
Who took part in this study?
• Researchers looked at 930 adult men with advanced prostate cancer who 

received relugolix or leuprolide for 48 weeks in the HERO study.  
 – After a loading dose (an initial higher dose) of 3 tablets on the first day, 
relugolix was taken once daily by 622 men (67%). 
 – Leuprolide was given once every 3 months by injection to 308 men (33%). 

What does this study look at?

What is advanced prostate cancer?
• Advanced prostate cancer is a cancer that began in the prostate and has 

spread to other parts of the body. 
 – Locally advanced cancer is when the spread of cancer in a person is 
limited to nearby organs. In a person with prostate cancer, this could be 
their bladder.
 – Metastatic cancer is cancer that has spread to more distant parts of a 
person’s body, such as their bones. 
 – Recurrent cancer is when the cancer has returned following initial 
treatment such as radiation therapy or surgery. This may be detected 
through blood tests, scan results, or looking at tissue samples.

• Prostate cancers may rely on male sex hormones, such as testosterone,  
to grow.

• Treatment for prostate cancer aims to lower testosterone levels through:
 – Surgery to remove the testicles (known as surgical castration), or
 – Hormone therapy (known as chemical castration).

• In some men, their cancer may at first respond to treatments that lower the 
levels of testosterone in their body. However, the cancer can then start to 
grow again, even while the man is being treated. For other men, their cancer 
may not respond to these treatments at all and will continue to worsen. 

What is prostate-specific antigen?  
• Prostate-specific antigen (PSA) is a protein produced by normal prostate 

cells and is usually present in the blood at low levels. 
• High levels of PSA in the blood may mean there is a problem with the 

prostate. In some men this is due to cancer, as prostate cancer cells also 
produce PSA. 

• An increase in blood PSA levels in a man who is having, or has had, 
treatment for advanced prostate cancer may mean that the cancer has 
started to worsen again. 

What are relugolix and leuprolide?
• Relugolix and leuprolide alter the actions of a hormone produced in the 

brain called gonadotropin-releasing hormone (or GnRH for short). GnRH 
tells another part of the brain to produce the hormones luteinizing hormone 
(LH) and follicle-stimulating hormone (FSH). In men, these two hormones 
tell the testicles that they need to make testosterone.   
 – Stopping the release of GnRH lowers the levels of testosterone in adult 
men with advanced prostate cancer.

• Both relugolix and leuprolide are approved to lower the levels of testosterone 
in adult men with advanced prostate cancer, but they differ in the way they 
affect GnRH. 
 – Relugolix directly blocks GnRH signals in the brain. This lowers the amount 
of LH and FSH being produced and stops testosterone from being made. 
 – Leuprolide works by telling the brain to make more GnRH. This leads the 
brain to at first produce more LH and FSH, which increases the amount of 
testosterone. This increase in testosterone makes the brain less sensitive to 
GnRH, and continuous treatment with leuprolide stops testosterone from 
being made. This process can take several weeks to occur. 

• Results from the HERO study found that, compared with men receiving 
leuprolide, more men receiving relugolix achieved castration levels of 
testosterone (below 50 ng/dL) during the evaluated treatment period  
(Day 29 through to Week 48, known as sustained castration).

• After stopping treatment for 90 days, more men who received relugolix had 
their blood levels of testosterone increase to within the normal range (known 
as testosterone recovery), compared with men who received leuprolide.
 – This recovery also happened more quickly with relugolix than with 
leuprolide. 

• Although the HERO study did not look at the impact of testosterone 
recovery, men who have testosterone recovery after stopping treatment may 
have an improvement in side effects.

What was the aim of this study?
• The overall population of men in the HERO study were split into 3 subgroups 

based on the type of advanced prostate cancer they had:
1. Recurrent: cancer that had grown in size, or shown an increase in PSA 

levels, after a first therapy, such as surgery or radiotherapy to the prostate.
2. Locally advanced: cancer that had spread from the prostate to nearby 

organs, and for which local therapy was not likely to work.
3. Metastatic: newly diagnosed cancer that had spread to distant parts of 

the body.
• Researchers wanted to look more closely at the results of the HERO study 

to find out if the type of advanced prostate cancer made a difference in how 
well relugolix and leuprolide worked. 

• They also wanted to know if the type of advanced prostate cancer had an 
impact on the side effects men experienced while taking relugolix  
or leuprolide. 

What does this summary describe?
• If the type of advanced prostate cancer had any impact on the difference in 

rates of sustained castration between men taking relugolix and men taking 
leuprolide in the HERO study.

• If the side effects experienced with relugolix or leuprolide were similar for 
men with different types of advanced prostate cancer.

What are the key takeaways from this study?
• Lowering the levels of testosterone in the blood is useful when treating a man 

with prostate cancer because testosterone causes prostate cancer cells to 
multiply, increasing tumor size.
 – Low levels of testosterone may lead to better outcomes for men with 
prostate cancer that has spread beyond their prostate (otherwise known as 
advanced prostate cancer).

• The HERO study involved men with advanced prostate cancer. 
 – Researchers found that low blood levels of testosterone (below the 
castration level of 50 ng/dL) were achieved in more men taking 
ORGOVYX™ (relugolix) than men taking leuprolide. 
 • Sustained low blood levels of testosterone were measured from Day 29 
through to Week 48 of the study.

 • A sustained reduction in blood levels of testosterone to below 50 ng/dL 
during treatment is known as sustained castration. 

• When taking a closer look at the results from the HERO study, researchers 
found that more men taking relugolix achieved sustained castration than men 
taking leuprolide, across the range of types of advanced prostate cancer.

• The number of men who had severe side effects when taking relugolix or 
leuprolide was higher in men with metastatic prostate cancer than in the 
overall population of men in the study.

This study is still ongoing; therefore, the final outcomes of this study may differ from the 
outcomes described in this summary.

The results of this study may differ from those of other studies. Health professionals should 
make treatment decisions based on all available evidence, not on the results of a single study.

Find out how to say medical terms used in this summary

Results from the HERO study: 
relationship between type of advanced 
prostate cancer and response to 
relugolix or leuprolide in men with 
advanced prostate cancer 

The full title of this abstract is: Efficacy and safety of relugolix vs 
leuprolide (LEU) in men with advanced prostate cancer (APC):  
clinical subgroup analysis from the Phase 3 HERO study

Date of summary: September 2021

For more information on this study, go to:   
https://clinicaltrials.gov/ct2/show/NCT03085095 

Study number: NCT03085095 | Study start date: April 2017 | Estimated study end date: November 2021  

Gonadotropin-releasing hormone 
<goh-NA-doh-TROH-pin reh-LEE-sing HOR-mone>

Metastatic
<MET-ah-STAT-ik>

Relugolix  
<reh-loo-GOH-lix>

Leuprolide
<LOO-proh-lide>

Researchers wanted to find out...
• Did the type of advanced prostate cancer affect how well relugolix or 

leuprolide worked, and the side effects experienced by men who took  
part in the HERO study?
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What were the results of the study?
• When looking only at men taking relugolix, researchers found the rates of 

sustained castration in each of the 3 subgroups were similar to those of the 
overall population in the HERO study.

• Across all 3 types of advanced prostate cancer, men who received relugolix 
had higher rates of sustained castration than men who received leuprolide 
from Day 29 through to Week 48.

• In the overall population, the number of men who had severe side effects 
was similar for those taking relugolix or leuprolide.

• In the group of men with locally advanced disease, more men taking 
leuprolide had severe side effects than men taking relugolix.

• In the group of men with metastatic disease, the number of men who had 
severe side effects was higher than for the overall population.
 – This was expected because men with metastatic disease are likely to be 
more unwell.
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This study is still ongoing; therefore, the final outcomes of this study may differ from the 
outcomes described in this summary. 

The results of this study may differ from those of other studies. Health professionals should 
make treatment decisions based on all available evidence, not on the results of a single study.

What were the main conclusions reported by the 
study authors?

• In the HERO study, rates of sustained castration after  
48 weeks of treatment were higher for men taking relugolix 
than men taking leuprolide. This was true across the range 
of advanced prostate cancer types, including recurrent, 
locally advanced, and metastatic cancer.

• In general, relugolix and leuprolide were well tolerated 
by men in each of the 3 subgroups, but more men with 
metastatic prostate cancer had severe side effects.

Writing support for this summary was provided by Ajay Mirakhur, MPH, at CMC AFFINITY,  
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Pfizer and Myovant Sciences GmbH.

Who sponsored this study?
This study was sponsored by Myovant Sciences GmbH.

Myovant Sciences GmbH
Viaduktstrasse 8, 4051 Basel, Switzerland

This summary was co-funded by Pfizer and Myovant Sciences GmbH.
Myovant Sciences GmbH would like to thank all of the men who took part in this study.

Where can I find more information?

For more information on this study, please visit:  

https://clinicaltrials.gov/ct2/show/NCT03085095

For more information on clinical studies in general, please visit:  
https://www.clinicaltrials.gov/ct2/about-studies/learn 
http://www.cancerresearchuk.org/about-cancer/find-a-clinical-trial/what-clinical-trials-are
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Difference in the rate of sustained castration at Week 48 between men taking 
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What type of advanced prostate cancer did the men in this analysis have? 

Number of men who had severe side effects in the HERO study 
(by type of advanced prostate cancer)
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