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Introduction
The use of transgenics as a technology for producing recombinant proteins
has made remarkable strides in the past few years.1 A number of companies
(e.g. Genzyme Transgenics Corp., PPL Therapeutics and Pharming B.V.)
are actively engaged in preclinical and clinical trials with therapeutic proteins
derived from the milk of transgenic animals (e.g., anti-thrombin III,2

monoclonal antibodies,3 factor VIII, alpha-1-proteinase inhibitor, alpha-
glucosidase, etc.). With that in mind, this article focuses initially on the
science behind transgenics, explores the unique issues surrounding the
technology, and touches upon what the next few years may have to offer.

The production of the first transgenic farm animals was documented in
1985.4 The demonstration of biopharmaceutical production by these
animals followed shortly thereafter. Although gene expression and heterol-
ogous protein production is possible in many different tissues and fluids of
the animal (e.g., blood, urine, semen, etc.), this article will highlight trans-
genic milk production as it is at present the most feasible and furthest along
in development and regulatory process.
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