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Revised temporary treatment recommendations following continuous 
supply shortage of Fabrazyme® (agalsidase beta) 
 
 
Dear Healthcare Professional, 
 
In June 2009, Genzyme announced that the production of Fabrazyme had been temporarily suspended 
and that as a result there was a product shortage. As a measure to ensure that patients with active disease 
progression continued to receive the product, health care providers were recommended to reduce the 
dose in adult female patients. 
 
Genzyme would now like to inform you that we have determined that inventories of Fabrazyme will be 
lower than anticipated after re-starting our manufacturing at our Allston facility. At present the 
Fabrazyme supply will be only 30% of global demand for the period of 1 October 2009 through end of 
2009. This shortage is expected to be resolved by the end of 2009 provided that further restrictions are 
made to the previously distributed treatment recommendations. Therefore, there is an urgent need to 
revise the dose reduction recommendations to also include adult male patients until inventory levels have 
returned to normal.  
 
The most frequently used treatment schedule for Fabrazyme is one infusion (1 mg/kg body weight) 
every two weeks. During the shortage, the revised treatment recommendations as agreed with the 
European Medicines Agency (EMEA) are as follows: 
 

• Children and adolescents (<18 years) should receive Fabrazyme according to the 
recommended dose and frequency. 

• Adult male patients and adult female patients already treated/stabilised may receive 
Fabrazyme with an adjusted dose of 0.3 mg/kg as maintenance dose every two weeks.  

• Patients with adjusted dose regimens should be under close clinical surveillance. A full 
medical examination, including all relevant clinical parameters, should be performed every 
two months. It is of the utmost importance to monitor the plasma GL-3 or urinary GL-3 levels, 
as for the moment the GL-3 level is the most sensitive parameter. Patients who demonstrate a 
deterioration of disease should reinitiate the original treatment with Fabrazyme. 

 
This is based on the dose maintenance study in which Fabrazyme was dosed to Fabry patients initially 
(6 months) at 1 mg/kg every other week and then the dose was reduced to 0.3 mg/kg every other week 
for 18 months. In this maintenance study, after an initial dose of 1.0 mg/kg every 2 weeks for 6 
months, 0.3 mg/kg every 2 weeks may maintain clearance of GL-3 in certain cell types in some 
patients; however, the long-term clinical relevance of these findings has not been established. 
 
Adverse events should be reported as usual and physicians are reminded to document batch numbers 
in the patient record. 
 
These are temporary recommendations and do not change the currently approved Product Information 
for Fabrazyme. The recommendations only apply until the supply problems have been resolved. 
 



Should you require any further information, please contact Genzyme Medical Information via e-mail 
UKmedinfo@genzyme.com or telephone +44 (0)1865 405283.  
 
 
Yours sincerely, 

 
 
Carlo Incerti, MD. 
Head of R&D Europe 
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