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Minutes (final)           CET/20/182 
Title of meeting Corporate Executive Team 

formal monthly meeting 
Date 05 May 2020 

Time 
Venue 

09.00 – 13.00  
Videoconference  

Chair June Raine 

Attendees CET 

Apologies Jon Fundrey 

 
CET Attendees 
 
June Raine   Interim Chief Executive Officer (Chair) 
Boryana Stambolova  Deputising for the Chief Operating Officer 
Vanessa Birchall-Scott Director of Human Resources 
Christian Schneider Director, National Institute for Biological Standards & Control 
Graeme Tunbridge  Interim Director of Devices 
Jonathan Mogford   Director of Policy   
Sarah Branch    Interim Director of Vigilance and Risk Management of Medicines          
John Quinn   Director of Transformation  
Samantha Atkinson   Director of Inspection, Enforcement and Standards 
Rachel Bosworth  Director of Communications  
Janet Valentine  Director of the Clinical Practice Research Datalink 
Siu Ping Lam    Director of Licensing 
Elizabeth O’Neill   
 
Additional Attendees 
Alan Bentley (IE&S) for item 5: Pandemic legislation article 174  
Jonathan Lepper (Policy) for item 7: January 21 EU Transition Readiness delivery programme 
Gabriel Boronat (TD) for item 9: OT closure report 
Keith McDonald (Licensing) for item 10: National MA applications after the Transition Period 
Elsa Abranches (NIBSC) for item 11: UK Stem Cell Bank update 
Jaspreet Dhaliwal (Policy) for item 12: Q4 End of Year Business Plan Report  
Ian Walker (HR) for items 13: Options for 2020-21 delegated pay award, 14: Special bonus 
report and 15: Overtime report  
Susan Thomas, Ross Tudor, Colin Woods, Christopher Beirne (Ernst & Young) for all items   
Natalie Richards (Directorate) for all items. 
 
1. Apologies and Announcements 

 
1.1 Apologies were received from Jon Fundrey.  

 
2. Draft minutes of the 07 April CET meeting (CET/20/126) including table of actions 

and final minutes of the 03 March CET meeting (CET/20/127)  
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2.1 The draft minutes of the 07 April meeting were reviewed, with the CET adding some 
minor comments.  The CET reviewed and provided updates on the table of actions. The final 
minutes of the 03 March CET meeting were noted. 
 
3. Final minutes of March 2020 Board meeting (CET/20/128) 
 
3.1 The CET noted the final minutes of the March 2020 Board meeting.  
 
STRATEGY 
 
4. Coronavirus – verbal update (CET/20/129) 
 

4.1       Samantha Atkinson gave an update on the Agency’s quickly evolving response to the 
Coronavirus COVID-19 epidemic. The CET discussed supply and demand challenges. It was 
noted there have been concerns over supply of critical products due to border closures of 
countries such as India which is the base for a number of manufacturers of various products 
for the UK market. Meetings are taking place with DHSC to handle this issue. The CET noted 
that work is ongoing to identify if propofol originally intended for veterinary use can be utilised 
for human use. The CET thanked the Taskforce and all involved in the COVID-19 work. The 
CET reflected on the need to capture the Agency’s achievements on the COVID-19 work, and 
agreed that an update should be presented to staff at the upcoming All Staff Meeting. An 
action was agreed to capture these achievements and reflect on lessons learnt from the 
accelerated work the Agency has been undertaking, particularly in relation to speed, 
partnerships and flexibilities, to learn from this for the future.  
 
Action: Capture the Agency’s achievements on COVID-19 work, and reflect on lessons learnt 
from the accelerated work the Agency has been undertaking in this area and how this can be 
applied to business as usual work in future.  
 
5. Pandemic legislation article 174 (CET/20/131) 
 
5.1       Alan Bentley presented a paper on the scope and application of Regulation 174 of the 
Human Medicines Regulations 2012 during the SARS COV-2 pandemic. The CET noted that 
a provision exists in UK & EU legislation which permits the Secretary of State and/or Minister 
for Health, Social Services and Public Safety to temporarily authorise the sale or supply of 
unauthorised medicinal products for the purpose of protecting public health during a public 
health crisis, such as pandemic, toxin, chemical or nuclear event. The CET noted the statutory 
considerations, operational principles, residual risks and issues relating to the use of these 
emergency powers to authorise the supply of medicinal products under pandemic conditions. 
The CET reviewed the principles and noted these must be followed to ensure the risks 
associated with the use of an otherwise unauthorised product should be balanced against the 
benefits.  
 
5.2 The CET noted the hierarchies and noted a decision tree which has been produced to 
demonstrate how action can be taken to apply Regulation 174, if it is not possible to facilitate 
supply via traditional regulatory routes. The CET noted that this is a privileged and confidential 
paper. With regards to liability, the risks of liability being imposed are far higher under use of 
this Regulation; this was noted by the CET. The CET commented that each individual scenario 
or application of this article 174 would need individual assessment. The CET noted that there 
are a number of specifics upon which legal advice will be sought. A submission will be drafted 
on the overarching points of application of Article 174 and the Agency’s role in this process.  
 
Action: Draw up scenarios where article 174 would apply; obtain legal advice on these 
examples; draft a submission.  
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6. Accommodation, infrastructure and agile working (CET/20/130) 
 
6.1 Rachel Bosworth presented a paper proposing changes to the accommodation board 
and associated workstreams to progress the Agency’s accommodation and future ways of 
working. The CET noted that as a result of the COVID-19 pandemic, most agency staff have 
been working very differently in recent weeks, with the majority of staff working remotely. We 
are now at a point where we need to consider what the ‘new normal’ for the Agency will be 
post-COVID, potentially based on a step-change in the way we work, our accommodation and 
our use of technology, shaped by what we have learned over recent weeks of remote working 
and our plans for culture change.  
 
6.2 The CET noted that the existing accommodation programme is focused on 
implementing the changes in the 10SC accommodation and on future laboratory 
requirements, including at South Mimms. A proposal was made to reshape the current 
accommodation programme to take forward four interlinked workstreams, overseen by the 
Programme Board, with refreshed membership. CET were asked to nominate members to join 
the refreshed programme board. The CET endorsed the change. An updated project brief will 
be prepared in context with laboratory requirements; and phasing to deal with any changes 
the coming weeks will bring.  
 
Action: CET to nominate members for the refreshed programme board. Proceed with 
changes to the Accommodation Board and workstreams. Update project brief in context of 
laboratory requirements.  
 
 
7. January 21 EU Transition Readiness delivery programme (CET/20/132) 
 
7.1 Jonathan Lepper presented an update on the January 2021 EU Transition Readiness 
delivery programme. The CET noted the work which must be completed by January 2021; this 
is one of the top deliverables for change in the organisation. The CET noted the revised DHSC 
reporting template which covers the main elements of work needed to ensure readiness. It 
was noted that this needs to be complemented by a more detailed Agency programme to 
ensure January 2021 transition readiness. The CET noted that this work will be done in May 
and will require a gap analysis of work required across the Agency, to ensure complete 
readings. This includes the Northern Ireland Protocol. CET noted and endorsed the proposal 
that a senior programme manager and a small project management team should be appointed 
immediately.  
 
7.2 The CET noted the set of proposed commissions as component blocks of the 
readiness programme; alongside the context from the EU negotiations and on the Northern 
Ireland Protocol. The CET also noted the information on routes to market commissioned from 
Licensing Division. It was noted that there is a complex network of mutual recognition 
agreements which can be put in place if necessary. The CET noted that there are 
inconsistencies in the current proposals for Northern Ireland which will need to be ironed out. 
CET agreed that all directors should ensure their divisions are doing everything required to 
ensure the Agency is prepared for operational readiness; following this the MHRA can start to 
pull together plans on the basis of a GB independent regulator.  
 
7.3 The CET noted that further thinking is required on medical devices, and on IT 
requirements for this work. The CET noted the risk that the EU will control the marketing 
conditions of Centrally Authorised Products on to the NI market. It was noted that a significant 
piece of work will be required on IT requirements; as this will need to be launched before 
January 2021. The CET noted that a discussion will be held on the change strategy and how 
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programme management will be taken forward to ensure key decisions are taken at the right 
level.  
 
Action: Set up project management team with senior programme manager; discuss how this 
links with the change strategy to ensure key decisions are taken at the right level.  
 
8. National MA applications after the Transition Period (CET/20/134) 

 
8.1 Keith McDonald presented a paper describing the national options for marketing 
approval of new medicines after the transition period. CET noted that based on amended and 
existing legislation, MHRA has developed a number of optional licensing procedures for 
approval of new medicines in the UK. These include (a) a ‘Targeted Assessment’ procedure; 
(b) ‘Automatic Recognition’; (c) an ‘Accelerated Assessment procedure; and (d) a ‘Rolling 
Review’ process. The CET also noted that a further international strand of work with Health 
Canada and the Australian Therapeutic Goods Administration has developed, to pilot, joint 
procedures for approval of new medicines in ‘standard’ and ‘accelerated’ timetables.  
 
8.2 The CET reviewed the Integrated Approval Procedure for national innovative products; 
which involves ongoing engagement with the wider health system during phase 2(/3) 
(including MHRA, NHS, NICE, clinicians), patients and healthcare professionals; it was noted 
that this proposed procedure features continuous surveillance and real world data collection, 
and prioritises unmet needs. There is a proposed earlier decision point for supervised use in 
the NHS. The CET noted that the national new active substance licensing options include the 
Accelerated Approval Procedure; Rolling Review Procedure; or the Reliance model. The 
National standard procedure for follow on products such as generics was noted; this includes 
some proposals for improvements such as support for vigilance, range of choice in 
equivalence comparator, and product information monographs. 
 
8.3 The CET thanked Keith McDonald for the update and commented that it is important 
that the pathways are not too exclusive as they will not be utilised in that case. CET agreed 
that rolling review is an important aspect of these procedures. The CET noted that 
requirements for access to the new procedure should not be limited to areas of unmet medical 
need; it should be aligned to areas of concern voiced by those such as the Government and 
the CMO. CET noted that two test cases are being trialled via the new procedure – a CAR-T 
cell product, and a COVID-19 vaccine. CET noted that a further paper is coming back to CET 
in June. It was noted that MHRA and NICE need to agree on a definition of an innovative 
product.  
 
8.4 An action was taken to review the number of transformative drugs in the last 5 years 
which would theoretically be taken through this new procedure; the innovation group will 
review this. CET agreed the new procedure should be tested with all stakeholders. The MHRA 
should aim to have this up and running by September. The innovation group should expand 
its capacity to review the total offer from the MHRA for the future of medicines licensing; 
covering innovation, international work-sharing, and alignment in the healthcare system.  
 
Action: Present further update to CET in June. Review the number of transformative drugs in 
the last 5 years which would theoretically be taken through the new procedure.  
 
9. Finance Report (CET/20/133) 

 
9.1 Boryana Stambolova presented the Agency’s full year 2019/20 financial performance 
compared to forecast, budget and last year. CET noted that the full year 19/20 surplus of  
£16.9m is £30m ahead of budget. The key drivers for the wide gap vs budget are (a).Much 
lower OT spend, which accounts for approximately 50% (£15m) of the delta vs budget; (b) 
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Lower operating costs, which are £6.4m less than the Year To Date (YTD) budget (IT, 
medicines testing and lab costs and staff related costs including training); (c) Higher operating 
revenue - £2.6m, mainly EMA legacy income and NIBSC flu standards, partly offset by lower 
CPRD revenue; and (d) A further £2m of the delta vs budget is due to lower non-OT change 
costs. 
 
9.2 The CET noted that pay costs are £1.4m over budget with a high number of vacancies 
offsetting other cost pressures, mainly increased pension costs. The Agency ended the year 
with an operational deficit of £1.9m. This is better than budget mainly on account of lower non-
pay costs and higher EMA income. However, the 19/20 operating result is £18.5m lower than 
18/19 with revenue £8.7m lower and costs £9.7m (7%) higher. The revenue is down from last 
year mainly because of the loss of EMA income. The sizeable increase in costs has various 
drivers, of which the pension costs increase is the single most significant one. 
 
9.3 The CET reviewed the change costs, income, operating costs and staff costs, and 
noted the update on cash and trade debtors. CET acknowledged that the Agency is in a good 
starting point for the new year; lots of work has been done to prepare the budget for next year. 
The CET discussed flu standard sales and noted these may be impacted by COVID-19. The 
CET agreed that the Performance Committee will discuss strategic thinking regarding the 
budget, linked with the Agency’s future plans for change.  
 
10. Operational Transformation Closure Report (CET/20/151) 
 
10.1 John Quinn and Gabriel Boronat presented a proposal for the formal closure of 
Operational Transformation (OT). The CET reviewed the proposal to close OT 18 months after 
the approval of the initial Programme Business Case for a number of reasons including 
financial benefits; reputation; environment; and encountering a series of blockers which will 
now be removed to enable a fresh approach. The CET reviewed the closure report which gave 
an in-depth assessment of benefits and financial performance. The CET noted that the total 
expenditure to end of 2019/20 is £3.12m, and cost savings benefits achieved are £4.86m in 
one year and £34.02m when counted over the 7-year period, but no growth benefits have 
been reported at the time of close.  
 
10.2 The CET noted next steps; the Enterprise Portfolio Management Office (EPMO) will 
produce options for transition of business cases and funding from closure to start up to allow 
early support for delivery of prioritised projects that will be considered by the Investment Board 
and Finance. DHSC Investment Committee will be informed of the closure of Operational 
Transformation; project delivery and business case approval will continue to be overseen by 
Investment Board and Change Board until otherwise advised. It was noted that John Quinn 
will agree messages and communicate closure of Operational Transformation.  
 
10.3 The CET commented that it is important that change must have buy-in from the top of 
the Agency. It was agreed that when reporting this to DHSC, credible next steps and the 
Agency’s commitment to change must be indicated. The CET noted that when the OT project 
was initially set up, the circumstances were very different to how they are now, and a different 
future was predicted at the time; therefore it is right to halt the project. It was noted that when 
developing the messaging for staff it must be noted that a lot of staff across the organisation 
will have put a lot of effort tin to these projects; the original OT project laid the foundations for 
the transition to the new strategy.  
 
10.4 The CET reviewed the list of projects completed and now embedded as business as 
usual procedures; these should be acknowledged in the communications. It was agreed that 
for the future change strategy, lines of accountability must be very clear, and individuals should 
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be empowered to deliver. The CET agreed that there are clear options for the transition of the 
Business Case, and approved the closure of the OT project.  
 
Action: Close the OT project; carefully consider messaging; communicate this to staff and 
DHSC.  
 
11. UK Stem Cell Bank update (CET/20/135) 
 
11.1 Elsa Abranches presented an update on the work of the UK Stem Cell Bank (UKSCB). 
The CET noted that the current round of MRC funding of the UKSCB is due to end in 
December 2020, and the MRC have made it clear that they will provide no further financial 
support. In October 2019 the CET reviewed a detailed business plan to address this issue, 
which received positive support. The CET noted that funding from DHSC has been secured 
to support the core regulatory function of the UKSCB; this will be in the form of a non-
renewable 3-year grant. The CET reviewed milestones centred around developing a viable 
business model on the back of this to future proof the sustainability of the UKSCB. It was noted 
that there is an interested party (grant submission to the UKRI, led by the University of 
Edinburgh, Dr Paul de Sousa, currently under internal review), who are keen to develop future 
work in this area, including identifying added-value facilities 
 
11.2 The CET noted that there are still unresolved Conflicts of Interest issues and there are 
resource issues due to lack of staff – staffing in the UKSCB has reduced from 12 to 7 members 
in the last year. Capacity needs to be built for the future. The CET noted the challenges. It 
was noted that the scientific advice committee in NIBSC is aware of this work; and it was noted 
that a cross-NIBSC group has been set up for business development which will help with the 
development of the UKSCB. The CET commented that a further paper needs to be brought to 
the CET on the UKSCB, focusing on areas including science, biologicals, parallels with CPRD, 
legal liability, ethical aspects and financial modelling.  
 
Action: Bring a further update to CET in August 2020 focusing on areas including science, 
biologicals, parallels with CPRD, legal liability, ethical aspects and financial modelling.  
 
GOVERNANCE AND DELIVERY  
 
12. Q4 End of Year Business Plan Report (CET/20/136) 
 
12.1 Jaspreet Dhaliwal presented the Q4 / end of year report on delivery against the Agency 
Business Plan 2019/20. The CET noted that the Agency has delivered the majority of its 
objectives as set out in the 2019-20 Business Plan; there were four targets classified as 
‘Nearly Met’. CET noted the update and commented that the impact of the COVID-19 
pandemic should be reflected upon at the next update.  
 
13. Options for 2020-21 delegated pay award (CET/20/137) 
 
13.1 Ian Walker presented a paper on options for the 2020-21 delegated pay award. The 
CET noted the assumptions which have been applied to all scenarios in the pay modeller. 
CET reviewed the assumptions (specifically around salary minimum and maximum 
adjustments and acceptance of London Living Wage). The CET noted the proposal of removal 
of the delegated grade pay ranges by increasing the salary minimum and freezing the salary 
maximum; it was noted that this is a complex situation however this will enable MHRA to avoid 
pay anomalies in future. The CET noted small anomalies with regards to flexible working and 
home workers; CET endorsed the proposals to correct these anomalies. The CET endorsed 
the proposal to pay the London Real Living Wage.  
 

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight

richardsn
Highlight



 

Page 7 of 7 
 

13.2 The CET reviewed the pay models and agreed to the proposed pay award option 3: a 
targeted pay increase at staff in the lower and lower median pay range, however if the pay 
guidance, or affordability, provides for a lower amount (i.e., 1%) then option 1 is agreed: paying 
a flat rate sum based on the median of the pay band. The CET endorsed payment of non-
consolidated pay linked to grade, paid at a single rate for each pay group. The pay award will 
be paid in August salaries. This will be reviewed in July with finance colleagues as the Agency 
will have a better understanding of any funding issues relating to the COVID-19 pandemic.  
 
14. Special Bonus Report 2019-20 (CET/20/138) 
 
14.1 Ian Walker presented the 2019-20 special bonus report. The CET noted that 12% of 
delegated grade staff and 9% of SCS staff received a special bonus. A variance was noted 
regarding part time staff – it appears that part time staff received lower proportions of bonuses; 
work will be undertaken to ensure part time staff are not adversely discriminated against. All 
other equality data showed no concerns. For future reports, the results will be presented as 
proportion of eligible staff.  
 
15. Overtime Report 2019-20 (CET/20/139) 
 
15.1 Ian Walker presented a report on overtime payments made across the Agency in order 
to monitor the usage, impact of overtime on budgets and employee wellbeing. The CET noted 
that currently, whenever overtime or travel time is paid, a certain percentage should be 
statutory holiday pay, which is currently capped at 2 years. It was proposed that this will be 
changed to a flat rate percentage. CET noted the report and agreed that an annual update is 
suitable. 
 
INFORMATION    

 
16. CPRD Executive Committee minutes – April 2020 (CET/20/140) 

 
16.1 The CET noted the CPRD Executive Committee minutes for April 2020.  

 
17. NIBSC monthly update for CET (CET/20/141) 

 
17.1 The CET noted the NIBSC monthly update.  

 
18. Updates from Cross-Agency teams  
 
Governance Board  CET/20/143 
Health and Safety Strategy Group CET/20/146 
Audit and Risk Assurance Committee  CET/20/147 
Risk and Audit Liaison Group CET/20/148  
 
19. Agreement of 02 June 2020 CET agenda (CET/20/150) 

 
19.1 The CET reviewed and provided comments on the 02 June 2020 draft CET agenda. 

 
20. AOB  

 
20.1 No items of AOB were raised.  
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