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Although development of new medical products  in China generates a lot of press, there is a related movement, less visible perhaps, that is also significant: the growth of contract manufacturing organizations in China. Frost & Sullivan recently discussed the issue in BioSpectrum, Asia Edition, based on their research  in developments in Asian life science.

Cost pressure on global pharma, they say, is increasing demand for CMO services in China and India. F&S predicts the industry will continue to grow at a CAGR of 20%, just as it has for the past three years. It expects revenues from China's CRO industry to reach at least $2 billion in 2010.

For a global pharma, about 25% of revenues are consumed by manufacturing. China (and India) can cut that in half, or perhaps more. It used to be that proprietary, patent-protected products produced fat margins and growing profits for global pharma. In that business model, high manufacturing costs could be justified by the control afforded by in-house production facilities that could be closely supervised by the home office.

That's changed. Global pharma is becoming dependent on less-exclusive products, and companies are increasingly concerned with cost containment. Although China was once considered too risky to produce something as sensitive as pharmaceuticals, the trade-off now makes more sense. Part of the equation, of course, is that facilities in China and India are increasingly compliant with international standards.

China now houses an increasing number of cGMP certified facilities, and its prominence in drug development has reduced the fear of manufacturing risk. Stricter IP protection has also helped companies feel secure about trusting their products to a China-based CMO.

Some problems remain, however. F&S notes that the rapid development of a regulatory framework leaves companies uncertain about the future. Change seems to be the only constant, making planning difficult. First-class raw materials can also be unavailable, the supply of raw materials can be unpredictably delayed, or they might be counterfeited. All of this must be dealt with before a pharma can feel comfortable in using a China CMO.

In comparison to China, India actually has more FDA-certified manufacturing facilities, a total of 80. They also have a more well-established network of raw material suppliers. Nevertheless, F&S thinks India still suffers from weak infrastructure, inadequate IP protection, scare financial support and an unclear regulatory situation.

International CMOs are themselves moving toward Asia. F&S cites the examples of Lonza Group, based in Switzerland, which closed three facilities in the US and Europe, as it expands its presence in the Nansha district of Guangzhou. For DSM, the best option was simply to close its Netherlands Specialty Intermediates plant, because the operation could no longer be cost-competitive with its Asian counterparts.

F&S says the leading CMO organizations in China are Shanghai Pharmaceutical Group, Zhejiang Hisun Pharma, WuXi AppTech, Shandong Xinhua Pharmaceutical, Tianjin Pharmaceutical, and Shandong Lukang Pharmaceutical.

