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1.0 
Introduction
This report related to work undertaken by the NICaN Oncology/Haematology Dugs and Therapeutics Committee during the year 2008/09.
The NICaN Regional Oncology/Haematology Drugs and Therapeutics Committee seek to ensure equity of access for patients to regionally agreed, evidence-based and funded treatments thus contributing to improved outcomes for patients across the Cancer Network.  
The Committee is the authoritative source of expertise and guidance to planners, commissioners and providers of services and reports directly to the NICaN Board.

2.0
Chairman’s Foreword
In 2008/2009 this committee has continued to build on the work of previous years. We have seen the successful funding and implementation of all five business cases forwarded to commissioners in December 2007. A further four business cases have been submitted to commissioners in the New Drug Pressures Paper in December 2008 and it is expected that at least one of these will be funded in full.  Funding decisions on the remaining business cases will be dependent on NICE guidance (See appendix 1 for full list of business cases discussed).
The past year has presented a number of new challenges which will have considerable implications for our work going forward in the next financial year. Following the Richards report on access to new cancer drugs the NHS has responded in three ways.

1 NICE has changed its rules on assessment of “End of Life Medicines” to make available drugs used near the end of life that do not meet the cost‑effectiveness criteria currently applied to all drugs.  
2.  The Minister for Health in Northern Ireland has stated that patients will be able to pay for “top up” care.

3.  The recent re-negotiation of the Pharmaceutical Price Regulation Scheme will increase the offer of so called “risk sharing” schemes to the NHS by the pharmaceutical industry. 
4.  Statement from NICE stating that NICE approved drugs should be available within 3 months of approval.
These issues present real challenges for the D&T Committee and Commissioners.  One of the key issues being the increased pressure on Commissioners about funding decisions for new agents.  Looking to the future, there are likely to be limitations to NHS spending in the next comprehensive spending review. In short the years of plenty in the NHS are drawing to a close.  Where the work of the committee, to date, has largely been advising which therapies to invest in, there may be a need to look at disinvestment in less effective treatments currently used to allow the introduction of more effective new treatments for haematological malignancy and solid tumours.  
3.0 Patient Representatives Foreword

“Our role as patient representatives on the Drugs & Therapeutics Committee offers the Northern Ireland Public a voice in relation to the assessment of new drugs, influencing decisions affecting patients and most importantly ensuring that the professionals stay focused on what the needs of the public really are.  An independent observer may identify additional factors that merit consideration and indeed the very presence of non-specialists may encourage contributions to debate.

This Committee has extremely hard decisions to make over cancer drug availability in Northern Ireland and it is only whilst sitting on this Committee, can we appreciate the vastness of the knowledge, professionalism and care for the patient that is displayed.  This collaborative working between patients and professionals is key to future improvements within our health service.  

With the inclusion of patients in the Drugs and Therapeutics Committee they are leading the way forward in providing quality and patient centeredness to the service and it is our hope that Northern Ireland will be seen as the forerunner in this area across the UK.

As Cancer survivors, we are strongly motivated to represent the best interests of the patients.

Nicola Porter MSc and Dr Andrew Galwey

Patient Representatives

4.0
Key Achievements 2008/09
· Developed a standardised template and guidance for the submission of business cases

· Developed a standardised scoring template for the assessment of business cases

· Developed a flow process to ensure effective submission and assessment for business cases

· Secured patient representation on Drugs and Therapeutics Committee
· Reviewed and agreed key relationships document highlighting core elements of the drugs and therapeutics process

· Hosted a learning seminar in relation to cost per case and exceptional circumstances applications delivered by Professor Chris Newdick, Reading University

· Developed a template for service impact assessments

· Developed new administrative systems to support the Drugs and Therapeutics process

· Produced Horizon scanning documents

· Produced New Drugs Pressure paper and presented to RMSG in December 2009 for 09/10
· The Department issues further clarity regarding the implementation of “top ups” following a letter sent by the patient representatives.  

· Patient representative worked with Committee members to develop a tool to support patients in their understanding of the business case assessment process.  The tool will also prove very useful in ensuring that all relevant information is included in the business case and for members to prepare direct questions for assessment.
5.0
Key Challenges for 2009/10

· Changes in commissioning arrangements in light of new health care structures in Northern Ireland due to RPA reconfiguration
· Need to streamline business case process for NICE approved drugs and develop a revised business case template to facilitate this

· Effective and timely completion of Service Impact Assessments to enable rapid decision making
· Processes in relation to ‘top up’ drugs – trusts will need to ensure that processes are in place to deal with situations where patients might wish to purchase additional drugs, but also to keep to an absolute minimum the number of patients who will be placed in this position in the future by ensuring that the NHS provides as many clinically effective drugs as possible.
· Strengthen and develop Horizon Scanning processes to facilitate pro-active submission of business cases
· Processes for future commissioning arrangements - there is currently an annual commissioning cycle and this conflicts with requirements for rapid implementation of NICE Technology Appraisals.
· Need for effective audit of uptake of new therapies in relation to compliance with business case and clinical outcomes.
6.0
Work Plan 2009/10
See below.
For further information on the work of the Drugs and Therapeutics Committee, please follow this link, www.cancerni.net/networkservices/drugsandtherapeuticscommitee 
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NICaN Oncology/Haematology Drugs and Therapeutics Committee
Work Programme April 2009 – March 2010

	Area
	Ref
	Task(s)
	Lead
	Timescale

	1. Service planning &   

    delivery

	1.1

1.2

1.3

1.4

1.5

1.6
	Undertake to review group membership to support effective functioning of the group.

Update and agree terms of reference (to include reporting mechanisms)

Monitor attendance at Committee meetings and take remedial action as necessary

Keep up to date with the development of regionally agreed Clinical Management guidelines for systemic treatments across the network sites

Keep up to date with forthcoming commissioning developments in light of RPA and review processes accordingly

Continue to review the business case assessment cycle to ensure its effectiveness

 
	Chair/Coordinator
Coordinator/Members

Chair/Coordinator
All

All

All
	Ongoing

April 09

Ongoing

Ongoing

Ongoing

Ongoing

	2.  Service improvement & redesign

	2.1

2.2

2.3

2.4

2.5

2.6

2.7
	Develop effective two way communication with Northern Ireland Association of British Pharmaceutical Industry (ABPI) group .

Establish processes to ensure that business cases are circulated widely across the service to include planning and performance, finance etc.

Review NICaN D+T process in light of NICE End of Life Drugs paper and access to NICE approved drugs (commissioning arrangements and business case processes)
Finalise and implement standardised forms for use regionally in relation to cost per case and exceptional circumstances applications.

Ensure processes are in place to support the completion of service impact assessments prior to submission of the business cases to the Committee.

Establish sub-group to consider processes for effective and timely completion of Service Impact Assessments.

Implement recommendations from the sub-group to ensure effective and timely completion of Service Impact Assessments.


	All

Sub-group

All

Regional Co-ordinator Pharmacy

All

Clinical Network Co-ordinator

Clinical Network Co-ordinator


	Ongoing

June 2009

July 2009

May 09

July 2009

June 2009

October 2009

	3. Governance & audit


	3.2

3.3
	Participate in annual regional audit and the production of audit data (Audit projects to include the gaining and analysis of audit data for new drugs funded during 07/08).

Share audit data at an arranged audit day at least annually.


	Chair

Chair/Coordinator
	Annually

Annually

	4. Education &  

    workforce  

    development
	4.1

4.2
	Consider education/training needs for members of the Committee

Keep up to date with NICE decisions and all developments that have implications for the Committee


	All

All
	Ongoing
Ongoing

	6.  Annual report &  

     workplan
	6.1

6.2
	Agree an annual work plan to be signed by the Chair and Clinical Lead

Produce an annual report detailing the work of the Drugs and Therapeutics Committee
	Chair
Chair/Coordinator
	Annually

Annually


Appendix 1 – Business Case Status Table

	Ref no
	Business Case Title


	Date Business case submitted to NICaN D & T 
	Business case clinically approved/ rejected 
	Total score allocated
	Clinically approved business cases prioritised
	Included in ‘Drugs Pressures paper’
	Business case & ‘Drugs Pressures paper’ submitted to RMSC
	RMSC agreed 

funding (F) /not funded (NF)
	New Treatment Implemented

	09/07/01
	Dasatinib for treatment of chronic myeloid leukaemia (CML) resistance to, or intolerance of imatinib

Lead Author: Dr Robert Cuthbert


	Considered at meeting 12/9/07
	Approved
	51
	Yes

(1st in prioritisation list)
	Yes

Dec 2007
	Yes

Dec 2007
	F
	Yes

	10/07/02
	Rituximab maintenance therapy in the treatment of relapsed / refractory follicular lymphoma

Lead Author: Prof Curly Morris


	Considered at meeting 24/10/07
	Approved
	46
	Yes

(2nd in prioritisation list)
	Yes

Dec 2007
	Yes

Dec 2007
	F
	Yes

	`10/07/03
	Docetaxel in combination with Cisplatin & 5-Fluorouracil in the induction treatment of patients with locally advanced inoperable squamous cell carcinoma of the head and neck 

Lead Author:  Dr David Stewart

 
	Considered at meeting 24/10/07
	Approved
	45
	Yes

(3rd in prioritisation list)
	Yes 

Dec 2007 
	Yes 

Dec 2007
	F
	Yes

	10/07/04
	Pemetrexed plus Cisplatin combination therapy in Malignant Pleural Mesothelioma (MPM)

Lead Author: Dr Yvonne Summers


	Considered at meeting 24/10/07
	Approved
	40
	Yes 

(joint 4th in prioritisation list)
	Yes 

Dec 2007
	Yes

Dec 2007
	F
	Yes

	10/07/05
	Erlotinib in relapsed non small cell lung cancer (NSCLC)

Lead Author: Dr Yvonne Summers


	Considered at meeting 24/10/07
	Approved
	40
	Yes 

(joint 4th in prioritisation list)
	Yes 

Dec 2007
	Yes

Dec 2007
	Named patient request funding
	Part Implemented

	10/07/06
	Sunitinib malate for metastatic renal cell carcinoma

Lead Author: Dr Alison Clayton


	Considered at meeting 24/10/07
	Funding must be applied for on a ‘cost per case basis’
	
	
	
	
	Named patient request funding
	Part Implemented

	10/07/07
	Lenalidomide use for Multiple Myeloma

Lead Author: Prof Curly Morris
	Considered at meeting 24/10/07
	It was agreed that there not sufficient information to currently fully score business case 


	Superseded
	
	
	
	
	

	07/08/01
	Sorafenib for the treatment of Unresectable Hepatocellular Carcinoma 

Lead Author:  Dr Martin Eatock


	Considered at meeting 8/7/08
	Approved
	32
	Yes

3rd in prioritisation list 2008
	Yes

Dec 2008
	Yes

Dec 2008
	Now NICE approved
	

	09/08/02
	Temsirolimus for the use of in patients with advanced renal cell carcinoma who have at least three of six poor prognostic risk factors

Lead Author:  Dr Alison Clayton


	Considered at meeting 10/9/08
	Yes
	33
	Yes

2nd in prioritisation list 2008
	Yes

Dec 2008
	Yes

Dec 2008
	Negative NICE
	

	11/08/03
	Lapatinib + Capecitabine for the treatment of HER2+ve Advanced / Metastatic Breast Cancer

Lead author:  Dr J Clarke & Dr A Clayton on behalf of the Northern Ireland Breast Oncology Group, Cancer Centre, Belfast City Hospital


	Discussed at meeting 11/11/08
	Yes


	26
	Yes

4th in prioritisation list 2008
	Yes

Dec 2008
	Yes

Dec 2008
	Negative NICE
	

	11/08/04
	Bortezomib in the treatment of Myeloma patients who have received one prior line of therapy

Lead Author:  
Professor TCM Morris, Dr P Kettle, Dr M Quinn, Dr M Drake and Dr A Kyle


	Discussed at meeting 11/11/08
	Yes
	50
	Yes

1st in prioritisation list 2008
	Yes

Dec 2008
	Yes 

Dec 2008
	F
	Yes

	05/09/01
	Revlimid (lenalidomide) in combination with dexamethsone for the treatment of patients with relapsed/refractory multiple myeloma

Lead Author:  

Dr M Drake and Dr Anne Kyle


	Discussed at meeting 12/05/09


	Yes
	41
	To be included in 2009 drug pressures paper
	
	
	Decision pending
	

	05/09/02
	Pemetrexed in combination with a platinum compound for non-squamous NSCLC 1st line chemotherapy

Lead Author:  Dr J McAleese

	Discussed at meeting 12/05/09
	Yes
	26
	To be included in 2009 drug pressures paper
	
	
	Decision pending
	

	07/09/03
	Sunitinib malate (Sutent®) as Second Line Treatment for Advanced Gastro-intestinal Stromal Tumours

Lead Author:  Dr Martin Eatock
	For discussion at meeting 8/7/09
	
	
	
	
	
	
	

	07/09/04


	Iressa (Gefitinib) in 1st Line EGFR Mutation Positive  NSCLC

Lead Author:  
Dr J McAlleese/Dr Paula Scullin

	For discussion at meeting

8/7/09


	
	
	
	
	
	
	

	09/09/05
	Degarelix (Firmagon) for use in men with symptomatic metastatic prostate cancer
Lead Author:

Dr Joe O’Sullivan
	For discussion at meeting 8/9/09
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