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RAPID POLICY BRIEFING
Fair and equitable access to COVID-19 treatments and vaccines

Contents
Introduction
How are drugs and vaccines developed?
COVID-19 research underway 
An ethical compass
Factors affecting fair and equitable access 
Research funding and prioritisation
Accelerated development of drugs and vaccines 
Distribution of benefits and burdens
Commercial confidentiality
Patents and licensing
Pricing
Infrastructure issues
Limited supplies and purchasing monopolies
Prevailing health inequalities and vulnerable groups 
Public trust
Distributive justice
Effects on other areas of research and treatment
Key challenges 




	Overview

· The development of an effective treatment and vaccine for COVID-19 is key to ending the pandemic and resuming social and economic activity. An international research effort to this end is underway.
· The COVID-19 pandemic has disproportionately affected disadvantaged populations. Those inequalities will be exacerbated without consideration of the ways in which treatments and vaccines can be developed, accessed, and distributed in a fair and equitable way.
· Policies for fair and equitable access to treatments and vaccines need to be in place prior to or concurrent with their development and distribution.
· The key factors which affect fair and equitable access include where and how research is prioritised and funded; the distribution of the burden and benefits of research efforts between high and low income countries; prevailing structural inequalities which will further limit access; and public trust and engagement with the development and roll-out of any treatment or vaccine. 
· Particular challenges arise through the interface between private and public interests, where commercial confidentiality laws, intellectual property rights, and pricing decisions can affect the way in which tests, treatments and vaccines are made available. 
· In light of the truly global nature of the pandemic, international cooperation and collaboration across all different sectors working on COVID-19 to share the benefits of research and treatment is paramount. 
· Key challenges for policy makers, regulatory bodies, industry, and research institutions include establishing harmonised regulatory regimes and ensuring transparency and data-sharing through research coalitions, to support and accelerate COVID-19 research efforts



Introduction
A global research effort is underway to develop effective treatments and vaccines for COVID-19.[footnoteRef:2] The world hopefully awaits a safe and effective vaccine to end the pandemic and enable a revival of social and economic activity.  [2:  In this document, ‘treatment’ encompasses supportive care for COVID-19, such as oxygen, antibiotics and intensive care, as well as more targeted therapies, though the primary focus of this briefing concerns the development of and access to drugs and vaccines.  ] 

People within and across countries will have different levels of access to these products. This will not be a new problem. Structural, political and power imbalances mean lack of access to medicines and vaccines already has a devastating effect on people throughout the world. 
The COVID-19 pandemic is truly global. Populations who are not usually affected by inequitable access to medicines might now view this issue in a new light. However, this pandemic has disproportionately affected those who are already disadvantaged and will continue to do so, both within and between countries.[footnoteRef:3] Without ethical leadership and changes to current systems, the effects will widen inequality, hitting disadvantaged populations and low-income countries hardest.[footnoteRef:4] [3:  The Lancet (8 May 2020) Evidence mounts on the disproportionate effect of COVID-19 on ethnic minorities; Institute for Fiscal Studies (2020) Are some ethnic groups more vulnerable to COVID-19 than others?; Winskill P, Whittaker C, Walker P et al. (2020) Equity in response to the COVID-19 pandemic: an assessment of the direct and indirect impacts on disadvantaged and vulnerable populations in low- and lower middle-income countries Imperial College London.]  [4:  See, for example: University of Oxford Our Research (April 2020) The economic impact of COVID-19; UNU-WIDER (2020) Estimates of the impact of COVID-19 on global poverty; World Bank Blogs (April 2020) The impact of COVID-19 (Coronavirus) on global poverty: Why Sub-Saharan Africa might be the region hardest hit.  ] 

This briefing encourages policy makers, regulators, companies, funders and research institutions to consider ways in which COVID-19 treatments and vaccines can be developed, accessed, and distributed to those who need them in fair and equitable ways.[footnoteRef:5]  [5:  WHO (April 2020) Global leaders unite to ensure everyone everywhere can access new vaccines, tests and treatments for COVID-19; Health Policy Watch (8 May 2020) World Health Assembly resolution on COVID-19 response: the stark choices faced in a polarized world of global health.  ] 

How are drugs and vaccines developed?
The pharmaceutical and biotechnology industry develops, produces, and markets drugs and vaccines.[footnoteRef:6] Companies work within an ecosystem that includes academic institutions and substantial public funding which facilitates early discovery and research.[footnoteRef:7] The estimated costs of drug development vary according to products, with estimates ranging from USD$161 million to USD$2.6 billion.[footnoteRef:8] Estimates of cost can account for opportunity costs and the cost of research and development which doesn’t lead to viable products.[footnoteRef:9] It takes, on average, 10-12 years to develop a drug from initial discovery to availability on the market.[footnoteRef:10] The economic modelling upon which estimates are based relies on particular assumptions about the competitive and regulatory environments, which may change within the global context of COVID-19. [6:  Financial Times (15 May 2020) Biotechs harness AI in battle against COVID-19. ]  [7:  For a schematic representation of the drug discovery and development ecosystem, see Flier JS (2019) Academia and industry: allocating credit for discovery and development of new therapies J Clin Invest 129: 2172–74. See Cleary EG et al. (2018) Contribution of NIH funding to new drug approvals PNAS 115: 2329-34 and Knowledge Network on Innovation and Access to Medicines (2019) Research synthesis: public funding of pharmaceutical R&D.]  [8:  DiMasi JA et al. (2016) Innovation in the pharmaceutical industry: New estimates of R&D costs J Health Econ 47: 20-33; Morgan S et al. (2011) The cost of drug development: a systematic review Health Policy 100: 4-17; Forbes (10 February 2012) The truly staggering cost of inventing new drugs. ]  [9:  USC-Brookings Schaeffer Initiative for Health Policy (17 November 2017) Pharmaceutical industry profits and research and development. ]  [10:  PhRMA (2015) Biopharmaceutical research and development: The process behind new medicines.] 

Regulatory and licensing bodies and approval processes for new drugs and medical products vary by country.[footnoteRef:11] In the UK, once a new drug has completed clinical trials, the approval process consists of two stages before the drug is made available on the NHS. The first stage of licensing provides assurance from the regulatory authority (the European Medicines Agency and/or the Medicines and Healthcare products Regulatory Agency) that the drug or vaccine is effective, and is sufficiently well-tolerated that the potential benefit to patients outweighs the risk and meets manufacturing quality standards to the extent that it should be made available for use by clinicians. After licensing, the product is appraised by the relevant bodies, such as the National Institute for Health & Care Excellence or the Joint Committee on Vaccination and Immunisation, to ensure that it is a cost-effective treatment or vaccine to provide on the NHS.[footnoteRef:12]  [11:  For a list of regulatory bodies in different countries, see: pda.org/scientific-and-regulatory-affairs/regulatory-resources/global-regulatory-authority-websites. See also, Rago L and Santoso B (2008) Drug regulation: history, present and future, in Drug benefits and risks: international textbook of clinical pharmacology, van Boxtel CJ, Santoso B and Edwards IR (Editors).  ]  [12:  For more information on the JCVI, which advises the government on new vaccines, see  https://www.gov.uk/government/groups/joint-committee-on-vaccination-and-immunisation.] 

Drugs can be patented to offer revenue protection to companies for the length of the patent, to enable them to recoup the cost of research and development and reward economic risk.[footnoteRef:13] Patents can last up to 20 or exceptionally 25 years. Most drugs are often patented before being placed on the market, so the revenue life of the drug is usually shorter than the patent length. Patents are issued nationally, so that drugs may be patented in one country but not in another. Drugs are priced and made available at differing costs across markets.  [13:  The Medicines Patent Pool has a helpful patent status database called MedsPaL and is adding Covid-19 candidates to it. See medspal.org. ] 


COVID-19 research underway 
There is a significant effort towards global collaboration for the development of tests, treatments and vaccines for COVID-19.[footnoteRef:14] At present, there are over 200 authorised diagnostic tests to help detect COVID-19 and almost 100 drugs in human clinical trials.[footnoteRef:15] Research is underway investigating the possibilities of repurposing existing drugs to treat COVID-19. Different treatments in development include antiviral drugs, immunosuppressants/immunomodulators to modify or suppress the immune response,[footnoteRef:16] anti-inflammatory drugs, as well as cell and plasma-based therapies which use antibodies from the blood plasma of people who have recovered from COVID-19.[footnoteRef:17]  [14:  For information about the COVID-19 Clinical Research Coalition, see: https://covid19crc.org/ and The Lancet (2 April 2020) Global coalition to accelerate COVID-19 clinical research in resource-limited settings. Other initiatives include: WHO’s Access to COVID-19 Tools (ACT) Accelerator (see also GAVI (24 April 2020) Gavi and global health actors collaborate to accelerate COVID-19 technologies for all); WHO’s Solidarity clinical trial for COVID-19 treatments; Gates Foundation COVID-19 Therapeutics Accelerator; and the global coalition CEPI. See also, The New York Times (1 April 2020) COVID-19 changed how the world does science, together.]  [15:  Figures taken from Artis Ventures (May 2020) Fight the pandemic (accessed 20 May 2020). There are several online databases tracking real-time information on clinical trials for COVID-19 treatments and vaccines. See, for examples, Cytel (2020) Global Coronavirus COVID-19 Clinical Trial Tracker; ClinicalTrials.gov (2020) COVID-19 studies from the WHO database;  Milken Institute (2020) COVID-19 Treatment & Vaccine Tracker and COVID-19 Tracker; BIOCENTURY (May 2020) COVID-19 therapies and vaccines: clinical;  Cochrane COVID-19 Study Register; STAT (2020) Covid-19 Drugs & Vaccines Tracker and The Lancet Digital Health (2020) A real-time dashboard of clinical trials for COVID-19.]  [16:  Nature (9 April 2020) How does COVID-19 kill? Uncertainty is hampering doctors’ ability to choose treatments.]  [17:  Lythgoe MP and Middleton P (2020) Ongoing clinical trials for the management of the COVID-19 pandemic Trends Pharmacol Sci 41: 363-82.] 

Alongside efforts to develop treatments for COVID-19, there are over 100 vaccines in the early or preclinical development phase and ten in clinical trials.[footnoteRef:18] No vaccines for other types of coronavirus (such as MERS-Cov or SARS-Cov) have been successfully developed and there is uncertainty concerning how long acquired immunity can last, with some evidence to suggest that immunity can be short-lived.[footnoteRef:19] Two out of every three candidate vaccines for infectious diseases usually fails, which means there are significant obstacles to overcome before an effective vaccine can be discovered and made available.[footnoteRef:20] [18:  WHO (2020) Draft landscape of COVID-19 candidate vaccines. ]  [19:  Galanti M and Shaman J (2020) Direct observation of repeated infections with endemic coronaviruses medRxiv preprint 27 April 2020. See also, MIT Technology Review (27 April 2020) What if immunity to COVID-19 doesn’t last?]  [20:  Wong C et al. (2018) Estimation of clinical trial success rates and related parameters Biostatistics 20: 273-86.] 

An ethical compass
Our recent report on the ethics of research in global health emergencies[footnoteRef:21] sets out an ‘ethical compass’ made up of three very widely shared values: [21:  Nuffield Council on Bioethics (2020) Research in global health emergencies: ethical issues.] 

· Equal respect: treating others as moral equals, including respecting their dignity, humanity and human rights.
· Helping reduce suffering: acting in accordance with fundamental duties, founded on solidarity and humanity, to help those in need or suffering from disease.
· Fairness: including both duties of non-discrimination in the treatment of others, and of the equitable distribution of benefits and burdens.
The compass aims to inform policy approaches and help provide a common language and way of thinking through ethical dilemmas arising in research in health emergencies. It is similarly valuable in thinking through the ethical challenges of equitable access and has informed the discussion that follows on factors that might affect access to treatments and vaccines for COVID-19. 

Factors affecting fair and equitable access 
Research funding and prioritisation
Most health research funders are based in high-income countries, though some middle-income countries are also investing in research and development. Governmental funders, in particular, are expected to prioritise the health security of their own citizens and those within their jurisdiction when determining their funding objectives. The current pandemic highlights that national interests are nevertheless closely related to threats which may be external and located abroad, and that risks to citizens should be considered within the global context.
Private sector priorities are inevitably strongly directed by commercial drivers, although priorities can also be influenced by regulatory requirements, corporate social responsibility policies, and involvement in public-private sector partnerships. 
Governments of low- and middle-income countries (LMICs) facing global health emergencies may, at present, have little direct influence over the funding decisions of these external funding bodies. The often-disadvantaged populations directly facing the consequences of emergencies are even less likely to be in a position to influence the decisions made elsewhere. The relative absence of voices representing these populations or communities carries the risk of important research being overlooked, or of research questions being ill-adapted to LMIC contexts, which often have less sophisticated health and research infrastructures.[footnoteRef:22] Organisations such as the former Global Forum for Health Research, the Council on Health Research for Development, and Third World Network among others, have, however, contributed to the discourse, engaging civil society perspectives. [22:  The Guardian (25 April 2020) Africa’s COVID-19 research must be tailored to its realities – by its own scientists.] 

The global nature of the COVID-19 pandemic indicates strong reasons for all research funders to prioritise and feed into global efforts, in recognition of a moral responsibility towards others which extends beyond territorial boundaries. Governmental efforts to protect citizens within their country should not be viewed at odds with a responsibility to think globally and contribute to global efforts. 

Accelerated development of drugs and vaccines
The development of drugs and vaccines can take up to a decade or more, although it is hoped that collaborative efforts and new technologies may reduce the time taken to develop new products for COVID-19.[footnoteRef:23] Given the urgency posed by the global spread of COVID-19 and the critical need for drugs and vaccines, the timelines and processes for developing these products are being accelerated with the support of regulatory authorities. Previously approved drugs are being entered into late-stage clinical trials in efforts to discover treatments for COVID-19 in a shortened timescale.  [23:  Torjesen I (2015) Drug development: the journey of a medicine from lab to shelf Pharm J, online URI: 20068196.] 

Whilst speeding up trials may promise faster access to suitable drugs, it will be essential to ensure that this is carefully balanced against appropriate consideration of risk to participants enrolling in trials, and that patient safety is given priority when investigating drugs which are in the trial phase.[footnoteRef:24] The speed and urgency of trials should not compromise the safety of participants, quality of the trials or ethical standards. There needs to be significant patient engagement and involvement in research to ensure the results of the research are robust and relevant, as well as to ensure the research is feasible. Reducing patient involvement due to concerns about speed may result in research wastage. [24:  The recent FDA expedited approval of remdesivir is an example: https://www.fda.gov/media/137564/download.] 

Regulators in different countries are allowing the use of drugs, such as chloroquine and hydroxychloroquine, in hospitals or other treatment settings before they are licensed for use in COVID-19 infection, by granting emergency authorisation for their use in this indication, based on preliminary evidence.[footnoteRef:25] The World Health Organisation has, however, halted a hydroxychloroquine COVID-19 trial over safety concerns and regulators will need to review the aforementioned emergency authorisations accordingly.[footnoteRef:26] In addition to safety and efficacy concerns of these experimental treatments,[footnoteRef:27] increased use of drugs such as chloroquine and hydroxychloroquine for COVID-19 are leading to shortages of these drugs and limiting availability for those for whom these drugs are proven to be effective with chronic inflammatory conditions or malaria.[footnoteRef:28] Use of unlicensed or off-label medicines outside research settings may also compromise the ability to collect robust data for research and thus compromise the ability to assess if a medicine has an acceptable efficacy and safety profile. [25:  Kalil AC (2020) Treating COVID-19—Off-Label Drug Use, Compassionate Use, and Randomized Clinical Trials During Pandemics JAMA 323: 1897–8. For further information on emerging treatments for COVID-19, see BMJ Best Practice (2020) Coronavirus disease 2019 (COVID-19) at page 70. See also, WHO (31 March 2020) Off-label use of medicines for COVID-19. ]  [26:  Clinical Trials Arena (26 May 2020) WHO halts hydroxychloroquine Covid-19 trial over safety concerns. See also, Funck-Brentano C and Salem JE (2020) Chloroquine or hydroxychloroquine for COVID-19: why might they be hazardous? Lancet published online 22 May 2020: DOI: https://doi.org/10.1016/S0140-6736(20)31174-0.]  [27:  Juurlink DN (2020) Safety considerations with chloroquine, hydroxychloroquine and azithromycin in the management of SARS-CoV-2 infection CMAJ 197: 450-3.]  [28:  Martins-Filho P (2020) The "unbridled race" for using chloroquine and hydroxychloroquine to prevent or treat COVID-19 leads to shortages for patients with chronic inflammatory conditions and malaria in Brazil CMAJ (accessed 25 April 2020 at: 
https://www.cmaj.ca/content/unbridled-race-using-chloroquine-and-hydroxychloroquine-prevent-or-treat-covid-19-leads).
India which produces around 70% of these medicines has stepped up production on request and on humanitarian grounds has exported them making an exception to its own recent order banning export during the COVID-19 pandemic.] 



Distribution of benefits and burdens
Much early research on disease which leads to the discovery of new treatments is conducted over many years by scientists in academic institutions (often publicly funded), and through private-public partnerships involving government and industry. It is a widely held view that the benefits of health research that has received public investment should be harnessed for the public good and should meet patient need. 
The research and development of medicines and vaccines involves clinical trials where potential products are tested on human participants. The participation of poorer people, particularly from low- and middle-income countries, raises ethical concerns about exploitation and an unfair distribution of risk and benefit, particularly when medicines are not made available to populations who have contributed to their development through participation in trials at a significant personal cost. Past examples exist of clinical trials conducted in LMICs by private-sector companies with commercial interests that placed the burden of risk on vulnerable populations, whilst the benefits of such research were likely to accrue to those in high-income countries.[footnoteRef:29]  [29:  Petryna A (2009) When experiments travel: clinical trials and the global search for human subjects.] 

The risks and ethical considerations of exporting clinical trials elsewhere need to be considered alongside the risks of exclusion of diverse participants from research. It will be important, particularly during conditions of social distancing and isolation, to ensure that research trial participants from various populations, especially those which are traditionally underrepresented, are engaging with research trials to ensure that drugs and vaccines are effective across diverse populations.[footnoteRef:30] Should medicines and vaccines prove to be effective with acceptable safety, they should be made available to research participants and communities. [30:  A clinical trial patient recruitment company, Innovative Trials, has called on the medical research community and pharmaceutical sector to address the issue of patient diversity in COVID-19 related research, see: Innovative Trials (20 May 2020) Clinical trials company calls for unity and action to address lack of patient diversity in research.] 


Commercial confidentiality
Pharmaceutical and biotech companies often rely on commercial confidentiality law and regulation to withhold information from the public domain, if sharing it would undermine their economic interests or competitive advantage. Article 39.3 of the World Trade Organisation’s (WTO) Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) offers protection for undisclosed information against unfair commercial use.[footnoteRef:31] Additionally, in Europe, data and marketing exclusivity rights give companies approximately eight to eleven years of exclusive rights (dependent on the time taken from registering a patent to obtaining a licence) to compensate them for their research and development investment in a particular medicinal product.[footnoteRef:32] This means that a company’s data cannot be referenced as evidence in applications by any other companies seeking to produce similar products, such as generics.[footnoteRef:33]  [31:  World Trade Organization: Part II – Standards concerning the availability, scope and use of intellectual property rights (accessed 25 May 2020).]  [32:  This system of data and market exclusivity is known as the 8+2+1 rule, for a more detailed explanation see Medicines Law & Policy (2019) Data exclusivity in the European Union: briefing document. ]  [33:  European Medicines Agency Data exclusivity (accessed 25 May 2020).] 

The type of information which companies can refuse to disclose based on commercial confidentiality includes details relating to pharmaceutical development, such as data about active substances, formulation and manufacturing, test procedures, validation and the names of manufacturers and suppliers of active substances. Company clinical trial data as well as ‘negative’ data can also be withdrawn or kept confidential under the EU trade secrets directive on the grounds that this information has commercial value because it is secret and disclosure could offer clues to competitors for avoiding drawbacks and help them towards successful drug development.[footnoteRef:34]   [34:  Life Sciences Intellectual Property Review (23 June 2016) The value of secrecy for big pharma. ] 

Greater transparency and data sharing between companies and researchers is important for evaluating a drug’s safety and efficacy but can also play an essential role in increasing access to medicines and vaccines.[footnoteRef:35] Commercial confidentiality laws and data exclusivity may hinder global efforts to address the urgent need for vaccines and medicines in a timely and accessible way. The AllTrials initiative is a positive development on this front being increasingly adopted by industry, with companies registering past and present clinical trials and reporting their full methods and summary results. Industry commitment to disclosure can be found in the IFPMA code.[footnoteRef:36] Unlike patent laws, which are time-limited, commercial confidentiality laws and trade secret directives can offer protection for an indefinite period of time. However, emergency laws may offer options to force disclosure or the appropriation of goods and knowledge in the context of a pandemic. [35:  See, for examples, Biopharma Trend (5 June 2019) Pharma companies join forces to train AI for drug discovery using blockchain and The Guardian (2 April 2020) The race to find a coronavirus treatment has one major obstacle: big pharma. ]  [36:  IFPMA (2018) Joint position on the disclosure of clinical trial information via clinical trial registries and databases. ] 

Whilst platforms like the cross-pharma Transcelerate project are enabling the sharing of datasets between Transcelerate companies to help inform and accelerate drug development, the COVID-19 pandemic requires global cooperation between industry, academic and research institutions, and governments to speed the discovery of drugs and vaccines.[footnoteRef:37] The COVID-19 Clinical Research Coalition is an example of a global coalition that has been established to accelerate COVID-19 clinical research.[footnoteRef:38] Not-for-profit organisations like Vivli have expanded their offering by waiving fees, in order to serve as a hub for the sharing of clinical study datasets, to make data from coronavirus studies available to qualified researchers in an expedited manner.[footnoteRef:39]  [37:  Kelley M et al. (2020) An appeal for practical social justice in the COVID-19 global response in low-income and middle-income countries The Lancet Global Health published online: https://doi.org/10.1016/S2214-109X(20)30249-7.]  [38:  The Lancet (2 April 2020) Global coalition to accelerate COVID-19 clinical research in resource-limited settings.]  [39:  Vivli Center for Global Clinical Research Data (April 2020) Share your COVID-19 related trials on the Vivli portal.] 


Patents and licensing 
Patents are intellectual property rights which give companies protection over a novel product, process or material. The patent system is based on a quid pro quo: the inventor is granted exclusive use of the invention, subject to disclosing how to use the invention. The purpose of the system is to create incentives for individuals and firms to invest in creating and publishing useful inventions, which can involve lengthy, complex, and risky processes for developing new products.  
Patents give companies exclusive use of the claimed invention, and in some cases this creates market power, enabling the patentee to set high prices on patented drugs and medical products such as diagnostic tests, ventilators, computer models, and masks. Patents nominally allow for a 20-year term, but the system is complex, and there are additional tools for supporting and extending exclusivity, including data exclusivity, market exclusivity, and Supplementary Protection Certificates.[footnoteRef:40] Effective exclusivity for new drugs averages around 12.5 years in the US.[footnoteRef:41] However, in some cases exclusivity can be much longer. Generic and biosimilar competitors can only enter and compete with lower prices after exclusivity has ended. In some cases, effective exclusivity can be lengthened with modifications to the patented drug or product, through ‘evergreening’ so that subsequent patents relating to the same drug are issued.  [40:  Medicines Law & Policy (10 July 2018) How patents, data exclusivity and SPCs interact to extend market exclusivity of medicines: the example of Truvada.]  [41:  Wang B et al. (2015) Variations in Time of Market Exclusivity Among Top-Selling Prescription Drugs in the United States JAMA Intern Med 175: 635-7.] 

The monopoly created by patents (and similar instruments) carries ethical implications for access to life-saving treatments and vaccines by restricting the production of these to patent holders. The extraordinary circumstances that have resulted from the global pandemic raise questions about the appropriateness of these regulatory regimes, and the current system of ownership rights, to the global challenges that have emerged and continue to evolve.[footnoteRef:42] [42:  Project Syndicate (23 April 2020) Patents vs. the pandemic. ] 

The search for drugs and vaccines for COVID-19 involves some clinical trials on already patented drugs. Access to information about these drugs is currently restricted to patent holders. Once discovered, access to COVID-19 drugs and vaccines will be determined by intellectual property rights and international trade laws, the former potentially dictating whether cheaper generics or biosimilars can be produced. There have been several proposals to ensure that the development of drugs and vaccines can be accelerated, by lifting patent-related monopolies through voluntary or compulsory licensing to share intellectual property of existing patent-protected medicines. Licences give third parties permission to use the intellectual property through purchasing rights of production, distribution and sales. The Open COVID Pledge encourages companies holding rights to publicly commit to sharing their intellectual property for free, in the fight against COVID-19, by adopting and publishing an Open COVID Licence (OCL) or issuing a custom licence which is consistent with the OCL[footnoteRef:43]  [43:  The Open COVID Pledge: https://opencovidpledge.org/.] 

Most countries have compulsory licensing provisions in their patent laws.[footnoteRef:44] Some governments have already acted on public health grounds to issue compulsory licences to support research efforts underway for COVID-19.[footnoteRef:45] This allows patents on a product to be suspended, enabling others to produce a patented product or process without the consent of the patent owner.[footnoteRef:46] In the UK, the ‘Crown use’ provision of patent law could grant authorisation for the use of patent rights without the need for obtaining a voluntary agreement with the patent owner.[footnoteRef:47] Patent pooling, as in the example of the Medicines Patents Pool, is another option for sharing information to prevent exclusive licensing.[footnoteRef:48] WHO and Costa Rica are launching a global COVID-19 technology pool,[footnoteRef:49] collecting patent rights, regulatory data, software, designs, and trade secrets to make them available globally. Whilst many scientists and companies are pooling resources and collaborating in the fight against COVID-19,[footnoteRef:50] adapting the regulatory environment to align regulatory regimes across countries might offer further mechanisms for facilitating equitable access to treatments and vaccines.  [44:  For examples of how compulsory licensing and Crown Use provisions have been used for other diseases, see: Medicines Law & Policy (2018) The TRIPS flexibilities database.]  [45:  World Trade Organization Compulsory licensing of pharmaceuticals and TRIPS (accessed 25 May 2020).]  [46:  Médecins Sans Frontières (MSF) has called for no patents or profiteering on drugs, tests, or vaccines used for the COVID-19 pandemic. Compulsory licences are permitted under Article 31 of TRIPS and allow governments to circumvent patent rights on public health grounds by allowing generic manufactures to produce and distribute the drug at a lower price.]  [47:  Pinsent Masons (3 April 2020) Coronavirus: patents rights and the public interest. ]  [48:  Medicines Patent Pool: COVID-19: https://medicinespatentpool.org/what-we-do/our-work/covid-19/; The Guardian (17 May 2020) US and UK ‘lead push against global patent pool for COVID-19 drugs’.]  [49: Costa Rica Gobierno Del Bicentenario (24 March 2020) Costa Rica submits proposal for WHO to facilitate access to technologies to combat COVID-19; Knowledge Ecology International (27 March 2020) Open letter to WHO and its Member States on the proposal by Costa Rica to create a global pool for rights in the data, knowledge and technologies useful in the prevention, detection and treatment of the coronavirus/COVID-19 pandemic; Medicines Law & Policy (23 April 2020) COVID-19 intellectual property pool gaining support.  ]  [50:  Researchers have shared hundreds of viral genome sequences, see: GISAID 31,000 viral genomic sequences of hCoV-19 shared with unprecedented speed via GISAID.] 


Pricing 
The price of medicines and vaccines can be a barrier to access for people, healthcare systems and governments who are unable to afford them.[footnoteRef:51] Price is particularly an issue for specialty drugs (often biologics) and orphan drugs which are used to treat rare diseases. Whilst the issue of affordability is a universal one affecting all countries, the extent of the challenges this poses for access to medicines varies according to healthcare systems, governmental decisions on investment in health and medicines, and the economic status of countries. The challenge is also complicated by the extent of co-payments that exist between government, insurance companies, health systems, and individuals.  [51:  Morgan SG et al. (2020) Pricing of pharmaceuticals is becoming a major challenge for health systems BMJ 368: 14627.] 

There is lack of transparency and a degree of complexity in the drug buying process, which enables varied prices for the same drugs for different buyers. Companies can use commercial confidentiality criteria to withhold pricing information across markets. The final prices may reflect a country’s ability to negotiate the best price, rather than its ability to afford the drugs. Such practices can lead to greater inequity in access to medicines. 
During the patented lifetime of a drug, companies can exercise greater freedom to set prices for necessary medicines for which there may be no identical competition. Once patents expire, generic medicines play an important role in driving efficiency and increasing access, as they enter the market at a much lower price. 
The global economic downturn that is resulting from the COVID-19 pandemic combined with health budgets being stretched in many directions, will make it harder for governments to subsidise medicines and vaccines, and for many people impossible to afford if they are forced to pay out-of-pocket.[footnoteRef:52] Reducing market monopolies and ensuring earlier competition, as well as pooled procurement of drugs by low- and middle- income countries can increase access through affordably priced drugs.[footnoteRef:53] The COVID-19 pandemic offers an opportunity to review innovation policy regarding just compensation and reward mechanisms. Models which account for risks and costs may encourage investments in rapid industry research and development efforts for COVID-19, whilst ensuring fair and equitable access to treatments and vaccines.[footnoteRef:54] [52:  Reuters (9 April 2020) IMF chief says pandemic will unleash worst recession since Great Depression. ]  [53:  Center for Global Development (2019) Pooled procurement of drugs in low and middle income countries. ]  [54:  Burrell R and Kelly C (2020) The COVID-19 pandemic and the challenge for innovation policy NILQ 71(1): 89-94; Stiglitz JE and Jayadev A (2010) Medicine for tomorrow: some alternative proposals to promote socially beneficial research and development in pharmaceuticals J Generic Med 7: 217-26.] 

There is growing international support for the recent proposal, organised by Oxfam and UNAIDS, calling for a global agreement on COVID-19 diagnostics, treatments, and vaccines, which includes a patent-free ‘people’s vaccine’ as a global public good.[footnoteRef:55] This would ensure that, once developed, the mass production and distribution of COVID-19 vaccines is funded by rich nations and rapidly made available to people, in all countries, free of charge. They have similarly called for diagnostics, tests, and treatments to be provided free of charge.[footnoteRef:56]  [55:  Over 150 world leaders and experts, including the president of South Africa, Cyril Ramaphosa, Prime Minister of Pakistan, Imran Khan, former UK Prime Minister Gordon Brown and former President of Colombia Juan Manuel Santos, have signed the open letter calling on all governments to unite behind a people’s vaccine against COVID-19. See UNAIDS (14 May 2020) Uniting behinds a people’s vaccine against COVID-19.]  [56:  Ibid. and see also Financial Times (13 May 2020) ‘People’s vaccine’ for coronavirus must be free, leaders urge; Financial Times (25 May 2020) Race for a vaccine raises fears over unequal access. ] 


Infrastructure issues 
Global health emergencies disproportionately affect those who are already disadvantaged. In some cases, this will be a consequence of living in places with inadequate or poorly maintained infrastructure with a lack of access to water, sanitation and hygiene (WASH) and basic healthcare, living in overcrowded situations making social distancing impossible, socioeconomic inequality and political marginalisation.[footnoteRef:57] Such populations are less likely to have access to well-resourced health services or to have production facilities in place for manufacturing medicines and vaccines.[footnoteRef:58] In countries like Liberia, South Sudan, and Central African Republic, there are three or four ventilators for the entire country.[footnoteRef:59] In countries, such as Uganda, there is only one equipped intensive care bed per million people.[footnoteRef:60]  [57:  The World Bank (6 April 2020) WASH (water, sanitation and hygiene) & COVID-19.]  [58:  Acosta A et al. (2019) Medicine shortages: gaps between countries and global perspectives Front Pharmacol 10: 763.]  [59:  International Rescue Committee (2020) COVID-19 in humanitarian crises: a double emergency. ]  [60:  Murthy S et al. (2015) Intensive care unit capacity in low-income countries: a systematic review PLoS One 10:  e0116949. ] 

According to WHO, 30% of the world’s population, mostly in low and middle-income countries, do not have access to essential medicines.[footnoteRef:61] This access is limited not only by availability and affordability, but also due to the shortage and scarcity of medicines, arising from a lack of research and development for medicines or issues with supply chain management.[footnoteRef:62] Such countries face additional logistical challenges related to the production, storage and delivery of medicines, which can contribute further to the lack of access to medicines and vaccines. Oxfam International has warned that a further half a billion people in poorer countries could be pushed into poverty by the pandemic, which could exacerbate these challenges further.[footnoteRef:63] [61:  Wirtz VJ, Hogerzeil HV et al. (2016) Essential medicines for universal health coverage The Lancet 389: 10067.]  [62:  The Pharmaceutical Journal (29 March 2017) Q&A: How to ensure access to essential medicines for those in low and middle-income countries, available online: DOI: 10.1211/PJ.2017.20201994.]  [63:  World Economic Forum (12 April 2020) The coronavirus pandemic could push half a billion people into poverty. ] 


Limited supplies and purchasing monopolies 
The global nature of the COVID-19 crisis is creating challenges for supply and production with an ever-increasing demand for testing and protective equipment. It is likely that once drugs and vaccines are developed, there will be a similar challenge for production seeking to meet global demand. Ethical challenges are surfacing with reports of richer countries paying a higher market price to private manufacturers for masks and testing equipment. This means that supplies are being channelled to Europe and America, with poorer countries in Africa and Latin America unable to access the market and secure what they need for their COVID-19 response efforts.[footnoteRef:64] Countries like Brazil and South Africa, which have tried to source chemical reagents needed for testing are being given two month wait times, since richer countries have purchased supplies spanning months of production. Further reports estimate that over 50 countries have limited the export of medical goods to secure them for national use.[footnoteRef:65] The lack of access to testing kits and protective equipment carry consequences for the COVID-19 treatment pathway. [64:  The New York Times (9 April 2020) In scramble for coronavirus supplies, rich countries push poor aside.  ]  [65:  Washington International Trade Association (23 March 2020) Tackling COVID-19 together – the trade policy dimension. ] 

The competition for resources and the steep increase in prices means that already disadvantaged countries will be placed in an impossible situation. The global nature of this pandemic requires responses to be guided by values such as global solidarity and equal respect for lives. Purchasing monopolies or the prevention of medical exports are likely to have a humanitarian impact on countries whose economies and health systems are already fragile.[footnoteRef:66] More prosperous countries have an ethical responsibility to ensure that their responses to fighting the pandemic are measured and globally responsible. For example, sharing patents on niche medical products, such as testing reagents and mask designs, would enable production to be taken up by other manufacturers to help meet demand. [66:  Nature (28 April 2020) Let Africa into the market for COVID-19 diagnostics. ] 

Prevailing health inequalities and vulnerable groups 
Unwarranted variation in healthcare services and limited access to testing for COVID-19 may be reducing access to timely and effective treatment. Evidence is also emerging highlighting the disproportionate impact of COVID-19 on groups already affected by unmet health needs such as poorer and BAME communities in the UK.[footnoteRef:67] The latter may be due to the predominance of frontline workers in such groups. Additionally, with social distancing and isolation measures in place, people who already face challenges when accessing treatment, either due to structural inequalities or language barriers, may have their struggles exacerbated and feel disempowered to seek treatment for other conditions or to have other non-health care needs met. Furthermore, undocumented migrants, who are unable to access medical help for COVID-19, are also likely to be in communities at higher risk due to the social, political, and administrative obstructions preventing access to necessary support, protective measures and treatment. Provisions to mitigate the impact of COVID-19 on such groups may include interventions such as occupational risk assessments and priority testing. [67:  Kirkby T (2020) Evidence mounts on the disproportionate effect of COVID-19 on ethnic minorities Lancet Respir Med published online: DOI: https://doi.org/10.1016/S2213-2600(20)30228-9; Discover Society (2020) Are there more COVID-19 deaths than expected in BAME communities in England – what does the data say?] 

The pandemic has also had a devastating impact on vulnerable groups such as residents of nursing homes and care homes, highlighting gaps in social care as well as delays in provision of adequate protective equipment and timely treatment.[footnoteRef:68]   [68:  The Health Foundation (15 May 2020) What has been the impact of COVID-19 on care homes and the social care workforce?] 

Public trust
Public trust in the safety and efficacy of treatments and vaccines will play a key role in ensuring access and uptake. Opportunities for scientists to engage with public concerns and expectations in the early research and development phase, can lead to greater trust. In recent years, concerns about the safety of vaccines for children – so-called ‘vaccine hesitancy’ – has led in some areas to a dramatic and damaging decrease in uptake by parents and carers. Early public engagement using sensitive and appropriate language, carefully planned programme designs,[footnoteRef:69] sharing information, and countering misinformation about vaccines and treatments can all contribute to public trust and acceptance. Policy makers should be aware of the range of factors that affect people’s decisions about vaccination and treatments, such as attitudes to healthcare, social norms, identity, culture and cultural norms, and structural barriers.[footnoteRef:70] [69:  Community engagement has been institutionalised in countries like India through mechanisms such as a cadre of one million accredited health activists (ASHAs).]  [70:  WHO (2017) Vaccination and trust: how concerns arise and the role of communication in mitigating crises. ] 

Public perceptions and trust in healthcare systems may be impacted by COVID-19 related fears, affecting health seeking-behaviours and causing reluctance in accessing treatment.[footnoteRef:71] There are reports of almost half of hospital beds being empty and the lowest levels of A&E admissions in UK hospitals on record. Policy makers and healthcare institutions may need to address underlying concerns and alleviate public anxiety to facilitate access to timely treatment for COVID-19 and other healthcare needs. [71:  Financial Times (10 April 2020) Empty non-coronavirus beds raise fears that sickest are avoiding NHS. ] 

Distributive justice
Resource allocation and distributive justice considerations are being brought into sharp focus by the current global health emergency. The question of who should be prioritised for treatment and resources has already surfaced in the case of limited ventilators and intensive care beds on COVID-19 hospital wards as well as identifying and giving effect to who can and should be tested for the virus given the finite testing capacities. Once COVID-19 drugs and vaccines are available, given the global demand, it is likely that there will be limited supplies available initially. Determining who should be given priority for treatment or be vaccinated first will require careful deliberation and informed planning with learning from past pandemics.[footnoteRef:72] Factors to consider when prioritising will include understanding which populations are at greater risk and more vulnerable, and how transmission takes place. Governments should be transparent about their prioritisation strategies for delivering treatments and vaccines and communicate the values underlying their preferred approach, so that the public are aware of why certain sub-groups may be prioritised for treatment or vaccination, in the case of limited supplies.[footnoteRef:73] International cooperation to develop responses and share resources will facilitate a collective global transition out of the current pandemic.  [72:  Institute of Medicine (US) Forum on Microbial Threats (2007) Ethical and legal considerations in mitigating pandemic disease: workshop summary, available from: https://www.ncbi.nlm.nih.gov/books/NBK54171/.]  [73:  The UK government has announced that the experimental anti-viral drug, remdesivir, will be offered by the NHS. The Department of Health and Social Care has stated that the drug will be distributed across NHS Trusts, and patients who have the greatest likelihood of deriving the most benefit will be offered the treatment. See Independent (26 May 2020) Coronavirus: NHS to offer drug that can shorten recovery time by four days.] 

Effects on other areas of research and treatment
Major funders, industry and governments have strategically redirected their priorities to COVID-19 related research, pausing many existing research studies and clinical trials.[footnoteRef:74] Clinical scientists have been asked to pause their research activities and return to frontline service. Measures introduced to curtail the spread of COVID-19 have caused some university and research centers to close.[footnoteRef:75] These changes will have implications on other areas of health-related research and on patients, especially those who are enrolled on trials. Further ethical issues are arising in the clinical setting related to clinical decision-making and prioritisation of COVID-19 patients over other patients. [74:  NIHR (16 March 2020) Q&A on the impact of COVID-19 on research funded or supported by NIHR. The  European & Developing Countries Clinical Trials Partnership (EDCTP) has also mobilised funding for COVID-19 research, see: EDCTP (3 April 2020) Mobilisation of funding for COVID-19 research in sub-Saharan Africa.]  [75:  Safeguard research in the time of COVID-19 (2 April 2020) Nat Med 26: 443.] 

It will be important to justify the extent to which the emergency response to COVID-19 should take priority over other areas of health research and services, and to plan for how research activities can continue beyond COVID-19.

Key challenges 
Policy makers, regulatory bodies, industry, research institutions, and funders should create timely strategies for ensuring fair and equitable access to COVID-19 tests, treatments, and vaccines through consideration of the key challenges outlined below.
Underlying all activities in this area should be:
· Recognition of the need for international solidarity and collaboration to share the benefits of research and treatment by avoiding purchasing monopolies.
· Effective mechanisms for collaboration across different sectors working on COVID-19 treatment and vaccine efforts, including industry, government, academia, and charity.
· Strategies for early public engagement and research governance that ensure participant safety. 
· Efforts to promote access initiatives such as WHO’s COVID-19 technology pool. 

Key challenges for regulatory bodies include:
· Harmonised regulatory regimes that ensure alignment of approaches across different countries to support and accelerate COVID-19 research efforts.
· National and international regulatory environments that facilitate timely and equitable access to treatments by addressing laws and regulation such as commercial confidentiality, data and market exclusivity. 
· Robust regulatory reviews that ensure the safety of research participants is not compromised in the accelerated and pressured environment of COVID-19. 
· Ensuring that the benefits of health research that has received public investment is harnessed for the public good and meets patient need.
Key challenges for policy makers include: 
· Fair and transparent strategies for prioritising and allocating COVID-19 treatments and vaccines. 
· Addressing unwarranted variation within healthcare systems and structural inequalities which prevent timely and equitable access to treatment.
· Timely identification of vulnerable groups to enable rapid risk assessment and testing to facilitate access to treatment.  
· Support for countries with existing structural barriers to essential healthcare and broader infrastructural problems for public health.
· Review innovation policy regarding just compensation and reward mechanisms that account for risks and costs to encourage investments in rapid industry research, whilst ensuring fair and equitable access to treatments and vaccines.
Key challenges for industry include:
· Patenting policies and intellectual property licensing that focuses on fairness and global public good.
· Transparency and data-sharing through research coalitions to support global efforts to develop safe and efficacious treatments. 
· Commitment to initiatives like the Open COVID Pledge to share intellectual property.
· Joining the COVID-19 technology pool established by WHO.
· Transparency in policy-making around drug pricing to ensure fair policies and pricing.  
Key challenges for research institutions include: 
· Robust research and governance to ensure the safety of research participants is not compromised in the accelerated and pressured environment of COVID-19. 
· Early public participation and involvement in COVID-19 research efforts, especially from underrepresented groups. 
· Community engagement and initiatives to build public trust for COVID-19 drugs and vaccines, with conversations around public expectations. 
Key challenges for other funders of research include: 
· Research prioritisation to reflect international need and to contribute to global efforts, in recognition of a moral responsibility towards others which extends beyond territorial boundaries.
· Aligning research questions to meet locally informed needs, especially in LMIC contexts.
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