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Introduction (I)

The highest incidence of rheumatoid arthritis occurs 
between the age of 30 to 50.

20-30% of patients with RA begin the disease after the 
age of 60.

The prevalence is higher in the older population.

Psoriatic arthritis and ankylosing spondylitis are diseases 
that begin before the age of 40 and remain throughout 
the entire lifetime.



Introduction (II)

Older patients are an important group attending 
rheumatology outpatient departments.

They are often excluded from clinical trials, and 
therefore few data are available on the safety 
and efficacy of anti-TNF treatments.



Introduction (III)

Physiological factors in elderly patients may modify 
pharmacokinetics, increasing the probability of adverse 
events.

Elderly patients have a higher number of comorbidities 
requiring concomitant treatment leading to a higher 
probability of drug interaction.

It is important to know if the safety of anti-TNF 
treatments is the same in this group of patients.



Tenen els tractaments anti-TNF alpha la 
mateixa eficàcia en la població major de 
65 anys?

Són els tractaments anti-TNF alpha igual 
de segurs en la població major de 65 
anys?
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La major part dels estudis inclouen 
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Resum

El tractament amb anti-TNF sembla tenir 
la mateixa eficàcia en pacients grans. 

Els resultats són discordants respecte a la 
seguretat.



Globalment, els pacients grans presenten 
més efectes adversos.

Els resultats es fonamenten en estudis 
observacionals.



No s’han descrit efectes adversos atípics 
en pacients grans amb anti-TNF.

No s’han descrit efectes adversos de més 
severitat.



Dades de Biobadaser



Objective

To establish
The safety
The treatment survival 

of anti-TNF alpha treatments in elderly patients.



Methods: BIOBADASER

BIOBADASER
(2001-Dec 2007)

National drug registry

Active long-term safety of biologics in 
rheumatic patients 

Over 8,000 patients with a variety of 
rheumatic diseases



Data collected

Patient

← gender

← birth date

← diagnosis

← date of diagnosis

← comorbidity

← risk factors

Treatment

← biologic

← initiation date

← discontinuation date

← reason for discontinuing

← concomitant treatment 

← severity of background disease 
at baseline (DAS28, BASDAI)

Adverse events
← type (MedDRA dictionary)
← date
← severity
← outcome
← infections: site + germ 



Statistical analysis

Drug survival by Kaplan Meier curves
Incidence rate of adverse events per 1000 
patients-years (95% CI)

By severity 
By type of adverse event

in patients younger and older than 65



BIOBADASER (Dec 2007): N= 8697

Results



Patients’characteristics

18-65 years >65 years

Sex, No (% female) 4375 (61) 1148 (76)

Age, m (SD) 50 (12) 76 (5)

Age at the beginning of 
treatment, m (SD) 46 (11) 71 (5)

Duration of the disease at the 
beginning of treatment, m (SD) 10 (8) 13 (9)



Diagnoses
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Reasons for discontinuation of 
anti-tumor necrosis factor agents

p=<.001



Incidence of adverse events

Incidence per 1,000 patients-
years (95% CI) <65 years >65 years

All adverse events 149 (142-155) 210 (192-229)

Severe 29 (27-32) 74 (64-85)

Fatal 4 (3-5) 20 (15-26)



Incidence by type of AE (I)
Incidence per 1,000 patients-
years (95% CI) <65 years >65 years

Infectious event 57 (53-61) 79 (69-90)

Tuberculosis 1 (1-2) 4 (2-7)

General disorders and injection site 
reactions 35 (32-38) 33 (27-41)

Cutaneous and subcutaneous tissue 
disorders 16 (14-18) 15 (11-20)

Gastrointestinal disorders 7 (5-8) 11 (8-16)

Nervous system disorders 6 (5-8) 8 (5-12)

Cardiac disorders 4 (3-5) 15 (11-20)



Incidence by type of AE (I)
Incidence per 1,000 patients-
years (95% CI) <65 years >65 years

Heart failure 1 (0-1) 4 (2-8)

Myocardial infarction 1(1-2) 4 (2-7)

Musculoskeletal and connective 
tissue disorders 5 (4-7) 9 (6-13)

Benign or malignant neoplasms 
and tumor-like lesions 5 (4-6) 13 (9-18)

Lymphoma 1 (0-1) 1 (0-3)



Conclusions
Drug survival tends to be lower in older with 
respect to younger patients.

The percentage of elderly patients discontinuing 
treatment due to an adverse event is higher than 
in the younger.

The percentage of younger patients discontinuing 
treatment due to inefficacy is higher than in the 
elderly.



Anti-TNF treatments can be administered to 
elderly patients with slightly lower levels of 
effectiveness than in younger patients.

Since infections, cancer, and cardiovascular 
events are increased in the elderly population, 
anti-TNF should be administered with caution in 
this group of patients.



Moltes gràcies per la vostra atenció
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