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The Monoclonal Antibody Medications in 
inflammatory Arthritis: stopping or continuing in 

pregnancy (MAMA) trial

MAMA has been developed in response to a commissioned call from the 
NIHR Health Technology Assessment (HTA) Programme, 
To assess the evidence gap and variation in practice surrounding the use of 
biologics in pregnancy in women with Autoimmune Inflammatory Arthritis 
(AIA). 



Difficult clinical decisions

Uncontrolled arthritis can lead to 
worse outcomes in pregnancy, so 

managing arthritis well is very 
important. 

Other medicines used to treat arthritis 
flares in pregnancy, such as steroids, 

can pose potential harm.

Concerns about possible effects of these 
drugs on infants’ immune systems, and 
some infant vaccinations are routinely 

delayed. 

Despite a good fetal safety profile it still 
remains uncertain whether biologics 
should be continued throughout the 

entire pregnancy.

Until recently, most women were advised that they should stop their 
biologic drugs during pregnancy and avoid these drugs in the 2nd and 

3rd trimester.
Many women, especially those with RA for example, find that their 

arthritis does not flare during pregnancy, some even say they feel a bit 
better, and no additional treatment is required. 



BSR Guidance

Due to mounting evidence of their safety for women and babies during 
pregnancy, British Society for Rheumatology (BSR) published updated 

guidance on the use of biologics in pregnancy in 2023



Generic recommendations

Where possible, the minimum effective dose of 
immunomodulatory drug should be used to maintain maternal 
disease suppression.

Stopping during pregnancy may be considered  for women at a low 
risk of disease flare on withdrawal of therapy.

Biologics may be continued throughout pregnancy if required to 
control active/severe disease. 

The BSR guidelines indicate that women are safe to stay on biologics, but 
it does not confirm that women should stay on biologics. 



Research agenda
A RCT features in the proposed 
research agenda as a requirement 
to improve certainty around the 
use of biologics in inflammatory 
arthritis in pregnancy in a paper 
published in the Lancet 
Rheumatology in August 2024.
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Difficult personal decision

Emphasising the importance of this research to women and families. 

“…deciding to take 
medication in pregnancy 
made me feel guilty… it 
was hard feeling like I 
was putting my health 

before my baby’s…”

“…managing RA is like walking a 
tightrope… it takes so long to find a 

drug combination that works… 
coming off a drug that helped me 
manage my symptoms was a huge 

decision. We were so worried about 
how I would manage flare ups whilst 

also being pregnant. And if I came 
off the biologics, would I respond in 
the same way when I came back on 

them?” 



Variation in practice

Despite the updated 2022 national guidelines, there 
remained variation in:
• Practice across the UK regarding the use of 

biologics in pregnancy. 
• When rheumatologists would advise their 

patients to stop biologics should they become 
pregnant

National survey of obstetricians, rheumatologists and maternal medicine 
specialists conducted in 2022. 

Newer generation biologics throughout pregnancy for conditions such as:
• Inflammatory bowel disease

• Different clinical picture
• Flares can cause be clinically dangerous

Therefore, there is no single way that biologics are being prescribed 
during pregnancy in women with inflammatory arthritis in the UK. 



Support for MAMA



The Monoclonal Antibody Medications in 
inflammatory Arthritis: stopping or continuing in 

pregnancy (MAMA) trial

• The MAMA trial aims to find out the effects of stopping or continuing 
biologics during pregnancy. 

• It will compare whether women who continue their biologics throughout 
pregnancy have better arthritis control compared to those who stop, and 
assess the impact on their pregnancy, their infant, and the costs 
associated with this decision.



Part 2: The MAMA Trial 

Site Initiation Visit (SIV) - Training



Trial design

Trial Design Multicentre, pragmatic, two-arm, parallel-group, unblinded
randomised controlled trial, with an internal pilot and an 
integrated health economic analysis, co-designed with lived 
experience contributors.

Trial Participants Pregnant women less than 28 completed weeks of 
gestation prescribed a regularly dosed biologic for 
Autoimmune Inflammatory Arthritis (AIA).

Sample Size 328 women (164 per trial arm) individually randomised

Sites 35 obstetric units with a maternal medicine service in the 
UK.

Planned 
Recruitment 
period 

48-month recruitment period including a 12-month internal 
pilot



Intervention and comparator

• MAMA will compare two existing pathways of care for biologic use in 
pregnancy.

• Women will be randomised to either:

For both groups, all other aspects of clinical care are determined by the 
treating clinical team. 

MAMA is a CTIMP, but there is no requirement for pharmacy input, no 
changes to existing prescriptions or dispensing of medication. 



Inclusion criteria

Inclusion criteria: 

• Have a diagnosis of rheumatoid arthritis (RA), juvenile idiopathic arthritis (JIA), 
psoriatic arthritis (PsA) or axial spondyloarthritis (axSpA)

• Pregnant at less than 28 completed weeks’ gestation

• Aged 16 years or over

• Has provided informed consent

• Prescribed one of the following regularly dosed biologics (including the listed 
reference medicinal product and biosimilars) for RA, JIA, PsA or axSpA;

Pregnant women with Autoimmune Inflammatory Arthritis (AIA), 
satisfying the following criteria:



Class of drug Biologic
Biologic drugs which block Tumour necrosis factor (TNF) Humira and biosimilars

Active ingredient: Adalimumab
Enbrel and biosimilars
Active ingredient: Etanercept
Remicade and biosimilars
Active ingredient: Infliximab
Symponi and biosimilars
Active ingredient: Golimumab
Cimzia and biosimilars
Active ingredient: Certolizumab pegol

Biologic drugs which block CD80/86 Orencia and biosimilars
Active ingredient: Abatacept

Biologic drugs which block Interleukin 6 RoActemra and biosimilars
Active ingredient: Tocilizumab
Kevzara and biosimilars
Active ingredient: Sarilumab

Biologics which block interleukin 1 Kineret and biosimilars
Active ingredient: Anakinra
Ilarus and biosimilars
Active ingredient: Canakinumab

Biologics which block interleukin 17 Cosentyx and biosimilars
Active ingredient: Secukinumab
Taltz and biosimilars
Active ingredient: Ixekizumab
Bimzelx and biosimilars
Active ingredient: Bimekizumab

Biologics which block interleukin 23 Tremfya and biosimilars
Active ingredient: Guselkumab
Skyrizi and biosimilars
Active ingredient: Risankizumab

Biologics which block interleukin 12/23 Stelara and biosimilars
Active ingredient: Ustekinumab

Note on biologics:

• To ensure this is 
a pragmatic trial, 
all current 
regularly dosed 
biologics are be 
included. 

• Women are likely 
to know the 
name of the 
biologic they are 
on.

• A dropdown list 
of biologics will 
be included on 
the 
randomisation 
webpage
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Biosimilars

• A biosimilar is a biological medicine highly similar to another biological 
medicine already approved in the EU in terms of structure, biological activity 
and efficacy, safety and immunogenicity profile. 

• The already approved biologic is referred to as the Reference Medicinal 
Product.

• Biosimilars approved in the EU are interchangeable. 
Interchangeability refers to the possibility of exchanging one medicine for 
another medicine that is expected to have the same clinical effect. 

• The biologics listed in the inclusion criteria are reference medicinal 
products

The biologics included in the MAMA Trial includes these reference 
medicinal products and their biosimilars. 



Exclusion criteria

Exclusion criteria

• Prescribed rituximab either during pregnancy or in the 6 months prior to 
conception

• Prescribed JAK inhibitors 

• Contraindication to cessation of biologics (e.g. sight-threatening uveitis)

• Current, active tuberculosis in the immediate or close family or household 
members

• Plans to move in the first 6 months after birth with their infant to live in a 
country with a high rate of tuberculosis (incidence >40 per 100,000 
population) 

• Co-recruitment to other non-interventional studies would generally be 
permitted. 

• Co-recruitment to another CTIMP may be possible following discussion and 
agreement between Chief Investigators. 



Objectives

• Primary objective: To compare the peak of disease activity from trial entry up to 6 
months after the end of pregnancy in pregnant women with AIA randomised to 
continue biologics versus those randomised to stopping biologics before the third 
trimester of pregnancy.

• Primary outcome measure: Peak disease activity measured by the highest RAPID3 
total score

Self reported via MAMA 
App OR via OpenClinica

OR paper diaries



Secondary objectives

• Secondary objectives – to compare the impact on:

- Peak disease activity up to 12 months after the end of pregnancy and other 
features of disease activity

- Pregnancy outcomes
- Neonatal outcomes
- Infant and child outcomes (up to 24 months)

- Including infant immune response for a subset of infants

- Health economic evaluation



Study intervention

There is no requirement for pharmacy input, no changes to existing prescriptions or 
dispensing of medication. 

We do not require trial accountability logs to be completed. 

• MAMA is an open label trial
• Healthcare teams and women will be 

aware of their allocation following 
randomisation

• All women will already be taking 
biologics in their pregnancy, prescribed 
by their treating rheumatologist.

• The biologic will be taken from normal, 
non-trial stock and the standard NHS 
labelling for dispensed medicines will 
apply.



Data Collection Forms
Form Where to complete When to complete

Randomisation
form

Baseline Randomisation website

Contact details 
form

Baseline Randomisation website

Trial entry form Baseline OpenClinica
Outcomes form After the end of 

pregnancy and after the 
woman has been 

discharged

OpenClinica

Neonatal 
outcomes form

Complete for infants if 
admitted to the neonatal 

unit, after they have 
been discharged home

OpenClinica

Wellbeing check Before contact at 3, 6, 
12, and 24 months

Contact details form



Referral pathway

MAMA Trial

A woman might be seen at 
the recruiting site via 
maternal medicine network 
referral pathway.

A woman who has discussed 
the trial pre-pregnancy may 
contact a recruiting site 
directly once she becomes 
pregnant. 

A woman may 
contact the MAMA 
Trial Team directly, 
e.g. where women 
have heard about 
the trial via a charity 
or network.

A woman might be 
being cared for 
directly by the 
recruiting site.

Referral pathways will vary by site.



Pre-pregnancy approach

• Some women will consider whether to stop biologics 
when planning a pregnancy. 

• Allows women to consider the trial in the context of 
any pre-pregnancy discussions about medication 
choice during pregnancy.

Engagement of rheumatology services:
• Important for successful recruitment to the trial. 

We can provide:
• Posters
• Banners
• Preconception Information Leaflets

MAMA Community 
Engagement Lead



Screening and eligibility

• Participants may be given information pre-pregnancy but confirmation of 
eligibility and consent must be taken after the woman becomes pregnant.

• Screening and assessment of eligibility will take place at the recruiting 
site

• The MAMA eligibility criteria does not require specific medical evaluation
• Assessment of eligibility can be performed by staff at the recruiting 

site who are:

• Appropriately trained and experienced doctors, and midwives (as 
documented on the MAMA Training Log) 

AND
• Delegated by the Principal Investigator to Confirm Eligibility (as 

documented on the Site Delegation Log).



At less than 28 weeks of gestation at first point of contact with your site
AND
Prescribed a regularly dosed biologic for:
• Rheumatoid arthritis
• Juvenile idiopathic arthritis
• Psoriatic arthritis
• Axial spondyloarthritis (sometimes called ankylosing spondylitis)

Screening Log

• A record of all women screened should be maintained at site on the 
MAMA Screening Log. 

• Include all women screened, even if the woman is not approached 
or declines participation. 

• Please complete a row on the MAMA Screening Log for all pregnant 
patients who are:



Screening Log

• A paper version of the MAMA Screening Log is available in the MAMA 
Document Box. 

• A blank printable electronic copy is included in the electronic Investigator 
Site File (eISF). 

• Completed paper logs can be 
filed locally in the site folder 
included in the Document 
Box.

• Once a month, enter 
summary data for those 
screened on the MAMA 
Randomisation Website by 
visiting 
https://rct.npeu.ox.ac.uk/ma
ma, logging in and choosing 
the screening log option.

https://rct.npeu.ox.ac.uk/mama


Guidance

For further information see: Guidance Sheet: Screening and eligibility



Informed consent

Informed consent can be taken by site staff who are:

In order to take part in MAMA, consent must be given before 28 
weeks’ gestation.
Consent can be obtained or   

• Appropriately trained: Have relevant GCP training and MAMA study 
training (documented on the MAMA Training Log)

• Delegated by the Principal Investigator to ‘Obtain informed consent’ (as 
documented on the Site Delegation Log).

• Please check for any other relevant trust requirements for obtaining 
consent. 

In person Remotely



Trial materials for participants
Patient Information Leaflet (PIL) Immune Response PIL Poster

Video QR Card

Informed consent - Materials



Informed consent

Make women aware that: 
• Participation is voluntary
• 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 – though they may choose to withdraw from this 
aspect too.

Provide the woman with:

• A MAMA PIL and Infant Immune 
Response PIL.

• The opportunity to consider the 
information, and ask questions
to decide whether they would like 
to participate in the trial. 



Infant Immune Response

• Separate, optional but important component of the study
• Described in Infant Immune Response PIL 
• Women to agree to be contacted about this element of the trial in clause 8. 

on the MAMA Consent Form. 

• Calls and home visits will be organised by the Oxford Vaccines Group 
(OVG) part of the MAMA Coordinating Team



Informed consent: In-person

Where in-person consent is possible the MAMA Consent Form must be 
signed and dated by the woman and the healthcare professional taking 
consent. 
Consent form completion
• Complete the consent form in BLOCK CAPITALS. 
• 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. 

Ensure that:
All boxes are initialed and completed.
The writing is clearly legible.
Details have transferred through all copies of the form. 



Informed consent: Remote

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
• Maximise the ease of recruitment for the women who may only visit the 

maternal medicine service infrequently. 
• 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.



Informed consent: Remote

Identity check
• 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 she 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 parent has verbally 

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

• Participant signature not required. Delegated individual signs instead.

A copy of signed form should be sent to the participant electronically or 
by post. 



Informed consent: Filing

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. 



Guidance

For further information see: Guidance Sheet: Informed consent



Randomisation

Randomisation will take place via 
the Randomisation website which 
you can access via our study 
website.
Login with individual login
To gain access:
1. Watch Randomisation 

training video
2. Delegated to randomise on the 

delegation log
3. Email MAMA study team

We encourage as many members of staff as possible to have access to the 
randomisation system. This is to ensure eligible women are not missed due to 

having nobody available with access to the system to randomise.



After Randomisation

• Add MAMA Study ID to the completed Consent Form (4 digit number)
• Add the appropriate QR Rheumatologist Allocation Card to the Welcome 

Pack (next slide)
• Complete the Contact Details form

• From the randomisation Menu, click on the ‘Recruitment List’ link.
• On the Recruitment List screen locate the woman’s study number, then 

click ‘Edit’, in the ‘Edit contact details’ column, adjacent to the 
required study number

Information from the Contact Details form is essential for the participant to be able 
to complete the Baseline Questionnaire and use the MAMA App and, for the 

MAMA Study Team to send the GP Letter, and Rheumatologist Letter. 

If you are unable to complete the contact details section immediately following 
randomisation, please return to the website as soon as possible to complete it. 



Participant data collection

• Primary outcome data is self-reported by 
participants. 

• We recommend that women use the 
MAMA app wherever possible. 

• You will be prompted to discuss this with 
women on the Contact Details Form



Participant data collection

For women who wish to use the MAMA app
• Assist women to download and log in to the 

MAMA app using the MAMA App User Guide
• Paper copies of the User Guide can be found in 

your Document Box or on the MAMA Website

For participants who indicate they would 
prefer not to use the MAMA App for data 
collection
• Provide a Data Collection Pack containing 

paper versions of the Baseline form and 
MAMA Paper Diaries for recording arthritis 
activity. 

The MAMA Coordinating Centre will send direct links and post paper 
questionnaires. We will also send reminders and make phone calls to 

women as required.



Provide Welcome Pack

Welcome card Rheumatologist QR card

+
MAMA Translation Supplement



Guidance

For further information see: Guidance Sheet: Randomisation



Safety Reporting

• The safety reporting window for this trial will be from randomisation up to 
12 months after the end of pregnancy for the woman and infant(s). 

• Only those adverse events or adverse reactions identified as serious 
(SAEs) and of special interest will require expedited reporting for the trial.

All SAEs of special interest must be reported on the SAE Reporting 
Form to the MAMA Coordinating Centre immediately and within 24 hours 

of the site becoming aware of the event.

MAMA SAEs of special interest
• Maternal death
• Stillbirth (fetal loss greater than or equal to 24 weeks’ gestation)
• Neonatal death up to 28 days of life
• All infant in-patient (>24 hours) hospitalisations that occur after 

neonatal/postnatal discharge



Safety Reporting

Anyone can report an SAE. No personal identifiers should be included in 
the report. 
There are three ways of reporting the SAE: 
• Complete online: Complete the MAMA SAE Form online on OpenClinica
• Complete paper/electronic form: Copies of the paper MAMA SAE Form 

can be found in the Site Document Box and electronic version in the eISF.
Once complete, inform the MAMA study team by email and send using the 
NPEU Upload tool. 

• Report via phone: Call the MAMA study team in order to report the SAE 
verbally. Once you have made the team aware of the event, you must still 
complete a SAE form as detailed above.

A copy of the SAE form along with any follow up information should be 
filed in the woman’s medical notes and also in the electronic 

Investigator Site File (e-ISF).



Notification of SAEs

Notification of SAEs via the MAMA App
• Women will be able to notify the trial team of infant hospitalisations via the 

MAMA app. 
• When a potential SAE is reported via the app you will be sent an alert. This 

will also be sent to NPEU CTU . 
On receiving an alert you will need to do the following:
• Investigate if admission fits the SAE of special interest criteria:

• All infant in-patient (>24 hours) hospitalisations that occur after 
neonatal/postnatal discharge

• If the admission does fit these criteria: complete the SAE Reporting Form 
immediately



Notification of SAEs

Notification of SAEs via Status Check
You will be prompted via an email alert to check existing medical sources at 
pre-specified intervals to check that the woman and her infant(s) are both 
alive.
In the event of a death you will need to do the following:
• Confirm whether the event fits the SAE of special interest criteria:

• Maternal death
• Stillbirth (fetal loss greater than or equal to 24 weeks’ gestation)
• Neonatal death up to 28 days of life

• If the event does fit any of these criteria: complete the SAE Reporting Form 
immediately

Please complete the relevant section on the Contact Details Form to 
indicate if the participants or her infants are alive or deceased.



SAE Form Completion

There are completion instructions on the SAE Form. 

In MAMA both women and their infants can be affected by SAEs. In Section 3. 
Participant detail please enter the following:

• Study number: Woman’s study number (even if the SAE relates to the infant)

• Date of birth: This may be for an infant, or the woman, depending on who is 
affected by the SAE 

• Sex: This may be for an infant, or the woman, depending on who is 
affected by the SAE

• Where one infant of mutiples is affected please include which infant the SAE relates 
to in the SAE Narrative box e.g. TWIN 1 or TWIN 2… Do not include infant names.

The MAMA Coordinating Centre will call to confirm details if required.

Causality assessments must be undertaken by a delegated medically trained 
doctor only.



Incident reporting

What is an incident?
It can be defined as a deviation from:

• Protocol
• Study specific procedures
• Good Clinical Practice
• Regulatory requirements

Incidents and protocol deviations will be defined as a serious breach if the 
incident is likely to affect to a significant degree either:

• The safety, physical or mental integrity of the trial participants
• The scientific value of the trial



Incident reporting
How to complete?

• Editable PDF (in eISF)
OR
• Paper form (in Document Box)

• Once completed, these documents should be uploaded via the NPEU 
Upload Tool. Further instructions are on the Incident Forms themselves. 

• NPEU CTU staff will complete an assessment of the incident and, where 
applicable, complete the relevant corrective and preventative action plan. 

• File final signed copies in the eISF. 

DO NOT INCLUDE ANY PARTICIPANT IDENTIFIABLE DATA IN AN 
INCIDENT REPORT



Guidance

For further information see: Guidance Sheet: Safety and incident reporting



Associate PI Scheme

The Associate PI scheme is a 6 month training opportunity run by the 
NIHR, providing practical experience for healthcare professionals 

starting their research career.

Go to the NIHR Associate PI Scheme Website:
www.NIHR.ac.uk/AssociatePIScheme

http://www.nihr.ac.uk/AssociatePIScheme


Part 2: Study Logistics

Site Initiation Visit (SIV) - Training



The study database is OpenClinica
• Data entry can only be completed by trained and delegated staff
• Online training to be completed 
• Log in details will be sent to individuals

Study database



Data Collection Forms
Form Where to complete When to complete

Randomisation
form

Baseline Randomisation website

Contact details 
form

Baseline Randomisation website

Trial entry form Baseline OpenClinica
Outcomes form After the end of 

pregnancy and after the 
woman has been 

discharged

OpenClinica

Neonatal 
outcomes form

Complete for infants is 
admitted to the neonatal 

unit, after they have 
been discharged home

OpenClinica

Wellbeing check Before contact at 3, 6, 
12, and 24 months

Contact details form



Guidance

For further information see: Guidance Sheet: Data collection



Delivering MAMA
Rheumatology teams
- Pregnancy planning
- Early conversations
- Provide preliminary 

information 

Maternal Medicine Networks
- Different referral pathways
- Participants may not 

receive care at recruiting 
site

Arthritis networks/charities
- Participant pool is small
- Early communication 

about trial will be key

MAMA 
Machine

Equality, Diversity, and 
Inclusion networks
- Promotion of EDI in 
research key component of 
MAMA



Forging links
Rheumatology teams
- Pregnancy planning
- Early conversations
- Provide preliminary 

information 

Arthritis networks/charities
- Participant pool is small
- Early communication 

about trial will be key

Equality, Diversity, and 
Inclusion groups
- Promotion of EDI in 
research key component of 
MAMA

Links with rheumatology 
teams:

- Help identifying 
contacts

- Banners, poster and 
Information leaflets in 
rheumatology clinics

Links with arthritis 
networks/charities:

- Help developing local 
links

Links with Equality, Diversity, 
and Inclusion groups

- Help identifying local 
groups 

Andrea McBride -
MAMA Community 
Engagement Lead



Promoting equality, diversity 
and inclusion for MAMA

We have trial specific processes in place to ensure maximum inclusivity:

• MAMA information video – translated into 5 different languages and 
available on the study website (can be accessed via MAMA Information 
QR cards)

• Language Line set up for follow-up questionnaires. Women with a 
translation supplement. This asks individuals to contact the trial team for 
assistance in populating the questionnaire in another language.

• Remote consent

Andrea McBride -
MAMA Community 
Engagement Lead



There is funding for sites to use local 
translation services.

MAMA PILs - – translated into 5 different 
languages 
MAMA will be using Language Line 
translation service for participant 
facing follow-up.
Translation Supplement will be provided 
as part of the MAMA Welcome Pack. 
Asks individuals to contact the trial team 
for assistance in populating the 
questionnaires in another language.

Translation Supplement

Translation



Document box & eISF

Document Box:
- Trial materials
- Data collection packs
- Guidance sheets

Electronic Investigator Site 
File (eISF):
- A downloadable electronic 

site file will be sent to sites; 
all electronic documents 
should be kept here 

- It should be stored securely 
and maintained on a 
backed up and 
appropriately restricted 
location



Trial Materials - Women
Trial materials for women:

Preconception 
Information Leaflet

Participant Information 
Leaflet

Infant Immune Response
Information Leaflet

QR Information Card

Video Welcome card QR Rheumatologists 
Allocation Card

Poster/Banner



Ordering Supplies

Email mama@npeu.ox.ac.uk when you need more 
documents and trial materials

mailto:mama@npeu.ox.ac.uk


Guidance

For further information see: Guidance Sheet: Document box and ISF



Delegation Log

• Please complete and maintain delegation log throughout duration of the 
study

• All staff members carrying out study related activities must be on the 
log and signed off by the PI

• Ensure all columns on the log are correct and complete paying 
particular attention to the responsibility codes.

• Do not strike through an entry on the log. If there is an error or you 
need to update an entry, complete a new line for that individual in the 
log.

• Enter ‘end dates’ for any staff who leaves. 

Try and get as many staff members of the Delegation Log as possible. 



Delegation Log



Delegation Log



Training and Training Logs

Complete training log for all those trained on the study

MAMA Training includes:
• SIV (attend SIV or read through slides)
• OpenClinica Training (video) 
• Randomisation Training (video)

GCP training is essential for the PI and Lead RN. 

It is the responsibility of the PI and Lead Research Midwife to:

• Maintain their training records in the ISF
AND

• Ensure and maintain appropriate training and documentation for their team. 
For example, completing Training Logs, filing CVs, and GCP certificates.



Guidance sheets

• Trial pathway infographic
• ISF and document box
• Screening & eligibility
• Informed consent
• Randomisation
• Study intervention
• MAMA App
• Data collection
• Safety and Incident Reporting
• Emergency queries
• Change of consent



Site activation

Before we can issue greenlight, the following actions must be 
completed:

• Receive CV and GCP for PI and lead RM
• Complete delegation log
• At least PI and lead RN trained on and has log in for OpenClinica
• At least PI and lead RN trained on and has log in for 

Randomisation website
• Complete SIV report
• PI complete protocol sign off sheet
• Download eISF
• Confirm receipt of Document Box
• R&D approvals (fully signed mNCA and C&C from R&D 

department)



Thank you for listening!

What can we do to help launch MAMA 
at your site?
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