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A comparison of MIRCERA® with 
reference erythropoiesis-stimulating 
agents (ESAs) for the treatment of 
anemia in chronic kidney disease: 
summary of the clinical trial
The summary of this Post Authorization Safety Study (PASS) BH21260 (NCT00773513), was prepared 
in November 2018 to provide trial participants with information on why the trial was done, and the 
key results from the trial. F. Hoffmann-La Roche Ltd, the sponsor of this trial, would like to thank the 
participants for their contribution. If you have any queries about treatment options in your country, 
please speak with your healthcare professional.

Why was this clinical trial carried out?
Anemia happens when a person does not have enough red blood cells. It is measured by the levels 
of a protein called hemoglobin, which carries oxygen around the body in a person’s blood. Anemia 
is often found in patients with chronic kidney disease. Erythropoiesis-stimulating agents (ESAs) are 
used to treat anemia in chronic kidney disease and work by acting like the hormone erythropoietin 
that is already in the body. This hormone causes red blood cells to be made by the body through the 
process called erythropoiesis. MIRCERA® is an ESA which can be administered once a month, as it 
stays in the blood for a long time.

In this trial MIRCERA®, which is already available for the treatment of anemia, was compared with 
other ESAs to see whether there was any difference in the safety of the medicines by looking at the 
number of cardiovascular events (like heart attacks and strokes) and deaths over the treatment time. 
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Who took part?
The trial started in December 2008 and ended with the last participant visit in July 2017. In total, 2825 
participants from 27 countries across Latin American, Europe, Asia and Australia took part in the trial.

27
countries

Europe
Belgium
Croatia
Czech Republic
France
Germany
Great Britain
Greece
Italy

Lithuania
Poland
Russia
Serbia
Spain
Sweden

Asia
Israel
Malaysia
Philippines
Republic of China (Taiwan)
Republic of Korea
Singapore
Thailand
Turkey

Latin America
Argentina
Brazil
Mexico
Panama

Australia         
Australia

Age
Average: 62 years

Range: 18–95 years 

2825
participants

Weight
Average: 73 kg

Range: 33–160 kg

Gender
Male: 1639 (58%)

Female: 1186 (42%)

Hemodialysis
Average: 2199 (78%) 

Already treated with ESAs
(maintenance treatment): 80%
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Results
The average time it took for a safety event to occur was 5.1 years with both MIRCERA® and other 
ESAs. The MIRCERA® group and the other ESA group were balanced in terms of the percentage 
of participants who died, or had a heart attack or a stroke that they survived. This showed that the 
chance of the safety events happening while participants took MIRCERA® was ‘non-inferior’ to, or not 
worse than with the other ESAs. 

30 months recruiting participants Trial duration: 8.5 years

Trial stopped when at least 1264 deaths, or heart attacks and strokes 
that participants survive, have happened
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Adults
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Other ESA

Trial design
Included in this trial were participants who were already treated with ESAs or who needed ESAs 
to treat their anemia. Participants were chosen at random to be treated with either MIRCERA® or 
another ESA. The trial was to continue until 1264 ‘safety events’ occurred. A safety event was defined 
as any death by any cause, or heart attack and stroke that a participant survived. The aim of the trial 
was to find out if MIRCERA® was no worse (non-inferior) than other ESAs for these safety events.

MIRCERA® 40%
Other ESAs 40%

MIRCERA® 10%
Other ESAs 11%

Death Heart attack

MIRCERA® 6%
Other ESAs 7%

Stroke
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Other safety findings
More than 41,000 adverse events (undesirable events that happen when taking medicines) were 
reported by participants. Most of these were infections or infestations with 74% of participants 
describing at least one event. The adverse events that were recorded during the trial were very 
similar between the MIRCERA® group and the other ESA group, and the type of events were 
similar to those seen in other trials.

Additional trial measure: hemoglobin levels
As ESAs are used to increase hemoglobin levels in the blood, hemoglobin levels were also measured 
in participants in this trial. For people with chronic kidney disease, a hemoglobin range of 10–12 g/dL 
of blood is acceptable and 67% of the time, in participants treated with MIRCERA®, hemoglobin levels 
were within this range. This was similar to other ESAs in which 69% of the time, hemoglobin levels 
were within this range.

What were the overall conclusions?
Treatment with MIRCERA® was no worse, or ‘non-inferior’, than current ESAs in terms of the 
combination of any death, or heart attack and stroke that a participant survived. MIRCERA® kept 
hemoglobin levels similar to the levels seen with other ESAs.

Any more questions?
Information on this trial can be found on ClinicalTrials.gov by following this link or by using the trial 
number, NCT00773513. Alternatively, information can be found on the EU Clinical trials registry by 
following this link or by using the number 2007-005129-31 on the website. If you have any further 
questions, please contact your healthcare professional or the Roche affiliate in your country 
(https://www.roche.com/about/business/roche_worldwide.htm).
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