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r;========·== Commentary on the Enviromnent =========~ 
BY RUSS HOYLE 

EATING BIOTECHNOLOGY 

I I T:1ere is presently no general 
scien/.ijic basis for presuming 
I hat foods from org(mis'l'llS into 
which nr.w substances fume 

betm genetically engineered will be safe for 
hurnan mns1trnjJlion. " 

-Environmental Defense Fund 

If ophistry were a felony, the author 
of that statement would be locked up. 

I · the value to consumers of 
bioengincered food worth the possible 
hazards they imagine it may pr·esent to 

their health? The .S. Food and Drug 
Administralion (FDA, Bethesda, MD) 
has formulated an answer to that ques
tion in long-awaited guidelines on ge
netically engineered food, and it is a 
re ounding ''yc . "''There i no evidence 
of unique hazard a ociatcd withrD A 
technology," according to a study on 
which FDA based its policy. "Potential 
risks that may occur in food manufac
ture ar·e the same kind a - those associ
ated with conventional methods." The 
announcement of the biotech guide
lines, which reportedly have the ap
proval of the White House and are due 
out imminently, is likely to coincide 
with a urge of publicity for Calgcnc's 
(Davi , CA) new bioenginccred super 
tomatoes, slated for arrival on U.S. veg
etable stands next year. 

New FDA policy 
The new FDA policy, which lays out 

key components of FDA's regulatory 
"road maps" for transgenic plants, i the 
rc ultofcxtcnsivere earchbythclntcr
national Food Biotechnology Council 
(IFB , Wa hington , DC) , aconsortium 
of academic and private-sector scien
tists ·et up in 1988. The IFBC's peer
reviewed findings were published J 8 
months ago in the journal REgulatory 
Toxicology and Pharmacology (12: o. 3, 
Dec. 1990). The List of 26 companies 
tl1at participated read like a Who' 
Who of the food biotech indu ·try. It 
include Calgenc, BioTechnica Inter
national (Overland Park, KS), Campbell 
Soup (Camden, NJ), D A Plant Tech
nology (Cinnaminson , NJ) , DuPont 
(Wilmington , DE), anrl Monsanto (SI. 
Loui , MO) . 

From the beginning, however, the real 
tar of the show has been Calgene's 

FIAVR-SAVR upcr tomato. Calgene 
uses anti-sense RNA technology to sup
press the gene for polygalacturonase, 

an enzyme that causes softening and 
spoilage. The new tomato has been 
field tes1ed for four years and is widely 
acknowledged to be safe for human 
consumption. Since Calgene s toma
toes will remain firm for a week or so 
longer than normal tomatoes, they may 
be tran ported to market after fully 
ripening on the vine, resulting in a 
more flavorful" ummer" tomato all year 
round. In short, the super tomato is 
tai lor-made to convince the public that 
biotech food is safe as spinach. The 
stakes are high. The U.S. retail market 
for fresh tomatoes is reportedly worth 
in excess of $5 billion a year. ''The 
defining feature," says Calgene Presi
dent Roger Salqui t, "is that it will pro
duce direct benefits for the consumer." 

Regulatory guidance 
lf all goes according to -cri pt, the FDA 

policy initiative should pay off hand
somely, al least in the short term, by 
providing the biotechnology industry 
with critical regulatory guidance at a 
time when a number of other geneti
cally engineered food products are in 
the pipeline for marketing, from oil
seed products like canola oil to pest
resistant soybeans. In keeping with the 
Administration's new biotech scope 
policy, bioengineered whole food prod
ucts would not receive special treal
ment under current FDA food regula
tions. Translation: it is up to industry 
researchers to ferret out potentially 
harmful recombinant foods and sub
ject them to tough scrutiny as food 
additives. 

That should raise a red flag for the 
biotech industry. Can the makers of 
genetically engineered food really ex
pect FDA-the folks who brought us 
unregulated si licone breast implants
to assure the public that tl1eir products 
are afe for human con umption? The 
bottom line-one with which the 1990 
IFBC report concurs-is that without 
the kind of backlog of experience that 
anchors most judgments about food 
safety, the behavior of some nawral 
toxins, hormones, anrl pesticides in new 
1m tried genetically engineered configu
rations may well be difficult to predict 
and possibly harmful. 

The IFBC report takes the position 
that the risk i scientifically manageable 
and that industry ha the technical ca
pacity to monitor it elf. Moreover, in-

dustry spokespersons like Calgene's 
Salquist point out that extensive mar
ket research indicates "no evidence" of 
undue public fearaboutbioengineered 
food. Salquist also claims that a more 
Draconian regulatory regime would 
force Calgene and otl1er biotech food 
companie to "abandon tl1e field and 
apply our science elsewhere." 

lrtryptophao debade 
An alternative proposal , submitted to 

FDA by the l~nvironmental Defense 
Fund (EDF, New York) , an environ
mental group, calls lor regulaling bio
technology products under stringent 
food-additive statutes and strict label
ing standard . Much of the ambivalence 
of its authors is due to the troubling 
case ofShowa Dcnko's (Tokyo) L-tryp
tophan, the unregulated , genetically 
engineered nutritional supplement that 
caused some 27 deaths from 
eosinoph ilia-myalgia syndrome (EMS) 
in the late 1980s. FDA, despite an ongo
ing investigation into the causes of the 
EMS outbreak, has maintained a stud
ied silence about tl1e episode , which 
has been traced back to changes in a 
bacterial fermentation proccs involv
ing a recombinant strain of Bacillus 
amyloliquefaciens. Critics charge that 
FDA's silence has led to an unwarranted 
publ ic perception that !he EMS out
break had nothing to do with genetic 
engineering per se, a conclusion that 
thus far is unproven. ln fact, an FDA 
official confirms tl1at whatever changes 
occurred in the Japanese company' 
fateful October 1988 fe rme ntation 
batch are ·till unknown. The agency, 
insists the official , is determined to get 
to the bottom of the case and publish 
the results in a proper forum. 

The emerging biotech food industry 
would be wise to insist upon seeing the 
final , peer-reviewed FDA account of 
the L-tryptophan mess-or seeing a 
clear, unambiguous signal from the 
American public that it is ready to con
sume bioengineered whole roods, no 
questions asked-belore commilLing 
iL~elf to the path of l(;!ast regula1ory 
resistance proposed under Lhe new FDA 
policy guidelines. Under the circum
stances, a public commitment to thor
ough science-and a more camiou 
approach to market p ychology-would 
ccm a mall price to pay, considering 

the potential rewards. 
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