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eConsent # Remote consent

Remote Consent

Collection of consent away from the site Uses a tablet, smartphone, computer or
other electronic device

May involve eConsent (but not always) Can be remote or on site (or both)
Sometimes achieved by sending paper The ‘electronic’ part can be either or both:
documents through the post * Informing/educating participant e.g.

video, podcast
 Documenting consent using electronic
signatures



Example: HELPP Study

* HeEL Pain Pathways
* Feasibility study
* Single-site, NHS Sponsor

eeEL Pain Pathways \

* Interventions are all standard care
» Self-help video (remote)
* Virtual consultation (remote)
* Orthotics
* Shockwave therapy (ESWT)

* PROMs questionnaires
* Low risk, non-CTIMP

What causes plantar heel pain?




CTIMPs (high risk) Non-CTIMPs (if negligible/minimal
risk)

“There must usually be a discussion  Process “does not usually require the
in real-time between the participant need for a two-way discussion”

and the investigator” R&D agreed to have a separate electronic
Researcher needs to document that they consent form that the researcher signed off
witnessed the patient signing the ICF (i.e. after checking the participant ICF. No
countersign). research activity started before that.
“eSignatures that involve the “any simple electronic signature is

participant tracing their handwritten normally adequate”
signature using a finger or a stylus or

biometric eSignatures should be

considered”




Consent methods in HELPP

Pre-screenin Participant Al
8 information Screening call signed ICF by
call
sent by post post
Pre-screenin Participant Sl
call 8 information Screening call submit ICF
sent by email online




Problems

* Paper ICFs delayed or lostin the post

 Patient access to REDCap forms from outside NHS Wales

* Delays with installation of secure certificates for a public-facing server
infrastructure

& This Connection Is Not Private

This website may be impersanating “integration2.cavuhb.nhs.wales”®
to steal your personal or financial informaton., You shoukd close this
page,

& This Connection Is Not Private

This website may be impersonating “integration2.cavuhb.nhs.wales” Close Page
to steal your personal or financial information. You should close this

page. : ; i .
Safari warns you when a website has a certificate that is not

valid. This may happen if the website is misconfigured or an

Show Details Close Page : i
attacker has compromised your connection.

To learn more, you can yiew
the risks involved, you ca

2 certificate. If you understand




HELPP (Heel Pain Pathways) Study

Full study title: Feasibility of developing personalised treatment pathways for relief of plantar heel pain using a
sequential multiple assignment randomised trial (SMART) study design.

| have been consulted about participation in this & Yes
research project. | have had the opportunity to ask

questions about the study and understand what is

involved.

| confirm that | have read and understood the & Yes
Participant Information Sheet version 2.0 (dated

21/06/2024) for the above study. | have had the

opportunity to ask questions which have been answered

fully.

| understand that | can withdraw from the study at any ® Yes
time, without giving any reason and without my medical
care or legal rights being affected.

L Aanmida +a ikl de—ia o me | sms ikl Ade—aim Frmmn Hha AR W

[] 1 certify that all of my information in the document above is correct. | understand that clicking 'Submit’ will

electronically sign the form and that signing this form electronically is the equivalent of signing a physical
document.




Findings (n=32) 2s
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HELPP participants



Conclusion

Remote E-Consent can be completed more quickly and easily
than postal consent, once initial teething problems have been
overcome.

\
HELPP Trial eConsent is a more That WOl{|d be
Manager intuitive and smooth much easller for
process to manage me:

)

Podiatry patient
response to the
offer of eConsent
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Questions?
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