
Tuesday 12 July 2011 

SCOTTISH EXECUTIVE 

Finance and Sustainable Growth 

 Lewis Macdonald (North East Scotland) (Scottish Labour): To ask the Scottish Executive, 
further to the answer to question S4W-00254 by Fergus Ewing on 13 June 2011, when it will meet the 
UK Government to discuss borrowing powers for Scottish Water. 

 

Holding answer issued: 29 June 2011 (S4W-00844) 

Fergus Ewing: The Scottish Government is in discussion with the UK Government on a range of 
improvements to the Scotland Bill. 

Health and Wellbeing 

 Richard Simpson (Mid Scotland and Fife) (Scottish Labour): To ask the Scottish Executive what 
steps it is taking to monitor (a) the uniformity of approach by NHS boards to the new exceptional 
needs system and (b) whether the scheme's processes are (i) transparent and (ii) acceptable to 
applicants and clinicians. 

 

 (S4W-00960) 

Nicola Sturgeon: NHS boards were asked to align their local policies by 1 April 2011 to the 
framework set out in the guidance on the introduction and availability of newly licensed medicines in 
the NHS in Scotland published on 17 May 2010. 

The guidance, CEL 17 (2010) which took full effect from 1 April 2011, was developed in consultation 
with key stakeholders and is designed to achieve consistency and transparency of the national and 
local arrangements for the availability of newly licensed medicines across NHSScotland. 

As part of its implementation, the Scottish Government published on 18 March 2011, consensus-
based guidance which provides a framework within which NHS Boards should, as a matter of good 
practice, operate when dealing with Individual Patient Treatment Requests (IPTRs) for medicines not 
routinely available within NHSScotland. 

The Scottish Government recognises the importance of allowing NHS boards to fully implement their 
policies before being asked to demonstrate their effectiveness and monitoring arrangements to 
underpin the CEL guidance are being taken forward with NHS boards. 

 

Richard Simpson (Mid Scotland and Fife) (Scottish Labour): To ask the Scottish Executive what 
information it has on whether the Scottish Medicines Consortium (SMC) rejected the application for 
the use of Eculizumab in November 2010, in part on the basis that a health economic analysis of the 
treatment of paroxysmal nocturnal haemoglobinuria was not provided, and whether SMC had 
previously written to the manufacturer in April 2010 stating that no such submission would be required. 

 

 (S4W-00961) 

Nicola Sturgeon: The Scottish Medicines Consortium (SMC) operates independently from the 
Scottish Government. Details about the nature of SMC processes and further information about SMC 
decisions are available from their website: http://www.scottishmedicines.org.uk 

The Scottish Medicines Consortium (SMC) assessed eculizumab for the management of 
Paroxysmal Nocturnal Haemoglobinuria (PNH) and advised NHS Scotland in November 2010 that it 
was not recommended for use within NHSScotland. 

The Scottish Government is aware that the SMC has been in discussion with the company that 
manufactured eculizumab (Alexion) throughout the assessment process regarding SMC requirements 

http://www.scottishmedicines.org.uk/


and procedures and remain willing to continue these discussions. The SMC has indicated that they 
would welcome a re-submission for this medicine from the manufacturer at any time. 

 

Richard Simpson (Mid Scotland and Fife) (Scottish Labour): To ask the Scottish Executive what 
criteria are used by each NHS board when considering whether to accept clinical recommendations to 
fund the use of Eculizumab in the treatment of paroxysmal nocturnal haemoglobinuria. 

 

 (S4W-00962) 

Nicola Sturgeon: Scottish Ministers expect NHS boards and clinicians to take full account of 
recommendations from the Scottish Medicines Consortium (SMC) and Healthcare Improvement 
Scotland (HIS) in the planning and provision of NHS services. 

The SMC issued advice in November 2010 to confirm that eculizumab for the treatment for 
paroxysmal nocturnal  haemoglobinuria (PNH) is not recommended for use within NHSScotland. 
Where the SMC has not recommended a medicine, NHS Boards are not expected to make it routinely 
available. 

However, NHS boards have arrangements in place for clinically led consideration of SMC “not 
recommended” medicines for individual patients in certain circumstances. The Scottish Government 
published Good Practice Guidance for NHS Board management of Individual Patient Treatment 
Requests (IPTRs) on 18 March 2011. The guidance can be found at: 

http://www.sehd.scot.nhs.uk/cmo/CMO(2011)03.pdf. 

 

Richard Simpson (Mid Scotland and Fife) (Scottish Labour): To ask the Scottish Executive for 
what reason treatments recommended by the centrally funded UK-designated specialist service 
outreach clinic at Monklands Hospital for the treatment of paroxysmal nocturnal haemoglobinuria are 
not funded nationally. 

 

 (S4W-00963) 

Nicola Sturgeon: NHS boards are expected to manage costs of treatment for particular conditions 
from their annual funding allocation. Blood transfusions recommended for a patient with paroxysmal 
nocturnal haemoglobinuria will normally be overseen by the patient’s local consultant. 

The SMC does not recommend use of Eculizumab within NHS Scotland. Only medicines 
recommended by the Scottish Medicines Consortium (SMC) should be eligible for inclusion in the 
financial risk share scheme agreed by NHS board chief executives. Decisions regarding whether to 
fund “not recommended” drugs on a case by case basis for individual patients through the Individual 
Patient Treatment Request arrangements are a matter for each NHS board. 

 

http://www.sehd.scot.nhs.uk/cmo/CMO(2011)03.pdf

