
Research Month 2020

e-Consent
Providing electronic informed consent (e-consent) to participants to the LEAP1 Study 

during the COVID-19 pandemic and beyond – a pragmatic approach.
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Discussion 

Currently the LEAP study is still in progress till December 2021, results are pending. A summary of the advantages and disadvantages for the platforms used to provide e-consent is outlined 

in Table 2 below.

Conclusions 

This electronic consent strategy has been ethically reviewed and approved by 

the LEAP1 Lead HREC (HNELHD HREC, ref. 14/08/20/3.05), as well as the 

Epworth Health Research Development and Governance Unit (RDGU). 

This type of consenting should help minimise the risk of transmitting COVID-19, 
make the process of informed consent simple, user friendly and effective. 

Program Advantages Disadvantages

Adobe Pro • Easy to use 

• Pre-selected fields for PI, Research Midwife and participant

• All users automatically receive a completed copy upon execution

• Participant does not require the Adobe Pro program to sign form

• Electronically provided signatures are compliant with Australian e-signature law

• Process is secure – access limited only to the parties required to sign the PISCF

• Reduced travel time for participant to attend clinic  

• Research staff can view an audit trial, verifying the identity of all signing parties

• No wet ink - reduces the transmission of COVID-19 

• Small fee for monthly subscription (account held by the consenting site)

• Good internet access for all parties (PI, participant, Research Midwife) required

Zoom • Minimise face to face contact during COVID-19 pandemic 

• Teleconferences are secure when meeting ID’s and waiting rooms are utilised

• Free to use for all parties

• Can feel impersonal 

• Good internet access for all parties (PI, participant, Research Midwife) 

required.
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COVID-19 Minimise COVID-19 transmission risk amongst the community 

Adobe Pro Using a electronic program to help aid using digital signing

Zoom Telehealth conferences with PI, research personals and participant

Recruitment Maintains LEAP recruitment during the COVID- 19 pandemic

Safety Enhances the safety of women and staff 

Introduction

The routine informed consent process traditionally involves wet-ink signatures and a face-to-face meeting with the Principal Investigator (PI), Research Midwife and

participant.

The Lactoferrin Evaluation in Anaemia of Pregnancy (LEAP1) explored the use of e-consent during COVID-19 pandemic, with the intention to continue the strategy

through to the end of the study. This strategy aims to enhance the safety of women and staff by minimising face to face contact, in turn minimising transmission of

COVID-19 whilst utilising modern technology such as Adobe Sign and Zoom telehealth conferences to implement e-consent procedures.

Programs such as Adobe Sign allows the Research Midwife to create an interactive, fillable template with pre-specified fields. All users (the PI, Research Midwife

and participant) automatically receive a completed copy upon execution of the document. The research staff can also view an audit trial, verifying the identity of all

signing parties.

Use of teleconferencing platforms such as Zoom provides the participant with ample opportunity to discuss the study with the PI and Research Midwife, and to

ensure they fully understand what is involved in the study by raising any questions they have about their participation prior to providing informed consent.

These processes are compliant with the Integrated Addendum to ICH E6(R1): Guideline for Good Clinical Practice section 4.8; Informed Consent of Trial Subjects. Table 1. Summary of aims of e-consent in the LEAP1 study. 

Table 2. Summary of advantages and disadvantages of using e-consent.
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Methodology

Figure 1. The process of implementing e-consent to the LEAP1 study at Epworth Health.

* Adobe e-Sign requires a subscription by the site study team (minimum 1 staff member at site to access)


