

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-electronic-informed-consent-clinical-investigations-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-electronic-informed-consent-clinical-investigations-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-pandemic
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-pandemic

= By recording the conversation

If a potential subject or a subject’s legally authorized representative (when
appropriate?) is not able to provide consent or documentation of consent in
accordance with the options above or typical practice, the subject would not
be able to participate in research as the regulatory requirements would not be
met. In addition, these requirements cannot be waived or appealed.

Obtaining Informed Consent

The process for consent should be described thoroughly in the project application and
documented in the research records.

1. Electronically
Example this method could include sending a consent form via encrypted email,

obtaining e-consent utilizing an iPad, or utilizing a cloud-based system for delivery and
communicating in-person with subjects.

2. Phone Call or Video Conference
Example thism


/-/media/MCW/Departments/Human-Research-Protection-Program/Researchers/IRB-SOPs/IRB-SOP-Informed-Consent-FINAL.pdf?la=en

Example The consent form can be signed, scanned, and sent via encrypted email or fax
from the subject to the team. In addition, electronic signatures can be utilized.
Photograph

Example The subject or research team can photograph the entire signed consent form
by camera, cellular phone, etc. and send the picture to the research team. The picture



