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Informed Consent 
 
 
 
 

 
 
 

After screening 
When a woman has been identified as eligible for the MAMA trial provide the following 
documents: 
 
MAMA Participant Information 
Leaflet (PIL) 

To provide information on the MAMA Trial. 

Infant Immune Response PIL To provide information on the optional Infant 
Immune Response element of the trial. 

Participant Information QR Card QR code links to the MAMA website and 
Participant Information Video. 

 
If the consent discussion takes place remotely, the woman should be provided with these 
documents either as a physical hard copy or as an electronic copy via an email or as a 
digital download. 
 
Who can take consent? 
Staff who have relevant GCP training, MAMA study training (documented on the MAMA 
Training Log), and are authorised by the Principal Investigator (PI) to ‘Obtain informed 
consent’ (documented on the Site Delegation Log). Please check for any other relevant 
trust requirements for obtaining consent.  
 
Who can give consent? 
Only the woman can give consent for her participation in the trial. 
 
Infant Immune Response Consent 
There is a separate, optional section of the consent form for women to agree to be 
contacted about their baby to taking part in the “Infant immune response” component of 
the MAMA study after their baby is born. This part of the trial is described in the Can my 
baby take part? Section of the MAMA PIL and in more detail in the Infant Immune 
Response PIL. 
 
This part of the study involves 3 home visits to to take blood samples when the baby is 2 
months, 5 months, and 13 months of age. Women do not have to agree to their baby 
having blood tests in order to take part in MAMA. 
  
When to consent? 
In order to take part in MAMA, consent must be given before 28 weeks’ gestation.

Written informed consent must be obtained using the MAMA In-person Consent 
Form (for in-person consent) or the MAMA Remote Consent Form (for remote 
consent) before a woman can be randomised to MAMA or any study procedures take 
place. 
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How to consent? 
  
Give the woman the opportunity to consider the information, and ask questions to decide 
whether they would like to participate in the trial.  
 
Women should be aware that participation is voluntary and that they may change consent 
at any time without giving a reason, and without this affecting the quality of their or their 
child’s care. If they choose to discontinue the trial allocation, they will be asked to 
continue providing data for the study – though they may choose to withdraw from this 
aspect too (see Gudance Sheet: Change of consent).  
 
Completion of In-Person MAMA Consent Form 

 
• Where in-person consent is possible the MAMA Consent Form must be signed and 

dated by the woman and the healthcare professional taking consent.  
• Ensure that: 

o All boxes are initialled and completed. 
o The writing is clearly legible. 
o Details have transferred through all three copies of the form.  

• Women should initial (not tick) each box before signing and dating the form (do not 
complete in advance).  

• The dates for the participant and healthcare professional signatures must be the 
same. Women must not be given a consent form to sign at a later date.  

• Any healthcare professional signing this form must be delegated by the PI to take  
• consent on the MAMA Site Delegation Log. 
• Any corrections on the consent form must be made in a GCP-compliant manner (for 

eg do not back date any corrections) 
 

Optional section 
• Points 8, 9, and 10 on the MAMA Consent Form, which relate to the infant immune 

response element of the trial, and whether there are any long term effects of taking 
biologics during pregnancy, are optional and whilst we would like women to agree due 
to their importance, they are not mandatory for taking part in MAMA. 
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Write the name of 
hospital clearly here. 

After consent, obtain a 
study number from the 
Randomisation website 
and write study number 

here. 

Boxes must be initialled 
and not ticked. 

This section is optional 
and is not mandatory 
for participipants’ to 

complete.This section 
can be left blank 

The participant 
providing consent  

and the health 
professional taking  

consent must sign the 
consent form and date 
the form on the same 

date. 
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Remote consent – MAMA Remote Consent Form 
 
Consent may be obtained remotely (via telephone or video call) in order to facilitate the 
extended time that might be required for a woman to decide to participate, to give 
potentially eligible women identified outside the recruiting site e.g. in a rheumatology clinic 
an opportunity to be in the trial, and to maximise the ease of recruitment for the women 
who may only visit the maternal medicine service infrequently. This will also facilitate 
consent for women who may require support for consent, such as language interpretation, 
or for those with visual impairment. 
 
Remote consent should be of the same standard as in-person consent as outlined 
above. 

 
ID checks 
• The health professional taking remote consent must complete the identity checks and 

confirm the woman’s name and address.  
• It must be documented in the woman’s medical notes that the woman consented to the 

ID checks during the consent process.  
 

Remote consent form completion 
• Complete the consent form in BLOCK CAPITALS.  
• The health care professional must ensure that the participant has verbally agreed to 

each consent item by initialling the boxes with their own initials (not the woman’s 
initials). 

• Ensure that: 
o All boxes are initialled and completed. 
o The writing is clearly legible. 
o Details have transferred through all three copies of the form.  
o Each box has been initialled (not ticked) before signing and dating the form 

(do not complete in advance). 
• Any healthcare professional signing this form must be delegated by the PI to take 

consent on the MAMA Site Delegation Log 
• Any corrections on the consent form must be made in a GCP-compliant manner (for 

eg do not back date any corrections) 
 

Optional section 
• Points 8, 9, and 10 on the MAMA Consent Form, which relate to the infant immune 

response element of the trial, and whether there are any long term effects of taking 
biologics during pregnancy, are optional and whilst we would like women to agree due 
to their importance, they are not mandatory for taking part in MAMA. 
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Write the name of 
hospital clearly here. 
After consent, obtain 
a study number from 
the Randomisation 
website and write 

study number here. 
 

Boxes must be 
initialled using the 

healthcare 
professional’s 
initials, not the 

woman’s initials. 

Healthcare 
professional should 
sign here to confirm 

they have 
undertaken 

participant identity 
checks and confirm 
the identity of the 

participant. 

This section is 
optional and is not 

mandatory for 
women to comple. 
This section can be 

left blank. 
 

Only the health 
professional taking  
consent must sign 
the consent form. 
Countersignature 

from the participant is 
not required. 
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Filing Documentation 
 
After randomisation please add the participant study ID to the consent form. 
 
There will be three carbon copies of the completed consent form.  
 
• The original paper copy should be retained in the site folder and an electronic copy 

saved to the electronic Investigator Site File (eISF). 
• One copy should be provided to the woman, either as hard copy or electronically via 

email. 
• One copy should be filed in the woman’s medical notes. 
 
Once complete, a clear scanned copy of the original should be sent to the MAMA 
Coordinating Centre via the NPEU Upload Tool. Training and access to this system will 
be provided to sites as required. 
 

Change of Consent 
 
If a participant wishes to change their consent to any or all parts of data collection for the 
trial, this should be recorded on the MAMA Change of Consent Form. See Guidance 
Sheet: Change of Consent.  
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