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Bio News & Views: Disposable Update
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When | wrote about the use of disposable components in bioprocessing last year, | was told that the industry is on the
erge of an explosion. Since, I've received notices from more bio-CMOs about the integration of single-use systems in
heir new facilities and expansions. But if there's any sign of how accepted disposable components have become, it's

he fact that most of these news items no longer highlight them as revolutionary; now they're part of the business, and
CMOs appear to be the key users.

Said Parrish Galliher, founder, president and chief technology officer of Xcellerex, Inc., "If you look at the industry, as
much as 40% of it may be outsourced. Some of those companies would prefer to in-source. Meanwhile, companies
hat are in-sourcing want to move to lean manufacturing models. So there's lots of pressure to increase flexibility,
reduce capital costs, and lighten risk. We think use of disposable systems enables that."

Michiel Ultee, senior director of manufacturing and technical operations at Laureate Pharma, concurred. "They've
aken off in the last decade, and CMOs are a key economic driver of the disposables market," he commented. "CMOs
ind advantage because of the need to handle multiple products in a single site. Using disposables provides a benefit
0 customers, but it's also a benefit to the CMO, because it allows us to perform a rapid turnaround and keeps us from
having to stock a lot of spare or replacement parts."”

Laureate Pharma recently opened an expansion to its site in Princeton, NJ, a bio-pilot plant with two production
suites: one with a stainless-steel train and the other employing Wave bioreactors for cell culture. "Both suites are
connected to purification rooms. We set that up intentionally so we could produce small quantities in either type of
system," he noted.

Plastic or Steel?

Single-use systems have been a boon for bio-CMO Cook Pharmica. The company's new facility in Bloomington, IN
contains only five stainless steel vessels, said Jim Fountain, manager of manufacturing sciences, upstream. "We
made a conscious decision to rely fairly heavily on disposables," Mr. Fountain remarked. "For a CMO, ease of
urnaround was the major driver. When you combine that with the elimination of cleaning validation requirements, it
just made sense."

For both Messers Fountain and Ultee, use of disposables hasn't been contingent on client requests; clients with early-
stage needs haven't come around asking whether a CMO employs single-use systems. Instead, the benefits to their
respective CMOs were too obvious to be ignored, and clients have subsequently come to recognize the benefits they
stand to gain. Said Mr. Fountain, "Clients may not be demanding it, but they're becoming more aware of the need for
cleaning validation and product changeover validation."

He added, "There's an ongoing debate about the capital savings for disposable vs. stainless steel. The initial costs are
probably a little cheaper for disposables, but | think they're relatively close to the traditional model. In my opinion, the
comfort level and ease of use is what you really gain by building systems around disposable components."

e Take Plastic

CMOs aren't the only parties benefiting from the growth of disposable components. Suppliers and integrators are also
optimistic about the market, and Sartorius S.A. has definitely put its money where it's mouth is.

In February of this year, the company made an offer to merge with Stedim Biosystems. If the transaction closes as
planned this summer, the new Sartorius Stedim Biotech S.A. will "have the realistic ambition of forming the worldwide
market leader for single-use based technologies over the next five years," according to a statement when the merger
as announced. Or, as Paul Priebe, product manager, Sartorius North America, put it, "We're in it for real."

Citing figures from publicly held companies, Mr. Priebe described the evolution of the single-use marketplace as one
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