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Spherix Inc.’s new direction illustrates importance of adjusting quickly to wrenching shifts in biotech

Washington Business Journal - by Bill Flook 
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Spherix CEO Claire Kruger has moved the focus of her biotech company’s primary research venture from diabetes therapy to a treatment for people with high levels of triglyceride fat cells, a relatively easier path to market.

View Larger 

Spherix Inc. didn’t need a new product. The Bethesda biotech just needed something new to do with it.

For much of the past two decades, Spherix was working to turn tagatose, a sweetener approved by the Food and Drug Administration for use as a food additive, into a Type 2 diabetes treatment it dubbed D-tagatose.

The company had shepherded the treatment into the final stages of clinical testing — prized, uncharted territory for most biotechs, particularly in this region. As recently as January, Spherix announced that it had signed up the last of 332 volunteers for D-tagatose’s Phase 3 trials.

But in the eight months since then, a dramatically shifting pharmaceutical ground led the small company to take a hard look at its next move. Spherix’s struggles show the perils that befall many biotechs and the constant need to pivot quickly to meet changing circumstances in an industry that demands prolonged research, sky-high clinical costs and compliance with complex regulations, often with little to no financial returns.

Spherix watched as GlaxoSmithKline PLC’s diabetes drug Avandia came under increased fire in recent weeks for reportedly raising the risk of heart attacks, prompting regulators to build expensive new roadblocks for diabetes treatments. The local biotech realized that the D-tagatose numbers no longer added up.

“The burden of information needed to satisfy the safety requirements — particularly to address cardiovascular safety — has increased exponentially, to the point where it’s very difficult for us or any company to satisfy those rules,” Spherix CEO Claire Kruger says. “We’re talking many, many millions of dollars over many years.”

So Spherix turned on a dime: Exit diabetes. Enter triglycerides.

If D-tagatose didn’t make financial sense as a diabetes therapy, Spherix could reposition it as a treatment for elevated levels of common body fats called triglycerides, which are associated with diabetes, obesity and stroke.

The product, Kruger says, has the potential to tap an underserved market, whose existing treatment carries various side effects. And in contrast to diabetes drugs, a triglyceride treatment’s path to market “is much more attractive financially and timewise.”

The Phase 2 trials for D-tagatose showed a 21 percent cut in triglyceride levels for patients who took 7.5 grams of the substance, compared with those who took 2.5 grams. That trial’s primary purpose was to determine the minimum D-tagatose dose needed to change levels of a glycated hemoglobin, a measure important to diabetes treatment.

This is hardly Spherix’s first reinvention in its 43-year history. The company was formed by Gilbert Levin, a scientist and former public health official who envisioned tagatose as a way to detect life on Mars. His work led to the chemical’s use in the 1976 Viking mission. Levin retired in 2008, taking the files for the Mars experiment with him.

Until recently, Spherix maintained a split business as a biotech and a software company, at one point holding contracts with 15 state and local governments and the National Park Service to provide park reservation systems. In 2007, Spherix sold its tech subsidiary to The Active Network Inc., using the proceeds to partly finance D-tagatose’s development.

Spherix has much at stake in revising its signature product. The public company reported a second-quarter loss of $2.5 million, worse than the $1.5 million loss a year earlier. In the next 12 months, it must spend

$7 million to $9 million — and thus raise more capital — to support its triglycerides shift.

Kruger points to the changing science, attitudes and regulatory climates as reasons for constant re-evaluation of product lines.

“One needs to work without blinders on,” she says, “and be able to adjust as needed.”
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Company: Spherix Inc.

What it does: Develops drug treatments

Leadership: Claire Kruger, CEO
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Revenue: $154,698 in 2007; $1.02 million in 2008; $1.35 million in 2009

Website: www.spherix.com 

