
Summary of Clinical Trial Results
For Laypersons

Overall Summary
• Glioblastoma is the most common and 

deadliest type of brain cancer.

• Treatment options are limited, and long-term 
treatments are not available.

• In this study, the doctors (investigators) 
looked to see if depatuxizumab mafodotin 
(Depatux-M) alone or with temozolomide 
(TMZ) improved survival or extended the 
length of time before progression for adults 
with glioblastoma compared to standard 
treatment with lomustine or TMZ.

• 260 adult patients with glioblastoma 
participated in the study and were placed into 
3 different treatment groups by chance. 

• The study also included a separate substudy 
of children with gliomas. A glioma is also a 
tumor of the brain and/or spinal column.

• The aim of this substudy was to learn how safe 
Depatux-M was and how it was processed in 
the bloodstream of children with glioma.

• Children under the age of 18 with gliomas 
participated in this substudy and all were 
given Depatux-M.

• The study doctors found that there was an 
improvement in survival for adult patients  
who received Depatux-M + TMZ.

• The study doctors found that the  
bloodstream level of Depatux-M was as 
expected in the 6 children and was safe.

• Around 81.9% of patients in the study had  
side effects. The most common side effects 
were fatigue, blurred vision, and inflammation 
of the cornea.

• Depatux-M is no longer being developed for 
use in children or adults at this time.

• If you participated in this study and have 
questions about your individual care, contact 
your treating doctor or staff at your hospital.

A study to learn how effective and safe depatuxizumab mafodotin alone and 
in combination with temozolomide works to treat patients with recurrent 
glioblastoma compared to lomustine or temozolomide
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Glioblastoma is a high-grade glioma (brain tumor)  
and is the most common and deadliest form of brain 
cancer. It can occur in the brain or spinal column. 
Glioblastomas are very aggressive, because the  
tumor cells multiply quickly and tap into a large  
network of blood vessels. The exact cause of 
glioblastoma is unknown. Symptoms vary from patient  
to patient, but can include drowsiness, headache, 
memory and behavioral changes, vision changes, 
weakness or paralysis on one side of the body, and 
difficulty with speech.

Standard treatment is surgical removal of the tumor 
followed by chemotherapy combined with radiation,  
but the chance of survival with or without treatment  
is low. Because of this, researchers are looking for  
new medicines to treat patients.

For this study, researchers planned a Phase 2 study 
of depatuxizumab mafodotin (Depatux-M) for adult 
patients with glioblastoma. Depatux-M is an antibody-
drug conjugate which means that it works to target  
and kill tumor cells while sparing healthy cells.  
Phase 2 studies test potential new treatments in a  
small number of patients with a condition or disease. 
In this Phase 2 study, the study doctors looked at 
the benefits of Depatux-M in adult patients with 
glioblastoma. This study was “open-label”, which  
means that both patients and study doctors knew  
which medicines were given to patients.

The study doctors also looked for any side effects 
patients may have had after treatment Depatux-M.  
A side effect is a medical event considered by the  
study doctors to be at least possibly related to study 
drug/treatment.

The study also included a substudy of Depatux-M for 
children with gliomas. Children were given Depatux-M 
to see how their bloodstream processed the study 
drug. They may also have received treatment with 
temozolomide (TMZ) if part of standard treatment at 
their hospital, but it was not part of the study.

1. General information about the study

1.1. What was the main objective of this study?
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Men
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1.2. When and where was the study done?

This study took place from February 2015 to August 2019 in the following countries: Australia, Austria, 
Belgium, Canada, Czech Republic, Finland, France, Germany, Hungary, Ireland, Italy, South Korea, the 
Netherlands, Poland, Singapore, Spain, Switzerland, Taiwan, the United Kingdom, and the United States.

2. What patients were included in this study?
A total of 1,134 adult patients with newly diagnosed or recurrent 
glioblastoma (tumor that came back) were registered into the 
study. This allowed for patient tumor samples to be tested to  
see if the patient was eligible to participate in the study.

Of the 1,134 patients registered, 260 adult patients joined the 
study. Almost all patients stopped treatments early due to 
worsening of their brain cancer or symptoms.

There were more men (64%) than women (36%) in the study  
with an age range of 34 to 81 years of age.

The pediatric substudy included 6 patients ranging from 5 to  
17 years of age. There were more girls (83%) than boys (17%) 
in the study. Due to results from another study of Depatux-M 
in patients that showed no survival benefit, enrollment into the 
pediatric substudy was ended early for this study.
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Every 12 weeks 
until death or patient 
is lost to follow-up

Depatux-M

Treatment Period
(Tumor evaluations every 8 weeks)Screening Period

Post-treatment
Follow-up

Depatux-M + TMZ

Lomustine or TMZ

Depatux-M

Treatment Period (Up to 1 year)
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3. Which medicines were studied?
The medicine in this study was called depatuxizumab mafodotin (Depatux-M).

Adult patients were randomly placed into 3 different treatment groups by a computer program. This 
process is called “randomization” which helps make the groups equal and reduces the differences 
between treatment groups.

Treatment groups included Depatux-M alone, Depatux-M plus temozolomide (TMZ), or standard 
treatment with lomustine alone or TMZ alone. Treatment with lomustine or TMZ was based on timing 
of return of the disease. Depatux-M was given as an injection into the vein over time (infusion) while 
lomustine and TMZ were given as capsules to be swallowed. Study doctors evaluated the effect 
of treatment on the patients by examining their blood, magnetic resonance images (MRI), patient 
questionnaires, and interviews throughout the course of treatment and every 12 weeks after the 
treatments had ended.

The diagram below shows how the adult study was organized.

Young patients enrolled in the pediatric substudy were all given Depatux-M as an injection into the vein 
over time (infusion). They may have also received TMZ if it was considered standard treatment in the 
country the patient was treated, but it was not considered a study drug for the substudy itself. Blood 
samples were taken from the children at specific timepoints during treatment to evaluate how the 
bloodstream processed the drug.

The diagram below shows how the pediatric substudy was organized.
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4. What were the side effects?
Side effects are unwanted medical events that were considered by the study doctor to be at least 
possibly related to study drug.

A side effect is serious if it leads to death, is life-threatening, puts a patient in the hospital, keeps  
a patient in the hospital for a long time, or causes a disability that lasts a long time.

8.0% of adult patients (20 patients) had serious side effects during the study.

13.7% of adult patients (34 patients) stopped taking the study drug because of side effects during 
the study.

1 adult patient died during the study due to the side effect of bleeding in the brain.

The table below shows information about the serious side effects adult patients had in the study, 
as well as side effects that led to the patient stopping study drug, and side effects leading to death.

Adult Study
Depatux-M + TMZ

(88 Patients)
Depatux-M

(84 Patients)
Lomustine or TMZ

(77 Patients)

Number of patients with serious  
side effects

8 (9.1% of patients) 8 (9.5% of patients) 4 (5.2% of patients)

• Febrile neutropenia (low white cell 
count with fever)

0 (0.0%) 0 (0.0%) 1 (1.3%)

• Thrombocytopenia (low platelet count) 0 (0.0%) 0 (0.0%) 1 (1.3%)

• Corneal epithelial microcysts (small 
cysts on the surface of the cornea)

1 (1.1%) 1 (1.2%) 0 (0.0%)

• Abdominal pain 0 (0.0%) 1 (1.2%) 0 (0.0%)

• Constipation 0 (0.0%) 0 (0.0%) 1 (1.3%)

• Hepatic steatosis (fatty liver disease) 0 (0.0%) 1 (1.2%) 0 (0.0%)

• Urinary tract infection 0 (0.0%) 0 (0.0%) 1 (1.3%)

• Wound infection 1 (1.1%) 0 (0.0%) 0 (0.0%)

• Hyponatremia (decreased sodium  
in the blood)

0 (0.0%) 1 (1.2%) 0 (0.0%)

• Muscular weakness 0 (0.0%) 1 (1.2%) 0 (0.0%)

• Brain swelling 1 (1.1%) 0 (0.0%) 0 (0.0%)

• Bleeding in the brain 0 (0.0%) 1 (1.2%) 1 (1.3%)

• Hemiparesis (weakness or inability  
to move one side of the body)

0 (0.0%) 0 (0.0%) 1 (1.3%)

• Muscle spasticity (stiffness or 
spasming of the muscles)

1 (1.1%) 0 (0.0%) 0 (0.0%)

• Neurological decompensation 
(worsening of neurologic abilities)

0 (0.0%) 1 (1.2%) 0 (0.0%)

• Partial seizures 1 (1.1%) 0 (0.0%) 0 (0.0%)

• Seizures 1 (1.1%) 1 (1.2%) 0 (0.0%)

• Transient Ischemic Attack  
(mini-stroke)

1 (1.1%) 0 (0.0%) 0 (0.0%)



6

In the pediatric substudy, 1 patient (16.7% of patients) had serious side effects during the study.

No patient stopped taking the study drug because of side effects during the substudy and no patient  
died during the substudy due to side effects.

The table below shows information about the serious side effects in the substudy.

Adult Study (continued)

Depatux-M + TMZ
(88 Patients)

Depatux-M
(84 Patients)

Lomustine or TMZ
(77 Patients)

Number of patients with serious  
side effects

8 (9.1% of patients) 8 (9.5% of patients) 4 (5.2% of patients)

• Pneumonia aspiration (food, liquid, or 
vomit being breathed into the lungs)

1 (1.1%) 0 (0.0%) 0 (0.0%)

• Pulmonary embolism (blockage in an 
artery in the lung)

1 (1.1%) 0 (0.0%) 0 (0.0%)

• Subgaleal hematoma (bleeding under 
the scalp)

0 (0.0%) 1 (1.2%) 0 (0.0%)

Number of patients who stopped taking 
study drug because of side effects

23 (26.1%) 10 (11.9%) 1 (1.3%)

Reasons for stopping Corneal disorder, corneal 
epithelial microcysts 
(small cysts on the 
surface of the cornea), 
corneal opacity (scarring 
of cornea), decreased 
platelets in blood, 
decreased white blood 
cell count (body may 
be at risk for infection), 
eyelid swelling, increased 
bilirubin in blood (may 
demonstrate liver 
damage), light sensitivity, 
pulmonary embolism 
(blockage in artery in 
the lung), tiredness, 
worsening of vision

Bleeding in the brain, 
double vision, hepatic 
steatosis (fatty liver 
disease), increased liver 
enzyme in the blood 
(may be sign of liver 
damage), increased 
enzyme of the bile duct 
in the blood (may be 
sign of liver damage), 
keratopathy (damage to 
the cornea due to dry 
eyes), ocular toxicity 
(damage to the eye), 
tiredness, worsening  
of vision

Decreased platelets  
in blood

Number of side effects leading to death 0 (0.0%) 1 (1.2%) 0 (0.0%)

Pediatric Substudy

Depatux-M
(6 Patients)

Number of patients with serious side effects 1 (16.7% of patients)

• Headache, meningitis (inflammation of the fleece around the brain), nausea, 
and vomiting

1 (16.7%)

Number of patients who stopped taking study drug because of side effects 0 (0.0%)

Number of side effects leading to death 0 (0.0%)
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About 81.9% of adult patients (204 patients) had side effects during the study. The table below shows 
information about the common side effects (in at least 35% or more patients in any group) in this study. 
The most common side effects were fatigue (tiredness), blurry vision, and keratitis (inflammation of  
the cornea).

Across the adult study, the number of side effects were similar across treatment groups. This meant  
that there was no increase in side effects for patients treated with Depatux-M in this study.

Adult Study
Depatux-M + TMZ

(88 Patients)
Depatux-M

(84 Patients)
Lomustine or TMZ

(77 Patients)

Number of patients with at least one 
side effect

81 (92.0%  
of patients)

69 (82.1%  
of patients)

54 (70.1%  
of patients)

Common Side Effects
Side effects occurring in at least 25% of patients in any group

• Fatigue (tiredness) 29 (33.0%) 22 (26.2%) 13 (16.9%)

• Blurry vision 30 (34.1%) 16 (19.0%) 0 (0.0%)

• Keratitis (inflammation of the 
cornea in the eye)

16 (18.2%) 24 (28.6%) 0 (0.0%)

• Corneal epithelial microcysts (small 
cysts on surface of cornea)

13 (15.5%) 26 (29.5%) 0 (0.0%)

• Thrombocytopenia (low platelet 
count in blood)

19 (21.6%) 5 (6.0%) 27 (35.1%)

In the pediatric substudy, all 6 patients (100% of patients) had side effects during the study. The most 
common side effects were keratopathy (inflammation of the cornea), photophobia (light sensitivity),  
and vomiting.

Pediatric Substudy

Depatux-M 
(6 Patients)

Number of patients with at least one side effect 6 (100% of patients)

Common Side Effects

• Keratopathy (inflammation of the cornea) 3 (50.0%)

• Photophobia (light sensitivity) 3 (50.0%)

• Vomiting 3 (50.0%)

• Dry eye 2 (33.3%)

• Eye pain 2 (33.3%)

• Fatigue (tiredness) 2 (33.3%)

• Nausea 2 (33.3%)

• Blurry vision 2 (33.3%)

• Weight decreased 2 (33.3%)
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5. What were the overall results of the study?
The adult study was completed as planned. The study doctors found that the patients in the groups who 
had taken Depatux-M + TMZ had a slight improvement in survival compared to patients treated with 
Depatux-M alone or standard treatment with Lomustine/TMZ.

The chance of survival at 2 years increased from 5% in patients given standard treatment with Lomustine/
TMZ compared to 10% in patients given Depatux-M alone and 20% in patients given Depatux-M + TMZ.

They also found that patients in the groups who had taken Depatux-M + TMZ had slight improvement in 
length of time until the brain cancer progressed. Patients given Depatux-M + TMZ averaged 3 months 
until disease progression compared to 1.9 months in patients given Depatux-M alone and 2 months in 
patients given standard treatment with Lomustine or TMZ.

The number and frequency of side effects in this study were similar to those expected in patients being 
treated for glioblastoma.

The pediatric substudy ended early because of results from a separate study which showed there was 
no survival benefit to patients being treated with Depatux-M. Because the study was stopped early, the 
study doctors do not know answers to some of the questions they hoped to answer in the study. Before 
the substudy ended, study doctors learned that the level of drug (drug concentration) in the blood stream 
were consistent with the numbers seen in adult patients. Drug concentration levels can impact clinical 
benefits of treatment and some side effects.

6. How has the study helped patients and researchers?
This study showed that there was a small trend in improved survival for adult patients treated with 
Depatux-M +TMZ. Given that treatment options for glioblastoma are limited, further research to new 
treatments may be considered.

The pediatric substudy was very small in size and had to be closed early due to a separate study  
of Depatux-M in patients not showing a survival benefit.

This summary only shows the results from this study, which may be different from the results of  
other studies.

7. Are there any plans for future studies?
There are currently no plans for additional studies of Depatux-M in adult or pediatric patients.

8. Who sponsored this study?
This study was developed by the EORTC (European Organization for the Research and Treatment of 
Cancer) and sponsored by AbbVie. This summary was reviewed for readability by a patient advocacy group.
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Thank You
AbbVie wants to thank all the participants for their time and effort 
that went into making this study possible.

Clinical study participants help advance science!

12-07-2020. This document includes known facts as of the time the document was finalized.

9. Where can I find out more information about this study?

Title of Study INTELLANCE2: ABT-414 Alone or ABT-414 Plus Temozolomide Versus  
Lomustine or Temozolomide for Recurrent Glioblastoma: A Randomized  
Phase 2 Study of the EORTC Brain Tumor Group

Protocol Number M14-483

Clinicaltrials.gov NCT02343406
https://clinicaltrials.gov/ct2/show/NCT02343406?term=M14-
483&draw=2&rank=1

EudraCT 2004-002586-21
https://www.clinicaltrialsregister.eu/ctr-search/search?query=2004-002586-21

Study Sponsor AbbVie, Inc.
Phone: (800) 633-9110
Email: abbvieclinicaltrials@abbvie.com

https://clinicaltrials.gov/ct2/show/NCT02343406?term=M14-483&draw=2&rank=1
https://clinicaltrials.gov/ct2/show/NCT02343406?term=M14-483&draw=2&rank=1
https://www.clinicaltrialsregister.eu/ctr-search/search?query=2004-002586-21
mailto:abbvieclinicaltrials%40abbvie.com?subject=

