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Guidance for patient interest groups on submission of evidence

Introduction
The Scottish Medicines Consortium (SMC) is part of NHSScotland. It is a central point of advice to NHS Boards and their Area Drug and Therapeutics Committees (ADTCs) about the effectiveness of all newly licensed medicines, all new major formulations of existing medicines and any major new indications of established medicines. It benefits patients by providing NHSScotland with advice about the value of each new medicine and the patients for whom it would be of most help. SMC advice will help the NHS plan the speedy introduction of beneficial treatments across Scotland and, over time, will help reduce postcode prescribing.

A Question and Answer leaflet is attached to provide further information.

SMC normally meets on the first Tuesday of each month. A list of the members of SMC can be found on the website.  The assessment process is as follows:

1. Application for assessment is made by the pharmaceutical company (the company provide epidemiological, clinical, economic and research data). Patient interest groups have the opportunity to submit complementary evidence based upon a user/carer perspective.

2. Economic, clinical and pharmaceutical data are reviewed by the scientific subcommittee of SMC, called the New Drugs Committee (NDC), which includes pharmacists, clinicians and economists.  Following assessment of the data NDC provides a written report to SMC.

3. The SMC considers all relevant data including evidence related to the user perspective and makes its recommendation as to the availability, or not, of the medicine within NHSScotland. 

4. NHS Boards, ADTCs and the applicant pharmaceutical company are advised of the recommendation. 

5. The recommendation is published on the SMC website one month after NHS Boards, ADTCs and the applicant pharmaceutical company have been advised of the SMC recommendation.

Details of the SMC appeals process can be found on the website. 
What does SMC need from patient interest groups?
The SMC has access to literature/research reviews, economic analyses and specialist/expert opinion in relation to each product being assessed. However, in order to ensure that the SMC's recommendations are patient-centred it is important to hear the experience of those who suffer from the health problems to which a medicine is directed. 

The SMC has adopted a rapid assessment process and due to the timescales involved, contributions from individual patients and carers cannot be made direct to SMC.  Patient interest groups e.g. Asthma UK, Diabetes UK, High Blood Pressure Foundation, etc. have the opportunity to present their evidence to the SMC. Interested individual patients/carers are encouraged to contact the relevant representative group/organisation so that their contributions can be added to the weight of evidence the organisation may wish to submit.

How can patient interest groups submit information?
1. Monitor the SMC work schedule displayed on its website (www.scottishmedicines.org.uk) to check if any medicines due for review may be relevant to your organisation. You may subscribe to an alert system notifying you when a new medicine has been added to the schedule.  If you do not have access to the internet or this presents any difficulties you can contact SMC secretariat (0141 225 6989/6997) who will provide a hard copy of the schedule, including large print version. 

2. The schedule will show the name of the medicine, its therapeutic area (i.e. the health problems to which it is targeted) and the name of the pharmaceutical company that manufacture the medicine.   In order to submit information you will need to know more about the medicine from the parent pharmaceutical company.  You should, in the first instance, contact SMC secretariat to find out if the company has provided a contact name and/or written materials that can, upon request, be passed on to patient interest groups to facilitate their submission.  Please remember that this information is prepared by the pharmaceutical company and is not endorsed by SMC.  When no name has been provided you should contact their Medical Information Department.

3. Contact SMC secretariat to ascertain submission deadline or access through the SMC website. It is essential that you meet this deadline since the timescale within which SMC works is extremely tight and material received outside the deadline cannot be considered.

4. Whilst you will receive an acknowledgement of receipt of your submission, no further communication can be entered into until SMC has made public its advice.  You will receive notification of SMC’s advice, together with the associated press release, at the same time as the information is made publicly available on the website.

What should a submission include?
It is important to remember that it is the medicine user and/or carer perspective we are seeking and any evidence in relation to this will be extremely helpful to SMC. All patient/carer information should be anonymised and organisations are reminded of the Data Protection Act and Human Rights Act. SMC will treat all submitted information in confidence but it is normal practice for SMC in its advice to NHS Boards and their Area Drugs and Therapeutics Committees to make reference to having taken into consideration any submission received from a patient interest group. If, for whatever reason, you would prefer your organisation not to be named (specifically), please tick the appropriate box on the submission template. 

The submission template is divided into two sections: namely, general information (this may be equally relevant to each submission you make) and information specific to the medicine under consideration.
Section 1 - General Information:

This section asks for information about your organisation and, from a patient/carer perspective, an outline of their experiences in respect of medicines currently available, including perceived advantages and disadvantages, preferences and needs both met and currently unmet.

It also includes a declaration of interest.  All members of SMC are required to complete a declaration of interest register and to make clear any such interests during SMC deliberations.  Although it would be expected that your organisation might have been in contact with the pharmaceutical company to obtain specific information relating to the medicine under review, other potential relationships need to be made clear.  Therefore, in order to ensure transparency is evident throughout all SMC processes, patient interest groups making submissions are asked to provide the following information:

Please list all pharmaceutical companies that are corporate members of your organisation, or have sponsored/supported any activities carried out by your organisation within the last two years.

Are any of the individuals who have compiled/played a significant role in informing your submission

i. shareholders or directors of the pharmaceutical company who manufacture this medicine;

ii. been in receipt of past/present support in cash or kind from the company but not related      to this specific medicine;

iii. been in receipt of support in cash or kind in respect of this specific product;

iv. participated in clinical trial work for this specific product,

Section 2 – Product Specific Information
This asks for your comments on the impact this medicine would make if it were to be made available.  It seeks your perspective on how it meets the needs and preferences of users/carers; its perceived advantages and disadvantages over currently available medicines; and the impact it may have on patients’/carers’ lives.  It also provides the opportunity for you to submit any other information that you think would be helpful to SMC.

How can we help you?
We aim to hold an annual half-day workshop. During these informal workshops we will explain further the role of SMC and its related committees and elaborate on SMC processes. There will be plenty of opportunity to ask questions and listen to the experience of organisations who have submitted information. 

If you have any problems accessing the internet or, for whatever reason, find it difficult to use the process as outlined above or to present information in the manner suggested, please contact SMC secretariat and we will attempt to facilitate your submission. It is not, however, possible for submissions to be presented in person to the SMC. 

We are keen to learn from experience and develop as user-friendly process as possible. To this end, we would be grateful for feedback and comment from organisations who have submitted information or may be considering doing so.
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