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A3STRACT

In examining Lhe rsgulatory problem pased by bletechrolugy, three
areas mJst be considered: 1) the potential benefita o mankind, 2) the
generation of profits to industry, and 2} the mitigation of risk presentad
to human health and the environment. Environmental risk asgessments
involving exposure and effects assessments muat consider the pakential for
establlshment in the anvironment, the potemtial For altering &cosystem
processes And the potentlal for unexpected events as they relate to
biotechnology applications. Predictive and analytical tecols must be
developed and used by regulators to ensure thab the rewzras of genetic
enginesring to both mankind and industry are realized with minimal
cansequUence.
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ASSESSING THE RISKS ASSOCIATED WITH BIOTECHNOLQGY: THE REGULATDAY PROBLEM

Eictechnology presents ud with the possibility for solutlens to many
of mankind's problems and presents Industry with unique opportunities for
neW marketd, yet is peroeived to present novel risks alsa - defining a
reguiatory problem. My cobjective is to Purther explore this problem,
gxamining the sources of risk and the technigues that can bhelp to predict
and mitigate iE.

The genetic engineering of micraorganisms invelwes the introduction
of new genetic seguences Into existing microorganiszms Lo enhance their
gapabilities to perform a function, One method of enginearing is DNA
recombination. Flgure 1 presents a simplistic representabion of CHA
recambination, A& seleected characteristiv present in the doner DNA
meincule is removed using restriection enzymes and ingerted or recombined
into plasmid DNA. The recombimarnt CNA Ls then cloned into a bacterial
host where the desiped Function can be expressed. The appilcation of
genetle engineering technology by recombinant DNA and cther methods has.
ecome te be known as biotechnology {OTA, 13871).
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