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BOOTS-CELLTECH LAUNCHES FERTILITY TEST

LONDON—Before AIDS, the pros-
pects for condom manufacturers
were unexciting enough that diversi-
fication made sense. That is one rea-
son why London International, which
markets leading U.K. brands of con-
doms, has been funding Boots-Cell-
tech Diagnostics (Slough, U.K.) to de-
velop a new monoclonal-antibody
based ovulation predictor. It will be
some time before the test, which mea-
sures the ratio of two hormones in
urine, is available for home use, but it
has just been launched in Britain for
investigation of infertility.

Based on an invention by Boots-
Celltech’s director of research, Terry
Baker, while he was still an academic,
the test is an enzyme-linked immuno-
assay for the simultaneous detection
of an estradiol metabolite, estrone-
3B-D-glucuronide, and a progester-
one metabolite, pregnanediol-3a-
glucuronide. The ratio of the former
to the latter peaks at about mid-cycle,
the time of ovulation.

Baker’s invention, and the key to
the test, is the “mixed steroid anti-
gen”—the two metabolites chemically
coupled through their glucuronides
via a six-carbon bridge—synthesized
at Boots-Celltech. In the test, this
compound is allowed to compete with
the two metabolites in a urine sample
in two simultaneous immunoassays
carried out in a well of a microtiter
plate. A monoclonal antibody to the
progesterone metabolite coats the
wall of the well; an antibody to the
estradiol metabolite is in solution.
When these reactions are completed,
an enzyme-linked monoclonal anti-
body to the estradiol metabolite is
used to assay the mixed steroid anti-
gen attached to the wall of the well.
The greater the ratio of the estradiol
to the progesterone metabolite, the
stronger the signal—a blue color.

In the investigation of infertility,
the test will be used to screen for
abnormal ovarian function, detected
by a lack of blue color in mid-cycle
urine samples. At present, the test is
only suitable for laboratory use, and
will cost around $1.50 a well. But
Boots-Celltech is confident that it can
be adapted to dip-stick form for use
at home. And since the ratio of
metabolites begins to be detectable
some days before ovulation, home
users should be able to predict when
conception is likely. The company
believes that the ratio of hormone
metabolites is a much better predictor
of ovulation than is the concentration
of urinary luteinizing hormone.

Boots-Celltech holds U.S. and Eu-

ropean patents on the test and has
filed elsewhere. Royalties of a few
percent on sales to clinics will be paid
to the Middlesex Hospital (London),
where Baker and his colleagues de-
vised the test’s prototype, to the
World Health Organization, which
was funding them at the time, and to
London International, which has fi-
nanced development. London Inter-
national also has the marketing skills

share the proceeds of the home-use
version of the test.

While originally hopeful that the
mixed antigen principle would have
other applications, Baker admits that
none has emerged. The ovarian func-
tion test, itself, is likely to be the most
profitable yet for Boots-Celltech. The
company’s chief executive, C. T. Hal-
lam, “conservatively” estimates annu-
al worldwide sales of $15 million for

for home sales, and is expected to

the clinic test.

—Peter Newmark

ONLY APV GAULIN CAN INCREASE

YOUR CELL DISRUPTION YIELD BY 30%
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The H enization
Specialist in Biotechnology,
presents the new CD VALVE...
providing higher yield,
a reduction in passes,
and longer valve life.

DESIGNED SPECIFICALLY FOR CELL
DISRUPTION. This new “CD Valve” is now
an integral and vital part of all new

APV Gaulin biotech homogenizers and is
available to be retrofitted onto existing
laboratory and production-size
homogenizers already in the field.

Made of a special grade of wear-resistant
material for optimum life, the CD Valve is
longer lasting than other existing

valve designs.

REDUCES PASSES. The CD Valve will
reduce the number of passes required,
therefore minimizing cell debris and
improving downstream separation.

This chart illustrates that one pass at
10,000 psig with the CD Valve is equal in
yield to two passes at 8,000 psig with
aconventional Cell Rupture valve. Itis also
important to note the increased yield as
pressures are increased to 15,000 psig
with the CD Valve.

85% 1 PASS 15,000 psig

PROTEIN YIELD %
58% 58% 1PASS 10,000 psig
41%  1PASS 2 PASSES
8,000 psig 8,000 psig
Conventional Rupture Valve New Gaulin CD Vaive

HIGHER YIELD. In laboratory tests
comparing the four types of homogenizing
valves commonly utilized for cell
disruption, and substantiated on
production installations, a 30-40% yield
increase has been obtained when working
at operating pressures up to 10,000 psig.
Even when limited to the typical maximum
pressure of 8,000 psig, the yield can be
increased approximately one-third.
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A COMPLETE LINE OF BIOTECH
HOMOGENIZERS. APV Gaulin
manufactures a complete line of lab-scale,
pilot-plant, and production-size
homogenizers.

For complete information, contact the
Applications Development Department.
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