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HOW TO OBTAIN CONSENT 
 

Before any data can be collected, and a patient randomised, you must complete the informed consent process. 
 
The consent procedure should be adapted (in line with the protocol) based on the patient’s capacity and the 
clinical situation. 
 
Consent can be obtained from 
- Patient  
- Relative 
- Professional legal representative 
 
Important points when obtaining consent 

• Assess capacity of patient first and decide the best pathway for 
obtaining consent 

• Provide participant information sheet and allow time for 
patient/relative to read and ask questions. The clinical situation 
must be considered. They may be scared, concerned and anxious. 

• Participation is voluntary and patients are free to withdraw at any 
time. The care they receive at the hospital will not be affected 

• Some of the participant’s data will be shared with the trial team at 
the coordinating centre – this will be subject to strict 
confidentiality 

 
Who can take consent?  
Any site staff who the principal investigator is satisfied has the necessary 
training and experience. They must have read this guidance document (in 
addition to other mandatory trial training) and completed the training log 
to confirm this  
 
How to document informed consent 
- Electronic consent form  
- Paper consent form 

A copy of the Participant Information Sheet and consent form should be provided to the participant/relative: 
- If the participant/relative has a phone they can take a photo of the .pdf electronic or paper consent form 
- If the participant/relative has an email address, email .pdf or photo of the consent form 
- Alternatively if they prefer, you could send via WhatsApp 
- Print .pdf copy of consent form outside of the infected area 
- Photocopy paper consent form outside of the infected area 
Delete photos and email attachment of the consent form after it has been sent 
 
If paper consent form used: 
- The original completed form must remain at site – stored securely under control of Principal Investigator 
- A copy should be placed in the medical records 

 

As there is a potential risk of cross-infection by removing paper documents from the clinical area for secure 
storage, should consider obtaining consent electronically on the tablet provided.  
 
Always: 
- follow the COVID-19 infection control policy for your hospital when obtaining consent 
- ensure that patient/relative/representative and person taking consent have adhered to your local 

infection control policy including, washing their hands with soap or alcohol hand sanitiser 
- ensure Tablet and pen are cleaned before and after use 
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If consent is not obtained for a patient in the trial this must be reported to the Clinical Trials Unit (CTU) 
immediately by emailing crash19@Lshtm.ac.uk. This is a serious breach of the Protocol. 
 
If patient is unable to read or write 

• Explain trial in the presence of an impartial witness who must countersign the consent form 
• Obtain mark (e.g. thumbprint) from patient/relative if they are unable to write 
• An impartial witness is someone independent from the trial, i.e. not involved in the trial. E.g. hospital staff 

member, or an adult accompanying the patient at hospital. They must be able to read and write. 
 
If Professional Legal Representative consent is obtained  
Obtain consent from 

• the patient’s personal representative or  
• directly from the patient if they recover, at the earliest opportunity for ongoing trial procedures 

 
If a participant dies before consent is obtained 

• It is the treating clinician’s decision as to whether relatives can be approached to obtain consent 
 
HOW TO COMPLETE THE ELECTRONIC CONSENT FORM:  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Log into the trial database using your personal log 
in details 

 

On the left-hand side navigation panel, under the 
header of ‘Data Collection’ click ‘Add/Edit Records’  

Click ‘Add new record’ 
 

The consent form is the 1st form to be added for 
each patient. 

Click radio button next to the ‘Consent’. This will 
take you to the consent form.  

Complete these questions 
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Let the consent giver read the 
information sheet and consent form  

If a witness is required, the witness 
should complete this section:  

• Name 
• Signature 

 

Consent giver to complete: 
• Their name 
• Signature 

 
If the participant is unable to read the 
text and/or sign for themslves, a mark 
should be provided. Their name 
should be completed by the impartial 
witness.  

Consent taker to complete this 
section 

• Name 
• Signature 
• Date consent obtained 
• Save the form 
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HOW TO COMPLETE THE PAPER CONSENT FORM:  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
We have illustrated above how to complete each section of the participant consent form. The principles also apply 
to the representative consent form; the representative should write their own name, signature and date the form. 
they should also write their relationship to the participant. 

Investigator completes the header 
information 

Participant writes their name, signature and 
the date on the form. 
 
If the participant is unable to sign, a mark or 
thumbprint should be provided. Their name 
and the date should be completed by the 
impartial witness. 

Please note, the paper consent form should 
only be completed if you are unable to use 
the electronic consent form.  
 

The person taking consent writes their own 
name, signature and the date on the form. 

If a witness is required, the witness should 
complete this section. 
They should also complete the participants 
name and the date  
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YES 

YES 

YES 

CONSENT PROCESS FLOWCHART 
 
 
 
 
 
 
 
 
 
 
    

• Patient given information sheet 
(electronic or hard copy)  

• Patient completes the participant 
consent form (electronic or hard copy) 

Relative agrees to give consent? 

• Complete the representative consent 
form (electronic or hard copy) 

• Obtain consent from patient’s personal 
representative (or directly from the 
patient if they recover) at the earliest 
opportunity for ongoing trial 
procedures  

• If the patient dies before consent is 
obtained, it will be the treating 
clinician’s decision as to whether 
relatives can be approached to obtain 
consent 

NO 

NO 

NO 

PATIENT FULFILS ELIGIBILITY 
CRITERIA? 

YES 

Is patient competent to give 
valid written consent?   

 
DO NOT INCLUDE IN TRIAL 

 

NO 

Treating / responsible 
clinician (independent of 
the clinician seeking to 

enrol the patient) willing to 
act as Professional Legal 

Representative (PLR) 

Is a relative present and 
has capacity to act as the 

patient’s Personal 
Representative? 

YES 

DO NOT INCLUDE IN TRIAL 

If patient is unable to read/ write 
• Explain the trial in the presence of an 

independent witness  
• Obtain mark (e.g. thumbprint) from patient 
• Independent witness must sign the form  

• Give Relative information 
sheet 

• Relative completes the 
representative consent form 
(electronic or hard copy) 


