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First-In-Class Drug BBI608 Tested in Patients with Advanced Cancer 
 

• Ongoing, Phase I study of BBI608 shows early promise.  
• Enrollment and dose escalation are still underway.  

 
WASHINGTON, D.C. — Researchers at Boston Biomedical, Inc., are working to 
develop a novel first-in-class cancer drug that works by targeting the stem like properties 
of some cancer cells, and so far, results of an ongoing Phase I clinical trial demonstrate 
early signs of a strong safety profile and clinical activity.  
 
“Cancer stem cells arguably represent one of the hottest frontiers in cancer research 
today,” said Chiang J. Li, M.D., chairman and chief executive officer of Boston 
Biomedical, Inc., Norwood, Mass., who led the research discovery. “If the cancer stem 
cell hypothesis is proven to be correct, it should be possible to fundamentally advance 
treatment for patients with a wide variety of cancers because these highly malignant cell 
populations are inherently resistant to conventional therapies.” 
 
Updated data will be presented during the late-breaking clinical trial symposium at the 
AACR 101st Annual Meeting 2010, held April 17-21.  
 
Li and colleagues took an unconventional line of attack by developing BBI608, a first-in-
class cancer cell stemness inhibitor that can target highly malignant cancer stem cells as 
well as other heterogenous cancer cells.   
 
“Current debates or controversies regarding the cancer stem cell hypothesis are less 
relevant to our approach since we believe it is crucial to target all malignant cells,” said 
Li. 
 
The Phase I study of BBI608 was designed to determine its safety and to establish a dose 
regimen for Phase II trials in adult patients with various advanced cancers. The study is 
being conducted at the Segal Cancer Center, Montreal, Quebec, Canada; the Juravinski 
Cancer Center, Hamilton, Ontario, Canada; and the Karmanos Cancer Center, Detroit, 
Mich.   
 
As of March 26, 2010, 18 cancer patients with various solid tumors were enrolled in the 
study.  
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Treatment with BBI608 consisted of twice-daily, oral administration for four-week 
cycles. Dose escalation of BBI608 has reached a daily regimen of 600 mg, and the blood 
concentration of BBI608 has exceeded the level required to kill cancer stem cells and 
heterogeneous cancer cells in the laboratory.  
 
Patients have tolerated the escalating doses of BBI608 very well with no significant drug-
related side effects. To date, nine patients were evaluated for antitumor activity, of which 
six have achieved stable disease for at least two months with early signs of tumor 
regression and prolonged stable disease.  
 
“We are encouraged by the early clinical data which supports our further efforts targeting 
cancer cell stemness,” Li said. “Through incredible team effort and hard work we have 
accomplished the discovery of BBI608, and its translation from bench to bedside in less 
than 24 months, which, to our knowledge, sets a record pace for translational medicine. 
We are very excited about our novel approach and the therapeutic potential of cancer cell 
stemness inhibitors.” 

 
# # # 

 
Download interviews with cancer researchers and recordings of the teleconferences by 
subscribing to the AACR Scientific Podcasts via iTunes (http://www.aacr.org/itunes) or an RSS 
Reader (http://www.aacr.org/rss). 
 
The mission of the American Association for Cancer Research is to prevent and cure cancer. 
Founded in 1907, the AACR is the world’s oldest and largest professional organization dedicated 
to advancing cancer research. The membership includes 31,000 basic, translational and clinical 
researchers; health care professionals; and cancer survivors and advocates in the United States 
and more than 90 other countries. The AACR marshals the full spectrum of expertise from the 
cancer community to accelerate progress in the prevention, diagnosis and treatment of cancer 
through high-quality scientific and educational programs. It funds innovative, meritorious 
research grants, research fellowship and career development awards. The AACR Annual Meeting 
attracts more than 17,000 participants who share the latest discoveries and developments in the 
field. Special conferences throughout the year present novel data across a wide variety of topics 
in cancer research, treatment and patient care. The AACR publishes six major peer-reviewed 
journals: Cancer Research; Clinical Cancer Research; Molecular Cancer Therapeutics; 
Molecular Cancer Research; Cancer Epidemiology, Biomarkers & Prevention; and Cancer 
Prevention Research. The AACR also publishes CR, a magazine for cancer survivors and their 
families, patient advocates, physicians and scientists. CR provides a forum for sharing essential, 
evidence-based information and perspectives on progress in cancer research, survivorship and 
advocacy. 
 


