
Letters

The evolution of clinical trials in 
response to COVID- 19

To the Editor: The clinical trial 
landscape has arguably progressed 
more in the past 6 months than in 
the previous 10 years. The needs of 
humanity in the global pandemic 
catalysed the necessity to evaluate study 
design, implementation, governance, 
technology and collaboration. The race 
for effective therapies and a vaccine 
highlighted the need to expedite drug 
development and approval. While 
clinical trials in oncology have used 
master protocols for many years, 
with clear guidance from regulatory 
authorities1 and a gradual adoption in 
other therapeutic areas,2 these have 
become the blueprint for coronavirus 
disease 2019 (COVID- 19) clinical 
trials developed by the World Health 
Organization, ensuring the ability to 
test a broad range of therapies.

COVID- 19 has also triggered the 
adoption of technology to support trials, 

accelerating the move to a digital age 
of clinical trials.3 Platforms to deliver 
online recruitment, electronic consent, 
wearable devices, artificial intelligence 
and electronic systems for source 
data and regulatory documents now 
provide the solution to maintaining 
clinical trials activity, at a time when 
restrictions challenge the viability of 
face to face trial operations. The need 
for comprehensive, integrated electronic 
medical records is evident, with 
enduring access for parties for data 
verification, but raises issues of access, 
privacy and cybersecurity.

Out of necessity, clinical trials have 
also adopted teletrials, like the need in 
medical practices to adopt telemedicine,4 
resulting in a dispersed, decentralised 
model of operation. The pressure to 
adapt clinical trial delivery has seen 
previously perceived barriers fall 
away. By focusing on common goals, 
collaboration, technology, and building 
solid foundations to evaluate our 
progress to ensure research integrity 
and safety, a new era of clinical trials 

will unfold. The clinical trials team of 
the future will evolve, incorporating 
a core team with information and 
communication technology capabilities 
to support training, management 
and development of trial systems in a 
networked model of delivery. While 
this is a welcome push into a new 
technological era, with an opportunity 
to retain new elements and abandon 
outdated models, we must proceed with 
thoughtful consideration and evaluation 
of our progress.

Alana Sarah1  
Olivia Dean1,2   
Michael Berk1,2

1 University Hospital Geelong, Barwon Health, Geelong, VIC. 
2 Institute for Physical and Mental Health and Clinical 
Translation, Barwon Health, Deakin University, Geelong, VIC. 

michael.berk@deakin.edu.au

Acknowledgements: Michael Berk and Olivia Dean 
receive salary support from National Health and Medical 
Research Council Fellowships.

Competing interests: No relevant disclosures. ■

doi:  10.5694/mja2.50991

© 2021 AMPCo Pty Ltd

References are available online.

M
JA

 2
14

 (7
) ▪

 19
 A

pr
il 

20
21

332

https://orcid.org/0000-0002-2776-3935
mailto:
https://doi.org/10.5694/mja2.50991


M
JA

 214 (7) ▪ 19 A
pril 2021

Letters

333

 

333

M
JA

 214 (7) ▪ 19 A
pril 2021

Letters

332.e1

1 US Food and Drug Administration. Master 
protocols: efficient clinical trial design strategies 
to expedite development of oncology drugs and 
biologics. Draft guidance for industry. FDA, 2018. 
https://www.fda.gov/regul atory - infor matio n/
searc h- fda- guida nce- docum ents/maste r- proto 

cols- effic ient- clini cal- trial - desig n- strat egies 
- exped ite- devel opmen t- oncol ogy- drugs - and 
(viewed Feb 2021).

2 Bogan V. Master protocols: new directions in drug 
discovery. Contemp Clin Trials Commun 2020; 18: 
100568.

3 Inan OT, Tenaerts P, Prindiville SA, et al. Digitizing 
clinical trials. NPJ Dig Med 2020; 3: 101.

4 Calton B, Abedini N, Fratkin M. Telemedicine in 
the time of coronavirus. J Pain Symptom Manage 
2020; 60: 1. ■

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/master-protocols-efficient-clinical-trial-design-strategies-expedite-development-oncology-drugs-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/master-protocols-efficient-clinical-trial-design-strategies-expedite-development-oncology-drugs-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/master-protocols-efficient-clinical-trial-design-strategies-expedite-development-oncology-drugs-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/master-protocols-efficient-clinical-trial-design-strategies-expedite-development-oncology-drugs-and

