
The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking 
ConcePTION grant n⁰ 821520

Updates ConcePTION* project WP5

*Continuum of Evidence from Pregnancy Exposures, Reproductive Toxicology and Breastfeeding to Improve 
Outcomes Now

MUMS Knowledgebank
E-learning

Benedikte-Noël Cuppers, Agnes Kant



The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking 
ConcePTION grant n⁰ 821520

MUMS.eu Knowledge Bank
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MUMS.eu Knowledge Bank
• A freely accessible online information source with information about 

the safety of drugs during pregnancy and breastfeeding 

• Each information page has a lay language summary and section 
with more detailed information

• Translation into local language is available
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A change of direction for the KB

• The operating procedure (SOP) was developed for how the 
information pages would be produced and updated

• A very robust method for producing information pages was set, that 
could be considered as a gold standard for the provision of teratology 
information

• However, as the project progressed, it became clear that the 
suggested costs were unlikely to be feasible or sustainable, due to a 
large amount of person hours needed to produce KB pages
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• A more sustainable, efficient and quicker procedure was developed
• Focus on giving trustworthy information about medicine use during 

pregnancy
• Link to website concerning breastfeeding (LactMed and/or Elactantia)
• Use of existing (freely available) evidence based websites instead of 

reinventing the wheel. When needed recent literature is added.
• Pages will be discussed by a review board existing of Entis members
• Provide a unified ENTIS opinion on the safety data 
• The pages are translated into as many languages as possible

A change of direction for the KB



The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking 
ConcePTION grant n⁰ 821520

New writing process 

1. The project identifies the priority medicines to include.

2. An assigned writer from the KB page writing group identifies the most up-to-date 
sources from across the TIS centres and other trustworthy publicly available sources.

3. The writer produces a first draft of the quick take and bullet point summary and 
circulates to the whole writing group for comments

4.   Comments are considered and the KB summaries are altered and finalised

5.   The KB page is approved for publication and circulated for translation

6.   The KB summaries are published on the KB website with a link to the used sources.
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This way more pages can be created for 
the KB and more people can be reached 

(through the translations)
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Translation possible for entire website, not just 
pages about medicine
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Front End

An additional detail section in bullet point 
format (language can be a bit more advanced 
than the simple summary but not too 
advanced), this section is to include 
statements about (order can be decided by the 
author):
• Risks of leaving the condition untreated
• What the available evidence shows about 

risks of adverse pregnancy outcomes
• Any additional comments which require 

communication

Possible 
Breastfeeding section 
will provide link to the 
LactMed or ELactantia
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Reference list shows data sources and link to
websites.
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WP 5 KB proposed operating model 

Draft summary

Lareb TIS KB 

UKTIS

KB Sweden

Mother to baby
OTIS

Other…

International 
KB Mums

Responsible
TIS center

Compiled summary

Committee

Endorsed summary

Translated endorsed summaryReviewed translated summary

(Organisations in) countries

Centralized
translation
service

Endorsed summary
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KB coordination model

• KB holder: one TIS center responsible for 
• Hosting MUMS knowledge bank 

• Coordinate IT updates, management and maintenance
• Managing compilation of summaries of available information sources

• consult internal resources and compile summaries
• manage ENTIS committee endorsement of completed summaries

• Managing updates of summaries
• Define timelines for summaries to be updated

• Managing translations of summaries and updates
• Request translations to centralized translation provider
• Manage local reviews of translations by TIS or local resources in countries without TIS
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• A committee of ENTIS will endorse the compiled summaries
• Regularly meetings for endorsement will be arranged online
• Members of the committee will be paid for participating per meeting
• TIS members can be contracted by the coordinating center for

participating in the compiling process of the summaries

ENTIS
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• The coordinating center will reach out for (organisations) in 
countries to be willing to take responsibility for reviewing translated
compiled summaries

• This can be TIS centres, or other local organisations, governments
• The centralized translation process will be managed by the

coordinating center 

Translations
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Health Professionals E-
learning package• A comprehensive educational

curriculum of 11 chapters is written
bij Entis members

• An online interactive self-study 
course was build; interactive 
framework with adaptive scenarios.

• There was an extensive pilot phase, 
during which feedback was 
collected to improve the course

• Certification of the course will be 
requested
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demo link: https://360.articulate.com/review/content/ca3f66a7-fccb-4b7c-
8867-c1bf7484798b/review

https://360.articulate.com/review/content/ca3f66a7-fccb-4b7c-8867-c1bf7484798b/review
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ENTIS members participating in WP5

Rotunda Hospital (Irish Medicines in Pregnancy Service): Brian Cleary, Fergal O’Shaughnessy

UKTIS: Luke Richardson, Sally Stephens, Alison Oliver, Ken Hodson

Lareb: Benedikte Cuppers, Maartje Conijn, Anneke Passier, Lieke Vissers

TIS Zerifin: Maya Berlin, Mati Berkovitch

Region Stockholm (Janusmed): Ulrika Nörby

University of Oslo: Hedvig Nordeng
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