
What are Tumor Treating Fields (TTFields)?
Tumor Treating Fields (TTFields) are electric fields that disrupt cancer 

cell division. TTFields are delivered to the region of the cancer using an 

investigational medical device, called NovoTTF-200M. NovoTTF-200M 

is a portable, lightweight, battery-operated device designed to deliver 

TTFields therapy to patients with brain metastases from non-small cell 

lung cancer (NSCLC). 

Patients receiving TTFields need to wear adhesive patches called INE 

Transducer Arrays (arrays) on their scalp, which deliver TTFields non-

invasively to the tumor region, and are replaced two to three times per 

week. NovoTTF-200M is designed to allow patients to maintain their 

lifestyle without interference to their normal daily routine.

Patients will be provided with as many batteries as needed. The arrays 

placed on the scalp, and the cables coming out of the arrays can be
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concealed underneath the patient’s clothes. By doing so, the bag carrying the device may be the only element of 

NovoTTF-200M visible to others. The carrying bag is provided by Novocure (the device manufacturer) to each patient and 

can be worn as a shoulder bag, a backpack, a messenger bag, or hand-held.

The total weight of the device including a battery is around 1.3 kilograms or 2.7 pounds. The vast majority of patients will 

not be physically carrying the device most of the time, but will rather use it while it is continuously placed in one location 

( e.g. on a desk, a table or on the floor inside the carrying bag). A DSS or a “Device Support Specialist” is a Novocure 

(or local partner) representative who will educate you on how to operate the device and equipment needed to use the 

therapy. The DSS is dedicated to helping patients integrate NovoTTF-200M into their daily routine and provide tailored 

technical support based on individual circumstances. The DSS cannot answer medical questions, or give medical advice. 

For medical or treatment related questions, always speak to your treating physician.
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Study Design
The METIS study is randomized, which means that enrolled patients will be randomly assigned (determined by a 

“randomization process“ similar to a coin flip) to one of two groups:

•  TTFields group: Patients will receive stereotactic radiosurgery (SRS) followed by NovoTTF-200M     

and supportive care.

•  Control group: Patients will receive stereotactic radiosurgery (SRS) alone, and supportive care.

Patients assigned to the control group may be offered NovoTTF-200M treatment at the time of second progression in the 

brain, if the study doctor believes it is the best interest of the patient. The patients in both groups may receive systemic 

therapy for their lung cancer.

Actor portrayal, not a real patient.



If you are considering participating in this study or have additional questions, please contact: 

Dr.         Phone number:        Email:

Study Coordinator:      Phone number:        Email:
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Study Procedures
1. Patients who participate in the 

study will need to pass some tests/
procedures within 21 days prior 
to study entry in order to confirm 
eligibility for the study.

2. 4 weeks after the last stereotactic 
surgery (SRS), patients will be asked 
to visit the outpatient clinic and 
then every 8 weeks (bi-monthly) 
after completion of SRS in order to 
evaluate activity levels, memory, 
thinking, quality of life, and to 
perform blood tests, physical, and 
neurological exams. Patients will 
also be asked to have a brain MRI 
examination every 8 weeks to assess 
the disease.

3. If assigned to the TTFields group, 
patients will visit the outpatient 
clinic within 7 days of SRS to start 
the treatment, and a Device Support 
Specialist will train them on the 
operation of the equipment. The 
treatment will continue until the 
patient or the patient’s physician 
decides it should stop.

4. Upon treatment termination, 
patients will return to the outpatient 
clinic for one additional visit at 8 
weeks after their last clinical visit.

5. After discontinuation from the 
study treatment or supportive care, 
patients will be contacted every 
month by telephone to answer 
basic questions about their health.

For more information about this clinical study,

please visit novocuretrial.com/METIS.

Frequently Asked Questions
What are the possible side effects of TTFields?

The use of NovoTTF-200M is not expected to have systemic side effects, 
based on our clinical data to date. The most common device related side 
effect reported is mild to moderate skin irritation beneath the arrays. When 
TTFields are delivered, the arrays may cause mild warming and tingling of 
the skin underneath them. Please consult with a study physician at one 
of the centers participating in the study for additional information about 
potential side effects from using NovoTTF-200M and the other treatments 
in the clinical study.  

Do I need to carry the device all the time?  

Patients may not necessarily be physically carrying the device most of the 
time, but will rather use it while it is continuously placed in one location 
(e.g. on a desk, a table or on the floor inside the carrying bag). The device 
was designed to allow the performance of normal daily routines. The 
device and the portable battery weigh about 1.3 kilograms, or 2.7 pounds, 
altogether and can be carried in a dedicated shoulder bag or backpack 
when walking around.   

How long do I need to use the device?  

You will use the device during the day and night (while sleeping), for 
18 hours per day on average. The device should be used continuously 
until you or your physician decide to stop it. You may consult with your 
physician during the treatment period in case you wish to change the time 
you are using the device.  

Will the use of the device pose any risk to family members or other 
people?  

There is no exposure of TTFields to non-users, such as family members 
and co-workers. The use of the device should not interfere with household 
or standard personal electrical devices. 

How will the device affect my social life? 

The arrays will be concealed underneath your clothes. The Device 
Support Specialist (DSS) will offer help and support related to lifestyle and 
appearance issues if you are using TTFields.

EF-25 / METIS: A pivotal (analogous to drug Phase III), randomized, controlled study, designed 
to test the efficacy and safety of Tumor Treating Fields (TTFields) in patients with 1-10 newly 
diagnosed brain metastases from non-small cell lung cancer (NSCLC).


	StampFileID #32088780: 
	0:  #32088780.0

	StampFileID20160306: 20160306
	AutoStampUS: IRB Approved at the Protocol LevelOct 17, 2021


