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MS lessons for AD registries

looking thru the retrospectoscope

▪ Prepare a proper informatics structure from start

▪ Establish an ADreg Common data model

▪ Base common data model on RCT standards

▪ Adapt to EMA Data Quality expectations

▪ Offer patient portals

▪ Establish a pharma consortium for support and advice



Multiple sclerosis

MS
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MS epidemiology

1/200 risk in Europe

Onset 20-40 yrs

Course 30-40 yrs

75% females

1990:ies: 

Disease 

modifying 

treatments

A dozen 

mechanisms



Big MS Data Network 
since 2014
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N=350,000

• Compatible variables
• Common data model
• Data sharing issues handled

• Ethical aspects
• Legal aspects
• Governance aspects

 = Able to merge patient level data
• 6 joint papers on merged data 

(N=110,000)
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BigMS Registries > 10 % of the MS World

Registry Estab-

lished

Number 

of 

centres

Estimated 

number of 

patients

Number of 

publications

Danish MS Registry 1956 30 30,000 179

Swedish MS Registry 1998 64 22,000 280

OFSEP (France) 1980 67,000 155

Italian MS Database 

Network

2001 26 85,000 45

Czech Republic 2013 15 17,500 20

MSBase 2001 210 100,000 120

Total 2014 355 350,000 < 620
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Example: the Big MS Data network

MSBase   
and Italian 
MS Registry 
- iMED

OFSEP - EDMUS

Danish and 
Swedish -
COMPOS

BigMS Registries –
Patient overview as attractant
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Federated

descriptive

analysis

Federated

categorical

analysis

Federated

Learning by

Distributed 

computing

Statistical 

analysis on

pooled data

Alternatives to data pooling

RCN

GDSI,

PASS

BMSD

RCN,

ECTRIMS 2021

Meta

analysis on 

aggregated 

results

PASS

Federated approaches
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SMSreg Patient portal

- PROMS data collection

- Patient participation – shared treatment decisions

Namn Efternamn



EMA (MS) registry 
initiative

This led to:
1) Several registry based safety studies (PASS)

- E.g MANUSCRIPT (Roche, ocrelizumab)
- Rectruited 16,000 on ocrelizumab / 23,000 on comparators

2) A Pharma – Registry Core PASS Protocol
3) A BigMS Data EMA application för a quality opinion



Big MS Data Network 
Qualification opinion application for PASS
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• Pre submission meeting Nov 2020
• Scientific Advice May 2021
• Letter of Support September 2021
• Re-application October 2025
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2021: BigMSData 

seeking EMA’s 

qualification 

opinion to run 

post authorization 

safety studies 

(PASS)

17 december 2025Namn Efternamn 12
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The submitted BigMS Data 
EMA dossier 
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Common Data Model

https://uc5747a1832ed0bc18e4ad7d65ca.previews.dropboxusercontent.com/p/pdf_img/AAgjbynSUZplwAj5tFmFR87AzEZGTo5W2mT9Pj_KqtkYiwTQvMATnDYLFK5hv6RP7ojntr0MFuZqvveQdqmScAu76RLcrXh51EguvQgu25vXyP7I6gOtRYSD_-wfhMTIpEd1K5mBxQi_gN0NXPv_mjFuxgLoZ3mkuB3LvFhFos0tJW4u47UFt4FsbZN7_0fxqyRbNWKNJx7i_yc3iz5C2XDtmjaCKE9pRTCi7QFR-ZBRnIwhygVbH6i0VIbzRPtfhRGn7UO53jLL_QPmBhDQ-Vr0PVKc1cUZBPHudH-EAU9ZHCQwXctPT_bFJAQf7VuCbB7B9lAzWKgnZ77rhCW0rP-Sy6B3vYWMdIimMrLg9Y_yImpP8zxwmMHyTwKxlZpLtXnjDPJVkznsLQ9OlX8TCiU70Uj1Vc5oUVYKsA8yJxUrKhg1j6yJdmFjHCt_ilVp063heLAfzum7EvjTEt5fh-_89tAz8bg_cd653jLDCpabP-nhzjwW4bGlcSe7zkOrLbRUGBRzFUqT7q0dase3N49ypvyogoGujlSSZ9HHrVFMXj48CaLTidEOac7JvWnUyE3wLlA8GPhHk2JRMNO2r7u1jDVKT1PV_OFD6NmNVr8qcS6oS7i6MrUNkhyJpbWngeTxCE9oUWGH3mGcQIEFR6yZ4o_yPDfL5O4A5ANbOP2f04M9oC6aHIKjGvnY2oFd1FZEmMTS8RJzTpyqxVrvT456ZJRG-Zn2wTzEv51xp-53lGHhMm3PEzQU2vPqVk2swoZkkto3Tl6sbnDO4O8Rc8tH/p.png?page=0scale_percent=0

https://www.dropbox.com/scl/fi/xgf7sizqrtb4g3ck5145v/Big%20MS%20Final%20Artwork.zip?dl=0&file_subpath=/Final+Artwork/BIG+MS+CYMK/BIGMS_CYMK_tagline.eps&oref=e&r=AA8HmlC0JPzr3TvB1eer6lf-4E94AqtP3fnj9qrdBg-J11gxMCHGBJBPTkeNhLGK8sQEkskxeLjDZPl5tSCG8qET4PBb2oTtF4smaqQ7_eq7YtBy8-767ev9nsyOqVg97eh7KG2DRWur-3hoNGf_jgsq4zxNuFyUzWkTADfe-y8YWPP2jX82RPncWlRdD-KaMQU&sm=1


EMA Data quality Framework:

- Determinants

- Dimensions 
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Application to real world data:

Framework for the categorisation and 

identification of metrics
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Challenges for MS registry data 

to qualify with the EMA:

▪ EMAs expectations are challenging:

→ Old registries of various background

→ Different platforms, stepwise developed

→ Variable QA/QC routines

→ Independent governance structures

→ Different priorities

▪ Data elements difficult to collect include 

→ comorbidities 

→ concomitant medications

 

17 december 2025Namn Efternamn 17

https://uc5747a1832ed0bc18e4ad7d65ca.previews.dropboxusercontent.com/p/pdf_img/AAgjbynSUZplwAj5tFmFR87AzEZGTo5W2mT9Pj_KqtkYiwTQvMATnDYLFK5hv6RP7ojntr0MFuZqvveQdqmScAu76RLcrXh51EguvQgu25vXyP7I6gOtRYSD_-wfhMTIpEd1K5mBxQi_gN0NXPv_mjFuxgLoZ3mkuB3LvFhFos0tJW4u47UFt4FsbZN7_0fxqyRbNWKNJx7i_yc3iz5C2XDtmjaCKE9pRTCi7QFR-ZBRnIwhygVbH6i0VIbzRPtfhRGn7UO53jLL_QPmBhDQ-Vr0PVKc1cUZBPHudH-EAU9ZHCQwXctPT_bFJAQf7VuCbB7B9lAzWKgnZ77rhCW0rP-Sy6B3vYWMdIimMrLg9Y_yImpP8zxwmMHyTwKxlZpLtXnjDPJVkznsLQ9OlX8TCiU70Uj1Vc5oUVYKsA8yJxUrKhg1j6yJdmFjHCt_ilVp063heLAfzum7EvjTEt5fh-_89tAz8bg_cd653jLDCpabP-nhzjwW4bGlcSe7zkOrLbRUGBRzFUqT7q0dase3N49ypvyogoGujlSSZ9HHrVFMXj48CaLTidEOac7JvWnUyE3wLlA8GPhHk2JRMNO2r7u1jDVKT1PV_OFD6NmNVr8qcS6oS7i6MrUNkhyJpbWngeTxCE9oUWGH3mGcQIEFR6yZ4o_yPDfL5O4A5ANbOP2f04M9oC6aHIKjGvnY2oFd1FZEmMTS8RJzTpyqxVrvT456ZJRG-Zn2wTzEv51xp-53lGHhMm3PEzQU2vPqVk2swoZkkto3Tl6sbnDO4O8Rc8tH/p.png?page=0scale_percent=0
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Industry support to MS registries

▪ Registry establishment, maintenance and development

▪ Data collection efforts

→ Clinician compensation

→ Monitoring

▪ Commissioned research

→ Post authorization safety studies (PASS)

→ Comparative effectiveness
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MS lessons for AD registries

looking thru the retrospectoscope

▪ Prepare a proper informatics structure from start

▪ Establish an ADreg Common data model

▪ Base common data model on RCT standards

▪ Adapt to EMA Data Quality expectations

▪ Offer patient portals

▪ Establish a pharma consortium for support and advice



Finally:

▪ Registries/RWD may offer:

→External validation at population level

→Bigger numbers: Rare adverse events

→Cost-effectiveness

→A step towards universal safety assessment
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