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Cellvizio and probe-based confocal endomicroscopy (pCLE)

Cellvizio, the Fastest Way to See Cancer, is an Optical Biopsy system that generates microscopic images of internal tissue 
instantaneously and in a minimally invasive manner.

Cellvizio allows physicians to take Optical Biopsies for the first time, viewing live tissue inside the body at the cellular level 
in real-time, while using their regular endoscopes. This means a diagnosis can be made in a minimally invasive and 
instantaneous manner when compared to  traditional “blind biopsy + histopathology” method and that physicians can 
make treatment decisions on the spot.

.

Traditional biopsies involve removing tissue from patients and waiting days for the results, Optical Biopsies are digital 
microscopic images generated during standard endoscopy procedures in real time. 

These images enable physicians to see suspicious and potentially cancerous tissue, determine whether the tissue is 
benign or malignant and, if necessary, treat the patient immediately.

Cellvizio® Optical Biopsy system, a fundamentally new endoscopic imaging approach that allows us to see cancer faster 
by viewing internal tissues at the microscopic level during standard endoscopies. This added information allows us to 
make more informed and efficient treatment decisions for patients who may be suffering from gastrointestinal cancers 
and other GI diseases, including those of the esophagus, bile duct, pancreas and colon. It is also use to characterize 
urinary and pulmonary lesions 

. 



Over 15,000 patients have benefited from Cellvizio and the system has 510(k) clearance from the Food & Drug 
Administration for use in the gastrointestinal and pulmonary tracts. The U.S. Food and Drug Administration (FDA) have 
also cleared the AQ-Flex™ 19 miniprobe to provide real-time Optical Biopsies during endoscopic ultrasound-guided fine 
needle aspiration (EUSFNA) procedures in the digestive tract. This represents the sixth U.S. regulatory clearance for 
Cellvizio or one of its dedicated miniprobes, which already obtained the CE mark in Europe

Physicians and Opinion leaders located in the most prestigious centers such as Mayo clinic, Comell Weill Medical Center, 
Yale University, Technical University in Munich, Institut Paoli-Calmettes in Marseille, Karolinska Institute – are using 
Cellvizio and have published more than 150 article about this technology in scientific paper and peer-reviews all over the 
world. 

In the field of pulmonary lesion, Cellvizio offers a potential new way for pulmonologists to achieve accurate real-time 
characterization of tissue as benign or malignant, particularly in areas of the lung not directly accessible to the 
bronchoscope,. Using a navigational bronchoscopy system to guide physicians to the suspicious lesions could further 
enhance diagnostic accuracy of Optical Biopsies and decrease the need for additional invasive diagnostic procedures.

Areas in which Cellvizio has shown improvement in diagnostic yields include: 

• Reduced the number of physical biopsies leading to more efficient screening/surveillance and less invasive for 
the patient

• Improved sensitivity leading to more malignant patients/lesions found and better treatment options for patients. 
• Reduced healthcare costs thanks to fewer and better procedures. 

For more info, please visit Cellvizio, www.maunakeatech.com

http://www.maunakeatech.fr
http://www.maunakeatech.fr


Cellvizio System

Mini probe



FAQ 

Q. Who is Mauna Kea Technologies?
A  : Mauna Kea Technologies (MKT) is a publicly traded french company which is specialized on medical devices  ; Paris  
(France) based, it has subsidiaries Asia and in North America. It flagship product Cellvizio®, the smallest microscope in 
the world enables tissue within the human body to be viewed directly at a cellular level, and the detection of anomalies 
that are invisible to the naked eye in various different organs and particularly in gastrointestinal, urinary and pulmonary 
systems.

Q. What is Cellvizio?
A  : Cellvizio is the first and only probe-based Confocal Laser Endomicroscopy (pCLE) solution on the market. It is 
compatible with most flexible videoendoscopes, which makes it possible to observe gastrointestinal and lung tissue at 
the cellular level during standard endoscopy procedures. Cellvizio enables physicians to obtain relevant diagnostic 
information on mucosal lesions in real time and treat the patient immediately. Cellvizio is also being used following 
therapeutic procedures to ensure that physicians removed all potentially dangerous tissue from the patient.
.

Q. Why is real time cellular (microscopic) information relevant ? 
A  : Cancer is a disease of cells. 90% of cancers grow in our body's mocusae, starting below the surface and then 
expanding up and down. A diagnosis of early cancer can only be made under a microscope. Until now, this information 
was only available after a biopsy had taken place and the results analyzed. Cellvizio provides images of individual cells 
and tissue architecture, allowing the endoscopist to adapt patient management based on the nature of the tissue, in real-
time, in vivo.
.

Q. What does Cellvizio consist of?
A :: Cellvizio is made of three main components: the Confocal Miniprobes; the Laser Scanning Unit (a compact video that 
illuminates the tissue and records images through the probes); the Confocal Processor (generates 12 images per second 
through an intuitive user interface thanks to advanced image processing techniques).

Q. What is Cellvizio currently used for? 
• To help physicians determine whether the pancreatic or biliary ducts are closing as a result of a pre-cancerous or 

cancerous lesions. 
• To help physicians more accurately target biopsies and treat patients when they’re monitoring Barrett's 

esophagus, a potentially pre-cancerous condition that arises from advanced 
gastroesophageal reflux disease (GERD) or heartburn. 

• To help physicians more accurately evaluate the nature of colorectal polyps and to ensure that all the pre-
cancerous tissue has been removed after a polypectomy.

• Physicians have been using Cellvizio to image lung tissue from proximal airways down to alveoli in patients 
presenting pulmonary lesions.   targeting and confirming that the area of interest for histological sampling is 
reached, and/or visualizing immediately abnormal tissues

• Cellvizio may assist in the follow-up of patients with bladder lesions following TURBT (Trans-Urethral Resection 
of Bladder Tumor), in the characterization and mapping of bladder lesions during rigid cytoscopy, and in order to 
distinguish between normal and abnormal urothelium.

•
Q. What is the regulatory status and availability of Cellvizio?
A : Cellvizio is currently available in the following countries: USA, Canada, all 40 countries of the European Union, Turkey, 
Singapore and Hong Kong... Cellvizio was cleared by the Food and Drug Administration (FDA) with two 510k approvals in 
September 2005 and August 2006 for use in the gastrointestinal tract and lungs, respectively. Mauna Kea Technologies 
received the CE mark for Cellvizio in Europe in January 2006. 
The U.S. Food and Drug Administration (FDA) has also cleared the AQ-Flex™ 19 miniprobe to provide real-time Optical 
Biopsies during endoscopic ultrasound-guided fine needle aspiration (EUSFNA) procedures in the digestive tract. This 
represents the sixth U.S. regulatory clearance for Mauna Kea Technologies' Cellvizio or one of its dedicated miniprobes, 
which already obtained the CE mark in Europe



Q. What have clinical studies to date demonstrated with Cellvizio?
A  : The value of Cellvizio has been proven through many clinical studies with results being published in over 40 world-
renowned peer reviewed journals such as: Gastroenterology, Gastrointestinal Endoscopy; Clinical Gastroenterology and 
Hepatology; American Journal of Gastroenterology; American Journal of Critical Care and Pulmonary Medicine; Nature 
Medicine and others. The complete list of Cellvizio publications can be found on Mauna Kea Technologies' website:
: www.maunakeatech.com/healthcare-professionals/445/bibliography. 

Q. What puts Cellvizio on the cutting-edge of medical technology?
A : Cellvizio was designed by a team of MKT engineers and scientists from different fields (optics, electronics, computer 
sciences and image processing) in close collaboration with physicians. Cellvizio brings a new dimension to physicians 
allowing them to view microscopic images in vivo through its powerful ‘touch and see’ concept; Cellvizio fills a historic 
gap between endoscopy and histology. 

Q. What are the main centers trough the world which are using Cellvizio
R : In France, 20 centers approx. are using this new technology and this number is constantly increasing (Hôpital Georges 
Pompidou and Cochin - Paris, Clinique du Trocadéro, Paris - Hôpital Privé Jean Mermoz - Lyon, Hôpital St Philibert – Lille, 
Institut Paoli Calmettes - Marseille,...).
More than 50 of the most important anti-cancer center in the US are equipped with Cellvizio: Mayo Clinic in Jacksonville 
(FL), Mayo Clinic in Rochester (MA), Beth Israel Medical Center (NY), Brigham and Women's Hospital (in Boston, 
Massachusetts, USA), Georgetown University Hospital (in DC, WA), MD Anderson Cancer Center (Houston, TX), Cleveland 
Clinic (OH), Cedars-Sinaï Medical Center in LA (CA), University of California Irvine....

Q. How is Cellvizio helping physicians?
A :Cellvizio brings the following:

• Immediate cellular information allowing real time decision-making facilitating quick, faster diagnosis and therapy 
in a single procedure. 

• Reduces the number of physical biopsies leading to more efficient screening/surveillance and less invasive for the 
patient. 

• Improved sensitivity leading to more malignant patients/lesions found and better treatment options for patients.
• Reduced healthcare costs thanks to fewer and better procedures. 

Q. What are the benefits of Cellvizio for patients?
A : Cellvizio brings the following benefits to the patient::

• Fewer procedures (all-in-one procedure: diagnosis & therapy).
• Fewer, smarter biopsies.
• Better treatment options.
• Immediate results (no wait time for pathology).

Q. Why is Cellvizio a major advance in cancer diagnosis and treatment?
A  : For decades, physicians have removed suspicious tissue from the body and sent it to a lab for analysis. However, 
current imaging modalities cannot reveal microscopic details in the tissue, leaving physicians no choice but to take blind 
or random biopsies. These procedures often lead to diagnostic errors. At last, thanks to Cellvizio, physicians can use real 
time microscopic information to characterize tissue while it’s still inside the body, thus allowing a much more precise 
procedure and diagnosis.

http://www.maunakeatech.com/healthcare-professionals/445/bibliography
http://www.maunakeatech.com/healthcare-professionals/445/bibliography
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