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SED-SEEN joint statement 
regarding the marketing 
suspension of rosiglitazone
Following the recommendation of the Euro-

pean Medicines Agency (EMA) from Sep-

tember 23rd 2010 on the marketing suspen-

sion marketing of drugs containing 

rosiglitazone (Avandia®, Avandamet®, Ava-

glim®) and also the statement of the US 

Food and Drug Administration (FDA), the 

Spanish Society of Endocrinology and Nu-

trition (SEEN) and Spanish Society of Dia-

betes (SED) have issued a joint statement to 

express its position on this fact. The FDA 

has decided to keep rosiglitazone in the mar-

ket, although with some restrictions on its 

use. The FDA considers that the data ob-

tained on rosiglitazone through studies are 

inconclusive in regards to the risk-benefi t re-

lationship. For this reason, the decision on a 

possible withdrawal of the drug has been de-

layed, pending further analysis of the results 

of the RECORD study. However, the EMA 

has recommended the direct suspension of 

rosiglitazone, at least until a subgroup of pa-

tients in whom the benefi ts outweigh the 

risks, is identifi ed. This organization consid-

ers that the available data are suffi cient to 

substantiate an increase of cardiovascular 

risk with rosiglitazone. Following EMA 

guidelines, endorsed by the Spanish Agency 

of Medicines and Health Products, from the 

SED and SEEN want to state that:

•  No new treatments may be prescribe 

with Avandia®, Avandamet® and Ava-

glim®, which will no longer be available 

in pharmacies by late November, ap-

proximately. 

•  Patients who are currently under treat-

ment with Rosiglitazone should not in-

terrupt the treatment on their own, in 

any case. They should consult their doc-

tor about possible alternative treatments.

•  There are pharmacological and non- 

pharmacological ways to reduce effec-

tively cardiovascular risk in patients 

with T2D. The responsible doctors have 

the duty to implement them and encour-

age patients to comply, to improve their 

health.

A table with alternative treatments that 
contain pioglitazone follows:

Commercial 
name

Dose Equivalent 
drugs

Dose

Avandia® 4 mg Glustin®

Actos®

30 mg

8 mg Glustin®

Actos®

30 mg + 

15 mg

Avandamet® 2 mg/

1,000 mg

Glubrava®

Competact®

15 mg/ 

850 mg

Avaglim® 4 mg/4 mg Tandemact® 30 mg/

4 mg

Other alternatives of oral drugs or combinations of other phar-
macologic groups, though possible, are not contained here.

di@bet.es study presentation
The di@bet.es study was based on data 
obtained from the nearly 5,500 surveys 
carried out in all Spanish territory. This 
study falls within the Diabetes National 
Strategy, and has been conducted out of 
the Research Center of Biomedical 
Network of Diabetes and Associated 
Metabolic Disorders (CIBERDEM) of 
the Institute of Health Carlos III, in col-
laboration with the Spanish Diabetes 
Society and the Spanish Federation of 
Diabetes. This study puts the prevalence 
of T2D in Spain at 12%, while it con-
firms the relation between diabetes, 
obesity and hypertension, emphasizing 
the importance of physical activity to 
prevent them. It confi rms that still 4% 
of the Spanish population is not aware 
that they have the disease. The study 
concludes that most people with T2D do 
not change their lifestyle (do exercise, 
lose weight or quit smoking) compared 
to those who do not. It also confi rmed 
that consumption of olive oil instead of 
sunfl ower oil, favors an increase in lev-
els of HDL cholesterol. Information ob-
tained is very extensive and should 
serve as basis for future analysis that 
must be made in the coming years, and 
also to contribute to a resource alloca-
tion more adjusted to the real magnitude 
of the problem. ■


