Journal of Pharmaceutical Policy and Practice© The Author(s) 2021
https://doi.org/10.1186/s40545-021-00400-0

Commentary

Marketing authorization of COVID-19 vaccines across UK, EU, and the US: fact-checking and the implications for future research

Nasir Abbas1   and Zaheer-Ud-Din Babar1
(1)Department of Pharmacy, University of Huddersfield, Huddersfield, HD1 3DH, UK

 

 
Nasir Abbas
Email: Nasir.Abbas@hud.ac.uk



Published online: 24 December 2021
Abstract
While having access to safe and efficient vaccines is essential for eradicating the COVID-19 pandemic, gaining marketing authorisation is a critical step in enabling and speeding this process. On December 2, 2020, the United Kingdom became the first country to approve the first COVID-19 vaccine. This commentary aims to provide a quick overview of the UK’s COVID-19 vaccine authorization process and compare it to that of the EU and the US. While the UK, EU, and US expedited the COVID-19 vaccine approval process, regulatory authorities did not appear to cut corners in their approval of the Pfizer COVID-19 vaccine, as evidenced by their decisions to switch emergency use authorization to full authorization in the US and to renew conditional/temporary use authorization in the EU and UK, respectively. There is an opportunity to conduct a thorough investigation into and comparison of the filed dossiers, as well as the robustness of the evaluation process for the approval of COVID-19 vaccines.
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Introduction
United Kingdom (UK) is the first country, where Pfizer-BioNTech COVID-19 Vaccine was approved on 02 December 2020 [1]. This has allowed UK population to access this much needed vaccine few weeks ahead of anyone else in the world [2]. This commentary aims to provide a quick summary of authorization process for the COVID-19 vaccines in the UK and compares the process with the EU and the US. Several COVID-19 vaccines have now been approved for use in humans [3]. In this commentary we have reviewed the authorization and review process of Pfizer-BioNTech COVID-19 Vaccine (mRNA Vaccine BNT162b2 concentrate for solution for injection) now branded as Comirnaty®. This is first approved COVID-19 vaccine and has been approved for use in 112 countries so far, and 46 trials in 21 countries have been conducted [4].
Ensuring access to new medicines including vaccines is a global concern [3, 5]. While access to safe and effective vaccinations is key to eliminating the COVID-19 pandemic, obtaining marketing authorization is a crucial step in enabling and expediting this process. This Authorization process for new medicines including vaccines is long and complex and is considered a barrier to early access. However, during this pandemic renowned regulatory bodies across the world have adapted/devised most efficient mechanisms to authorize the COVID-19 vaccines by reducing the review time from several months to few weeks resulting in faster access to vaccines. Before the end of transition period (31 December 2020) of the UK’s withdrawal from the EU, licensing for innovative medicinal product in the European Union including UK would have been granted only by the European Medicines Agency (EMA). Nevertheless, UK modified the legislation in 2020 to enable temporary authorization for emergency use during the pandemic. This enabled UK Medicines and Healthcare products Regulatory Agency (MHRA) to authorize and approve it without getting an approval from EMA [6].
Temporary use authorization of COVID-19 Vaccines in the United Kingdom
In UK Pfizer-BioNTech COVID-19 Vaccine was primarily granted a temporary authorization for emergency use. Temporary use authorizations allow for the supply of an unlicensed pharmaceutical product in response to specific sorts of public health threats, such as the suspected or verified spread of pathogenic agents [7]. In the UK, for the review of “Pfizer-BioNTech COVID-19 Vaccine” a request for temporary use authorization was made to Medicines and Healthcare products Regulatory Agency (MHRA). The evaluation process started on 1st October and an approval was granted on 2nd December 2020. This was a rolling data submission as the pharmaceutical company was allowed to submit the data related to product efficacy and safety in batches as it become available [8].
After the UK’s approval of the Pfizer/BioNTech vaccine, the FDA and the EMA followed suit and issued emergency use authorizations for the same vaccine, including for pregnant women [9, 10]. UK’s temporary use authorisation once granted lasts for 1 year as pharmaceutical companies are required to fulfil specific obligations under this. The standard marketing authorization is granted once complete data package is available [11]. Authorization in UK was renewed on 02 December 2021 [12].
Conditional marketing authorization of COVID-19 Vaccines in the European Union
In EU Pfizer-BioNTech COVID-19 Vaccine was primarily approved through a procedure called conditional marketing authorisation. Conditional marketing authorization is one of the EU's regulatory mechanisms for promoting early access to pharmaceuticals that meet an unmet medical need, such as the current pandemic [13]. In the EU, review of the request for conditional market authorization for “Pfizer-BioNTech COVID-19 Vaccine” to European Medicines Agency (EMA) started on 5th October and an approval was granted on 21 December 2020. Though EMA used rolling data submission but the overall review process in EU took few more weeks as compared to the UK. This resulted in the EU approval a little later [14]. Similar to MHRA temporary use authorization, EMA conditional marketing authorization is initially granted for 1 year which can either be renewed before the end of the year or pharmaceutical company can provide more data and request for standard marketing authorization [15]. After reviewing updated quality, safety, and effectiveness data and verifying the positive benefit–risk balance, the EMA has recommended on October 14, 2021 that the conditional marketing authorization for Pfizer-BioNTech COVID-19 Vaccine be renewed [16].
Emergency use authorization of COVID-19 vaccines in the United States
In the US Pfizer-BioNTech COVID-19 Vaccine was primarily approved through a procedure called Emergency Use Authorization (EUA). This procedure is for simplifying the provision of medical countermeasures, including vaccines, during public health disasters like as the current COVID-19 pandemic. When certain statutory criteria are met, such as that there are no adequate, approved, and available alternatives, FDA may allow the use of unapproved medical products, or unapproved uses of approved medical products, in an emergency to diagnose, treat, or prevent serious or life-threatening diseases or conditions [17]. In the US, the review of the request for Emergency use authorization of “Pfizer-BioNTech COVID-19 Vaccine” to US Food and Drug Administration (FDA), started on 20th November and an approval was granted on 11th December 2020. Though review in US started few weeks later but the overall review time was less when compared with the UK and EU [18]. Delay in start of review in US was because of FDA advice to pharmaceutical companies for not requesting Emergency use authorization until 50% of the patients had completed 2 month follow-up after administration of vaccines [19]. FDA has expanded the emergency use authorization for Pfizer-BioNTech COVID-19 Vaccine to full authorization on 23 Aug 2021. While millions of people have already gotten COVID-19 vaccinations successfully under emergency use authorization, FDA’s full authorization of this vaccine may give some people more confidence to get vaccinated [20].
Summary of COVID-19 vaccine approval processes in the UK, EU, and the US
While UK, EU and US have also expedited the COVID-19 vaccine approval process, regulatory authorities in these countries have made no compromise on quality, efficacy & safety standards [6, 21]. A key difference between the expedited procedures (emergency use authorization/temporary use authorization/conditional marketing authorization) used for COVID-19 vaccines and standard licencing procedures is the length of study participants’ follow-up to evaluate the duration of protection and if there were any rare adverse events down the road. The average follow-up period used for COVID-19 vaccine procedures is 2 months, but standard licencing procedures require 6 months [22]. It is important to note that COVID-19 vaccines, SINOPHARM in China, and Sputnik V in Russia have been approved for use even before the completion of phase 3 trials. Genetic vaccines are new, and long-term safety testing is required for identifying potentially contraindicated groups of persons, such as those with a history of blood disorders, thrombocytopenia (past or present), or pre-existing immunological diseases [23]. It is also important to note that following initial approval, pharmaceutical companies agreed with regulatory authorities on various measures, including monitoring systems, to ensure that any safety concerns are identified and evaluated in a timely manner [20].
Conclusions
UK, EU, and US regulatory authorities did not appear to have compromised the evaluation standards to approve the Pfizer COVID-19 vaccine and it is primarily evident by regulatory authorities’ decisions to switch emergency use authorization to full authorization in US and renewal of conditional/temporary use authorization in EU and UK, respectively. During the COVID-19 vaccines approval process, unprecedented level of acceleration of regulatory processes and interactions between regulatory authorities and pharmaceutical companies have contributed to delivering the vaccines to market sooner. These learning could be leveraged not only in dealing future pandemic but also to optimize regulatory strategy for important treatments with unmet medical need. There is an opportunity to do a detailed study to investigate and compare the submitted dossiers and robustness of the evaluation process for approval of the COVID-19 vaccines in general and particularly Pfizer COVID-19 vaccine.
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