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Breast cancer is still a mayor problem, the second death cause in women in Uruguay.
Mamography and ecography are available for control. But early detection is far to be
reached.

Antigens released as consequence of cell activity are sensitive but it is needed a
discrete amount of cells to have at least measurable levels of antigens possible to be
detected by any kit.

At present the span of life of patients suffering breast cancer has increased
significativelly, quality of life is better and remission has been observed in more cases
than ever before due to development of immunology, biotechnology, genetics and due
to the possibility to have sophisticated therapeutic methods.

Thus the most ambitious goal would be to be able to detect cell activity instead of cell
amount As a second look the assessment of other antigens would increase sensitivity
to determine stage of the disease or relapse.

In recent years several tumour markers have been investigated to assess their value as
a tool for early detection or follow up after or during treatment.

It is important to estimate the role of analytical procedures on the results of biological
markers. IRMA has been recognized as a better and more sensitive system than RIA.
Also non isotopic techniques compared with radioactive methodologies are considered
less sensitives.

Early detection is closely related with the reliability and sensitivity of the
methodologies used.

Among analytical procedures in current use IRMA with monoclonal antibodies
immobilized to a solid matrix (coated tube) are first in specificity and sensitivity.

DETAILED OBJECTIVES OF RESEARCH

Develop a kit for the determination of TPS and assess the relevance as tumor
marker in breast cancer.

Study the parameters related with design of the analytical system and its
components.

Evaluate and select control methods for each development step.

Perform the assay on patients clinically diagnosed with the pathology according
with a protocol designed with oncologists.
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It is expected that this research will increase the resources of detection of the disease.

Besides the knowledge will be used in favor of the population and the problems of
early detection of breast cancer.

Detailed work plan for first year including proposed methods or techniques

First year will be devoted to:

- Selection of the methodology to be applied.

In general IRMA is the best choice, with antibody immobilized to a solid phase and a
labelled monoclonal antibody as tracer.

Several monoclonals have been offered for different cytokeratin fragments. The most
recognized is M3 used to isolate the antigen released by MCF7 carcinoma cell line.

- Labelling and quality control of antibodies specific for TPS.

- Preparation and control of Standards used as calibrators.

-Optimization of solid phase.

-Optimization of the IRMA assay developed.

-Determination of normal ranges.

-First trials of samples from known breast cancer patients.
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