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NHS Dumfries & Galloway Exceptional Prescribing Panel process is intended to implement the following Scottish Government Guidance on access to medicines in accordance with:

· HDL (2003) 60: A strengthened role for the Scottish Medicines Consortium (SMC) 
· HDL (2006) 29 : SMC advice and single technology appraisals from the National Institute for Health and Clinical Excellence 
· NHS CEL 17 (2010) : Introduction and availability of newly licensed medicines in the NHS in Scotland 
· SGHD/CMO(2011)3 : Good practice guidance for NHS Board management of individual patient treatment requests (IPTRs) 
· SGHD/CMO (2012) 1 : Guidance to further strengthen the safe and effective use of new medicines across the NHS in Scotland
· SGHD/CMO (2016) PACS for ultra orphan medicines 
· SGHD/CMO CPO (2018) :  Guidance on the implementation of peer approved clinical system (PACS) Tier Two

This form is intended to be used to request access to a medicine that:

	Scottish Medicines Access Policy Description

	Scottish Medicines Access Policy Designation

	Is for an indication that has been considered and not recommended for use in NHS Scotland by the Scottish Medicines Consortium (SMC)
	PACS2

	Is accepted for use by SMC but the intended use is out with SMC advice 
	PACS2

	Is a medicine which has been submitted and is awaiting/undergoing evaluation by the SMC
	PACS2

	Is designated as an ultra-orphan drug and has not been recommended by use by the SMC 
	PACS1

	Medicines which are non-submissions or have not yet been submitted to SMC 
	IPTR

	Medicines which have been SMC approved but have yet to have or be included in a treatment pathway 
	Case-by-Case

	Medicines which have yet to be submitted to SMC but a Free of Charge Scheme (FOC) has been approved for use in NHS Scotland
	FOC

	Medicines that have been accessed on a named patient basis via a manufacturer compassionate use scheme 
	CUS

	High cost (>£3,000 pa) unlicensed medicines (ULM)*
	ULM>£3k

	High cost (>£3,000 pa) being used for indications outside of full marketing authorisation medicines i.e. off Label medicines (OLM) 
	OLM>£3k




*Low cost (<= £3,000 pa) unlicensed or off label medicines requests should be considered via standard pharmacy procurement Standard Operating Procedures with Acute & Diagnostics Directorate or locality lead pharmacists at CHSCP Directorate.

Medicines classified as non-formulary that have not been subject to SMC health technology appraisal process where other clinical alternatives are available are not subject to exceptional prescribing panel process. Such decision should be discussed on a patient-by-patient basis by the multidisciplinary clinical team.


Notes for completion of application sections;

	An EPP application contains 3 parts to be completed prior to submission:

· Part A -  Request Details 
· To be completed by the requesting clinician 
· Please ensure this has been discussed with the Directorate Associate Medical Director and that the tick box has been checked

· Part B – Case for Prescribing 
· It is recommended that the requesting clinician links with their clinical pharmacy support for advice around the managed entry status of medicine  

· Part C – Peer Review 
· This section can be completed by a local, regional or national peer
· Local peers from multidisciplinary background can also be considered
· Pharmacy input is mandatory for all EPP cases
· Pharmacy input can be considered as multi-disciplinary peer review
· The pharmacy input should be undertaken by an experienced pharmacist with specialist understanding of both the EPP process & the therapy area   

	The final part is to be completed by the EPP panel:

· Part D – EPP Panel Review
· This section contains the EPP terms of reference requirements
· Rational for decision 
· Follow-up required post decision of the panel  
· It also contains within it 
· Appendix 1 – Application to National Appeal Panel 
· Appendix 2 – National Review Panel Advice 


How to submit the request:

· Please email completed form to the Exceptional Prescribing Panel dg.EPP@nhs.scot  

· Copies of patient information materials for EPP request are available from BEACON 

· Copies will be available to applicants following submission


· 
[bookmark: _Toc491248498]PART A: EPP REQUEST DETAILS
To be completed for all requests made by the requesting clinician

	Patient’s CHI Number:
	     
	Patient Postcode:
	     



	NHS board conducting PACS Tier Two: 
	NHS Dumfries and Galloway

	Patient’s NHS board (if different from above):
	     

	Hospital / site where treatment is to be delivered / initiated:
	     

	Requesting Clinician:
	     

	Position held:
	     

	Email address:
	     

	Telephone:
	     

	Directorate:
	     



	Medicine and formulation:

	Include strength and dosage, refrain from using abbreviations
	     

	Scottish Medicines Consortium ID
	if applicable
	     

	Intended indication:

	Also include any relevant positioning
	     

	Clinical urgency:
	Please state whether this requires urgent approval
	     

	Please give an explanation for clinical urgency:
	     



	Within the table below, please describe the status of the medicine within the application 
Please Tick ONE category only; please select the most appropriate one.

	Scottish Medicines Access Policy Description

	Scottish Medicines Access Policy Designation
	Please Tick 

	Is for an indication that has been considered and not recommended for use in NHS Scotland by the Scottish Medicines Consortium (SMC)
	PACS2
	

	Is accepted for use by SMC but the intended use is out with SMC advice 
	PACS2
	

	Is a medicine which has been submitted and is awaiting/undergoing evaluation by the SMC
	PACS2
	

	Is designated as an ultra-orphan drug and has not been recommended by use by the SMC 
	PACS1
	

	Medicines which are non-submissions or have not yet been submitted to SMC 
	IPTR
	

	Medicines which have been SMC approved but have yet to have or be included in a treatment pathway 
	Case-by-Case
	

	Medicines which have yet to be submitted to SMC but a Free of Charge Scheme (FOC) has been approved for use in NHS Scotland
	FOC
	

	Medicines that have been accessed on a named patient basis via a manufacturer compassionate use scheme 
	CUS
	

	High cost (>£3,000 pa) unlicensed medicines 
	ULM>£3k
	

	High cost (>£3,000 pa) off label (being used for indications outside of full marketing authorisation) medicines 
	OLM>£3k

	



	The patient understands the process: 
The clinician should explain the process to the patient (including the process for review) and ensure that the patient is content that the clinician will represent all of their clinical interests. Tools to support this may include using the national patient leaflet etc.
|_| Tick here to confirm

	

	Applicants Realistic Medicine Declaration  
A Scottish Government campaign, It’s OK to ask, encourages patients to understand what is going on with their own health care and to know the right questions to ask.
The Choosing Wisely initiative suggests four questions (BRAN) for patients to use at appointments.
What is BRAN?
BRAN are questions to help patients make an informed choice about their test and treatment options.
The questions are:
· What are the Benefits?
· What are the Risks?
· What are the Alternatives?
· What if I do Nothing?

|_| Tick here to confirm you have undertaken this value based healthcare approach to your decision making 



	In accordance with the Code of Conduct of NHS Dumfries and Galloway you are required to declare all interests you have in the pharmaceutical company which markets the medicine you are requesting on this form.  It is possible that these may be checked against the national ABPI Interests database. Declared Interests do not directly impact on the process or decision but are required to be noted to ensure transparency of process.  

	Requesting clinician 
Declaration of interests:
	

	· Personal interests may be payments/fees/resources etc that you have received personally from the company
· Non-personal interests may include payments/fees/resources etc. that your department has received from the company
· Specific interests are those that relate directly to the medicine you are requesting
· Non-specific interests are those that relate to the company, but not directly to the medicine you are requesting

	Details of any declared interests: 
(Where applicable)
	



	Directorate Associate Medical Director Support:
I confirm that I have discussed this with the Directorate Associate Medical Director (AMD) who has supported this.   
 |_| Tick here to confirm 
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	By ticking this box I confirm that I am the clinician named above: |_|
	Date:      




PART B: CASE FOR PRESCRIBING
To be completed for all requests

The responsibility for a request through the EPP process rests with the clinician who supports prescribing the requested medicine. It is the requesting clinician who is expected to demonstrate the clinical case for the patient to be prescribed the medicine within its licensed indication(s) where the following criteria apply:

1. The clinician can demonstrate that a reasonable attempt, or appropriate consideration, has been made to treat the patient in the first instance with medicines currently accepted by the SMC for routine use in NHS Scotland for this condition and for the patient in question that these medicines are deemed unsuitable or have been found to be ineffective; and

2. The clinician can present an evidence-based case to demonstrate the potential that the patient will achieve a measurable clinical benefit at least comparable to if not better than that experienced by the population considered by SMC.

3. Where the clinician is requesting via ‘Case-by-case’ process a statement confirming access to medicine is in line with SMC criteria can be made in the first box below.

4. Where the clinician is requesting via ‘free of charge’ scheme a statement declaring that the request confirming access to the medicines is in line with the associated NHS Scotland FOC scheme, can be made in the first box below 

5. When the clinician is requesting via ‘compassionate use’ access, a statement declaring that the request has be undertaking the process designated by the manufacturer, can be made in the first box below 

PLEASE NOTE: Only the information detailed on this form will be used to inform the panel’s decision (and the review panel should that be required) you will not have any further opportunity to clarify or provide further information.  It should be noted that a lack of relevant detail relating to the patient may result in the panel not having sufficient information to ascertain that the request meets the referral criteria noted above.  

	Information directly relating to referral criteria:

	Please provide information to demonstrate that a reasonable attempt, or appropriate consideration, has been made to treat the patient with routinely available medicines normally of similar or better efficacy, including why they are deemed unsuitable for the patient or have been found to be ineffective.
	     

	Considering any existing SMC advice (if available), please demonstrate the likelihood that  the patient will achieve measurable clinical benefit 
(You should include all relevant factors such as performance status, previous response to other medicines and individual clinical characteristics that suggest that the patient will derive increased benefit. Please provide full citations for any clinical papers referred to)
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	Further information relating to patient:

	Previous treatment received by patient for this indication where available and  why this is not being continued
(Including approximate durations)
	     

	Are there any supportive treatments, diagnostic tests or monitoring needed for this treatment?
(provide detail, including whether the tests etc are routinely available)
	     

	What are the potential adverse effects of the medicine requested?
	     

	What outcome(s) would you propose to measure to ascertain a response to treatment?
Detail the outcomes you would measure and how you would determine response (e.g. a response may be either an improvement in an outcome, or determined to be stabilisation)
	     

	Under what circumstances would the requested treatment be reviewed or discontinued?
Considering the outcomes that are proposed to be monitored, how would these be used to determine stopping criteria?
	     



	Information directly relating to the medicine:

	Relevant NICE advice
(available from www.nice.org.uk)
If the medicine has been accepted for use by NICE, please provide a reference (e.g. NICE TA number) and brief summary of guidance on use
	     

	Relevant All Wales Medicines Strategy Group (AWMSG)
(available from www.awmsg.org)
If the medicine has been accepted for use by AWMSG, please provide the reference number and brief summary of guidance on use
	     

	Relevant additional published evidence or guidance:


	









	Pharmacy Section

	Name:
	     

	Position:
	     

	NHS board / Employing authority
	NHS Dumfries and Galloway

	Peer review statement:
The pharmacist should state his/her opinion relating to the request for this medicine for this condition, indicating whether they are supportive of the request and why.

	     

	Approximate annual cost (£):
(this will not be considered in the decision making process it will be used for budget forecasting)
	     

	FOLLOWING APPROVAL, THE APPROXIMATE ANNUAL COST OF THE MEDICINE SHOULD BE HIGHLIGHTED TO DIRECTORATE FINANCE COLLEAGUES



	In accordance with the Code of Conduct of NHS Dumfries and Galloway you are required to declare all interests you have in the pharmaceutical company who market the medicine you are requesting on this form.   It is possible that these may be checked against the national ABPI Interests database.  Declared Interests do not directly impact on the process or decision, but are required to be noted to ensure transparency of process.   

	Pharmacy 
Declaration of interests:
	

	· Personal interests may be payments/fees/resources etc that you have received personally from the company
· Non-personal interests may include payments/fees/resources etc. that your department has received from the company
· Specific interests are those that relate directly to the medicine you are requesting
· Non-specific interests are those that relate to the company, but not directly to the medicine you are requesting

	Details of any declared interests: (Where applicable)
	     



	
By ticking this box I confirm that I am the clinician named above: |_|

	
Date:      
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PART C: PEER REVIEW (For PACs Tier 2)

· As part of best practice and in order to strengthen the case being made, the requesting clinician must seek peer review for their application from another NHS clinician with suitable experience in treating the condition for which the medicine is being requested.  This clinician may be from within the same NHS board, but if there are no other clinicians with suitable expertise locally, then an expert within the NHS from elsewhere in Scotland or the UK can provide the peer review.   
· In providing a peer review of the information presented for the patient, the reviewing clinician is considering that (a) any alternative accepted medicines have been considered and excluded as unsuitable treatment options and (b) the patient characteristics detailed and the clinical evidence presented imply that the response to treatment will be at least comparable, if not increased, compared to the population considered by SMC. 

	Name:
	     

	Position:
	     

	NHS board/ Employing authority
	NHS Dumfries and Galloway

	Peer review statement:
The clinician should state his/her opinion relating to the request for this medicine for this condition, indicating whether they are supportive of the request and why.
	     



	In accordance with the Code of Conduct of NHS Dumfries and Galloway you are required to declare all interests you have in the pharmaceutical company who market the medicine you are requesting on this form.   It is possible that these may be checked against the national ABPI Interests database.  Declared Interests do not directly impact on the process or decision, but are required to be noted to ensure transparency of process.   

	Peer review
Declaration of interests:

	

	· Personal interests may be payments/fees/resources etc that you have received personally from the company
· Non-personal interests may include payments/fees/resources etc. that your department has received from the company
· Specific interests are those that relate directly to the medicine you are requesting
· Non-specific interests are those that relate to the company, but not directly to the medicine you are requesting

	Details of any declared interests: (Where applicable)
	     



	
By ticking this box I confirm that I am the clinician named above: |_|
	
Date:      
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PART D: EPP DECISION RECORD

EPP Panel Membership 
The panel will consist of;
· Chair of Area Drugs & Therapeutics / Medicine Governance Committee (Chair)
· Director of Pharmacy
· Associate Director of Nursing 
· Panel members are expected to nominate a named deputy in their absence 
· Reviews will be held virtually
· Reviews will be considered within a maximum of 4 weeks from submission or as soon as possible in the event of urgent clinical need 

EPP Panel Outcome Process
· The record of the EPP decision must be documented in Part D.  The decision of the EPP panel should inform the requesting clinician of the decision by emailing a completed copy of Part D of this form within 5 working days of the decision or, if possible, on the same day if clinical urgency demands this. 
· The Chair of the panel should ensure that a copy of the completed application is emailed to the Exceptional Prescribing Panel admin support at dg.EPP@nhs.scot   
· The application details and outcome will be recorded to provide information at the request of Scottish Government 
· Details of approved EPP cases will be provided to the Finance Manager – Prescribing Support for budget monitoring purposes 

Requirements of requesting clinician
· Decisions should be communicated to the patient/patient representative by the requesting clinician responsible for their care within a timescale previously agreed with the patient/patient representative.
· The responsible clinician should discuss the outcome in detail, clarify future treatment options and discuss grounds for review, if appropriate, with the patient/patient’s representative.
· The patient’s clinician should file a copy of the form and decision in the patient’s case notes and retain a copy for future outcome reporting. (This paperwork will be required in the event of a referral to the National Review Panel/appeal or information requests from Scottish Ministers)

Challenge to EPP Panel Outcome 
· In the event where the responsible clinician wishes to challenge the decision of the EPP panel escalation for appeal is available 
· For PACS2 requests the EPP panel will complete Appendix1 for National Review panel consideration in accordance with SGHD/CMO CPO (2018) :  Guidance on the implementation of peer approved clinical system (PACS) Tier Two
· For non PACS2 requests the EPP panel will complete Appendix 1 for consideration by Executive Medical Director & Chief Executive for review & return to EPP within 5 working days or if possible on the same day if clinical urgency demands this





EPP Decision Record:
PLEASE NOTE: TO BE COMPLETED BY THE PANEL ONLY

	PANEL MEMBERSHIP:

	In accordance with Code of Conduct of NHS (insert local Health Board) each panel member is required to declare all interests they have in the pharmaceutical company who market the medicine you are requesting on this form. 

	
	Name:
	Position:
	Declaration of interests:

	Panel Chair: Chair of Area Drugs & Therapeutics / Medicine Governance Committee (Chair) Or deputy
	     
	     
	

	Panel member: Director of Pharmacy or deputy
	     
	     
	

	Panel member: Associate Director of Nursing or deputy 
	     
	     
	


	PANEL DISCUSSION:

	Date request received:
	     
	Date of discussion:
	     

	How panel discussion was conducted:

	

	Main discussion points of panel:
(Include  how evidence and peer perspective were weighted)
	     

	DECISION OF REQUEST AND RATIONALE:

	PANEL DECISION:	
	

	Terms and conditions of acceptance (optional):
E.g. duration of treatment after which efficacy must be reviewed, monitoring schedule or stopping criteria.  Where applicable, these terms should be clearly conveyed to the patient prior to commencing treatment.
	[bookmark: Text45]     

	Rationale for submission not supported:
Where a request has been rejected, the reasoning MUST be clearly stipulated in this section to allow the patient and clinician to be able to understand the rationale for the decision made.
	     

	Feedback to requesting clinician:
Where the request has been rejected, and there is scope for further review (e.g. there was insufficient information given to allow the panel to make a decision, please indicate what the clinician may do)
	|_| Please provide further detail and resubmit as new request
|_| Other (provide additional comment in text box below)

	
By ticking this box 
I confirm that I am the Panel Chair named above: |_|

	
Date:      



This form should be emailed to the requesting clinician within 5 working days of the panel decision or if possible on the same day if clinical urgency demands this. 
[bookmark: _Toc491248503]APPENDIX 1: APPLICATION TO NATIONAL REVIEW PANEL/APPEAL PANEL
	
	Date of original application:
	     
	Date of Panel advice:
	     


	Basis for review request:
(NOTE: a review will not be accepted on the grounds that the patient or clinician does not agree with the views or conclusions reached)
	
[bookmark: Dropdown15]







	Case for review request: 
The requesting clinician should provide a robust case for the review, including any substantiation of procedural impropriety and/or that the decision could not have been made reasonably on the basis of the evidence presented. 
	     












	
By ticking this box the clinician in charge of the patient’s care and that the patient supports the decision to request a review: |_|

	
Date:      
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APPENDIX 2: NATIONAL REVIEW PANEL ADVICE
Please note: to be completed by the national review panel only

	NATIONAL REVIEW PANEL MEMBERSHIP:

	In accordance with the Code of Conduct of NHS (insert local Health Board) each panel member is required to declare all interests they have in the pharmaceutical company who market the medicine you are requesting on this form. 

	
	Name:
	Declaration of interests:

	Panel Chair and position held:
	     
	

	Panel Member and position held:
	     
	

	Panel Member and position held:
	     
	

	Panel Member and position held:
	     
	

	NATIONAL REVIEW PANEL DISCUSSION:

	Date request received:
	     
	Date of discussion:
	     

	How review panel discussion was conducted:
	[bookmark: Dropdown13]

	Basis for review request:
(NOTE: a review will not be accepted on the grounds that the patient or clinician does not agree with the views or conclusions reached)

	




	Main discussion points of review panel:

	




	OUTCOME AND RATIONALE:

	NATIONAL REVIEW PANEL FINDING	
(Please select from the drop-down list)
	[bookmark: Dropdown14]

	Rationale:
(state why the panel feels a review is or is not necessary based on original evidence submitted)
	


	
By ticking this box the Review Panel Chair as detailed above:   : |_|

	
Date:      
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NHS   D UMFRIES  &   G ALLOWAY     EXCEPTIONAL   PRESCRIBING   PANEL     PROCESS,   REQUEST   FORM   AND   DECISION   RECORD       

  NHS Dumfries & Galloway Exceptional Prescribing Panel process is intended to implement  the following Scottish Government  Guidance on access to medicines in accordance with:     -   HDL (2003) 60: A strengthened role for the Scottish Medicines Consortium (SMC)    -   HDL (2006) 29 : SMC advice and single technology appraisals from the National  Institute for Health and Clinical Excellence    -   NHS CEL 17 (2010) : Introduction and availability of newly licensed medicines in  the NHS in Scotland    -   SGHD/CMO(2011)3 : Good practice guidance for NHS Board management of  individual patient treatment requests (IPTRs)    -   SGHD/CMO (2012) 1 : Guidance to further strengthen the safe and effective use  of new medicines across the NHS in Scotland   -   SGHD/CMO (2016) PACS for ultra orphan medicines    -   SGHD/CMO CPO (2018) :  Guidance on the implementation of peer approved  clinical system (PACS) Tier Two     This form is intended to  be used to request access to   a  medicine that :    

Scottish Medicines Access Policy Description    Scottish Medicines  Access  Policy  Designation  

Is   for   an   indication   that   has   been   considered   and   not   recommended   for   use   in   NHS   Scotland   by   the   Scottish   Medicines   Consortium   (SMC)  PACS2  

Is   accepted   for   use   by   SMC   but   the   intended   use   is   out   with   SMC   advice    PACS2  

Is   a   medicine   which   has   been   submitted   and   is   awaiting/undergoing   evaluation   by   the   SMC  PACS2  

Is designated as an  ultra - orphan drug   and has  not been  recommended   by use by the SMC   PACS1  

Medicines which are non - submissions or have not yet been  submitted to SMC   IPTR  

Medicines which have been SMC approved but have yet to have or  be included in a treatment pathway   Case - by - Case  

Medicines which have yet to be submitted to SMC but a Free of  Charge Scheme (FOC) has been approved for use in NHS  Scotland  FOC  

Medicines that have been accessed on a named patient basis via  a manufacturer compassionate use scheme   CUS  

High cost (>£3,000 pa) unlicensed medicines  (ULM) *  ULM>£3k  

H igh cost (>£3,000 pa)  being used for indications outside  of full  marketing authorisation medicines   i.e. off Label  medicines   (OLM)    OLM>£3k    

  * Low cost (<= £3,000 pa) unlicensed or off label medicines requests should be considered via  standard pharmacy procurement Standard Operating Procedures   with Acute & Diagnostics  Directorate or locality lead pharmacists at CHSCP Directorate .    

