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About AAA
By way of background, we are pioneers of an exciting pillar of oncology using precision nuclear medicine. Our mission is to transform the lives of people with cancer using expertise in oncology to develop targeted radioligand therapies for the benefit of patients in the UK and beyond. Radioligand therapy (RLT)  is an innovative type of cancer therapy that can offer life-enhancing treatment by delivering precision therapeutic radiation to cancer cells, wherever they are in the body. Our targeted radioligand therapy and precision imaging products are mainly used in clinical oncology, cardiology, neurology and infectious/ inflammatory diseases. The NHS has already taken positive steps to ensure that patients can benefit from this treatment approach in a rare form of neuroendocrine tumours.

This inquiry presents an opportunity to consider how to ensure that NHS services can cope with the immediate pressures of balancing COVID-19 related admissions and delivering ‘ordinary’ health and care services, as well as the long-term implications that this pandemic could present for NHS cancer services – both positive and negative. The response to the COVID-19 pandemic by NHS staff has been extraordinary, with examples of rapid capacity building and scaling up of innovative approaches to providing care in challenging circumstances across the whole healthcare system. When the immediate challenges of the pandemic have passed, there will be many learnings and opportunities for the NHS to build upon this period of resilience and innovation.

Implications of COVID-19 on the delivery of cancer care
Cancer diagnosis and treatment – the need to adapt cancer care to the COVID-19 reality
· AAA echoes the concerns raised by the Secretary of State for Health & Social Care during his recent appearance in front of the Committee on 17th April 2020,[footnoteRef:2] as well as the analysis published by Cancer Research UK,[footnoteRef:3] regarding the significant drop in cancer referrals since the outbreak of COVID-19.  [2:  Health and Social Care Select Committee. 2020.Oral evidence: Preparations for Coronavirus, HC 36: Friday 17 April 2020.]  [3:  Cancer Research UK. 2020. How coronavirus is impacting cancer services in the UK. Available at: https://scienceblog.cancerresearchuk.org/2020/04/21/how-coronavirus-is-impacting-cancer-services-in-the-uk/. [Last accessed: April 2020].] 

· In response to this, AAA believes it is critical that action is taken to ensure patients feel able to access healthcare services during these uncertain times. 
· NHS staff and systems have responded well to the COVID-19 pandemic, and we would like to take this opportunity to publicly thank the NHS and its employees for their outstanding and unprecedented efforts to meet this challenge. 
· We have, however, been made aware of patients across the country whose cancer treatment is due to be postponed as a result of the COVID-19 rapid guidelines, which were recently published by NICE (COVID-19 rapid guideline: delivery of systemic anticancer treatments).
· Whilst working with NHS partners over recent weeks, challenges that clinicians and patients are facing are evident challenges. 
· As we move past the peak of COVID-19, there is a concern that the challenges associated with cancer care delivery could disproportionately affect rarer cancers and diseases, which typically have specialised diagnostic and treatment processes.
· While we understand that the safety of patients is a key concern, we do not feel that this should delay access to life-saving cancer treatments when alternative solutions may be available. We are also concerned about the long-term impact that this might have on the capacity of the NHS to deliver these treatments to patients that have potentially been placed on a waiting list, due to a build-up of demand. 




Ensuring the current needs of people with cancer can be met during the COVID-19 pandemic
· AAA welcomes NHS England’s announcement to designate “COVID-free hubs” across the country to treat people with cancer,[footnoteRef:4] and believe this is a vital step to ensuring that we do not see a bottleneck in the health service’s capacity to treat patients in the future.  [4:  The Times. 2020. Virus-free ‘hubs’ to take over cancer care as referrals drop. Available at: https://www.thetimes.co.uk/article/virus-free-hubs-to-take-over-cancer-care-as-referrals-drop-f229579kn. [Last accessed: April 2020].] 

· To ensure people with cancer can continue to be fully supported during the ongoing COVID-19 pandemic, AAA have been working with a number of public and independent providers as well as NHS England and NHS Improvement, to ensure people with cancer can continue to receive the care and treatment they need.
· We are therefore very supportive of the recent deal between independent hospital providers and NHS England to enhance NHS capacity to deliver cancer care during the pandemic. This landmark deal means that independent sector providers can provide urgent and time dependent NHS services in order to maintain cancer pathways as pressure builds from COVID-19 related admissions.[footnoteRef:5]  [5:  NHS England. 2020. COVID-19: Partnership working with the Independent Sector Providers and the Independent Healthcare Providers Network (IHPN). Available at: https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/03/ihpn-partnership-letter-25-march-2020.pdf. [Last accessed: April 2020].] 

· AAA also welcomes the recent Environment Agency guidance on COVID-19 and exceeding permit limits for medical use of radioactive substances.[footnoteRef:6] This practical advice temporarily allows organisations to exceed the limits on holding radioactive material and managing radioactive waste. Importantly, the guidance permits greater flexibility for urgent treatment and backlogged diagnostic tests which can help ensure that patients that require nuclear medicines do not miss life-saving treatment during the pandemic.  [6:  Environment Agency. 2020. COVID-19 and exceeding permit limits for medical use of radioactive substances: RPS C15. Available at: https://www.gov.uk/government/publications/covid-19-and-exceeding-permit-limits-for-medical-use-of-radioactive-substances-rps-c15/covid-19-and-exceeding-permit-limits-for-medical-use-of-radioactive-substances-rps-c15  [last accessed: April 2020]] 

· It is, however, unclear whether patients who are not able to receive diagnostic testing or treatment in an NHS hospital (as a result of either resources being diverted to tackle COVID-19, or concerns about people with cancer coming into the hospital and being exposed to 
infection) are actually being referred to newly-available capacity within the independent sector.  
· If it is the case that newly-available independent sector capacity is not being used to ensure patients get the best clinical outcomes within the circumstances, it will be important to understand why this is and what advice and support clinicians and NHS managers can be given in making best use of this resource at the earliest opportunity.
· Likewise, the remarkable feat of establishing the Nightingale hospitals in such a short period of time has created the opportunity to centralise specialist care for patients with coronavirus and free up the capacity of established hospitals to continue to treat patients with other urgent care needs (such as cancer). It is currently unclear whether established hospitals have been able to fully utilise this additional capacity so that they can better balance resources between COVID-19 related activity and prevent a build-up of patients with other conditions.
· Owing to the unique nature of radioligand therapy, which is a highly specialised nuclear medicine technology that uses short-shelf life radioisotopes to find and combat a specific cancer, parts of the treatment process must be conducted in lead-lined rooms and some of these rooms have been repurposed to support efforts to tackle COVID-19. 
· AAA has been working with independent hospitals that have nuclear medicine capacity, as well as NHS England and NHS Improvement, to ensure that all eligible patients can continue to receive radioligand therapy. These discussions have included the Wellington Hospital, following the landmark deal between NHS England and HCA Healthcare UK. We want to work even further with the independent sector to see whether we can extend these efforts to a wider group of patients and avoid bottlenecks in high priority care further down the line.
· The impact of the pandemic on patients with non-COVID-19 related illness is likely to persist, even when the pressures upon the NHS due to the pandemic response have eased.  It will be important to maintain these important arrangements to enhance capacity beyond the peak periods of pandemic pressure to ensure that any built-up demand for cancer services can continue to be met.
· As such, we would welcome the establishment of a formal channel which supports an ongoing dialogue between the NHS, Government and Industry focusing on ensuring patients can access life-saving treatments during and beyond the pandemic. For example, a therapy area specific group on cancer could be established, given the urgency and scale of the challenges patients currently face.  

Looking beyond COVID-19
Building upon the positive changes that have taken place in cancer services as a result of the pandemic as services normalise
· Radioligand therapy requires multidisciplinary teams and specialist equipment for administration and therefore requires significant planning. The therapy is often offered as an inpatient procedure and patients are required to be treated in specialist facilities. There are also additional requirements for the storage of equipment and disposal of the radioisotopes. These considerations therefore restrict the number of centres and hospitals that can deliver the treatment, as many are not equipped with the necessary infrastructure or specialist staff.
· As of 2020, there are only 23 sites in the UK that can deliver radioligand therapy and, as a result, patients can experience geographical variation in terms of access,[footnoteRef:7] with patients travelling significant distances for treatment.[footnoteRef:8]   [7:  Buscombe J. (2016) Therapeutic Nuclear Medicine in the UK. In: McCready R., Gnanasegaran G., Bomanji J. (eds) A History of Radionuclide Studies in the UK. Springer, Cham. Available at: https://doi.org/10.1007/978-3-319-28624-2_16. [Last accessed: March 2020].]  [8:  Merkel C, Whicher, C H, Bomanji, J, et al. 2020. Realising the potential of radioligand therapy: policy solutions for the barriers to implementation across Europe. European Journal of Nuclear Medicine and Molecular Imaging. Available at: https://link.springer.com/article/10.1007%2Fs00259-020-04745-7. [Last accessed: March 2020].] 

· AAA believes that there are opportunities to retain the positive changes that have been introduced to manage the burden of COVID-19 in order to support the delivery of radioligand therapy to patients. For example, the isolation booths that have been put in place to maximise available capacity in hospitals could be retained to increase the number of patients that are able to be treated with radioligand therapy. 
· The arrangement between NHS England and independent sector providers offers a clear way forward for improving capacity within the NHS to make treatments, such as radioligand therapy, available to all eligible patients. The NHS has been able to provide the capacity to treat patients in currently approved indications, which have relatively small patient populations.
· However, future indications in cancers with larger patient populations will require significant capacity planning to ensure that all eligible patients can benefit. Continuing to use innovative arrangements with the independent sector offers the opportunity to ensure that patients are not disadvantaged until NHS capacity can be enhanced to meet clinical demand.
· The NHS response to coronavirus has necessitated a shift in management of the delivery of healthcare services, with specialist hospital centres driving co-ordination of care, and with the creation of world leading hubs of collaboration and expertise in London and other large cities.  AAA believes that beyond the pandemic, this approach can help to drive greater innovation through the health service, particularly in areas of significant medical advance.  We would like to work with government to see how RLT, as an innovative and growing approach to treating cancer, could be used as a best practice approach to building infrastructure around the country in a way that drives world-leading centres of excellence and levels up local capacity to meet the immediate needs of healthcare populations.
· Further to this, AAA have welcomed the recent capital spending announcements that look to bolster NHS England’s health infrastructure. The Health Infrastructure Plan (HIP), and the investments outlined within it, are important first steps in achieving the Government’s levelling up agenda. AAA has on the ground experience in in the design, development and implementation of RLT sites across the country and would welcome the opportunity to work with the NHS and NHS Hospital Trusts on their specific service design to ensure the NHS is prepared for RLT. 



Summary 
AAA understands the challenge that COVID-19 has presented to the care and treatment pathways for people with cancer within the NHS and we are extremely grateful for the hard work and dedication of the NHS staff who are working to minimise this. We are keen to work with the Government and NHS partners to help reduce the impact of COVID-19 in both the immediate and longer term. 

Positive steps have been taken by NHS England, the independent sector and the life sciences industry to ensure that people with cancer can continue to access the treatments they need, but we believe that more can still be done to further reduce the number of patients that have suffered delays. Furthermore, we are keen to work with all actors involved in the delivery of cancer services to build upon the innovation and infrastructure that has been introduced to support the COVID-19 pandemic, as this could be a key opportunity to improve the cancer pathway for patients, both now and in the future. We would welcome the establishment of a therapy area specific group, encompassing industry, the NHS and Government, focused on ensuring patients can access life saving cancer treatments given the urgency and scale of the challenges patients currently face.  

A summary of these opportunities can be found below:

1. The recent arrangements with the independent sector to increase capacity for the delivery of cancer care during the pandemic should be utilised in full to ensure that fewer patients face disruption to their care. Clinicians and NHS managers should have the advice and support they need to rapidly refer patients with cancer or suspected cancer to 
hospitals that have the capacity to help them. Where capacity has been built to specifically support the management of patients with COVID-19, such as the Nightingale hospitals, it should be used to free up resources within established NHS hospitals to continue treating patients that have urgent care needs, such as people with cancer.

2. The isolation booths that have been introduced to maximise capacity within hospitals could be retained to increase the number of patients that are able to be treated with radioligand therapy. Due to the requirements associated with radioligand therapy, the number of centres and hospitals that can deliver the treatment has so far been limited; however, this could be an opportunity to increase system readiness as the use of the therapeutic approach expands. AAA would be keen to discuss this further with NHS England and the independent sector to ensure that infrastructure that has been developed to support the COVID-19 pandemic can be utilised in the future. 

3. The rapid innovations and novel arrangements that have been introduced to minimise disruption to the delivery of NHS services during the pandemic should be built upon when the operating environment begins to return to normal. Disruption to cancer services has created a build-up of patients that could challenge the future capacity of the NHS to provide timely treatment to those who need it. As we move past the first wave of COVID-19, all available capacity to diagnose and treat patients should be considered, particularly for those rarer cancers and diseases to avoid those patients being disproportionally affected, and this should also include closer working with the independent sector where capacity does exist. 





AAA Backgrounder

Advanced Accelerator Applications, S.A. (AAA), a Novartis company, is an innovative medicines company developing targeted radioligand therapies and precision imaging radioligands for oncology indications. We are committed to transforming patients’ lives by leading innovation in nuclear medicine.

AAA was founded in 2002 by a physicist who had worked at the European Organization for Nuclear Research (CERN). Novartis subsequently acquired AAA in in 2018. AAA has a legacy as a pioneer in the development and delivery of radiopharmaceutical drugs for diagnostic imaging. More recently, AAA has focused its efforts on developing targeted radioligand therapies and precision imaging diagnostics that target specific markers or receptors that are over-expressed by certain types of solid tumors.

Radioligand therapy combines a precision targeting compound with a therapeutic radioisotope (a radioactive particle). After administration into the bloodstream, the radioligand binds to a marker or receptor on the tumour and acts as the delivery agent for treatment via the radioisotope, which damages the target cells, disrupting their ability to replicate and/or triggering cell death.[footnoteRef:9] [9:  Strosberg J, El-Haddad G, Wolin E, et al. Phase 3 Trial of 177Lu-Dotatate for Midgut Neuroendocrine Tumors. N Engl J Med (2017); 376:125-35.
] 


Radioligand therapies require unique manufacturing capabilities due to a complex supply chain involving radioactive isotopes, sterile conditions, and delivery of a product with a very short shelf-life (a few days). Each dose is individually produced for a single patient. AAA’s manufacturing platform and supply chain capabilities are a differentiator in this field.

AAA currently markets one therapeutic drug (in Europe, Canada and the US) and several precision diagnostic drugs in Europe and one in the US and Canada. The company has an active research and development pipeline of investigational drugs targeting a variety of solid tumours.

AAA currently has over 1,000 employees working across 31 sites in 12 countries (Canada, France, Germany, Israel, Italy, the Netherlands, Poland, Portugal, Spain, Switzerland, the UK and the US).  The company also has global manufacturing capabilities with 19 facilities in eight countries, and six research & development sites. 
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