – decision expected by (enter date). 

Within two weeks of the FS meeting all applicants requesting the addition of a drug, formulation or 
indication to the Formulary will be informed of the FS decision and the ‘Formulary decisions on 
SMC advice’ will be published on the NHS Highland website for public viewing (see section 12). In 
addition, following each FS meeting, the Highland Formulary document on NHS Highland Intranet 
and website will be updated (see section 12) and prescribers will be informed of the latest 
decisions on medicines added to the Formulary in the Formulary Update e-newsletter. 
 
Initial Formulary status on all SMC assessed medicines will be determined as far as possible and 
published monthly in ‘Formulary decisions on SMC advice’ on the NHS Highland website for public 
viewing (see section 12). This status will be amended and ratified bimonthly at Formulary 
Subgroup meetings.  
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Medicines included in the Formulary can be prescribed by clinicians in accordance with extant 
guidance. If a medicine is not added to the Formulary, clinicians should be advised to prescribe a 
suitable alternative medicine in the Formulary or make a request to prescribe through non-
Formulary processes in hospital and primary care (see section 12); also refer to ‘Processes for the 
Managed Entry and Use of Medicines in NHS Highland’ on NHS Highland Intranet and website 
(see section 12).  
 
 

9.  Appeals  
 
If a drug has not been added to the Formulary and there is an opinion that such an omission could 
compromise patient care, the case for Formulary inclusion can be reconsidered.  The submitting 
practitioner or other senior practitioner may request an appeal, providing full supporting evidence, 
to the ADTC where final decisions will be taken. 
 

 
10.  Timescales 
 
Week 1 -      receipt and dissemination of confidential SMC advice  
 
Week 4 -      advice available to public on SMC website 
 
Week 8 -      clinicians’ assessments returned to the professional secretary of the FS for    
         collation and presentation to next FS meeting 
 
Weeks 8-14 -      decision by FS on Formulary status of new medicines, formulations and  

indications recommended by SMC and publication of decisions on NHS   
Highland website. 

 

 
11.   Monitoring 
 
Monitoring of primary care prescribing data and hospitals issues data informs regular review of the 
Formulary status of all medicines, including those assessed by SMC. This information is then 
available as required for consideration by FS, for feedback to prescribers and for Formulary review.  
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‘Processes for the Managed Entry and Use of Medicines in NHS Highland’  
(http://www.nhshighland.scot.nhs.uk/publications/pages/managedentryanduseofmedicines.aspx) 

 

‘Highland Formulary 6th edition’ 
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 edition. 

 

 

http://www.nhshighland.scot.nhs.uk/publications/pages/managedentryanduseofmedicines.aspx
http://www.nhshighland.scot.nhs.uk/Publications/Documents/Guidelines/Formulary/Highland%20Formulary.pdf
http://www.nhshighland.scot.nhs.uk/Publications/Documents/Guidelines/Formulary/Highland%20Formulary.pdf
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 Appendix 1 
 
NHS Highland horizon scanning drug forecasting process  
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Appendix 2 
 

Dissemination of SMC advice 
 
a) Draft email to Pharmacists as part of assessment of local need 
 

Dear All 
 
CONFIDENTIAL 
  
Here is the SMC advice for [insert date].   Please treat this advice as confidential until it is 
published on [insert date].  Budget impact templates emails will follow shortly.   

  
Could you please review the documents and pass them on to the relevant clinicians seeking their 
views on whether these are medicines which should be used within NHS Highland.  Please copy 
me into all correspondence so that I have details of clinicians consulted.  Please return any 
clinicians' comments to me by [insert date].  All requests for the addition of new medicines and 
significant new indications must be made on the Formulary Medicine Request Form on the 
Formulary webpage. 
  
If no comment or completed Formulary submission form is received from clinicians then 
this will be taken as an indication that they consider that there is no current need for the 
drug to be included in the Highland Formulary. Can you please ensure that clinicians are 
aware of this. 
  
Note: the information in each document is of course confidential until placed in the public 
domain next month.  Please ensure that clinicians are aware of this when following the 
advice. 
  
 
b) Draft email to clinician as part of assessment of local need (copy to Formulary 

Assistant) 
 

Dear   
 

CONFIDENTIAL 
 
The Scottish Medicines Consortium (SMC) has recently reviewed [insert medicine name]. This 
product has been accepted for general use in NHS Scotland/accepted for restricted use in NHS 
Scotland (delete as appropriate). A copy of the Detailed Advice Document issued by the SMC is 
attached. 
 
I would be grateful if you could tell me whether or not you think there is a need for the use of this 
medicine in NHS Highland; for example, do you see this filling a therapeutic gap or replacing a 
preparation currently in the Highland Formulary?  
 
If there is a perceived need for this medicine in NHS Highland, I will also be happy to discuss with 
you the process of making a submission to the NHS Highland Formulary Subgroup so that it may 
be considered for inclusion in the Highland Formulary. 
 
If no comment or completed Formulary submission form is received then this will be taken as an 
indication that there is no current need for the drug to be included in the Highland Formulary.  
 

Please note that the decision of the SMC on this product and all data relating to it are 
strictly confidential until placed in the public domain next month.  

http://intranet.nhsh.scot.nhs.uk/Clinical/Formulary/Formularies/Forms/AllItems.aspx?RootFolder=%2fClinical%2fFormulary%2fFormularies%2fRequest%20a%20Medicine%20to%20be%20Added%20to%20the%20Formulary&FolderCTID=&View=%7b595A19D9%2d46B6%2d4005%2dAB55%2d5F77E
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