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HEALTH AND SPORT COMMITTEE

 
AGENDA

 
1st Meeting, 2020 (Session 5)

 
Tuesday 21 January 2020

 
The Committee will meet at 9.30 am in the James Clerk Maxwell Room (CR4).
 
1. The supply and demand for medicines inquiry: The  Committee  will  take

evidence from—
 

Rose Marie Parr, Chief Pharmaceutical Officer, Scottish Government;
 
Elizabeth Woodeson, Director of Medicines and Pharmacy, Department of
Health and Social Care, UK Government;
 
Jonathan Mogford, Director of Policy, Medicines and Healthcare Products
Regulatory Agency;
 

and then from—
 

Alison Culpan, Scotland Director, The Association of the British
Pharmaceutical Industry;
 
Warwick Smith, Director General, British Generic Manufacturers
Association;
 
Martin Sawer, Executive Director, Healthcare Distribution Association;
 

and then from—
 

Dr Alan Macdonald, Chair, Scottish Medicines Consortium;
 
Lindsay McClure, Associate Director, Medicines Pricing and Supply, NHS
National Services Scotland;
 
Matt Barclay, Director of Operations, Community Pharmacy Scotland;
 
Dr Brian Montgomery, Author of the Review of Access to New Medicines.
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2. The supply and demand for medicines inquiry (in private): The Committee

will consider the evidence heard earlier in the meeting.
 
 

David Cullum
Clerk to the Health and Sport Committee

Room T3.40
The Scottish Parliament

Edinburgh
Tel: 0131 348 5210

Email: david.cullum@parliament.scot
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Health and Sport Committee  
 

1st Meeting, 2020 (Session 5)  
 

Tuesday 21 January 2020 
 

Supply and Demand for Medicines 
 
Background 
 
1. At its Business Planning Event in October 2018, the Health and Sport 
Committee agreed to hold an inquiry into the supply and demand for medicines.  It 
decided to bring forward its consideration of the issue based on the frequency of 
occasions the issue was raised with the Committee by representatives of health 
boards and special health boards as part of its scrutiny programme of such bodies. 

2. The Committee agreed the inquiry would focus on four distinct areas: 

• Purchasing (including procurement and medicine price regulation, a 
reserved area undertaken at a UK level); 

• Prescribing (covering all those licensed to write prescriptions); 

• Dispensing (covering hospital, pharmacy and GP); and 

• Consumption (looking at effectiveness, monitoring and wastage). 

3. An overarching aim for the inquiry is to look at “The management of the 
medicines budget including the clinical and cost effectiveness of prescribing”.  

Structure of the inquiry 

4. The Committee issued a call for evidence on 27 September 2019 which closed 
on 22 November 2019.  The Committee received 58 responses which can be read 
here. 

5. It will hold five formal evidence sessions as part of the inquiry.   

• 21 January 2020 – Purchasing 

• 28 January 2020 – Prescribing  

• 4 February 2020 – Dispensing 

• 18 February 2020 – Consumption  

• 3 March 2020 – Evidence on the inquiry from the Cabinet Secretary for 
Health and Sport, Jeane Freeman 

6. At this meeting the Committee will hear from: 

• Panel One: 

https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/113038.aspx
https://www.parliament.scot/parliamentarybusiness/CurrentCommittees/113054.aspx
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o Rose Marie Parr, Chief Pharmaceutical Officer, Scottish 
Government 

o Elizabeth Woodeson, Director of Medicines and Pharmacy, 
Department of Health, UK Government 

o Jonathan Mogford, Director of Policy, Medicines and 
Healthcare Products Regulatory Agency 

• Panel Two: 

o Alison Culpan, Scotland Director, the Association of the 
British Pharmaceutical Industry (ABPI) 

o Warwick Smith, Director General, British Generic 
Manufacturers Association (BGMA) 

o Martin Sawer, Executive Director, Healthcare Distribution 
Association (HDA UK) 

• Panel Three: 

o Dr Alan Macdonald, Chair, Scottish Medicines Consortium 

o Lindsay McClure, Associate Director, Medicines Pricing and 
Supply, NHS National Services Scotland 

o Matt Barclay, Director of Operations, Community Pharmacy 
Scotland 

o Brian Montgomery, Author of the Review of Access to New 
Medicines 

Access to New Medicines 

7. Members agreed the inquiry would not focus on access to new medicines or 
individual treatments/conditions. 

8. However, the Convener wrote to the Cabinet Secretary seeking an update on 
progress since the Montgomery Review and received a response on 13 January 
2020 (a copy of the letter along with the Scottish Government’s response is available 
at Annexe A). 

Clerks 
Health and Sport Committee 

https://www.parliament.scot/S5_HealthandSportCommittee/Inquiries/20191213_Ltr_OUT_to_CabSecHS_re_access_to_medicines.pdf
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Annexe A 

 

 
 

Jeane Freeman MSP 
Cabinet Secretary for Health and 
Sport 
 
Via email only  

 

 
 

Health and Sport Committee 
T3.60 

The Scottish Parliament 
Edinburgh 
EH99 1SP 

Tel: 0131 348 5210 
Calls via RNID Typetalk: 18001 0131 348 5224 

 Email: healthandsport@parliament.scot 

 

13 December 2019 

Dear Cabinet Secretary 

Access to Medicines  

The Health and Sport Committee will be conducting an inquiry into the Supply and 
Demand for Medicines early in 2020. 

Ahead of the start of this inquiry, the Committee has several areas on which it would 
appreciate an update.  

Review of Access to New Medicines – Independent Review by Dr Brian 
Montgomery 

The independent report of the Review of Access to New Medicines (Montgomery 
Review) was published in December 2016 and made several recommendations. 

Datasets 

Previously, it was “possible to look at the impact the new approach has had in terms 
of the number of medicines accepted by SMC but not in relation to patients treated 
or their outcomes”1.   
 
The Committee was pleased to receive an update2 from your predecessor in 
November 2017 which included updates on progress in developing new datasets.   
                                            
1 Scottish Government (2016). Review of Access to New Medicines 

mailto:healthandsport@parliament.scot
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
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The Committee requests: 
 

• An update on work to: 
o “develop, agree and implement national datasets and data 

definitions for end-of-life, orphan and ultra-orphan medicines and 
for IPTR/PACS processes”3; 

o “Develop, agree and implement a national chemotherapy dataset 
and equivalent datasets for medicines used to treat rare 
conditions; 

o Develop, agree and implement sets of outcome measures for 
classes of medicines or, in the case of very rare conditions, 
specific medicines; 

o Ensure that national systems being developed for electronic 
prescribing and electronic patient records are prioritised and 
support the above requirements.4” 

• Information on progress towards implementing recommendations in the 
action plan contained in the Data Scoping Taskforce report published5 
in September 2018.  The Committee notes the actions were “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”6; 

• An update on the output from the 3-year work to develop datasets for 
recording and measuring patient outcomes in relation to cancer 
medicines7 including: 

o The outcomes of the Cancer Medicines Outcomes Programme 
(CMOP) 8; 

o Confirmation of whether this work is likely to continue and if so 
whether additional funding will be required; and 

o Detail on work has been undertaken to develop datasets relating 
to other conditions. 

• Details of the internal content management system9 to be developed by 
the Scottish Medicines Consortium (SMC), including progress to date 
(the Committee notes the SMC was in the final stages of testing this in 
May 201810);  

                                                                                                                                        
2 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
3 Scottish Government (2016). Review of Access to New Medicines 
4 Scottish Government (2016). Review of Access to New Medicines 
5 Scottish Government (2018). MEDICINES USE AND DIGITAL CAPABILITIES Building capability to 
assess real-world benefits, risks and value of medicines: Towards a Scottish Medicines Intelligence 
Unit - Report from the Data Scoping Taskforce September 2018 
6 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
7 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
8 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
9 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
10 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 

https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
https://www2.gov.scot/Resource/0054/00540468.pdf
https://www2.gov.scot/Resource/0054/00540468.pdf
https://www2.gov.scot/Resource/0054/00540468.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
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• Information on how data sets have been refined to “enable meaningful 
year-by-year comparisons and the monitoring of emergent trends” 11 
(Recommendation 12) with regard to acceptance rates for end-of-life, 
orphan and ultra-orphan medicines; 

• Work to “Standardise data collection at Board level in relation to 
systems and process for requests to access non-formulary medicines.” 
12 (Recommendation 15); 

• Progress to “Review the data set and definitions for data relating to 
IPTRs collected by Boards with the aim of achieving consistency and 
comparability and also extending the dataset to include data on 
outcomes.” 13 (Recommendation 17 in the Review); and  

• The Scottish Government’s 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.”14 

 
Definition of end-of-life, orphan and ultra-orphan medicines 
 
The review notes “concern was expressed that Scotland has taken a different path 
from the rest of Europe and the United Kingdom and in particular the National 
Institute for Health and Care Excellence (NICE) in England with regard to the 
definitions of end-of-life, orphan and ultra-orphan medicines”.  The Committee 
requests details of whether the diverging definitions have been raised as an 
issue since their adoption and examples of where this has had an impact on 
decisions. 
 
The Committee notes the Scottish Medicines Consortium reviewed the definitions of 
end-of-life, orphan and ultra-orphan medicines, and that a new pathway was 
developed for ultra-orphan medicines as a result.  The Committee seeks an update 
on the outcome of the review of the definition of end-of-life and orphan 
medicines. 
 
The Committee further requests an update on: 

• Whether any examples have arisen to justify concern about the “future 
utility”15 of the definitions “particularly as they apply to ultra-orphan 
medicines”; and 

• Progress on the proposed adoption of a definition of a “true ultra-
orphan medicine”16.  

 
Patient and Clinician Engagement Process 
 
The Committee notes the introduction of the Patient and Clinician Engagement 
(PACE) process was welcomed but that “many feel that it has not been clear how 
                                            
11 Scottish Government (2016). Review of Access to New Medicines 
12 Scottish Government (2016). Review of Access to New Medicines 
13 Scottish Government (2016). Review of Access to New Medicines 
14 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
15 Scottish Government (2016). Review of Access to New Medicines 
16 Letter from the Cabinet Secretary for Health and Sport, 19 June 2018 

https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/20180619_Letter_from_Shona_Robison_MSP.pdf
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PACE has impacted on SMC decision making and that further development is 
required”17.   
 
The Committee seeks details of the progress on recommendations in this area, 
namely: 
  

• “Review communications of SMC’s decisions to patients, patient groups 
and the pharmaceutical industry with a view to achieving greater 
transparency” 18 (Recommendation 8), including an update on the 
development of “public friendly summaries of their decisions” 19 by the 
SMC; 

• Review and clarify the role of the SMC Public Partner”20 
(Recommendation 9), including the further work the Scottish 
Government noted would be required to “consider clinician engagement 
in the SMC decision making process” 21 and any further detail on the 
decision not to process with this option22; and 

• “Consider key participants at PACE meetings being actively involved in 
the relevant parts of SMC meetings to enhance the quality of discussion 
and decision making.”23 (Recommendation 10). 

 

New ultra-orphan pathway 

The Review proposed “An alternative assessment pathway should be developed for 
ultra-orphan medicines that preserves the integrity of SMC and its processes yet 
achieves the intended level of access to these medicines.”24  The Committee notes a 
new pathway has been developed and was introduced in October 201825.  The 
Committee seeks an update on the first year of operation (including 
comparative figures with the previous year) and whether this has led to the 
“intended” increased availability recommended by the review.  The Committee 
would also welcome an update on the development of the new pathway, 
including engagement and consultation activities. 

The Montgomery Review also noted the limits of the previous assessment for ultra-
orphan medicines in accommodating assessment of true ultra-orphan medicines and 
that the “route for patients with these very rare conditions seeking access to 
medicines has become via IPTR and PACS.”26 

The Committee seeks an update on the development of a new assessment and 
approval pathway for true ultra-orphan medicines, particularly in light of the 
introduction of the Peer Approved Clinical System Tier 2.   

                                            
17 Scottish Government (2016). Review of Access to New Medicines 
18 Scottish Government (2016). Review of Access to New Medicines 
19 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
20 Scottish Government (2016). Review of Access to New Medicines 
21 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
22 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
23 Scottish Government (2016). Review of Access to New Medicines 
24 Scottish Government (2016). Review of Access to New Medicines 
25 Scottish Government (2019). Ultra-orphan medicines pathway: guidance 
26 Scottish Government (2016). Review of Access to New Medicines 

http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/national_review_panel.aspx
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/review-access-new-medicines/
https://www.gov.scot/publications/ultra-orphan-medicine-pathways-guidance/
https://www.gov.scot/publications/review-access-new-medicines/
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Implementation of the SMC decisions under the new approach, including funding 
and the New Medicines Fund 

The Review noted the cost of giving access to end-of-life, orphan and ultra-orphan 
medicines had been met through the New Medicines Fund.  Uncertainty as to the 
future funding arrangements for provision of such medicine was expressed. 

The Committee requests clarification on the future funding arrangements for 
end-of-life, orphan and ultra-orphan medicines. 

A ‘Once for Scotland’ Approach 

The Review recommended the Scottish Government should “Standardise 
NHSScotland’s approach to formulary development and use” at recommendation 19.  
Your predecessor helpfully provided an update in November 2017 to say this 
recommendation was “reliant on the alignment of a number of other 
recommendations or linked to other policy timelines.  Work is in hand to take all of 
these forward and I plan to provide the Committee with a further update on progress 
in Spring 2018”27.  A further update provided to the Committee in May 201828 did not 
mention progress towards a national formulary. 

The Committee requests an update on the development of a national 
standardised approach to development and use of formulary, including work 
to date, and timescales for future work and delivery. 

Scottish Medicines Consortium Process and Commercial Negotiation 

Dr. Montgomery made several recommendations29 relating to how the Scottish 
Medicines Consortium process should be adapted to include commercial negotiation 
with the aim of ensuring best value for the NHS and getting to a pharmaceutical 
company’s best offer on price earlier. 

Your predecessor’s update30 to the Committee in November 2017 highlighted work 
“underway to enable the SMC to have an additional decision option of “recommend 
for use subject to ongoing evaluation and future assessment”” and in May 2018, the 
Committee was told work on this was “at an advanced stage” 31. 
 
The November 201732 update also noted ongoing work between NHS National 
Procurement and the SMC on conditional acceptance options and Managed Access 
Schemes (MAS).  Further correspondence to the Committee in May 2018 noted the 
latter was due for implementation last year and that “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 
                                            
27 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
28 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018  
29 Scottish Government (2016). Review of Access to New Medicines 
30 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
31 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
32 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  

https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
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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” 33. 
 
The Committee would welcome an update on implementation and evaluation of 
the new decision option of “subject to ongoing evaluation and future 
assessment”.   
 
The Committee also requests further information on progress on 
recommendation 21, 22, 24 and 25 of the Montgomery review: 
 
“21 Explore MAS with a view to early adoption in NHSScotland. These should 
build on the experience of complex PAS within NHSScotland and payment by-
results schemes in operation in other health systems. 
 
22 Review the proposal to introduce a “pause” in light of some of the wider 
changes and actions recommended in this report. 
 
24 Make greater use of National Procurement in NSS to lead negotiations on 
behalf of NHSScotland on the cost of new medicines  
 
25 Undertake a comparative review of the arrangements in place in the 
healthcare systems of other countries for the introduction of new medicines 
and specifically end-of-life, orphan and ultra-orphans, seeking to learn from 
their experiences.” 34 
 
New medicines and developing regulatory framework 
 
At recommendation 27, the review calls for NHSScotland, through wide stakeholder 
engagement, to consider the best way to “take advantage of the opportunities 
afforded by anticipated developments in the way that new medicines will be 
introduced in the future. This is likely to be through the establishment of a multi-
agency taskforce or equivalent group.”  In correspondence35 to the Committee in 
November 2017, notice of a commissioned comparative review of international 
health technology processes, the output of which would contribute to the delivery of 
recommendation 27. 
 
The Committee would welcome an update on the range of actions being taken 
to deliver recommendation 27 as well as on the outcomes of work on 
international health technology processes. 
 
A Scottish Model of Value 
 
The Committee notes the recommendation on the development of a new Scottish 
Model of Value.  In correspondence in November 2017, it was noted this was reliant 
on other recommendations and policies. 
                                            
33 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
34 Scottish Government (2016). Review of Access to New Medicines 
35 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  

https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.gov.scot/publications/review-access-new-medicines/
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
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The Committee seeks an update on the development of a new Scottish Model 
of Value.  
 
Best Value 
 
In the May 2018 update to the Committee, it was noted that National Procurement “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.” 36 
 
The Committee seeks an update on the outcome of these discussions and 
whether a voluntary price alignment has been achieved. 
 
Process for medicines not routinely accepted for use in NHS Scotland 
 
Your predecessor appraised the Committee of developments towards the replacement 
of IPTR with PACS Tier 2 in November 201737, February 2018, May 2018 and June 
2018.  In May 201838, the Committee was told of: 
 

• A review of the initial operation of PACS Tier 2; 
• A National Review Panel (NRP) for the PACS Tier 2 would be established; and 
• A review of PACS Tier 1. 

 
The Committee would welcome an update on these reviews and the work of the 
National Review Panel. 
 
Area Drug and Therapeutic Committees 

The Committee would appreciate an update on current thinking regarding the 
structure of Area Drug and Therapeutic Committees (ADTCs) in Scotland. 

In its report into Access to New Medicines, the previous Health and Sport Committee 
concluded: 

“The Committee notes Professor Swainson’s findings in relations to ADTCs and 
heard arguments put forward for the retention of all 14 ADTCs in their current form. 
However, there may well also be arguments that have not, so far, been fully 
explored, in favour of a smaller number, or even a single national body, particularly 
in relation to patient treatment requests.”39 

The Scottish Government’s response stated:  

“The Scottish Government currently supports the retention of 14 NHS Board Area 
Drug and Therapeutics Committees (ADTCs) to maintain clinical engagement and 
education and training for clinicians to ensure safe and effective prescribing 
                                            
36 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
37 Letter from the Cabinet Secretary for Health and Sport, 16 November 2017  
38 Letter from the Cabinet Secretary for Health and Sport, 17 May 2018 
39 Health and Sport Committee.  8th Report, 2013 (Session 4). Access to New Medicines 

https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Montgomery_Review.pdf
https://www.parliament.scot/S5_HealthandSportCommittee/General%20Documents/Letter_to_HS_Comm_Montgomery_review_17_May.pdf
https://www.parliament.scot/S4_HealthandSportCommittee/Reports/her-13-08w.pdf
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practices. Continued retention of the 14 ADTCs is, however, contingent on their 
demonstration that the new processes are working well to ensure clinical outcomes 
are optimised. The Scottish Government will introduce rigorous monitoring 
arrangements over the next three years in this regard.”40 

The Committee notes the establishment of the Area Drug and Therapeutics 
Committee Collaborative in 2014 and requests an update on the development, 
implementation and outcome of monitoring arrangements of the operation of 
14 ADTCs to 2016, as well as developments since this time and the Scottish 
Government’s current position on these matters. 

The Committee requests a response to this letter by 14 January 2020.  I look 
forward to hearing from you. 

Yours sincerely 

 

 

Lewis Macdonald 

Convener, Health and Sport Committee  

 
 

                                            
40 Scottish Government (2013) Response to the Health and Sport Committee, 8th Report 2013, 
(Session 4) Access to New Medicines 

https://www.parliament.scot/S4_HealthandSportCommittee/Inquiries/Scottish_Government_Response_-_Access_into_New_Medicines.pdf
https://www.parliament.scot/S4_HealthandSportCommittee/Inquiries/Scottish_Government_Response_-_Access_into_New_Medicines.pdf
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Cabinet Secretary for Health and Sport 
Jeane Freeman MSP 
 
 
T: 0300 244 4000 
E: scottish.ministers@gov.scot 
 
 

 

Lewis Macdonald 
Convener 
Health and Sport Committee 
T3.60 
The Scottish Parliament  
Edinburgh 
EH99 1SP 
 
 
 

  
   

 
 
 
 
 
 
 
 

 

By email 
 
13th January 2020   
  
Dear Lewis  
 
Access to Medicines 
  
Thank you for your letter sent on the 13th of December 2019 on behalf of the Health 
and Sport Committee.  
  
As you noted, the letters of 16 November 2017, 2 February 2018 and 17 May 2018 
provided an update to the Committee on the Scottish Government’s progress in 
implementing the recommendations from the independent Review of Access to New 
Medicines undertaken by Dr Brian Montgomery.  I write now to provide the 
Committee with a further update ahead of the Health and Sport Committee’s inquiry 
into the Supply and Demand for Medicines.  
  
I am pleased to be able to advise that, working closely with our partner 
organisations, patient representatives and the pharmaceutical industry, we have 
completed the delivery of the vast majority of the Review’s recommendations and 
continue to make good progress with the remaining few.  I would like to take the 
opportunity to acknowledge everyone who has played a part in helping achieve this 
and, in particular, the key roles played by the Scottish Medicines Consortium (SMC) 
and its affiliated committees including the Public Involvement Network Advisory 
Group  and Industry User Group Forum, National Services Scotland and the 
Association of the British Pharmaceutical Industry (ABPI).  A number of cross-party 
groups, including the Muscular Dystrophy and Rare, Genetic and Undiagnosed 
Conditions groups, were instrumental in providing informal consultation and 
feedback.  
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Review of Access to New Medicines 
 
Data and data sets 
 
Dr Montgomery’s Review identified a number of benefits in developing national 
datasets and collecting data which could take account of the outcomes from 
medicines.  As was acknowledged in the Review, there are challenges associated 
with this, not least of all that there is no national system to underpin routine data 
collection on medicine outcomes.  As a result, we have taken a strategic approach to 
data collection, which includes gaining traction and pace in terms of the 
implementation of Hospital Electronic Prescribing and Medicines Administration 
(HEPMA) across Scotland, prioritising the development of data and datasets with the 
initial focus on end-of-life and ultra-orphan medicines and refining data collection 
systems to enable monitoring of emergent trends.  
 
Starting with recommendations 1, 2 and 3 of the Review, the new ultra-orphan 
pathway requires pharmaceutical companies to identify data sets to capture relevant 
clinical and patient reported outcomes for ultra-orphan medicines, as well as 
addressing the uncertainties associated with the medicines that have been 
highlighted as part of the SMC’s initial assessment of the medicine.   
 
For cancer and end-of-life medicines, the Innovative Healthcare Delivery Programme 
(IHDP) and National Services Scotland (NSS) are working jointly to develop national 
Systemic Anti-Cancer Therapy (SACT) reports using the data in the chemotherapy 
electronic prescribing system, ChemoCare.  In parallel, the ChemoCare system is 
being upgraded across Scotland’s cancer networks to better support this work going 
forward.  It is anticipated that next year national-level data will be routinely available 
and advanced preparatory work is underway to integrate this with the new Scottish 
Cancer Registry and Intelligence Service.  This will allow identification of variation in 
practice, meaning clinicians can benchmark with peers and for the first time offer real 
time data to drive improvement.  Early in 2020, we will also progress to a common 
approach on consent for SACT treatments, ensuring patients across the NHS in 
Scotland have the same support for fully informed consent in their treatment.  
 
We have also centrally funded a Cancer Medicines Outcomes Programme (CMOP), 
which is a collaborative programme between NHS Greater Glasgow and Clyde 
(GGC) and the University of Strathclyde, to determine the impact and clinical 
outcomes of cancer medicines on patients in the real world.  Building on the 
foundations of the initial three year CMOP programme, we are working towards 
growing a scalable and sustainable capability of expertise in cancer medicines 
intelligence to drive continued improvement in the safe and effective use of these 
medicines across Scotland and be recognised internationally in this field.  
  
In relation to recommendation 4, work is continuing with the implementation of 
HEPMA.  To date, three Health Boards (NHS Ayrshire & Arran, NHS Dumfries & 
Galloway and NHS Forth Valley) have completed implementation and NHS 
Lanarkshire is due to complete implementation in 2020.  During 2019, NHS Lothian, 
NHS GGC and the North Region Consortium (NHS Grampian, NHS Highland, NHS 
Orkney, NHS Shetland, NHS Tayside and NHS Western Isles) all commenced their 
implementation, with the remaining Health Boards due to start in 2020-21.  We will 
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continue to work with Health Boards to ensure a local and regional approach to 
delivery across all the remaining Boards over the next three to five years and to 
support this we have established a national HEPMA Implementation Oversight 
Board.  
 
In response to recommendation 5, as you are aware, we established a multi-agency 
Data Scoping Taskforce to report on the data requirements to support building 
capability to assess the real world benefits, risks and values of medicines.  The 
Taskforce’s remit was to determine the digital capabilities required to utilise real 
world health data to support the assessment and introduction of new medicines, 
together with ensuring the on-going safe and effective use of established medicines. 
Their Report was published in 2018, completing this recommendation.  It made five 
main recommendations with proposed actions.  These describe an ambition for NHS 
Scotland’s future health data capabilities, which goes beyond Dr Montgomery’s 
Review recommendations, with a view to create world-leading data collection for 
recording and analysing real world medicines use at the patient level that would  
further enhance Scotland’s international reputation in health data research.   
 
As you have highlighted, some of the actions within the Task Force Report are 
broader than new medicines policy.  As a result we are considering a number of the 
recommendations as part of the implementation of our Health and Care Digital 
Strategy.  The NHS Education for Scotland (NES) Digital Service was established in 
2018 to deliver a National Digital Platform, which is a central part of this strategy, 
and will provide the infrastructure, products and services which will evolve how 
health and care technology is delivered, managed and experienced in Scotland.  On 
the medicine specific aspects, we are now working across Government and with key 
stakeholders to identify a planned, phased programme of work to implement 
changes that will further improve data collection on medicine use and outcomes, 
taking into account the actions proposed by the Data Scoping Taskforce through 
close working with the NES Digital Service.   
 
One key aspect of this work, and in order to further underpin recommendations 1 to 
4 of Dr Montgomery’s Review, has been the establishment of an internal working 
group to identify and prioritise a programme of work specifically in relation to 
improving data collection on medicines’ uses and outcomes, that will complement 
and support the overall objectives of the Health and Care Digital Strategy.  This will 
allow us to develop a population-wide approach to medicine intelligence as opposed 
to the current localised approach.  Public Health Scotland, our new public health 
body will also have a key role in developing new and innovative ways of using data.    
 
Recommendation 12 of the Review was also linked to data collection with a view to 
enabling meaningful year-by-year comparisons of data and the monitoring of 
emergent trends.  This has been completed and the SMC has developed an internal 
content management system which allows annual data to be collated on the types of 
medicine assessed and enables year by year comparison.  
 
Definition of end-of-life, orphan and ultra-orphan medicines 
 
Recommendations 6, 7 and 11 of the Review refer to end-of-life, orphan and ultra-
orphan medicines.  I am pleased to report that these three recommendations have 
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all been completed.  On recommendations 6 and 7, the SMC undertook extensive 
work with partners and stakeholders to review the definitions for end-of-life, orphan 
and ultra-orphan medicines that had been implemented in 2014.  It was agreed that 
the definitions for end-of-life and orphan medicines remained suitable for the 
assessment of anticipated new treatments such as targeted medicines, increasing 
use of combination therapies and the impact of genomics.  However, the SMC will 
continue to keep this under review. 
 
In September 2018, in response to stakeholder feedback in Dr Montgomery’s 
Review, that the ultra-orphan assessment process was not meeting the desired 
objective, the SMC revised their definition for an ultra-orphan medicine.  The new 
definition aims to identify medicines that treat extremely rare conditions.   
 
 
To be validated as an ultra-orphan medicine the following criteria should be met: 
 

• the condition has a prevalence of 1 in 50,000 or less in Scotland;  
• the medicine has an EMA orphan designation for the condition and this is 

maintained at time of marketing authorisation; 
• the condition is chronic and severely disabling; and 
• the condition requires highly specialised management. 
 

To date, the SMC has considered company requests to validate more than twenty 
medicines as ultra-orphan medicines under the new definition. 
 
Recommendation 11 was to develop and implement a new assessment and 
approval pathway for ultra-orphan medicines.  This commenced in October 2018 and 
was fully implemented in April 2019, meaning that medicines validated by the SMC 
as ultra-orphan, according to the new definition, can be made available to patients 
under the new pathway.  The new pathway allows ultra-orphan medicines to be 
prescribed through the NHS in Scotland for a period of three years prior to a decision 
on their routine use in NHS Scotland.  There are a number of criteria that a 
pharmaceutical company must fulfil if they wish their medicine to be assessed via the 
new pathway, and these are that: 
 

• the medicine has been validated as ultra-orphan according to the revised 
SMC definition above; 

• a full submission is made to the SMC for the initial assessment stage that 
meets SMC requirements for the ultra-orphan process; 

• a Patient Access Scheme is offered that complies with the standard terms and 
conditions considered acceptable by the Patient Access Scheme Assessment 
Group (PASAG); and 

• data collection arrangements are undertaken to meet the evidence generation 
requirements to support the later stage assessment by the SMC under the 
ultra-orphan pathway. 
 

You specifically asked in your letter if there is any evidence that the new definitions 
have been raised as an issue since their adoption and whether there were examples 
of where this has had an impact on decisions.  I am not aware of any such issues, 
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although, as you will appreciate, we are less than a year into the new ultra-orphan 
pathway.  The first medicine became available to clinicians to prescribe in July 2019 
and we expect a number of ultra-orphan medicines will become available during 
2020.  The anecdotal feedback from pharmaceutical companies and patient 
representative groups has been very positive and they have welcomed the approach 
we are taking in Scotland.  It is worth noting that during the transition to the new 
ultra-orphan pathway, some companies opted to go down the traditional assessment 
route, which is still a choice available to them.  
 
In your letter you noted the Review’s concerns about the limits of the previous 
assessment process for ultra-orphan medicines and that the route for patients with 
these extremely rare conditions seeking access to medicines had become via the 
Individual Patient Treatment Request (IPTR) and Peer Approved Clinical System 
(PACS) Tier One process.  We believe that the new pathway will address the 
limitations of the previous assessment process and will increase the availability of 
ultra-orphan medicines.  However, we are mindful that this relies on pharmaceutical 
companies making a full submission to the SMC and that, due to the very small 
patient cohorts in Scotland, sometimes fewer than five patients, a company may 
choose not to submit for assessment. Therefore, we will continue to allow individual 
access through the PACS system as we review uptake of the pathway approach and 
any further improvements required. 
 
Patient and Clinician Engagement Process 
 
Recommendations 8, 9 and 10 all refer to patient and clinician engagement in 
decision making.  Again, I am pleased to be able to advise that these have all been 
completed.  Under recommendation 8, the SMC’s refreshed website was launched in 
March 2018 offering a more user-friendly and easy to understand experience for 
patients and public visitors to the site.  The SMC also now publishes public-friendly 
summaries of their decisions.  In response to recommendation 9, the public partner 
role has been reviewed.  To avoid any perception of conflict on their part, Healthcare 
Improvement Scotland (HIS) staff, not public partners, now present patient group 
statements to the Committee.  
 
More specifically, in response to recommendation 10 which sought more active 
involvement of the key participants at PACE meetings in the relevant parts of SMC 
meetings, where there has been a PACE meeting the SMC now invites the patient 
groups to attend and participate in the SMC meeting to enhance the quality of 
discussion and decision making.  In your letter you asked specifically about clinician 
involvement in the SMC meetings.  As highlighted in previous correspondence, the 
feedback from the clinical community was that, on balance and given that the SMC 
seeks input (in writing) from specialist clinicians for every submission, it was not the 
best use of a clinician’s time to attend the SMC meeting.  There is also the issue of 
how to manage potential conflicts of interest with the pharmaceutical industry and/or 
a particular medicine.  It is important to ensure impartiality in the decision making 
process and one way to achieve that is by ensuring that there are not more people 
around the table with an interest than those without.  However, the SMC continues to 
keep this under review.   
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As part of a commitment to continual process improvement, beyond the Review’s 
recommendation on PACE, the SMC is evaluating how the PACE process is working 
and its impact on SMC decision making.  This work has initially sought to identify key 
factors and themes that are particularly important to patients in the assessment of 
new medicines and also to investigate the importance of different aspects of Quality 
of Life measures to committee members in their decision-making. The next phase of 
this work will be to explore how PACE actually shapes decision-making.   The PACE 
process has been positively received by patients, patient groups and the 
pharmaceutical industry in the UK.  As an innovative approach to better 
understanding what really matters to patients, it has also attracted interest from 
Health Technology Assessment (HTA) bodies internationally. 
 
Transparency of decision making 
 
Recommendations 13 and 14 were related to the transparency of SMC decisions. 
Since meetings were first held in public in 2014 the SMC has endeavoured to ensure 
that all the discussion of an individual submission can be held with the public 
present, as this is an important aspect of transparency. On recommendation 13, the 
SMC confirmed the intention to maintain the existing ballot process as members 
valued the confidence that the current voting system brings as it means that all 
members contribute to the decision.  The majority view was that the voting system 
should continue. 
 
The pharmaceutical industry, through the SMC User Group Forum, was asked to 
take forward recommendation 14, which relates to the inclusion of commercial in 
confidence information in the company submission.  This has been addressed to 
provide increased clarity to committee members on why different types of information 
must be confidential.  There has been a concern highlighted,  however, that the 
actions taken do not support transparency for the public, as companies often require 
that information on a medicine’s cost effectiveness cannot be published in the SMC 
advice. This does not support public understanding of decisions.  The SMC are 
planning to do some further work on this.     
 
Non-formulary and formulary approaches  
 
Recommendations 15 and 19 of the Review referred to standardising data collection 
for requests to access to non-formulary medicines (15) and NHS Scotland’s 
approach to formulary development and use (19).  On the latter, you will be aware 
that we have committed to introducing a Single National Formulary (SNF) as part of 
the Programme for Government (PfG).  A new formulary website platform has been 
developed to host the SNF and this is about to be utilised and tested in clinical 
practice in the East Region (NHS Lothian, NHS Fife and NHS Borders), starting in 
NHS Lothian in the first instance.  This will provide an opportunity to make any 
enhancements to the website platform to further improve its functionality based on 
user experience.  In addition, a collaborative consensus model for formulary 
development based on local and regional cooperation between existing local Health 
Board governance and decision making processes will be used to develop and agree 
an East region formulary.  This work will respect the existing processes for the 
consideration and adoption of SMC advice on new medicines.  This approach will 
also inform the next steps in the delivery of the PfG commitment by 2021.  It is also 



  HS/S5/20/1/1 

Page 17 of 22 
 

important that progress and learning is shared with the other Health Boards.  To that 
end, the Area Drug and Therapeutics Committee Collaborative (ADTCC) will support 
this as well as planning for wider roll-out in parallel to the East region work with input 
from colleagues within HIS and all Health Boards.  The delivery of recommendation 
15 on data collection for requests to access to non-formulary medicines is being 
taken forward as part of the SNF work programme. 
 
Funding arrangements for end-of-life, orphan and ultra-orphan medicines including 
the New Medicines Fund 
 
In your letter you have asked for an update on recommendation 16 which was on the 
future arrangements for the funding of end-of-life, orphan and ultra-orphan medicines 
and future funding arrangements.  Medicines are the second largest item of 
expenditure for NHS Scotland; a cost of £1.7 billion in 2017-18.  This was a modest 
decrease of 0.1% in real terms from 2016-17, however, an increase of 17% if 
measured across the past five years.  Price competition in the generic medicines 
market continues, with some exceptions, to exert a deflationary impact on growth, 
creating capacity in the medicines budget to pay for newer medicines. 
 
As you will know, I am committed to ensuring that we increase access to new 
medicines, however it is important that this happens in parallel with ensuring that the 
NHS in Scotland receives best value.  One way in which we are pursuing this is 
through the new Voluntary Pricing Access Scheme (VPAS), the replacement for the 
Pharmaceutical Pricing Regulation Scheme (PPRS), which seeks to control the cost 
of branded medicines to the NHS, providing predictability and stability to both 
Government and the pharmaceutical industry, as well as ensuring the cost of 
branded medicines to the NHS stays within affordable limits.  The new agreement 
places a 2% cap on the growth in sales of branded medicines to the NHS for each 
year of the Scheme with pharmaceutical companies having to repay the NHS for 
spending above this cap.  This is expected to save the NHS in Scotland around £90 
million in 2019.  
 
The Scottish Government is also committed to ensuring that the rebates from the UK 
VPAS continue to fund the New Medicines Fund, in the same way as the rebates 
were used from its predecessor, the PPRS.  The New Medicines Fund is intended to 
ensure that availability of funding is not a barrier to implementation of policy to 
increase access to new medicines, whether approved for routine or on an individual 
case-by-case basis through the PACS process, both Tier One (for ultra-orphan 
medicines) and Tier Two (all other medicines).  From 2014-15 to 2017-18 over 
£201.5 million was made available to Health Boards via to New Medicines Fund to 
contribute to the cost of medicines for patients with end-of-life conditions, rare and 
very rare diseases. 
 
Process for medicines not routinely accepted for use in NHS Scotland - Peer 
Approved Clinical System (PACS)  
 
Recommendation 20 of the Review referred to a review and evaluation of the PACS 
process.  At the time of the Review, only the Tier One process for ultra-orphan 
medicines not recommended by the SMC was available.  As advised by my 
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predecessor, we replaced the IPTR process for all other medicine with PACS Tier 
Two and committed to review both Tiers of PACS.   
 
The new PACS Tier Two arrangements commenced on 1 June 2018.  Guidance 
issued offered Health Boards a framework that aimed to enhance consistency 
among Boards in the ways that they consider clinicians’ requests to prescribe certain 
medicines that are not recommended by the SMC for routine use in NHS Scotland. 
The guidance asked Health Boards to establish a PACS Tier Two Panel to consider 
relevant requests from clinicians, introduced refreshed decision making criteria and 
established a National Review Panel (NRP) to consider requests for reviews of 
PACS Tier Two decisions taken by Boards.   As part of the PACS Tier Two system, 
and set out in the accompanying guidance, we indicated the data that needs to be 
provided to the Scottish Government as part of that new process.  This completed 
recommendation 17 of the Review which called for data relating to IPTRs to be 
collected by Boards with the aim of achieving consistency and comparability. 
 
When the new system was introduced the Scottish Government undertook to review 
its implementation approximately six and twelve months after commencement.  The 
six month review was undertaken in January 2019 and, whilst there was a limited 
response, the feedback received focussed on issues connected to the administration 
of the new system, the desirability of consolidating the number of Board application 
processes for access to new medicines on an individual basis and the point in the 
SMC process after which applications should be regarded as admissible.  There 
were no substantial problems highlighted in the practical implementation of the new 
system.   
 
The twelve month review took place from June to September 2019.  The Scottish 
Government is currently reviewing responses with a view to publishing conclusions 
and next steps in early 2020, which will include a recommendation on the 
continuation of PACS Tier One for ultra-orphan medicines. To date there has been 
one case referred to the National Review Panel under the new PACS Tier Two 
system so it is challenging to draw any meaningful conclusions about its 
effectiveness, although the small number of cases referred does suggest that the 
Government’s core objective of the PACS Tier Two system, to provide greater 
consistency across the country, is being achieved. 
 
Learning from other health economies about Health Technology Assessment (HTA)  
 
Recommendations 18 and 25 of the Review looked to explore opportunities to learn 
from and collaborate with other health economies in relation to the assessment and 
managed introduction of new medicines and other health technologies (18) and to 
undertake a comparative review of the arrangements in place in the healthcare 
systems of other countries for the introduction of new medicines and specifically end-
of-life, orphan and ultra-orphans, seeking to learn from their experiences (25).  
Whilst I am hesitant to state that these actions are complete, as learning from others 
is a continuous activity that enables ongoing improvement and agility, the SMC has, 
and continues to explore and assess best practice in other countries to ensure it 
continues to be recognised as world-leading.   
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In addition, my officials commissioned a comparative review of the arrangements in 
place in the healthcare systems of other countries for the introduction of new 
medicines and specifically end-of-life orphan and ultra-orphan medicines.  The SMC 
is an active participant in the European Network for Health Technology Assessment 
(EUnetHTA) and the International Network of Agencies for Health Technology 
Assessment (INAHTA) which aim to share learning and promote discussion of 
common challenges.  These types of collaborations will become even more 
important, as the United Kingdom prepares to exit from the European Union (EU) 
and the need to ensure co-operation between the EU and the UK on areas such as 
the medicine regulation, including licensing, securing funding and collaborative 
programmes for research and maintaining a strong and viable life sciences sector.     
 
Introduction of a pause and negotiations on price  
 
Recommendations 22 and 24 of the Review referred to introducing a pause in the 
HTA process (22) and making greater use of National Procurement to lead on 
negotiations on behalf of NHS Scotland on the cost of new medicines (24).  
 
We still have to make a policy decision on the introduction of a pause in the HTA 
process (recommendation 22).   Whilst the pharmaceutical industry are keen on a 
pause, following publication of Dr Montgomery’s review the SMC had questioned the 
purpose of a pause in the process and indicated that the implementation of a pause 
would need to be carefully considered in terms of any unintended consequences, 
such as extending timelines in an already complex process, and interdependencies 
with the other recommendations in the review.  In the meantime, the SMC has made 
some further improvements to their working processes including a fast-track 
resubmission process, and is developing the ability for a company to have two 
opportunities to offer a Patient Access Scheme (PAS) for all medicines which should 
be available in early 2020.  They are also working to introduce a ‘return to company’ 
option where a submission is identified as flawed before being considered by the 
New Drugs Committee (NDC).  These improvements themselves may mitigate the 
need for the introduction of a pause in the process.  We will, however, consult further 
on the introduction of a pause.   
 
Turning to recommendation 24, as I stated earlier, we are committed to ensuring that 
the NHS in Scotland is supported to achieve the best possible prices for new 
medicines.  Whilst medicine pricing is reserved and regulated through the UK VPAS, 
a key objective for the Scottish Government during the VPAS negotiations in 2018 
was to establish binding commitments on Governments across the UK and the 
pharmaceutical industry to greater transparency and parity in medicine pricing.   As a 
result, in January 2019 the new scheme introduced provisions that allow the UK 
Health Administrations to: 
 

• share the details of previously confidential pricing arrangements; and  
• imposes new responsibilities on pharmaceutical companies to achieve 

comparable arrangements that provide an acceptable value proposition in 
each part of the UK. 

 
In your letter you noted that National Procurement was in advanced stages of 
discussions with the ABPI about a voluntary price alignment arrangement which 
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would enable companies to adjust the price of a Patient Access Scheme (PAS) in 
Scotland to ensure equitable pricing arrangements across the UK as a way of ending 
the possibility of the NHS in Scotland being charged more than the NHS in England 
for the same medicine and asked for an update.  I can confirm that the PAS 
guidance has been updated to reflect this.  In addition, the VPAS arrangements 
described in the paragraph above will provide a strengthened approach to achieving 
price alignment.  My officials are currently working with the other UK administrations 
to ensure that these provisions are fully implemented.  
 
I would like to note here that the Scottish Government agreed with the Review that 
the SMC's strengths lie in health technology assessment and that it should remain 
the SMC's primary function, rather than extending its remit to cover commercial 
functions.  As a result, the Scottish Government has undertaken work with key 
stakeholders on possible new steps to make the fullest use of devolved powers to 
achieve the best prices for new medicines in the NHS in Scotland.  Progress on this 
work has been slower than first intended, as it had been necessary for officials and 
NHS partners to divert substantial time to the preparation of medicine supply 
contingency plans in the case of a no deal UK exit from the EU.  Nevertheless, we 
are now preparing to publish a “Discussion Document” for consultation in 2020 which 
will outline initial work in relation to potential policy options, including the need for a 
pause in the SMC process mentioned above.  
 
Managed Access Schemes (MAS) 
 
Recommendation 21 of the Review sought to explore the introduction of Managed 
Access Schemes (MAS) with a view to early adoption by the NHS in Scotland, 
building on the experience of complex PAS and payment-by-results schemes in 
operation in other health systems.  National Procurement (NP) has updated the PAS 
guidance to support the interim acceptance recommendation through a MAS (see 
the paragraph below).  We will consider, in due course, whether and how managed 
access approaches might be utilised in the future, either in the same way or by 
addressing similar risks in a different way, including how such an approach aligns 
with the role of the SMC in considering the clinical and cost effectiveness of new 
licensed medicines.  This includes taking into account the EU Horizon 2020 research 
which is due to report next year.  Of course, thinking has also moved on since Dr 
Montgomery’s Review and there is now a greater interest from the pharmaceutical 
industry to explore outcomes-based pricing and commercial agreements. As a result, 
we are now considering how the VPAS might provide new opportunities in relation to 
innovative and flexible approaches to pricing.  For example, we are currently testing 
a proof of concept outcome based pricing approach.  Critical to the delivery of novel 
pricing approaches will be the NHS capability to collect outcome data, which is why 
our strategic approach to data collection and the interdependency with the Digital 
Health and Care Strategy is important. 
 
 
Conditional/interim acceptance 
 
You have asked for an update on recommendation 23 of the Review which looked to 
give SMC the additional decision option of “recommend for use subject to ongoing 
evaluation and future reassessment.” SMC introduced this new decision option in 
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2018 for medicines with a conditional marketing authorisation (CMA) from the 
European Medicines Agency (EMA). This approach had been consulted and 
supported by key stakeholders. These medicines address an unmet need but there 
is often considerable uncertainty about their expected benefits for patients. These 
medicines have a marketing authorisation that is conditional on the company 
providing EMA with further clinical data. SMC will reassess the medicine at that time 
point to reach a final decision on its availability to NHS Scotland.  The SMC is now 
exploring extending the use of the conditional acceptance option, specifically in the 
context of clinical uncertainty whether further data is likely to forthcoming at a 
relatively early stage as a consequence of ongoing clinical trials. 
 
Advances in new medicines approaches and the Scottish Model of Value  
 
Recommendation 27 of the Review sought to consider through wide stakeholder 
engagement the best way for the NHS in Scotland to take advantage of the 
opportunities afforded by anticipated developments in the way that new medicines 
will be introduced in the future.  As the Committee will be aware, last year the SMC 
accepted two new Chimeric Antigen Receptor T-cell immunotherapy agents, 
Kymriah® and Yescarta®, as well as a number of other Advanced Therapeutic 
Medicinal Products (ATMPs). We are actively contributing to the review of the UK 
Early Access to Medicines Scheme (EAMS) to ensure it remains fit for purpose.  The 
SMC also continues to review its processes to ensure they take account of any 
future developments in medicines.  Furthermore, we are working across the UK to 
develop and test new models for national purchasing arrangements that separate the 
price paid for antimicrobials from the volume used in order to ensure companies 
have a financial incentive to invest in an antibiotic development programme and 
support good stewardship 
Recommendation 28 relates to the development of a Scottish Model of Value. The 
work we are undertaking on negotiations about price will form the foundation of any 
thinking on a Scottish Model of Value, alongside work a wider societal view can be 
taken into account, for example one option might be to expand the role of the 
Citizen’s Jury.  
 
Area Drug and Therapeutic Committees 
 
As you outlined in your letter, the Area Drug and Therapeutics Committee 
Collaborative (ADTCC), hosted by HIS, was created in September 2014. This was as 
a result of the recommendations to strengthen the work of Area Drug and 
Therapeutics Committees (ADTCs) in response to the Health and Sport Committee 
Inquiry in 2013 into Access to New Medicines. The ADTCC is made up of 
representatives from all the Health Boards in Scotland which have an ADTC. 
 
Since its establishment in 2014, the Scottish Government has provided yearly 
funding to HIS for the ADTCC in recognition of the continued value it brings in 
ensuring that ADTCs across the NHS in Scotland are sighted, engaged and involved 
in stakeholders’ work within Scotland and across the UK, where there is an impact 
on ADTCs’ business. 
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In early 2019, revised monitoring arrangements between the Scottish Government 
and HIS were agreed which focus on the continuous review of ADTCC priorities and 
resource, including: 
 

• driving improvements in the safer use of medicines;  
• supporting the effective use of medicines; 
• sharing learning, intelligence and engagement;  
• patient and public facing work; and  
• providing a ‘once for Scotland’ approach to the development and 

implementation of policies.  
 
By way of an example, current priorities for the ADTCC are to: 
 

• ensure the standardised approach to the operation of the Early Access to 
Medicines Scheme (EAMS) in Scotland;  

• promote the collaborative approach to the introduction of biosimilars to 
optimise their uptake and ensure consistency across the country;  

• support the engagement of ADTCs in the development and implementation of 
national medicine policy; and  

• host regular communication for ADTCs across Scotland by way of quarterly 
network meetings and newsletters.  

 
I hope that this letter provides you with a comprehensive update on the progress we 
have made in terms of the recommendations in Dr Brian Montgomery’s Review of 
Access to New Medicines.  I am pleased to be able to report that our reforms and 
investment in recent years have significantly increased access to new medicines, 
particularly for rare, very rare and end of life conditions.  We do, however, continue 
to keep this under review. 
 
I look forward to meeting with the Committee in due course.  
 
 
 
 
 
 
 
 

JEANE FREEMAN 
 
 

 



HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM ABPI Scotland  

ABPI Scotland represents innovative research-based biopharmaceutical companies, large, 

medium and small. 

Our industry, a major contributor to the Scottish economy,1 brings life-saving and life-
enhancing medicines to patients. We represent companies supplying more than 80 per cent 
of all branded medicines used by NHS Scotland.  

As a sector, we are proud of our role in delivering medical advances, eradicating diseases 
and improving lives across Scotland.  We are working closely with NHS Scotland, Scottish 
Medicines Consortium and the Scottish Government to maximise the broad contribution our 
industry can make towards delivering innovative medicines that can change lives. In 
response to this call for evidence, our submission will make the following points; 

 Medicines spending under the Scottish Government’s stewardship is under
control thanks to the VPAS agreement and Audit Scotland analysis has shown a
0.2% real terms reduction in the medicines budget in 2017/18.

 Innovative medicines have delivered enormous value to patients and
communities across Scotland.

 Implementing novel pricing and access arrangements can help manage the
medicines budget more efficiently, however, better data collection must be
adopted to maximise savings opportunities.

1. Does the system ensure patients receive the most clinically and cost-effective
treatments and, if not, how can this be improved?

In Scotland, new medicines are assessed for both clinical and cost-effectiveness before 
they can be made available to patients. This process is called a Healthcare Technology 
Assessment (HTA) and the Scottish Medicines Consortium (SMC) as Scotland‟s HTA body 
meets every month to appraise new medicines.   

Every single medicine approved for use by the SMC has been evaluated and proven its 
cost-effectiveness. Unfortunately, the same cannot be said of other areas of NHS Scotland 
spending such as medical devices, procedures, IT infrastructure or contracted out services.  

The Scottish HTA system has been seen as a leader in balancing both cost and medical 
value.  As a result of this reputation, Scotland, as part of the UK, is one of the key launch 
locations for new medicines and the SMC process has been viewed as an attractive testbed 
for manufacturers.   

Despite this system, healthcare is changing and so too is the profile of treatments available 
to patients. Medicine is becoming increasingly personalised and complex, which brings 
challenges for traditional HTA evaluations. ABPI believes that the SMC must evolve to keep 
pace and our members want to work with the group to tackle emerging challenges, which 
include; 

1
 Fraser of Allander Institute, Economic contribution of the pharmaceutical industry in Scotland, November 2017 
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 Combination Therapies- How do we appropriately evaluate a medicine whose value is
dependent on use alongside another product, which is often from another manufacturer.
SMC should remain aware of progress made elsewhere in adequately assessing these
products and capturing their value.

 Increasing uncertainty in evidence- An increasing number of trials have smaller
patient populations, particularly in oncology and rarer diseases, and therefore do not
readily translate into the economic data required by SMC. Expanding the number of
medicines accepted under “interim acceptance” could help when there is a high degree
of clinical uncertainty.

 Keeping pace with other HTA bodies- England‟s National Institute for Health and
Care Excellence is undergoing a significant review of its methods and SMC should look
to adopt a more iterative and collaborative approach when assessing medicines to
ensure Scotland remains a competitive launch location for new medicines.

 ATMPs- Advanced therapies can involve the genetic manipulation of a patient‟s cells to
fight cancer and other diseases and are at the cutting edge of science. In theory, these
medicines are potentially curative but HTA bodies will require substantial evidence to
justify their use or a new pricing model to make these treatments routinely available.
The NHS needs to balance the risk of treatment failure with a manufacturer‟s need to
recoup the enormous cost associated with development.

The creation of more flexible re-imbursement arrangements is one way NHS Scotland, 
National Procurement Scotland and the SMC can adapt to change.  Fortunately, there are 
several schemes that fit this mold.  Attached below is a non-exhaustive list of arrangements 
that can manage both commercial risk with a patient‟s need to access the latest available 
treatment.   

 Flexible Net Pricing- Up to 75% of new oncology medicines will be used across
multiple indications, which presents a challenge if there can only be one set price.2

Prices are currently set across a single indication and if priced too high or too low, can
negatively impact patient access and uptake. Flexible net pricing offers the NHS the
ability to seek an alternate price for multiple indications. Flexible net pricing is reliant on
the accurate collection of evidence to ensure medicines are used correctly.3

 Outcomes-based Pricing- Patient outcomes are tracked using real world evidence and
discounts or rebates are offered retrospectively. Cancer Research UK is supportive of
this type of scheme within oncology.4

Case Study:  ATMP’s and SMC, the case for appraising innovation  

 CAR-T (Chimeric Antigen Receptor- T cell) therapy is completely different from 
small molecule or biologic medicine as it involves the reprogramming of a patient‟s 
own cells to recognize and fight cancer.  

Kymriah (tisagenlecleucel) is a CAR-T that is now available for adult patients in 
Scotland suffering with relapsed or refractory diffuse large B-cell lymphoma, who 
didn‟t respond to two or more previous treatments. If left untreated the median 
survival for a patient with this disease is 6 months.  

2
 Ernst and Young, Enhancing the case for flexible net pricing of medicines by indications, April 2019 

3 OHE Briefing: Multi-Indication Pricing (MIP): Practical Solutions and Steps to Move, December 2018 [Internet]. 
4
 Cancer Research UK, Making Outcomes-based Payment a Reality in the NHS, 

https://www.cancerresearchuk.org/sites/default/files/obp_final_report_pdf.pdf .[Accessed November 2019]. [Internet]. 

 HS/S5/20/1/2

https://www.cancerresearchuk.org/sites/default/files/obp_final_report_pdf.pdf


The decision from the SMC was based on the results of the ongoing JULIET 
clinical trial for tisagenlecleucel, which most recently demonstrated median 
probabilities of 64% being relapse-free and 43% overall survival at 18 months in 
patients with relapsed/refractory (r/r) disease.5 

Novartis is at the forefront of immune-oncology treatments and the UK was one of 
the first places in the world to make this therapy routinely available.   

2. Does the NHS in Scotland achieve the most value from the money spent on
medicines and, if not, how can this be improved?

Life expectancy in Scotland has increased from just over 60 years at the midpoint of the last 
century to 77 years for men and 81 years for women respectively.6 A key factor in this 
increase has been the NHS, and the availability of medicine to treat both common ailments 
and complex conditions. Without medicine, operations would be impossible, cancer would 
kill indiscriminately and simple conditions like stomach ulcers would require complex 
surgery.  

In the last 40 years there have been some notable examples of progress and value; 

 HIV- death rates from HIV have fallen by 80%, making it a chronic condition rather than
fatal.

 Cancer- survival has doubled in the past 40 years.

 Hepatitis C- 90% of patients can be cured through a 12-week course of medicine.

 Skin Cancer- 52% of patients with late stage melanoma survive thanks to ground-
breaking immuno-oncology medicine. A decade ago, it was considered untreatable7.

These advances in care represent progress for patients and value for money. Innovative 
medicine can also play a leading role in preventing the onset of long-term conditions and 
when used correctly can reduce the number of hospital admissions, helping alleviate strain 
on stretched health and social care resources.  

However, it‟s not enough to focus on simply living longer, patients must also enjoy better 
quality lives and it is here where innovative medicine delivers additional value to patients. 

5
 Schuster S., et al. Sustained Disease Control for Adult Patients with Relapsed or Refractory Diffuse Large B-Cell 

Lymphoma: An Updated Analysis of Juliet, a Global Pivotal Phase 2 Trial of Tisagenlecleucel.Blood.2018 132:1684; doi: 
https://doi.org/10.1182/blood-2018-99-115252 .[Accessed September 2019]. 
6
 National Records Scotland (2019) The Registrar General‟s Annual Review of Demographic Trends, 

https://www.nrscotland.gov.uk/statistics-and-data/statistics/stats-at-a-glance/registrar-generals-annual-review/2018 .[Accessed 

November 2019]. [Internet]. 
7
 BBC News, Half of People surviving advanced melanoma, https://www.bbc.co.uk/news/health-49853878 [Accessed 

November 2019]. [Internet]. 
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Case Study:  Biologic Medicine and Rheumatoid Arthritis 

There are nearly 60,000 people in Scotland who suffer with Rheumatoid Arthritis.  
Rheumatoid Arthritis is an auto-immune condition where your body produces too 
much of a protein called TNF which causes inflammation, pain and ultimately 
damage to your joints. Severe damage can lead to significant disability. 

The National Rheumatoid Arthritis Society‟s 2010 Survey „RA and Work‟ 
highlighted that over half of respondents said they were not in employment as they 
had given up work early as a result of the condition.8

The discovery of monoclonal antibodies and the creation of complex biologic 
medicines has made this life-limiting condition treatable. Thanks to a set of highly 
effective anti-TNF (tumour necrosis factor) treatments, clinicians are able to control 
the inflammation and avoid life-changing surgery.   

These products have allowed patients to return to work and live more productive 

lives and recent patent expirations have enabled patients to benefit from biosimilar 

medication at a lower cost. ABPI would encourage the NHS to invest savings from 

biosimilars into increased access for those with moderate disease progression. 

3. In what ways can the system be made more efficient?

Despite the enormous value derived from the medicines budget there is still scope for 
improvement.  In 2017/18 over 103 million prescriptions were filled and NHS Scotland spent 
£1.8bn on medicines, which represents a significant, but proportionate amount of the health 
service‟s £13.8bn total budget. It must be noted that the actual spend is lower due to 
discounts and Scotland receiving a share of the industry rebate.  

Despite this significant investment in patient care, the NHS‟s ability to track how well a 
particular medicine works, is limited. This paradox is confusing when you consider how 
adept patients are becoming at tracking their own health via wearable electronic devices.   

ABPI agrees with a recent assessment from the Scottish Parliament CPG on Cancer who 
state that, “The Scottish Government must prioritise unlocking NHS Data to inform service 
design, patient care and resources optimisation.”9 

The use of real-world evidence and patient reported outcome measures will be critical for 
creating the previously mentioned flexible commercial arrangements. In practice, the better 
use of patient data to understand outcomes and experiences, will allow for the more 
efficient targeting of medicines, which could result in less waste. In a hospital setting, the 
better use of patient data could ensure that the right medicine is used at the right time, a 
key principal from the Scottish Government‟s realistic medicine agenda. Beyond data, there 
are smaller, more immediate, interventions that can help reduce waste; 

8
 National Rheumatoid Arthritis Survey 2010, 

https://www.nras.org.uk/data/files/Publications/Scottish%20Survey%20Doc%202010.pdf .[Accessed November 2019] 
[Internet]. 

9
 Cross-Party Group on Cancer, Inquiry Report, Priorities for the Future of Cancer Services, Support and Research in 

Scotland, [Accessed November 2019]. 
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 Including a medicine’s indication on all prescriptions- This would inform patients
and healthcare providers of why a medicine is prescribed and how it can be managed.

 A better interface between primary and secondary care prescribing- This would
help optimise medicines for patients with multiple co-morbidities and allow system users
to have an overview of the whole patient journey with safety at the heart of care.

 Improved Horizon scanning- This would allow the NHS to plan, not just the uptake of
medicines, but also the services necessary to wrap around their implementation. ABPI
encourages members to engage with the SMC in their "Forward Look" process.

Case Study: Reducing medicines waste and carbon emissions in Asthma 
care  

More than 5 million people in the UK have asthma and of the 50 million inhalers 
prescribed in 2017 nearly seven in ten were metered-dose inhalers (MDIs). These 
inhalers account for 4% of the NHS‟ total carbon footprint. 10 

A joint project between NHS Grampian and GSK was established to review how 

much medicine was left in inhalers. It revealed that on average 48% of medicine 

was wasted inside returned MDIs vs 27% in returned dry powder inhalers (DPIs).  

As a result, GSK and NHS Grampian conducted a widespread public awareness 

campaign to improve both patient inhaler technique and pharmacy teams‟ 

knowledge of managing asthma.  

Following this intervention, wasted medicine was reduced and GSK also recycled 

the propellent from inhalers, saving 24057kg of CO2, the equivalent of a VW Golf 

travelling around the world five times.11  

4. How can the medicines budget be controlled while maintaining clinical and cost
effectiveness?

Despite the huge advances in medical care over the last seventy years and the burden of 
an aging population, total NHS spending on medicines, as a proportion of the healthcare 
budget, has remained relatively unchanged since 1948. In 2017/18 spending, at list prices, 
was recorded at £1.8bn but the amount the NHS actually pays is lower thanks to 
confidential discounts and the industry rebate.  

Medicines spending is under control and this is not just our view, but also that of Audit 
Scotland. In their recent NHS report, they concluded that medicines spending was 
sustainable, stating that it had “stabilised in real terms” in recent years. Their analysis also 
revealed that total medicines spending, in 2017/18, had decreased by 0.2% in real terms.12 

This has been reached, in part, thanks to the current model for purchasing branded 
medicines. The industry has a five-year voluntary agreement (Voluntary Scheme for 
Branded Medicines Pricing and Access- VPAS) in place between ABPI and the UK 
Government (on behalf of the devolved nations). This agreement ensures that the annual 

10
 House of Commons, Environmental Audit Committee, UK Progress on reducing F-gas emissions, 

https://publications.parliament.uk/pa/cm201719/cmselect/cmenvaud/469/469.pdf .[Accessed November 2019]. [Internet]. 
11

 NHS Grampian and GSK, Joint working project Complete the cycle analysis of inhalers, March 2017 
12

 Audit Scotland, NHS in Scotland 2019, October 2019, [Internet]. 
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spend on branded medicines can only increase by 2%, with anything over this repaid in full, 
by industry, to the NHS. At its core, the scheme ensures that the NHS has complete budget 
predictability and can prescribe the latest treatments without straining its budget. No other 
supplier makes this offer to the NHS. 

The forerunner to this agreement, the Pharmaceutical Pricing Regulation Scheme, 
delivered £258m to NHS Scotland over five years. In practice, PPRS scheme members 
rebated NHS Scotland nearly £1m every week for using their medicines. The Scottish 
Government has ring-fenced this rebate to support the New Medicines Fund which is 
designed to help boards manage the cost of innovative medicines. Since 2013, this fund 
has ensured patients can access life-saving treatments and the industry supports its 
continuation.  

Moreover, the vast majority of medicines assessed by the Scottish Medicines Consortium 
(SMC) are discounted. In 2018, 58% of medicines accepted for use by the SMC were 
discounted and of the top 300 branded products used in the NHS, 90% had a Patient 
Access Scheme discount attached.13  

The Committee should also note the wider industry model. Globally, the pharmaceutical 
industry will spend $183bn in 2019 developing the latest treatments and in return receive a 
narrow window of market exclusivity, generally around 10 years, to reclaim this investment 
for future research. After a patent expires, this innovation is open to anyone, and generic 
manufacturers can enter the market. NHS Scotland makes full use of this model and has 
the highest percentage of generic prescribing in the UK at 84.3%.14 

The medicines budget is already one of the most heavily scrutinised areas of NHS 
spending and reducing it further is neither practicable nor in the best interests of patients. 
Therefore, it is vital that the NHS acknowledges the value of medicine and is forward 
looking when it comes to maximising this budget.  

Case Study:  NHS Scotland Medicines Budget has stabilised in recent years 

Medicines spending as a proportion of the NHS Scotland budget is under control. 
The table below shows that spending on medicines (at list prices), as a percentage of 
the total NHS budget, has decreased since 2015/16 and has only increased by 1% 
over the five-year period to 2017/1815. The list price is a “sticker price” and doesn‟t 
represent the actual figure paid once confidential discounts and the industry rebate is 
considered.  

Thanks to VPAS, branded medicines spending is the only area of NHS spending that 
has complete budget predictability, with growth limited at 2%. Generic medicine 
manufacturers are not bound by this agreement and their prices can fluctuate, often 
wildly, due to international supply and demand pressures.  

Year Health Budget (£b) Medicines Spend (£b) %on 
medicines 

2013 2014 11.1 1.4 12.8 

13
 ABPI Scotland Analysis, OHE and IQVIA, December 2018 

14
 Audit Scotland, NHS in Scotland 2019, October 2019, [Internet]. 

15
 ABPI Scotland Analysis, OHE and IQVIA, December 2018 
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2014 2015 11.9 1.6 13.4 

2015 2016 12.2 1.7 14.2 

2016 2017 12.9 1.8 13.6 

2017 2018 13.1 1.8 13.8 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM BRITISH GENERICS MANUFACTURERS ASSOCIATION 

BGMA RESPONSE TO THE SCOTTISH PARLIAMENT HEALTH AND SPORT
COMMITTEE CALL FOR EVIDENCE INTO MEDICINES SUPPLY AND DEMAND 

The British Generic Manufacturers Association (BGMA) represents the interests of 
UK-based manufacturers and suppliers of generic and biosimilar medicines and 
promotes the development and understanding of the generic and biosimilar 
medicines industry in the UK. Our 33 members account for nearly 90% of the UK 
generic medicines market by volume. Generic medicines are launched when the 
patent on a medicine produced by a research-based pharmaceutical (or originator) 
company expires. When a patent expires, generic manufacturers can produce 
equivalent versions that contain the same active ingredient. Generic medicines are 
licensed by the medicines regulator (MHRA) to the same standards of quality, safety 
and efficacy as the originator product. The high number of generic manufacturers 
helps ensure that generic medicine prices are much less than that of the originator 
version under patent protection.  

Competition from generic medicines also stimulates the research-based 
pharmaceutical industry to develop new medicines (as generic medicines capture the 
bulk of the market after patent expiry). Furthermore, in keeping medicines affordable 
for the NHS Scotland, this allows further investment in other healthcare priorities, and 
promotes innovation in the development of new medicines. 

BGMA RESPONSE TO THE SCOTTISH PARLIAMENT HEALTH AND SPORT
COMMITTEE CALL FOR EVIDENCE INTO MEDICINES SUPPLY AND DEMAND 

BGMA is pleased to respond to the call for evidence. We have sought to answer the 
four questions noted in the „call for views‟. Immediately below, we set out our three 
key points, as requested. 
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Executive summary 

1. The NHS in Scotland and in the three other Home Nations benefit from

economies of scale and a common pricing and reimbursement system

framework. This allows the UK to achieve the lowest average manufacturer

selling prices in Europe; which leading economic and competition consultancy

Oxera says brings down prices following originator loss of exclusivity by an

average of 80-90%. Generic medicines therefore play a crucial role in

widening patient accessibility and keeping the NHS drugs budget affordable.

2. This pricing and reimbursement system within primary care is designed to

promote cost-effective prescribing and dispensing, and through that, generic

competition which enables effective price regulation. As part of this, Scottish

health boards achieve leading generic prescribing levels at over 84%; though

with a 6% variation between boards, it may be possible for some boards to

further reduce unwarranted variation and save millions more pounds.

Biosimilars uptake is good in Scotland; but given the significant opportunity to

save money from costly biologics – particularly in the hospital setting –

programmes aimed at clinically-appropriate switching must continue to be

prioritised. An NHS Scotland paper1, published last year, noted that “£46m of

current biological medicine spend is expected to face biosimilar competition

for the first time within the next three years”.

3. Whereas the primary care generic medicines system promotes competition

and plurality of supply, meaning when one manufacturer experiences a

shortage, others can nearly always fill the gap; the secondary care tendering

system can concentrate supply. While this too generates highly affordable

prices on average, and is effectively overseen by National Procurement

Scotland, but it can be hard to find an alternative if the single contracted

supplier is out of stock. To help reduce the shortages taking place, the lead

times between contract award and first supply date of several weeks should

be lengthened to better reflect the four months‟ minimum lead times in global

pharmaceuticals production and supply chains.

Question 1: Does the system ensure patients receive the most clinically and 
cost-effective treatments and, if not, how can this be improved? 

1

http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/programme_resources/biosimilar_medic
ines_framework.aspx  
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Overall, Scotland benefits from a framework that supports highly cost-effective 
generic medicines, while ensuring clinical judgment is central to this. All parts of the 
UK gain from being part of a large NHS market with a common pricing and 
reimbursement system. This attracts efficient high-volume producers with economies 
of scale and delivers on average the lowest prices in Europe. 

There are separate procurement systems depending on whether a medicine is 
supplied to a patient in a primary care or secondary care setting. We provide an 
explanation of these as they affect generic and biosimilar medicines, ahead of 
suggesting enhancements in response to the next question. Broadly, the four UK 
Home Nations procure medicines in the same way. 

Outlining the primary care pricing and reimbursement for generic medicines 

According to ISD Scotland, “prescribers are strongly encouraged and it is Scottish 
Government policy to write prescriptions by generic name where clinically 
appropriate. Generic medicines are equally effective, but generally less expensive 
than proprietary products”. 

Doctors are taught and encouraged to prescribe by generic name, providing the 
pharmacist with the ability to dispense the most affordable clinically appropriate 
medicine. If the product selected is patent protected2, the originator‟s medicines will 
be supplied by the pharmacist. Where a doctor wishes to identify a particular brand 
within a multi-source market – in those cases where switching could have clinical 
consequences for the patient – they can do so. Ultimately, the cost of the medicines 
that pharmacists dispense is assigned to the health boards, so doctors are 
encouraged to prescribe cost-effectively. 

At the pharmacy end, the doctor‟s selection of the generic name (writing by INN) 
often allows the pharmacy to choose the medicine from a selection of manufacturers. 
This enables competition, alongside the reimbursement mechanism, which 
encourages the pharmacist to procure the most affordable medicines from 
wholesalers or manufacturers. The Drug Tariff lists the reimbursement prices of all 
primary care medicines. For unbranded generic medicines, the reimbursement price 
contains a profit for the pharmacist; whereas reimbursement is around cost price for 
brands. 

So pharmacists are rewarded by NHS Scotland for dispensing generic medicines 
with a margin per product. Consequently, they are incentivised to choose the most 
affordable option because it is in their financial interests to buy medicines where the 
acquisition price is low, since the difference between that and the reimbursement 
price is their retained margin for supplying medicines to patients. 

The UK Department of Health and Social Care initially sets the reimbursement prices 
of unbranded generic medicines on the basis of data that it receives from the whole 
market in the last quarter. By receiving the volumes and the actual selling prices of 

2 Or protected by some other form of exclusivity. 
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generic manufacturers (to wholesalers or the pharmacies), DHSC sets a 
reimbursement price for each medicine that allows for a distribution cost to wholesale 
and a margin for pharmacy. NHS Scotland may and does sometimes alter 
reimbursement prices on the basis of local information. 

Looking in recent years, far more reimbursement prices have fallen rather than risen 
(our research between January 2016 and October 2018 suggests a ratio of roughly 
two to one3). However, where some reimbursement prices can rise significantly, this 
is often due to a supply problems such as the non-availability of the raw ingredients. 
Here, to mitigate planned expenditure increases to health boards, reimbursement 
prices elsewhere are lowered by the DHSC– either during that period or subsequent 
to it – to balance out the cost of medicines and the pharmacy margin. 

The benefits of the primary care pricing and reimbursement system 

This explanation of the pricing and reimbursement mechanism is important because 
– as Oxera‟s independent analysis of the UK generics market shows – it creates an
alignment of incentives that drives high levels of competition, which very effectively
regulates prices.

Indeed, as Oxera‟s report4 also shows, the UK year on year records the lowest actual 
manufacturer selling prices (ASPs) in comparable nations across Europe, sometimes 
by a factor of two or three. Oxera outlines that in the UK, the average generic ASP is 
70% lower than the originator product immediately after loss of market exclusivity of 
the latter, before falling over time to as little as 10% of originator price. 

It also means that using the reimbursement price as a proxy for generic manufacturer 
ASPs is wrong. Oxera and our own analysis in comparing these selling prices to 
reimbursement shows that the average reimbursement price is nearly double the 
average selling price.  

Overall, ISD Scotland data5 shows that the system works very effectively in Scotland, 
with the country having some of the highest generic prescribing rates anywhere in 
the world. In 2018/19, 84.3% of medicines were generically prescribed, which has 
risen slowly and steadily from 82.2% in 2009/10. Broken down by health board, 
generic prescribing varies with 81.7% in NHS Tayside, to 87.9% in NHS Western 
Isles. By comparison, the average in England is around 75%6. 

We cannot locate Scotland-specific data, but looking at NHS Digital data7 based on 
NHS England dispensing, the average reimbursement cost in 2017 to the NHS of a 
generic medicine was £4.03, whilst the average cost of a branded medicine was 
£20.73. Had all scripts been reimbursed at the latter price, the drugs bill would have 

3 Our research was contained to Category M of the Drug Tariff. 
4 The supply of generic medicines in the UK, Oxera, June 2019; a report commissioned by BGMA to assess whether the UK pricing and 
reimbursement system was working effectively. 
5 https://www.isdscotland.org/Health-Topics/Prescribing-and-Medicines/Publications/2019-07-23/2019-07-23-Dispenser-Payments-and-
Prescription-Cost-Analysis-Report.pdf 
6 In 2017. 
7 Prescriptions dispensed in the community in England, NHS Digital, 2018 
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been over £13.5bn higher. And as we note above, the average generic price of £4.03 
not only covers the cost of the medicine, but also the payment to pharmacy for 
dispensing and the wholesaler for distributing the drug. 

Outlining the secondary care procurement system 

In secondary care, a system of tendering operates whereby NHS National 
Procurement Scotland collects the demand from Scottish hospitals for each line and 
puts this aggregated amount out to tender. Biosimilar medicines, with the exception 
of adalimumab which is delivered to patients‟ homes, are nearly all used in hospitals, 
so are procured in a similar way. 

While no doubt simpler, the effect of tendering is to produce a winner based largely 
on lowest price. The problem is that unlike primary care, where there may be several 
(or more) manufacturers all supplying a medicine at any given moment, only one 
winner is selected in secondary care to fulfil demand over the next 18-24 months. 

This can mean that when a particular contracted manufacturer has a supply problem, 
it can be harder to find a replacement.  

Question 2: Does the NHS in Scotland achieve the most value from the money 
spent on medicines and, if not, how can this be improved? 

Primary care 

As we note above, in primary care, Scotland benefits from that a system that 
encourages effective price regulation and the health boards achieve very high 
generic prescribing levels. We do note that there is a 6% difference between the 
board that prescribes the highest proportion of generics and the lowest (87.9% to 
81.7%). Although different regions may require different proportions of certain 
treatments – some which may require higher levels of brand prescribing – 
unexplained variation should be reduced. Quite simply, by unlocking competition 
through generic prescribing, each percentage shift has the ability to save many 
millions of pounds. 

In a comparatively small number of cases, the price of a generic medicine can 
increase significantly. The UK DHSC has now clarified its powers in relation to where 
it can review the reasonableness of a particular manufacturer‟s price, and the UK 
Government and the devolved administrations now have access to sales and 
volumes data across the whole market (Health Medical Supplies Costs Act). 
Information may be requested under the Act from a manufacturer, wholesaler or 
pharmacy for “the consideration by the Scottish Ministers of whether (i) adequate 
supplies of Scottish health service products are available, and (ii) the terms on which 
those products are available represent value for money”. The UK DHSC is now in the 
process of establishing a formal price assessment review mechanism, which we 
believe is a quicker, more efficient and effective way to scrutinise prices as opposed 
to simply asking the Competition and Markets Authority to consider the matter. 

HS/S5/20/1/2
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Secondary care 

Looking to the hospital market, NHS National Procurement Scotland runs an efficient 
service in procuring for supply for Scotland‟s hospitals. We do have several 
observations for improvement. The lead times between contract award and the first 
supply date can be several weeks. With globalised supply chains now prevalent to 
ensure cost-effectiveness and economies of scale, it on average takes a 
manufacturer at least four months to manufacture product (including product 
sourcing, manufacture, transportation, packaging, testing). This cannot be done in 
several weeks. 

The counter argument is that suppliers should not bid in the first place if they cannot 
supply product. However, few manufacturers will produce product at the cost of 
millions of pounds in the hope they are successful. This also ignores the realities 
inherent in the global pharmaceutical market, where company and contracted 
manufacturing capacity is highly sought after to meet increasing demand. On this 
basis, lead times should be extended; which could reduce medicines shortages at 
the beginning of the contract and also in the middle. 

Second, in the present hospital contracts – as with elsewhere in the UK – there is no 
requirement for trusts to buy, but there is a requirement for manufacturers to supply, 
whatever the actual demand may be. Depending on the product, this may not always 
be attractive to manufacturers and can limit participation. We suggest that NHS 
Scotland considers that for a small sub-set of products with finite global 
manufacturing capacity, for which are regarded to be essential to patients, that it may 
consider committing to a specific amount. This would have the benefit of „ring-
fencing‟ the volume for Scotland and would insulate the country to some extent from 
global supply and demand pressures. The Welsh Government trialled a similar 
initiative and we understand it is repeating it. 

Question 3: In what ways can the system be made more efficient? 

A big priority for the Scottish Government should continue to be cultivating a 
successful and sustainable biosimilars8 market for the long term, capable of 
unlocking savings following the loss of exclusivity of originator biological medicines. 
Switching from the originator biologic to the biosimilar can require more resources, 
and due to biosimilars being prescribed by brand, the market isn‟t automatically 
made as is the case with generic medicines. This is because prescribing decisions 
require clinical input to switch an existing patient cohort to a different manufacturer‟s 
product. 

Yet, as we have seen from the latest biosimilars to come to the market following 
originator loss of exclusivity, the NHS across the UK has largely put in place 
successful proactive programmes to support clinically appropriate switching. This 

8

http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/programme_resources/biosimilar_medic
ines_framework.aspx 
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needs to continue, because as NHS Scotland9 noted in March 2018, “£46m of current 
biological medicine spend is expected to face biosimilar competition for the first time 
within the next three years”. 

Looking at NHS England figures from this September10, best-value biologic uptake of 
adalimumab, which is used to treat conditions such as rheumatoid arthritis, Crohn‟s 
disease and ulcerative colitis, resulted in savings of more than £109m in the 
2018/2019 financial year. Adalimumab was previously a medicine on which NHS 
England hospitals spent more than £400m per year. Additionally, collectively more 
than £137m was saved from the best-value biologic uptake of trastuzumab, 
infliximab, etanercept and rituximab in 2018/2019. 

Developing clear programmes to support clinically appropriate switching must 
continue to be a priority for NHS Scotland to unlock further savings; particularly 
where biosimilars become available in new treatment areas and clinicians have less 
experience of their use. 

Question 4: How can the medicines budget be controlled while maintaining 
clinical and cost effectiveness? 

We have above set out some of the ways that the Scottish Government can optimise 
NHS Scotland‟s drug spend, building on Scotland as part of the UK achieving some 
of the lowest average manufacturer selling prices in Europe. 

However, it is important to balance affordable supplies with sustainable supplies of 
generic and biosimilar medicines. Where prices are pushed down so as to make 
supply unviable – particularly in a world with finite drug manufacturing capacity – the 
number of active suppliers logically reduces, as does supply. Pharmacies, 
wholesalers and ultimately boards may then have to pay more to secure certain 
medicines supplies, which then attracts manufacturers and prices reduce and 
stabilise. 

This dynamic can create tightened supply for certain medicines at times, alongside 
other reasons for why shortages occur, such as manufacturing (active 
pharmaceutical ingredient (API) or finished product), or supply chain or distribution 
problems. One such issue affecting supply are changes to environmental regulations 
in China – where many of the APIs are manufactured – have created a global 
bottleneck for production. This, for instance, this led to a temporary disruption of 
production of the key ingredients of certain HRT treatments; for which there has been 
a well-publicised supply issue dating back over the last six months. 

While there have in recent months been some high profile instances of generic 
shortages, we understand from suppliers, wholesalers and DHSC that the level of 
shortages is comparable to previous years. This comes at a time where the industry 
has invested to build an additional buffer stock of medicines in the UK to reduce the 
risk of shortages stemming from a potential No Deal Brexit. Having viewed the 

9

http://www.healthcareimprovementscotland.org/our_work/technologies_and_medicines/programme_resources/biosimilar_medic
ines_framework.aspx 
10

 https://www.england.nhs.uk/2019/08/nhs-cuts-medicines-costs-by-three-quarters-of-a-billion-pounds/ 
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leaked 24-page document circulated within the NHS last week from the medicine 
supply team at DHSC, we believe only seven are standard generic medicines. 

It is important to be vigilant, however; and generic and biosimilar manufacturers work 
with the DHSC medicines supply team and the devolved administrations to raise 
supply issues where this is possible so that mitigation strategies can be developed. 
We are also surveying members to understand the proportion of medicines delivered 
on time and in full. 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM NHS National Services Scotland. 

NHS National Services Scotland welcomes the opportunity to respond to the Health and 
Sport Committee’s call for evidence on the supply and demand for medicines. We note that 
the focus of the inquiry will be the management of the medicines budget, including the 
clinical and cost effectiveness of prescribing.  

Our three key messages from the submission are; 

1. The important role of National bodies e.g. SMC, PHI, NP and ADTCs should be
recognised and strengthened to ensure continuing Clinical assurance for patients being
treated with medicines in The Health and Social Care sector.

2. There is a need to begin a richer public dialogue about the benefits, risks and costs of
medicines.

3. Technological solutions such as prescribing using e-messages, real-time patient
information availability and robotic dispensing of medicines may be critical to improving
overall efficiency and value and needs to be explored at pace.

The Committee has asked four key questions: 

1. Does the system ensure patients receive the most clinically and cost-effective
treatments and, if not, how can this be improved?
NHS Scotland has well developed systems in place to ensure that patients receive the most
clinically and cost-effective treatments.  In NSS there are specific roles for National
Procurement (NP) and Public Health and Intelligence (PHI). In a broader sense systems
are well embedded into practice and have been tested over many years, from SMC
assessment to local Formulary consideration. This ensures medicines are used in a
clinically appropriate and cost effective manner.

Public Health and Intelligence, NSS
PHI has a long tradition of providing a range of products and services to Scottish
Government (SG) and NHS Boards so that they are able to review the use of medicines in
the context of Scotland and other NHS Boards.  These systems are principally focused on
feedback of cost and volume data standardised to an appropriate geography e.g. the rate of
prescribing per 10,000 of the population (primary care) or occupied bed days (hospital
sector).  These digital products are provided in a user centred way to allow users to tailor
reports and well as review standard reports.  Additionally, we have created with the health
system a series of quality indicator reports to identify any variation in use between Boards
as a focus for quality improvement e.g. National Therapeutic Indicators (NTI) in primary and
secondary care.  In the last decade, through our primary prescribing national dataset we
have been able to examine individual drug exposure to understand better the use and
impact of medicines.  This is achieved through record linkage to a number of our other
national datasets available in Scotland including hospital admissions, deaths and
microbiology data.  An example is the creation of the Infection Intelligence Platform which
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has allowed us to answer a number of important clinical questions relating to the use of 
antimicrobials and the challenge of antimicrobial resistance which has shaped the national 
action plan on better antimicrobial stewardship.  

The next major investment in understanding how we use medicines is the introduction of 
hospital electronic prescribing and administration systems (HEPMA) into our hospitals to 
match our primary care capabilities.  This has commenced within the cancer area where all 
prescribing of chemotherapy is electronic and Scotland have developed a Cancer 
Medicines Outcome Programme (CMOP) funded through the Cancer Strategy.  Continued 
and increased investment is needed to allow growth of this programme to enable 
continuous feedback to both clinicians and health system management to better understand 
the value and adverse impact of these medicines in routine care, outwith the clinical trial 
setting.  The final piece of the jigsaw in capturing, and hence understanding drug use and 
impact of medicines is for inpatients in our hospitals.  This is dependent upon rollout of the 
HEPMA programme and the data analytics capability to provide new insights to inform the 
learning health system.   This will allow the complete medicines profile for a patient moving 
across health systems to be understood and the combined impact of this on patient’s 
clinical outcomes and quality of life to be determined. 

Area Drug and Therapeutics Committees 
Health Board Area Drug and Therapeutics Committees (ADTCs) ensure that patients 
receive the most clinically and cost-effective treatment at local level. They are responsible 
for governance in the use of all medicines, including their safe, effective and cost-effective 
use. Local Formularies are a key tool used to support this and data are available to show 
that compliance rates with Formularies is high. ADTCs and managed clinical networks also 
develop local and regional prescribing guidance and protocols.  The important role of these 
bodies, including relationships with SMC, should be recognised and strengthened to ensure 
continuing Clinical assurance for patients being treated with medicines in The Health and 
Social Care sector. 

2. Does the NHS in Scotland achieve the most value from the money spent on
medicines and, if not, how can this be improved?

Central Procurement 
NSS NP is Scotland’s Centre of Expertise for Health Procurement.  Working closely with 
Health Boards, NP undertakes the central procurement of medicines to be supplied to NHS 
Scotland hospitals. In 2018/19, there were 120 Scotland-wide Framework Agreements 
associated with medicines; representing a spend coverage of £447m and delivered savings 
to Health Boards of ~ £58m. 

The tendering approach for medicines varies depending on the product context, for 
example: 
• Hepatitis C: Five years ago, there was a breakthrough in the treatment of hepatitis C

with new treatments offering a high probability of achieving a virologic cure. However,
the high cost of the medicines presented an affordability challenge. Approaches used to
control expenditure and maximize patient access to medicines have included the
development of national treatment guidelines which was led by the Viral Hepatitis
Clinical Leads and MCN Coordinators Network and in addition, tendering for Health
Board level spend caps on individual supplier’s products to support Boards to increase
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the numbers of patients receiving new direct acting-antivirals without increasing overall 
spend 

• Biosimilars: A biosimilar medicine is a biological medicine that is similar to another
biological medicine which has already been granted a marketing authorisation. In recent
years, competitive tendering and adoption of biosimilars (e.g. adalimumab) has
delivered ~ £50m savings1. Effective implementation is key to maximising the benefits of
implementation including ensuring there is sufficient local staffing resource available to
manage switching to a more cost-effective alternative product.

Scotland represents less than 10% of the UK market. Collaborative procurement with 
England is an approach that can support increasing overall buying power and maximising 
value for money. An example is Recombinant Factor VIII (rFVIII) which has been jointly 
procured with England since 2010.  Used in the treatment of haemophilia, this a is a high 
cost medcine with a history of supply disruption. Over the past 10 years, collaborative 
procurement with England has delivered significant price reductions and supported supply 
chain resilience by retaining multiple suppliers in the marketplace.  

The Voluntary Pricing and Access Scheme (VPAS), formally known as the Pharmaceutical 
Price Regulation Scheme (PPRS) is a UK-wide agreement to control NHS spend on 
branded medicines. The 2019 VPAS agreement included provisions to enable commercial 
arrangements agreed in one UK country to be made available on a confidential basis to 
purchasing authorities in others parts of the UK. It also requires pharmaceutical companies 
that were members of the voluntary scheme to work with purchasing authorities to achieve 
comparable arrangements that provide an acceptable value proposition in each part of the 
UK.  Full implementation of these provisions has the potential to increase value for money 
by enabling Scotland to leverage the benefits of England’s greater buying power.  

Improved access to NHS Board purchasing and stock holding data would support 
maximising the efficiency of the procurement process in the secondary care setting, for 
example collating forecast demands, analysing the effectiveness of implementation of 
national Framework Agreements and in managing medicine shortages.  Options are 
currently being explored.   

Value from the money spent on medicines 
The crux of this question relates to the definition of value. The Chief Medical Officer (CMO) 
for Scotland’s approach to Realising Realistic Medicine explores the concept of value and 
the challenge of balancing the needs of the individual with the population. ‘Realistic 
Medicine attempts to deal with the dual challenge of providing care that has greater worth 
to individuals through proper identification of preferences and shared decision-making, 
whilst also addressing the need to improve health and wellbeing at a population level. 
These two aims are not distinct and are closely aligned by the concept of ‘value’. In 
Realistic Medicine the CMO highlights a model of ‘Triple Value’: 

• Allocative – determined by how well the assets are distributed to different
sub-groups in the population.

1 Savings estimate based on delivered savings within the first year of launch of biosimilars (adalimumab,
etanercept, infliximab, rituximab, trastuzumab).  using the standard National Procurement methodology for 
calculating savings. This is not a cumulative figure. 
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• Technical – determined by how well resources are used for outcomes for
all the people in need within the population. This is much more than
efficiency, which is determined by the outcomes and costs for the people
seen, but ignores overuse and underuse.

• Personal – determined by how well the outcome relates to the values of
each individual’.

Whilst there has been widespread acceptance of realistic medicine there is limited evidence 
of a cultural change in the way resources are allocated, care is planned and delivered and 
the benefit to individuals. Whilst the emphasis in realistic medicine is on patient 
empowerment and involvement in shared decision making, the system of medicines 
approval in Scotland doesn’t reflect the aspirations in Realistic Medicine for improvements 
in allocative and technical value. 

There is a need to begin a richer public dialogue about the benefits, risks and costs of 
medicines. There is also a need to explicitly address the balance of upstream and 
downstream interventions in health policy. Much of what we do and spend in the NHS is 
focused on those patients with disease and complications of disease and a high proportion 
of costs come at the end of life. This reinforcing spiral of downstream prioritisation with a 
focus on ill health and disease must be broken if a transformative approach to delivering 
population health improvement is to be realised and the future of the NHS is to be 
affordable e.g. focus on the prevention of diabetes mellitus rather than the treatment with 
medicines. 

Investment in digital health such as electronic prescribing systems and electronic patient 
records should be prioritised to allow the NHS to achieve better value, as well as 
significantly improving patient safety and supporting shared decision making at the 
individual level. 

Further collaboration with the Life Sciences Industry 
There are examples of the value of collaborations with Pharmaceutical and Biotech 
companies who wish to invest in Scotland.  The Northern Alliance Advanced Therapies 
Treatment Centre (NAATTC) is a collaboration between industry, NHS and academic 
organisations. This has a vision is to increase patient access to advanced therapy 
medicinal products (ATMPs) regionally and nationally by growing a cost-effective clinical 
delivery pathway which meets the needs of the providers of advanced therapy products. 
The overall aim is to make the UK an attractive market for life sciences. The NAATTC has 
facilitated collaborative working across specialist treatment centres in NHS Greater 
Glasgow and Clyde, NHS Lothian, Scottish National Blood Transfusion Service (SNBTS) 
and Pharmaceutical/Biotechnology Companies on the manufacture, supply, Research and 
Development, treatment and follow-up of the use of these advanced medicines. SNBTS are 
a key business unit within NSS and are central to the ongoing discovery, research and 
operational implementation for many of these medicines. This is setting the foundation for 
growth in this new area and overlaps with the increasing use of Precision Medicines. 

The UK is a world leader in biomedical discovery, pioneering early diagnostics and 
genomics and clinical trials. NHS and Industry collaboration plays a key role in the Life 
Science Strategy and the transformational sector deal announced by the UK government in 
December 2017. Scotland with its renowned academic and life science clusters along with 
its innovative NHS has already secured Industrial Strategy funding. Planned investment in 
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innovative new trials platforms, Scotland’s unique digital evidence collection abilities, 
combined with a progressive UK regulatory system will ensure that Scotland remains a 
successful place to research & develop medicines. 

In order to realise the double benefit of improved health and business growth we will require 
a closer strategic alliance between healthcare providers and the industry (particularly 
smaller and biotechnology companies). This requires to be forged with a level of trust that is 
often absent in today’s NHS / industry relationship.  

3. In what ways can the system be made more efficient?

The decisions of prescribers are a key determinant of how much the NHS spends on 
medicines.  Technological solutions such as prescribing using e-messages, real-time 
patient information availability and robotics dispensing of medicines may be critical to 
improving efficiency and value in the system overall. 

The SG and the NHS in Scotland has undertaken a journey to reform Primary Care 
including the expansion of the multi-disciplinary team so that people receive the right 
professional care at the right time and by the right clinician. One key component that 
underpins this reform is the prescribing and dispensing pathway.   In Scotland, over 90% of 
issued GP generated prescriptions have a barcode, over 90% of electronic claiming occurs 
for these prescriptions and almost 80% of item claims are automated. We are now looking 
to both further expand this by exploring fully digital prescribing and dispensing pathways 
that encompass all primary care prescribers. The aim being to help reduce duplication and 
improve clarity on accountability.  This work is being led by NSS on behalf of the 
ePharmacy Programme Board and is jointly sponsored by the Scottish Government’s 
Pharmacy and Medicines Division and the Primary Care Division.  

As a discovery project, the focus was on capturing an understanding of the current 
landscape in the primary care prescribing and dispensing pathway, articulating the 
challenges, considering how these might be addressed, including through digital 
enablement and highlighting work underway and gaps which require work to be completed 
or initiated. The approach was one of user research and service redesign, bringing together 
users and stakeholders to co-create a roadmap for a redesigned and digitally enabled 
multidisciplinary prescribing pathway. It will report in early 2020 and work streams will be 
prioritised and implemented to support continual improvement in patient safety and 
efficiency by ensuring prescribing and dispensing structures are as “Lean” as possible. 

The use of data and analytics – see answer to question 1 under PHI. 

4. How can the medicines budget be controlled while maintaining clinical and cost
effectiveness?

Audit Scotland’s report on the NHS in Scotland 2018 noted that the overall health budget in 
2017/18 was £13.1 billion, a 0.2% decrease in real terms on the previous year. Medicine 
costs were highlighted as a key pressure; the total spend on prescribed medicines in 
2016/17 was £1.7bn, representing a 1.5% increase in real terms from 2015/16 and a 19.4% 
increase over the past five years.  A Kings Fund report in 2018 on the rising cost of 
medicines to the NHS in England noted that it is becoming harder to balance the policy 
objectives of giving patients prompt access to effective treatments, incentivising the 
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pharmaceutical sector to develop new products, and ensuring that expenditure on 
medicines is affordable for the NHS. 

There is comprehensive data on prescribing in primary care; ISD’s most recent statistics 
show that the cost of community prescribing in 2018/19 was £1.34bn, a decrease of 0.5% 
on the 2017/18 figure.  Hospital prescribing costs have been relatively stable over the 
period 2016 - 2018 at £0.4bn p.a.  As noted in the 2018 Audit Scotland report increases in 
drug spending are projected to intensify and outstrip the available funding. 

Control of the medicines budget is likely to require new approaches to support evidence-
based practice underpinned by further investment in digital health. 

In order to help manage the medicines budget and to realise improved health and business 
growth we will need a much closer strategic alliance between healthcare providers and the 
Pharmaceutical industry. 
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HEALTH AND SPORT COMMITTEE 

THE SUPPLY AND DEMAND FOR MEDICINES 

SUBMISSION FROM Community Pharmacy Scotland 

Key Messages  

 Community pharmacy workforce can be utilised further to focus on supporting

patients get the best out of their medicines and reduce waste.

 Medicine supply is a complex, international marketplace and care must be taken

as not to lose the advantages of our cost-effective system.

 IT and digital solutions should be explored to improve outcomes for patients

supporting prescribers make the right choices and support the best care at point of

supply.

1. Does the system ensure patients receive the most clinically and cost-effective

treatments and, if not, how can this be improved?

Areas covered: Prescribing, Consumption, Dispensing 

The community pharmacy network supplies the vast majority of medicines within primary 

care. Most of the supplies in primary care are initiated through prescribers who are mainly 

Healthcare practitioners within GP practices however dentists, optometrists, pharmacists 

and others are a growing group of professionals with independent prescribing rights who 

work as part of the wider multidisciplinary team. When the prescription arrives at the 

community pharmacy, they have a statutory obligation to supply the medicine, if available, 

in a timely manner. At every part of the patient journey the relevant healthcare practitioner 

has a responsibility to work with the patient to ensure they understand and are getting the 

best from their treatments and medicines. When the treatment is supplied at the endpoint of 

the community pharmacy, pharmacists, who are the experts in medicines and their use, will 

make sure the medicine is appropriate, safe and is supplied accurately. The pharmacy 

network currently delivers this within the communities they service very accurately and 

efficiently over 100 million times a year. 

However, there are ways this can be improved. Medicines management (for the purposes 

of this response we will use the term medicines management to avoid the wider term 

Pharmaceutical Care which is commonly used in Scotland) supports better and more cost-

effective prescribing in primary care, as well as helping patients to manage medications 

better. Good medicines management can help to reduce the likelihood of medication errors 

and hence patient harm. In recent years in Scotland the pharmacy profession has been 

recognised as having a fundamental role to play in this space through both the GMS 

contract and the pharmaceutical services arrangements for the pharmacy network. In the 

GMS contract one of the areas identified is ‘pharmacotherapy’. Money has been found to 

support the recruitment of pharmacists and pharmacy technicians to support this element of 

the GMS contract as Health Boards employ these people to support GP workload and 

ensure cost-effective prescribing. This has led to the unintended consequence of creating 
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recent workforce issues as pharmacists and technicians have left community and 

secondary care to take up these new roles. It is with this in mind that we would like to see 

new models tested which deliver the aspirations of pharmacotherapy and indeed much of 

our own Medicines Care and Review service. These are to support patients to get the best 

from their medicines, reduce adverse events and do so cost effectively. Community 

pharmacy is well placed to support and build on the existing services to deliver these 

aspirations. In Scotland we already have a patient service focussed element to our 

pharmacy contract, although we are still recognised for the volume of prescriptions we 

supply, our remuneration model is more aligned to recognise the clinical input of the 

pharmacist. This is a good base to build on and medicine management in the context of 

long-term conditions is a logical next step.  

Community pharmacy premises are now generally far more accessible, and patient 

focussed than in the past with professional spaces for consultations and engagement with 

patients. Do these pharmacists and technicians have to be exclusively based in GP 

practices to make the most of their skills? We would suggest not. 

A few things that could be considered in any new model: 

1) Medication reviews could easily be conducted in a community pharmacy setting as well

as a GP practice setting. This would support the joint patient aims of pharmacotherapy

within the GP context and much of the Medicines Care and Review.

2) Use of IT and decision-making support tools to support best practice could be utilised in

community pharmacy

3) Improved systems to support safe transfer of information on patient medication at

admission and discharge could also support patient outcomes. Community pharmacy would

seem an obvious place to support for efficient supply of discharge medications reducing an

element of delayed discharges in the process.

4) Providing clinicians within the MDT primary care team with benchmarked information on

prescribing and supply performance could also be looked at to support practice.

This type of service, if contractualised, correctly could improve patient outcomes with 

medicines (thereby reducing the overall burden to the NHS in areas such as inappropriate 

hospital admissions) and reduce waste. 

The Prescribing in General Practice identified five areas as areas where waste, estimated 

to be between £12m to £18m according to the report, was caused according to Health 

Boards surveyed: 

1) Repeat Prescribing within GP practices: The new roles for pharmacists and technicians

should help with this and indeed as has already been suggested by ourselves, new models

to support this could be tested within community pharmacy. It should also be noted that

engagement by GP practices with the Medicine Care and Review (formerly CMS) NHS

approved repeat prescribing system would also reduce GP workload and required
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production of prescriptions and support community pharmacy workload planning. To date 

engagement in this area has been patchy. 

2) Over-ordering by patients: Systems have been created to identify overordering within GP

practices and could be utilised to a better degree, as could pharmacy systems if the patient

presents at the same pharmacy all the time. Patient conversations can then take place to

understand the reason behind this and support the best way forward.

3) Prescribing in care homes: Community pharmacy could work in this space to improve

outcomes for patients and reduce waste through improved arrangements. The recent

guidance from the pharmacy professional body would be a good starting point.

4) Effect of abolition of prescription charges: We do not believe the evidence is there to

support this statement, the amount of prescriptions that were exempt was the majority

anyway. In general, it is also recognised that prescription charges are a barrier to the health

benefits medicines can provide. It is also welcome from a community pharmacy point of

view as we no longer must contend with the role of ‘tax collector’ with presenting patients

and the pharmacy teams can now focus on patient care.

5) Patients prescribed multiple drugs: This fits with the medicine management answer

earlier, however while this is a reality it should be noted that it is often appropriate for

patients to be on multiple medicines. It is the patients where it is inappropriate that should

be targeted through medicine reviews and a person-centred conversation can then take

place.

Access to relevant patient records can improve the quality and safety of many supplies 

within community pharmacy. In general, most patients will receive their regular medicine 

supplies from the same pharmacy ensuring that these patients are known to the pharmacy 

team and often this supports decision making for the pharmacist involved. There will always 

be occasions where information would support timely and safe decision making whether it 

be out of hours, routine daily practice or in other circumstance where a patient will present 

out with their normal pharmacy. In these circumstances the pharmacy input could be 

enhanced further to optimise the supply information given to patients. 

We believe that these suggestions and type of approach fit with policy objectives set out in 

the 20:20 Vision (of care closer to home), the National Clinical Strategy, Realistic Medicine 

and the pharmacy policy, Achieving Excellence in Pharmaceutical Care. 

2. Does the NHS in Scotland achieve the most value from the money spent on

medicines and, if not, how can this be improved?

Areas covered: Procurement 

There are several mechanisms which control the money that is spent on medicines in 

Scotland. 
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For Branded medicines supply, across the system, this is largely controlled by two 

mechanisms. The Voluntary Pricing and Access Scheme (VPAS) and for those 

manufacturers who don’t join they are then put through the Statutory Pricing Scheme. 

Whilst responsibility for the arrangements to determine access to new medicines is 

devolved to the Scottish Government, responsibility for the arrangements for pricing of 

medicines through these schemes is reserved to the UK Government.  

Pharmaceutical companies have an agreement to cap spending growth on branded 

medicines at 2 per cent, with anything over this paid back to the NHS. In Scotland, the 

Scottish Government has ring-fenced this money for spending on new medicines, with an 

aim to help bridge the cost of innovation. In the last five years, according to ABPI Scotland 

their members (i.e. the branded manufacturers of products) have delivered £258 million 

back to health boards across the country. 

For the community pharmacy network branded products in primary care, which represent 

around 67% of the just over £1billion spend, are supplied with no benefit to the pharmacy in 

the procurement process. With more care being delivered in the community, pharmacy will 

be supplying more of higher cost branded products in the future. This has the potential to 

be the biggest area for growth as medicines are moved from secondary to primary care for 

supply. A recent example of high cost medicine supply going through community pharmacy 

is that of Hepatitis C medicines. Their supply has led to improved outcomes for patients 

through community pharmacy input, however the impact on primary care and pharmacy 

finance is considerable and not without risk. These packs come at a supply cost of five 

figures a month when the pharmacy reimbursement model not being suited to dealing with 

medicines of this nature. 

Generic medicines, which represent 84.3%1 of the items supplied in NHS Scotland through 

18/19 (but represent only 33% of the cost), cost is largely controlled through a similar form 

of regulation but through the Drug Tariff. The Drug Tariff is specifically designed to 

encourage generic competition rather than control prices of generic products directly. Most 

of the community pharmacy networks funding comes from a Global Sum for services like 

other independent contractor models such as GPs. However currently an element of 

pharmacy funding is supported through incentivisation of the network to buy generic 

medicines as cheaply as possible. Part 7 of the Scottish Drug Tariff contains the list of 

medicinal products and preparations commonly prescribed. The method of determination of 

prices is according to a general protocol established by the Scottish Ministers after 

consultation with Community Pharmacy Scotland. Part 7 is updated on a monthly basis. 

The protocol allows the pharmacy network to achieve an agreed level of margin, which is 

used to support the funding of the network and therefore its viability. Beyond this agreed 

level the benefits of effective purchasing by the network are shared with the NHS. 

We believe that this system largely benefits the NHS, industry and ultimately patients 

through value for money. Flexibility of supply due to incentives and freedom of pricing 

means UK market is relatively robust e.g. fixed prices, fixed suppliers in certain countries 

HS/S5/20/1/2



1. Prescription Cost Analysis, ISD 2019   2. Farfan-Portet 2014 3. MAS Report, RGU/Strathclyde 2018

react slower than the flexible arrangements in UK. Specific examples may not be working 

but we feel the market is working as a whole and is a well-functioning market. Maintaining 

the delicate balance of the Drug Tariff supports existing competition and the positive impact 

of this competition on NHS pricing. Squeezing tariff prices too far could lead to generic 

manufacturers exiting the UK marketplace. The Tariff can occasionally be subverted at a 

local level through the practice of ‘branded generic’ prescribing. This is instigated by Health 

Boards looking for short term savings through certain companies offering cheaper ‘brands’ 

that the generic tariff price. This practice is fraught with challenges for patients, pharmacy 

and issues around sustainability of supply. 

Alongside this, the government retains the right to intervene when competition does not 

function effectively. The Competition and Markets Authority, the market regulator, is 

responsible for investigating failures of competition. For example, in 2016 it fined Pfizer and 

Flynn Pharma for hiking the price of phenytoin (an anti‑epilepsy product) and in another 

case it fined three companies for a deal that delayed the entry into the market of generic 

versions of an antidepressant in the same year. 

The Health Service Medical Supplies (Costs) Act 2017 has also strengthened the UK 

government’s hand in relation to generics as it has given it new powers to intervene in 

pricing (even for products manufactured by VPAS members), which had not been possible 

previously. CPS is unaware of how extensively the powers of this legislation has been used 

to date amid other political priorities. 

It should also be added for context that a globalised procurement process focussed on 

reducing costs has led to the manufacture of many drugs outside Europe, mainly China and 

India. This can lead to the conclusion that a UK or Scottish nationalised manufacturing plant 

would solve the problems. Moving aside the issue of community pharmacy funding black 

hole this would create (currently £90m), there is also the issue of the reduction in 

competition. Again this may not seem an issue when you can produce your own medicines 

and supply your own population however the raw materials and active pharmaceutical 

ingredients (API) will be largely imported for almost all medicines and with a single 

customer (i.e. the NHS) the cost of these products could conceivably increase considerably. 

Centralised tendering and other centralised mechanisms are generally bad in primary care 

(although tendering is routinely used in secondary care). Our competitive system has led to 

a vibrant multi-source market, minimising the scope for shortages and delivering the lowest 

market prices in Europe. 

The Oxera report published in June of 2019 highlights several useful statistics around 

generic medicines their findings to three questions are useful to provide context. 

1) How do generic prices compare to the prices of the branded products pre-entry into the Drug Tariff?

Overall generic prices move to around 10-20% of pre-entry level after 4 to five years. Generic prescribing 

therefore saves money. 

2) Do the prices of generics increase and, if so, do existing market mechanisms limit or reverse such

increases?
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Over 12 months there is a ~75% reduction from a price spike for most medicines that do spike (a spike would 

occur in instances of shortage for a variety of reasons). This is an indication that, in general, the market self 

corrects. 

3) How do generic prices in Scotland (and the UK) compare with other countries?

Generic medicines tend to be 3 to 4.5 times more expensive in other countries (150 highest priced products). 

Parallel trade is another area which supports lower pricing in the UK. Parallel trade (also 

known as parallel imports) refers to importing units of medicines (in practice usually 

patented products) from other countries at lower prices than are available in the UK. 

Products can be imported thanks to the legal position that once a manufacturer places a 

product on the market in the European Union, purchasers can sell that product on without 

the consent of the patent holder. The development of the European single market has 

facilitated the trade. The UK’s decision to leave the European Union will therefore have 

implications for parallel trade, although the details will depend on the nature of the final 

deal. 

Community pharmacies source products independently and therefore try to benefit from the 

lower prices of products in other European countries stemming in part from varying 

approaches to price regulation. The exchange rate is also an important factor in parallel 

trade: when the pound falls in value, products priced in euros become more expensive. 

Parallel imports can cause problems for stakeholders in the UK. Manufacturers are 

resistant because they cut into their sales. Parallel imports are not included in the VPAS’s 

financial envelope and can impede accurate measurement of total spending on medicines. 

Over the last ten years the total number of items increased by 15.8%1 however last year for 

the first time the NET ingredient cost (what the NHS pays) for medicines decreased by 

1.3%1. Could this be a sign that an impact is being made which will control the medicine 

spend? 

3. In what ways can the system be made more efficient?

Areas covered: Procurement, Dispensing 

In many ways the system is very efficient currently. In terms of procurement in primary care 

the ‘just in time’ supply chain delivers to most pharmacies on an, at least, daily basis. In 

recent years this supply chain has come under greater scrutiny due to Brexit. 

The community pharmacy network work very efficiently behind the scenes to seamlessly 

supply over 100 million items annually. This with a backdrop of increasing barriers to easy 

ordering. Over the last 15 years the wholesaler and supply chain has become more 

complex for pharmacies, leaving pharmacy teams spending more time ordering and 

sourcing stock that ever before. This changed through the introduction of Direct to 

Pharmacy schemes which started in 2007 meaning pharmacies must order specific stock 

from specific wholesalers often with restrictions or quotas on the amount of stock that can 

be ordered. Alongside this, discounts to pharmacies have significantly reduced to almost 
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zero through these schemes. This financially impacts pharmacy but is of no direct cost to 

the NHS. In this model, pharma companies retain ownership of their products further 

through the supply chain. They use traditional wholesalers to hold their stock on a 

consignment or agency basis rather than transferring title of the goods. This provides them 

with greater control and benefits, however for community pharmacy teams this can add to 

the workload to ensure they order the right stock, for the patient in a timely manner. For 

pharmacy teams this is an area, if improved, could help practice daily. 

Talking for primary care it is difficult to envisage how a supply chain could become more 

efficient and crucially person centred, at its’ endpoint, than the 1257 strong community 

pharmacy network in terms of procurement. The freedom of pricing and low regulatory 

barriers in UK are critical factors in arriving at this outcome. 

Intervention may be warranted in specific cases however governments should consider 

proportionality and unintended consequences in light of the current market. Added layers of 

regulation and further complexity could impact the current situation of low generic pricing for 

example which ultimately benefit patient and taxpayer. 

Digital solutions may provide improvements for patients and pharmacies in the longer term. 

We are working in several areas with regards to digital and are partnering with the Digital 

Health Institute (DHI) to look at innovative models of care in this area. 

4. How can the medicines budget be controlled while maintaining clinical and cost

effectiveness?

Areas covered: Procurement, Dispensing, Consumption, Prescribing 

Policymakers have a range of policy options to influence how medicines are used and thus 

overall medicines expenditure and value for money. There are three identified areas of 

policy options: pricing, availability on the NHS, and influencing prescribing behaviour and 

pharmacy processes. 

Pricing: this has been discussed earlier and certainly in primary care this rests with VPAS 

and the Statutory Pricing Scheme for branded products and for generic products this is 

covered by the Drug Tariff arrangements. 

Secondary care medicine cost is increasing due to the nature of new, complex medicines. 

An example of this is shown through biologics. An increasing number of new medicinal 

products are biological rather than chemical, meaning that they are derived from living 

entities. As with generic medicines, the NHS should be encouraging prescribers to use 

biosimilars. But while biosimilars are expected to help contain costs to some extent, it is 

likely that they will not generate the level of savings that generic medicines do. Evidence so 

far has shown price erosion of between 10 and 35 per cent for biosimilars2 substantially 

less than for many generics. 

There are other factors that support control in medicines budgets that need to be 

considered as part of measuring costs. 
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First, products’ list prices in secondary care (which are set by manufacturers and 

sometimes known as ex-factory prices) do not always reflect the prices that the NHS net 

price because confidential discounts are agreed, including via patient access schemes. 

Consequently, spending measured by list prices could overstate the total cost of medicines 

in secondary care. The example we mentioned earlier around Hep C treatments is a good 

example of this. 

Second, we are not sure if the figures for spending on NHS medicines do not include the 

cost of medicines dispensed by companies providing care to patients in their own home. 

While NHS providers reimburse these home care providers for their services, it is not 

known what component of this spending is attributable to medicines. So, there is some 

medicines expenditure, which it may not be possible to quantify, that does not show up in 

the national figures. It remains to be seen whether there could be any savings made in this 

area. 

Third, the spending figures do not factor in rebate income that the NHS receives from the 

pharmaceutical industry as part of the VPAS. 

Availability on the NHS: New medicines, parallel trade, generics and branded medicine 

prices have all been extensively covered earlier in the response. 

Influencing prescribing behaviour and pharmacy processes: Pharmacy is a cost-effective 

prescribing profession. Much of this was borne out in the research around the Minor 

Ailment Service3. Promotion of generic prescribing is now commonplace and should 

continue to be improved if possible. One way to do this could be allow generic substitution 

by pharmacists if clinically appropriate however this would require legislative change at a 

UK level. This isn’t always the case for certain patients where brands must be prescribed 

for their condition. We have also mentioned earlier how waste could potentially be reduced 

across the interfaces e.g. GP/pharmacy. Overuse of medicines can also be tackled, indeed 

in certain areas such as antimicrobial prescribing this is encouraged due to increasing 

concerns around antibiotic resistance. Much of this area is covered in response to question 

1. 
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