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FDA: approval of innovative drugs
on the rebound

The U.S. Food and Drug Administration
reported last month that overall approvals
for new drugs and biologics in 2003
increased significantly compared to the pre-
vious year and that the times decreased for
reviewing and approving most applications.
One highlight was the approval of 21 new
molecular entities (NMEs) with active ingre-
dients never before marketed in the United
States; this number is up by 17 from 2002.
Furthermore, priority approvals, which are
for products of special medical importance,
increased in 2003: there were 14 priority
new drug applications (NDAs) and nine pri-
ority NMEs, compared to 11 and seven in
2002, respectively.

The median total approval time for prior-
ity NDAs was 7.7 months, compared to 19.1
months in 2002. Approval times for priority
NMEs also have declined, from 16.3 months
in 2002 to 6.7 in 2003.

“FDA is making new treatments available
more quickly,” said Health and Human Ser-
vices Secretary Tommy G. Thompson, “and |
expect FDA's new innovation initiatives
announced in early 2003 will lead to even
faster approvals of safe and affordable
medical treatments in the coming years.”

ALA elects new board members

The Association for Laboratory Automation
(ALA, St. Charles, Illinois) has elected three
new members to its board of directors. They
are Stephen C. Jacobson, with the Chemistry
Department at Indiana University (Bloom-
ington, Indiana), Anne Kopf-Sill, with
NuGEN Technologies (San Carlos, Califor-
nia), and James Myslik, with Bristol-Myers
Squibb (Wallingford, Connecticut).

There are now nine directors on the ALA
board. All new board member terms are for
three years; they commenced 31 January 31
at LabAutomation2004 in San Jose, Califor-
nia.

“This is a historic election for ALA,” said
ALA President Tony J. Beugelsdijk. “We con-
ducted the elections among all ALA mem-
bers and asked them to choose who would
serve on their board this year. We had a
fine slate of candidates and in the end, our
members chose these three outstanding
candidates.”

ALA is a worldwide organization repre-
senting leaders in all aspects of laboratory
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Chromatography Market Profile
Continuous flow analysis industrial demand

In continuous flow analysis (CFA), a
sample is injected into a flowing carrier
solution passing rapidly through small-
bore tubing. The sample is mixed with a
reagent, which reacts with the sample
to develop a color. The system depends
upon flow speed and color intensity
after a brief time interval. CFA is used to Gov.
determine sample concentration. The 8%
use of carefully controlled flow condi-
tions ensures that the color develop-
ment reaction is reproducible, so that
the color measurement need not wait
until the reaction has gone to completion. Thus, CFA measurements can be made very rapidly,
only a short time after samples are injected.

CFA is comprises of two related methods: segmented flow analysis (SFA) and flow injected
analysis (FIA), as well as the closely related sequential injection analysis (SIA). In SFA, turbulent
flow conditions allow for complete sample dispersion such that a steady-state condition is
attained prior to analyte detection. FIA/SIA uses laminar flow existing in the narrow-bore tub-
ing to mix with the reagent, thus eliminating the need for air bubble partitioning. The sample
zone is dispersed progressively into carrier, initially by convection, and later by axial and radial
diffusion, as it is transported along the conduit under the flow conditions.

The three largest industries that use CFA instrumentation are the environmental testing,
agriculture/food and beverage, and utilities industries. The environmental testing lab industry
accounts for 30% of the entire market with applications for wastewater analysis and drinking
water. The agriculture/food and beverage industry is the second largest industry. The utility sec-
tor, which accounts for 11% of the market, will continue to use CFA instrumentation for its
proven methods, reproducible results, and simplicity of use.

The foregoing data was extracted from SDi's Global Assessment Report, 7th Edition. For more
information, contact Glenn Cudiamat, Sr. Consultant, Strategic Directions International, Inc.,
6242 Westchester Parkway, Suite 100, Los Angeles, CA 90045, (310) 641-4982, fax: (310) 641-
8851, e-mail: cudiamat@strategic-directions.com.
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automation. For more information visit
labautomation.org or call 866-263-4928.

Small-molecule event debuts
With the increased focus in recent years at
major industry conferences on large-mole-
cule research, academic and industrial rep-
resentatives of the small-molecule commu-
nity have launched a small research-style
conference to serve their needs. Called the
Conference on Small Molecule Science (CoS-
MoS) and sponsored by Waters Corporation
(Milford, Massachusetts), the event will be
held at Roger Williams University (Bristol,
Rhode Island) 8-14 August.

CoSMoS opens on Monday evening,
August 9, following pre-conference events.
It features two sessions each morning fol-

lowed by a free afternoon and evening on
Tuesday, and workshops and a conference
dinner event on Wednesday. Attendance
will limited; abstracts and registrations can
be submitted online until the maximum
attendee limit is reached.

For more information, visit www.cos-
mos2004.org. n

Errata

The author of correspondence for the
January 2004 installment of “Sample Prep
Perspectives” (LCGC 22[1], 16-24
[2004]) is Professor Yafeng Guan of the
Dalian Institute of Chemical Physics,
Chinese Academy of Sciences, Dalian,
116012, China. Professor Guan's e-mail
address is yafengguan@hotmail.com.



