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Biologics in inflammatory diseases

Golimumab
Infliximab

TociluzumabAnti IL-6
AbataceptAnti T-cell (CTLA4)
RituximabAnti B-cell (CD20) 
KineretAnti IL-1

Etanercept
AdalimumabAnti TNF-alpha

As a rheumatologist, you may choose between…

…and one out of four of your patients is treated



Drug safety in chronic disease
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Co-morbidity as an indirect treatment outcome
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Safety of biologics: challenges



Co-morbidity as a direct treatment outcome
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Safety of biologics: challenges



Co-morbidity as a safety endpoint
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Safety of biologics: challenges



Attribution of an observed risk

Risk directly related to treatment

Risk due to disease (control)

Baseline risk in humans

risk

Safety of biologics: challenges



European Biologics Registers
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European Biologics Registers
Specific features

1. Initiated by the profession

2.Disease registers, not drug-specific



MI

cancer

pneumoniaPatient 1

Patient 2

Patient 3

Patient 4

Patient 5

In reality, and as seen from a disease-register

= infliximab = etanercept = rituximab

Drug- or Disease-registers?



European Biologics Registers
Specific features

1. Initiated by the profession

2.Disease registers, not drug-specific

3.From treatment start, and onwards

4.Use of comparators



comparator cohort

Anti-TNF starters

“project-based” biologics registers



external comparator RA cohort (EMECAR)

Anti-TNF starters

“project-based” biologics registers



Baseline data Follow-up data

Swedish Rheumatology Registers

“integrated” biologics registers



Other National Swedish Registers

National health-related registers
Hospital Discharge Register
Non-GP Outpatients Register
Prescription Register
Cancer Register
Cause of Death Register
Medical Birth Register
TB register

“integrated” biologics registers

Demographics registers
Population Register

Emigrations Register
Generation Register
Census Surveys Data



Biologics exposure
Non-exposed subjects with the disease
General population comparator

“integrated” biologics registers



European Biologics Registers
Specific features

1. Initiated by the profession

2.Disease registers, not drug-specific

3.From treatment start, and onwards

4.Use of comparators

5.Supported by joint grants from all companies

6.Standardised reporting of data for PSURs

7. Inter-register collaboration



Stake-holders in disease registers
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European Biologics Registers
Specific features

1. Initiated by the profession

2.Disease registers, not drug-specific

3.Designed for ”indefinite” follow-up

4.Use of comparators

5.Supported by joint grants from all companies

6.Standardised reporting of data for PSURs

7. Inter-register collaboration



Conclusions



Further reading…

European Biologics Registers – methodology, results, 
and perspectives.

Zink A, Askling J, Dixon W, Klareskog L, Silman A, 
Symmons D. Annals of Rheumatic Diseases, Epub 2008


