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	SECTION 4: FORMULARY PROCESSES



SECTION 4.3: GGC ADULT Formulary Appeals Process
The following defines ADTC processes for adding medicines to the GGC Formulary, changing the guidance for a Formulary medicine or for removing a medicine from Formulary via the appeals process. 
1. Background to Formulary Processes
Since 2002, the Scottish Medicines Consortium (SMC) has been tasked with making recommendations about the status of all newly licensed medicines, all new formulations of existing medicines and any major new indications for established products. The SMC and its New Drugs Committee meet monthly to evaluate data supplied by the pharmaceutical industry and any additional data available from the published literature. Advice on the medicine is then provided to all Health Boards and Area Drug and Therapeutics Committees (ADTC). This advice takes one of three forms:

· Accepted for use within NHS Scotland

· Accepted for restricted use within NHS Scotland

· Not recommended for use within NHS Scotland

Following receipt of the detailed advice document from the Scottish Medicines Consortium, all new medicines, major new indications and new formulations of established medicines are reviewed for inclusion in the Greater Glasgow and Clyde Formulary by the Formulary and New Drugs (FND) subcommittee and subsequently by the ADTC.

Medicines included in the GGC Formulary are intended to cover the vast majority of patient requirements, providing clinicians with a wide range of cost-effective prescribing options.  The decision on whether to add a new medicine is based on consideration of the medicine in relation to existing Formulary choices i.e. whether it offers any advantages in terms of efficacy, tolerability, patient acceptability, and cost. If adequate Formulary alternatives are available and the medicine appears not to offer any clear advantages over these then it will not be added to the Formulary. 

In order to make a fully informed decision, it is usual practice to seek advice from specialists working within the area(s) of clinical practice where the medicine is most likely to be used. Where these exist, advice is sought from members of the relevant Managed Clinical Network (MCN).
2. Request for a non-formulary medicine to be added to the GGC Formulary, an existing formulary medicine ENTRY to be amended or removed from formulary
Any consultant, GP, senior pharmacist, senior nurse or independent NHS Greater Glasgow and Clyde prescriber who believes that an omission or entry in the Formulary could compromise patient care may lodge an appeal with full supporting evidence to the Formulary and New Sub-committee (FND). That committee, if supportive of the request, will take the appeal to the Area Drug and Therapeutics Committee where the final decision will be taken. 

· This appeals process applies to medicines or indications that have been accepted (with or without restrictions) by the SMC but not added to the GGC Formulary and those considered for the GGC Formulary but not added before the SMC was established. 
· The appeals process is not applicable for medicines or indications not recommended by SMC or NHS HIS.  Details of SMC recommendations can be found at www.scottishmedicines.org.uk   

An appeal will not be considered unless it contains adequate supporting information on why the medicine is requested. Supporting documentation including advice on declaring interests can be accessed via the GGC Prescribing website www.ggcprescribing.org.uk or can be requested from the Formulary Team based at Area Medicines Information Centre, Glasgow Royal Infirmary. Guidance on declaring interests in the pharmaceutical industry can be found in appendix 1.
Where FND / ADTC have considered an appeal for a specific medicine and a decision was made that the medicine should not be added to the Formulary, FND will not normally reconsider that medicine until 1 year has elapsed since the previous appeal.  The 1 year period will be waived only if further published clinical trial data become available.

The appellant is asked to provide full supporting information on why the medicine / product should be added to the Formulary, including details of the patient group in whom it will be used, the therapeutic benefits provided and its place in therapy and whether there are advantages over current Formulary choices.
Specialist advice on each appeal will be sought from the relevant Managed Clinical Network (MCN) or Specialist Interest Group (SIG) where these exist. In the absence of an appropriate MCN it will be at the discretion of the FND committee whether specialist advice is sought. It is important to note that although the view of the MCN or specialist interest group will inform the decision, the final decision on whether to accept the appeal is made by the ADTC.
3. Summary of appeals process
1. Applicant obtains appeal request form and guidance notes from Formulary website on the NHS G&GC intranet (StaffNet) or from the Formulary Team based at Area Medicines Information Centre (e-mail: ggcprescribing@ggc.scot.nhs.uk or Phone: 211 4407). 

2. Applicant submits completed appeal to Formulary Team (including a complete declaration of interests section).
3. Formulary Team acknowledges receipt of appeal and advises of when an ADTC decision can be expected.
The submission will usually be reviewed at the following FND meeting, pending existing agenda items, if it had been received at least 20 working days in advance of the meeting date.
4. OR If appeal documentation inadequate, a member of the Formulary Team discusses with FND Chair / Vice-Chair before advising the applicant accordingly.
5. Formulary Team reviews the appeal with regard to the completeness of evidence submitted.  Further information may be sought from the applicant or clinical experts if appropriate.  The formulary Team will also compile a cost comparison chart if appropriate.
6. Formulary Team send a standard set of questions (appendix 2) to the Chair of the MCN/SIG with a minimum deadline of 3 weeks to respond.
7. The Formulary Team present the appeal to FND along with the relevant response from any MCN/SIG contacted.

8. FND considers the appeal together with any additional relevant information.
9. FND makes a recommendation to the ADTC.

10. ADTC considers FND recommendation and supports or rejects the appeal.

11. ADTC Chair advises the applicant of the decision in writing (with a copy of the letter sent to the Formulary Team & ADTC secretariat).

12. If the appeal results in a change to the Formulary the Formulary Team communicates decision in the Formulary News bulletin/ Formulary/cumulative list of non-formulary medicines as appropriate.      

APPENDIX 1: GUIDANCE NOTES ON DECLARING INTEREST IN THE PHARMACEUTICL INDUSTRY

	NHS Greater Glasgow and Clyde Health Board

GUIDANCE FOR COMPLETING THE INTERESTS IN THE PHARMACEUTICAL INDUSTRY SECTION OF THE FORMULARY APPEAL DOCUMENTATION
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INTRODUCTION:

All persons submitting an appeal to have a medicine added to the Greater Glasgow and Clyde Formulary must declare any relevant interests in the pharmaceutical industry at the time of appeal.  An appeal will not be considered if no declaration is made.
The following is intended as a guide to the kinds of interest which should be declared.  Where a member is uncertain as to whether an interest should be declared he or she should seek guidance from the Formulary Team or the Chair of the relevant committee or subcommittee (in the case of the appeals process, this is the Chair of the Formulary and New Drugs Subcommittee of ADTC)
Personal Interests:

A personal interest involves payment to the member personally.  The main examples are:

1. Consultancies: any consultancy, directorship, position in or work for the pharmaceutical industry which attracts regular or occasional payments in cash or kind.

2. Fee-Paid Work:  any work commissioned by the pharmaceutical industry for which the member is paid in cash or kind.

3. Shareholdings:  any shareholding in or other beneficial interest in shares of the pharmaceutical industry.  This does not include shareholdings through unit trusts or similar arrangements where the member has no influence or financial management.

Personal Specific Interests:

An individual must declare a personal specific interest if he or she has at any time worked on the product under consideration and has personally received payment for that work, in any form, from the pharmaceutical industry.  If the interest is no longer current, the member may declare it as a lapsed personal specific interest.

Personal Non-specfic Interests:

An individual must declare a personal non-specific interest if he or she has a current personal interest in the pharmaceutical company concerned which does not relate specifically to the product under consideration.

Non-personal Interests:

A non-personal interest involves payment which benefits a department for which a member is responsible, but is not received by the member personally. The main examples are:

1. Fellowships:  the holding of a fellowship endowed by the pharmaceutical industry.

2. Support by the pharmaceutical industry:  any payment, other support or sponsorship by the pharmaceutical industry which does not convey any pecuniary or material benefit to a member personally but which does benefit his/her position or department e.g.

· A grant from a company for the running of a unit or department for which a member is responsible;

· A grant or fellowship or other payment to sponsor a post or a member of staff in the unit for which the member is responsible.  This does not include financial assistance for students;

· The commissioning of research or other work by, or advice from, staff who work in a unit for which the member is responsible.

Individuals are under no obligation to seek out knowledge of work done for or on behalf of the pharmaceutical industry within departments for which they are responsible if they would not normally expect to be informed.

Non-personal Specific Interests:

An individual must declare a non-personal specific interest if he or she is aware that the department for which he or she is responsible has at any time worked on the product but the member has not personally received payment in any form from the pharmaceutical industry for the work done.

Non-personal Non-specific Interests:

An individual must declare a non-personal, non-specific interest if he or she is aware that the department for which he or she is responsible is currently receiving payment from the pharmaceutical company concerned which does not relate specifically to the product under consideration.

APPENDIX 2: QUESTIONS TO MANAGED CLINICAL NETWORKS/SPECIALIST INTEREST GROUPS

An appeal has been received by the Area Drug and Therapeutics Committee (ADTC) for (name of medicine) for the treatment of (indication) in (restriction or patient subgroup as appropriate). 

1. Are there any GG&C or national guidelines that would support or are contrary to this appeal?

2. Do you feel that there is currently a significant unmet need that the inclusion of this medicine on the Formulary would address? (please give details)

3. Other medicines available from this indication on the GGC Formulary are described in the appeal (including their comparative cost). Where the appeal medicine is more expensive that the Formulary alternatives, please describe the benefits for this increased cost.

4. If included on the Formulary, how many patients in NHS GG&C would be eligible for treatment with this medicine?

5. Would you like to highlight any further issues that you think are relevant to this appeal?

6. Do you support the Formulary appeal for this medicine?
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