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17 May 2018  
 
Dear Lewis, 
 
Thank you for your letter sent yesterday on behalf of the Health and Sport Committee. 
 
In my letters of 16 November 2017 and 2 February 2018 I updated the Committee on the 
Scottish Government’s progress in implementing the recommendations from the 
independent Review of Access to New Medicines (the “Montgomery Review”).  I also offered 
an update on the Peer Approved Clinical System (PACS) Tier Two system which is being 
introduced from next month to replace the current Individual Patient Treatment Request 
(IPTR) process. I write now to provide the Committee with a further update. 
 
Since my previous correspondence we have made further progress in our delivery of the 
review’s recommendations.  We are continuing to work closely with our partner 
organisations, stakeholders, patient representatives and the pharmaceutical industry as we 
take forward the recommendations in a way that maximises the benefits available to patients 
in Scotland. 
 
I remain committed to ensuring that we build upon our successes over recent years to further 
increase access to new medicines and ensure that the NHS in Scotland receives best value. 
This is demonstrated through the improvements that the Scottish Government continues to 
deliver and is also encapsulated in our Realistic Medicine approach and other policy 
initiatives such as our recently published Digital Health and Care Strategy.  I place a great 
deal of importance upon our ability to make these cross-policy connections in order to 
embed a sustainable and coordinated approach.  
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Process for medicines not routinely accepted for use in NHS Scotland 
 

 PACS Tier Two guidance was issued to NHS Boards in Scotland on 29 March 2018 
by the Chief Medical Officer and Chief Pharmaceutical Officer. This provides a 
framework to support NHS Boards in the development of their local policies to 
enhance the consistency of approach across all of Scotland when considering 
medicines that have not been accepted by the Scottish Medicines Consortium (SMC) 
for routine use in the NHS. I plan to keep PACS Tier Two under review during the 
initial months to ensure that it delivers the benefits envisaged for patients who need 
non-routine access to medicines and also to reflect on operational implications for 
Health Boards.   
 

 There will also be established this year a National Review Panel (NRP) for the PACS 
Tier Two process which will independently review individual cases where a requesting 
clinician and patient consider that the NHS Board has failed to follow due process and 
the situation cannot be resolved locally; and / or, where the NHS Board has reached a 
decision which could be deemed unreasonable in light of the evidence submitted.          

 

 A review of PACS Tier One, which was rolled out as a pilot across Scotland in 2016, 
will be undertaken as part of the development of the new ultra-orphan pathway and 
the learning used to inform how the new decision making process operates.     

 
 
Data and real world evidence  
 

 The use of existing data and the development of new data about the outcomes 
achieved by the use of medicines is an increasingly important element of our work to 
embed the recommendations of the Montgomery Review into the Government’s policy 
on access to medicines and to new medicines in particular.  With success in making 
more medicines available, it is important that the outcomes that those medicines 
achieve are reviewed, in order to consider whether they might continue to be provided 
by NHS Scotland, or provided at a different cost to the NHS.  To this end, a multi-
agency data taskforce, chaired by Professor Andrew Morris, has now reported to the 
Scottish Government and proposed a number of actions with a view to significantly 
enhancing NHS Scotland’s health data capabilities.  These actions are being 
considered as part of a range of ongoing policy initiatives including our Digital Health 
and Care Strategy, the Chief Medical Officer’s Realistic Medicine approach and the 
ongoing development and implementation of a Hospital Electronic Prescribing and 
Medicines Administration (HEPMA) system.  This work will contribute to the delivery 
of a consistent national approach to data capture and reporting, which will help 
towards the collection of real world evidence.  
 

 We also continue to fund the three year Cancer Medicines Outcomes Programme 
(CMOP) now in its second year. Data collection and analysis has been completed for 
prostate and melanoma cancers in year one and has started for the year two cohorts 
of gynaecological and colorectal cancers. This work will result in national datasets and 
definitions for cancer medicines over the three year period. 
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 The Government will also seek to work with academic and industry partners to 
investigate the potential to pilot the development and testing of outcome measures for 
orphan, ultra-orphan and interim acceptance medicines, using real world evidence, 
including that reported by patients.   
 

 The new PACS Tier Two guidance requests that NHS Boards capture and share 
specified data with the Scottish Government in line with General Data Protection 
Regulation (GDPR) principles. This goes live in June 2018 as I have detailed above. 

 
End of life, orphan and ultra-orphan medicines  
 

 We are close to finalising proposals for a new ultra-orphan pathway. As a highly 
complex area, with the current appraisal process less suited to medicines for very rare 
conditions, it is important that an empirical approach is taken to address this area. 
This includes considering how to more appropriately consider the ‘lived experience’ as 
well as other quality of life issues, especially when the population affected is very 
young. We expect that the SMC will continue to provide information on the clinical and 
cost effectiveness of ultra-orphan medicines to a decision making body. This body will 
then make informed decisions based on SMC evidence and appropriate decision 
making criteria. It will also take into account the uncertainty associated with ultra-
orphan medicines, the potential for them to add value and the affordability of the 
medicine within the context of the wider NHS.  

 
Scottish Medicines Consortium (SMC) 
 

 The SMC continues to make changes to ensure progress towards implementation of 
the Montgomery recommendations.  It has developed and is in the final stages of 
testing an internal information management system, with live submissions, to allow 
them to report on year-by-year comparison data and monitor emergent trends.  This is 
due to be fully implemented this year.  

 

 SMC’s refreshed website was launched in March 2018 offering a more user-friendly 
and easy to understand experience for patient groups and public visitors to the site.   
 

 SMC are also concluding their work on providing public-friendly summaries of their 
decisions with a view to this going live this year. 
 

 In terms of patient and clinician engagement meetings, SMC considered the 
possibility of the relevant clinician attending SMC meetings.  However, given the need 
to balance clinician’s time appropriately, the decision was taken not to proceed with 
this option. 
 

 SMC work on interim acceptance proposals are at an advanced stage and 
implementation is expected this year. This will provide SMC with an additional option 
to recommend a medicine subject to on-going evaluation and future assessment 
based on the information collected on the effectiveness of the medicine. 
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 NHS National Procurement (NP) has given consideration to the changes needed to 
the current Patient Access Scheme (PAS) arrangements to support interim 
acceptance through a form of a managed access agreement. This will support 
arrangements to provide a medicine at a discounted price whilst further clinical data is 
collected over an agreed time period. NP are at an advanced stage of discussions 
with the Association of the British Pharmaceutical Industry on revising PAS guidance.  
 

 We have provided the SMC with extra funding of £180,000 in 2017/18 and £224,000 
in 2018/19 to support their additional work in relation to delivery of the Montgomery 
Review. We will continue to ensure SMC is appropriately resourced as part of our 
usual business arrangements.  

 
 
Leveraging best value 

 

 I am committed to making the fullest practical use of the powers available to NHS 
Scotland to achieve the best value for medicines made available in Scotland. The 
reserved status of  medicine price regulation does involve some limitations, but our 
established approach to value based health technology assessment and the role of 
NP in pursuing best value provides a basis for positive progress. 
 

 As an interim solution NP is in advanced stages of discussions with ABPI about a 
voluntary price alignment arrangement which will enable companies to adjust the 
price of a PAS in Scotland to ensure equitable pricing arrangements across the UK – 
seeking to end the possibility of the NHS in Scotland being charged more than the 
NHS in England for the same medicine.  The intention of this arrangement is that 
where medicines have already been accepted by SMC, and a lower price has been 
offered to secure a national recommendation in England, Wales and Northern Ireland, 
then a pharmaceutical company should offer a new PAS or amend an existing one 
with the aim of ensuring equitable pricing across the UK. 
 

 In addition, the negotiations on the new 2019 Pharmaceutical Price Regulation 
Scheme (PPRS) are due to commence shortly providing the potential to either 
formalise this price alignment agreement or take other new steps that provide new 
options for NP to pursue best value for NHS Scotland.   
 

 I am of course conscious though that, while leveraging best value is rightly a priority, 
access to medicines is also often the cause of immediate and pressing concern for 
individuals and families.  This has been exemplified recently by consideration 
surrounding Perjeta® (Pertuzumab), which is a treatment for breast cancer and has 
been the subject of unsuccessful applications to the SMC.  I am very aware of the 
understandable desire to see this medicine generally available in NHS Scotland, and I 
would encourage the manufacturer (Roche) to bring forward a new application to the 
SMC as soon as possible.  My officials have met with Roche to be informed of their 
position and I would hope that there will be further discussion between Roche, the 
SMC and NP that can provide a basis for positive progress.  
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Conclusion 
 
I hope the Committee finds this update helpful and that you will welcome our efforts to further 
improve and reform access to new medicines in a way that benefits patients and enhances 
their experience of our health service. The implementation programme will continue and 
shall closely align with our forthcoming priorities such as the 2019 Pharmaceutical Price 
Regulation Scheme and the development of a Single National Formulary. 
 
 

 
 
 

SHONA ROBISON 
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