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AGBIOTECH PRODUas HIT REGUIATORY SNAGS 
NEW YORK-Biotechnology is 
front-page news once again. Three 
attempts to commercialize whole 
recombinant organisms have stum­
bled badly over regulatory obstacles. 

Advanced Genetic Sciences. T he U.S. 
Environmental Protection Agency 
disclosed that Advanced Genetic Sci­
ences (Oakland, CA) performed un­
authorized, open-air testing of its en­
gineered bacteria. The company, 
which is developing recombinant 
Pseudomonas ftuorescens and P. syringae 
as frost protection products, injected 
these "ice-minus" bacteria into trees 
growing on its roof as part of the 
pathogenicity tests reported in its ex­
perimental use permit (EUP) applica­
tion. AGS told EPA that the tests were 
done indoors; EPA is seeking a total 
of $20,000 in penalties (the maxi­
mum $5,000 fine for each of four 
separate violations), and has suspend­
ed AGS's EUP until the tree tests are 
repeated under controlled (and, this 
time, contained) conditions. In addi­
tion, due to opposition by residents 
near AGS's planned test site in Salinas 
Valley, CA, the beleaguered company 
is considering relocating the trials. 

Monsanto. On the heels of the AGS 
debacle, EPA announced that it ex­
pects to ask Monsanto (St. Louis, MO) 
for additional testing of the compa­
ny's P. ftuorescens pesticide, which 
contains and expresses the gene for 
Bacillus thuringiensis endotoxin. Previ­
ously, the agency had been concerned 
with the possibility of gene transfer to 
other microorganisms, and with pos­
sible toxic effects on non-target orga­
nisms. Now EPA is satisfied with 
Monsanto's evidence against gene 
transfer, but it planned to decide on 
April 22 whether flaws in Monsanto's 
testing will require the company to 
repeat dose studies on susceptible 
Lepidoptera, colonization studies of 
above ground insects, and non-target 
toxicity tests on honeybee larvae, 
mosquito larvae, milkweed bugs, and 
certain aquatic insects and crusta-
ceans. 

Biologics Corp. Also disclosed re­
cently was the field-testing and mar­
keting of a genetically altered virus 
that acts as a vaccine against pseudor­
abies in swine. Last fall, the U.S. De­
partment of Agriculture (USDA) qui­
etly granted Biologics Corp. (Omaha, 

NE) approval to field-test the vaccine; 
the agency gave the marketing go­
ahead in January. When Jeremy Rif­
kin and his Foundation on Economic 
Trends (Washington, D.C.) got wind 
of the approval-and the fact that 
USDA did not consult its Recombi­
nant DNA Research Committee 
about the tests-USDA temporarily 
halted sales. The agency reported 
that it believes the approval proce­
dures used were sound; by April 22 
USDA was scheduled to have re­
viewed its approval process and have 
made another decision regarding al­
lowing the vaccine on the market. 

New efforts. Even in the current un­
certain regulatory environment, the 
commercialization of genetic engi­
neering marches on. In March, 
ARCO plant Cell Research Institute 
(Dublin, CA) submitted an applica­
tion to USDA to field test genetically 
engineered alfalfa, cucumber, petu­
nia, potato, and tomato plants. The 
company reports that the strains have 
been engineered to contain one or 
more of ten different plant genes that 
provide improved nutrition and oth­
er benefits. -Arthur Klausner 

Get the most out of cell processing. 
New Prostak r .. Cell Processing Systems can 
help you maximize yields of mammalian 
cells and cell products. The gentle tangential 
flow membrane technique is ideal for shear­
sensitive biologicals, and involves no high 
pressures or cell-deforming g -forces. The 
separation is reproducible, straightforward 
and considerably faster than traditional 
methods. 

Bench top and pilot configurations use 
the some separations module as larger 
production systems, for direct, predictable 
scale-up from cell batches of one to thou­
sands of liters. All Prostok units ore built to 
w ithstand heavy use with minimum mainte­
nance, and con be cleaned in place or 
steam sterilized. 

The open channel design of the 
Prostok module lets you process 
even the most difficult cell cultures 
with minimum ce/1 /ysis and 
maximum recovery. Modules ore 
bonded for maximum con­
toinment, and hove no gaskets 
orO-rings. 

Totol Recover of lgG 98% 

800'----50'--- ~100'---~150.....__ 200~--2~50-~300 

Time lM ins) 

Performance tests demonstrate high cell viability and 
maximum product yields. 

See a Prostok system in action . Our cell 
processing special ists can arrange an on­
site demonstration. Coll toll-free 800-225-
1380; in M assachusetts, 617-275-9200. 
Systems Division, M illipore Corporation, 
Bedford, MA O 1730. 
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