
Industry Toxicologists Keen on Reducing - - 

Animal -Use 

Prodded bv the animal welfare move- 
ment, major manufacturers of pharmaceuti- 
cals, pesticides, and household products 
have made significant advances in recent 
years toward the goal of reducing the num- 
ber of animals used in toxicity testing. Alter- 
native methods, such as cell and tissue cul- 
ture and computer modeling, are increasing- 
ly being seen not just as good public rela- 
tions but as desirable both economically and 
scientificallv. 

One of the corporate movers in this area is 
Myron Mehlman, director of toxicology at 
Mobil Oil Cor~oration. Mehlman invited a 
group of toxicology directors to an informal 
meeting in Princeton, New Jersey, in early 
April to assess progress. Also at the meeting 
were officials from the Food and Drug 
Administration (FDA) and the Environ- 
mental Protection Agency (EPA), as well as 
Henry Spira, the animal activist whose coali- 
tion to stop use of the Draize eye irritation 
test started the ball rolling and led to the 
formation of industry-fimded research cen- 
ters at Johns Hopkins and Rockefeller uni- 
versities. 

Progress so far has been impressive, par- 

dermal carcinogenicity of naphthenic oils. 
Gary Flamm, director of the FDA Office 

of Toxicology Sciences, said that the LDso 
(the heavily criticized test in which lethality 
is proven if a substance kills half of a test 
population) should be replaceable in the vast 
majority of cases, and that most Draize tests 
could be done- away with. He said revision 
of Bureau of Foods testing guidelines will 
probably include requirements for smaller 
numbers of animals in test groups and will 
probably delete details on LDSo testing so it 
will "stand as a discouragement rather than a 
recipe for it." 

As for long-term toxicity testing, Flamm 
predicted that large animal tests for carcino- 
gencity will be "all but passe" in the next 10 
to 15 years with advances in oncogene re- 
search, which will make it possible to identi- 
fy "biomarkers" for cancer potential in 
smaller groups of animals over shorter peri- 
ods of time. 

Regulatory change has been slow, but 
there has been flexibility added to cumber- 
some requirements. For example, Emil A. 
Pfitzer of Hoffmann-La Roche said new 
toxicity tests used to be required if a compa- 
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titularly in the area of acute toxicity testing. 
Charles F. Reinhardt of DuPont reported, 
for example, that his company has reduced 
the number of animals in acute studies by 
60%. Pan of this has been achieved through 
a modified Draize test, which uses only two 
rabbits per test and involves a tenfold reduc- 
tion in the concentration of compounds 
tested on their eyes. Robert Kapp of Exxon 
reported good correlations with existing 
Draize data on 30 different compounds with 
the use of two in vitro tests. Carl R. 
Mackerer of Mobil said that a modified 
Ames test-a preliminary screening test for 
mutagenicity and carcinogenicity--can be 
used to replace a 30-year-old test for 

ny wanted to "change the shape or color of a 
pill." Flamm said that 10 years ago, his 
agency would have required that the dye 
used in colored contact lenses be tested on 
animal eyes at 100,000 times the concentra- 
tion in the contact. Now, he said, the lens 
itself is tested on animal eyes. 

Unnecessary testing is still wasting a lot of 
animals, not only because of outmoded re- 
quirements but because much existing infor- 
mation is not easily accessible. Theodore M. 
Farber, director of EPA's Toxicology 
Branch, said that his agency has files of 
42,000 completed tests, and 16,000 LD50 
tests. He said these could be of far-more use 
in eliminating redundant tests if they were 

computerized for easy accessibility. "Many 
of us in regulatory toxicology see the same 
studies over and over again," said Farber. 

Another problem is lack of uniformity in 
toxicity testing guidelines, both among U.S. 
agencies and internationally. In many cases, 
the differing guidelines of different countries 
constitute what amounts to nontariff trade 
barriers, a problem particularly evident with 
Japan. 'There is no justification for the 
international multitude of guidelines," said 
Pfitzer, who called for "global protocols." 
Mehlman proposed the formation of a com- 
mission made up of scientists and regulatory 
agency representatives to develop some au- 
Aoritativ; guidance that would-be listened 
to by U.S. agencies and perhaps influence 
some action by the Organization for Eco- 
nomic cooperation and-~evelo~ment.  

There was general agreement that impetus 
for continued progress cannot be expected 
from government bodies but must come 
from scientists themselves. Said Flamm: "In 
the final analysis, what the scientific commu- 
nity says its consensus is is what counts." 8 

High Court Spurns Animal 
Rights Plea 

The U.S. Supreme Court on 6 April 
upheld a Maryland appeals court ruling that 
denied legal standing to animal rights 
groups seeking custody of 15 monkeys that 
were turned over to the National Institutes 
of Health in 1981, in connection with the 
animal abuse trial of researcher Edward 
Taub. The higher court let stand, without 
comment, the lower court opinion that al- 
lowing private groups to sue federal facilities 
would run counter to the intent of the 
federal Animal Welfare Act and "might un- 
leash a spate of private lawsuits. . . . " 8 

C.H. 

Gorbachev Announces 
Chemical Weapons Halt 

Soviet leader Mikhail Gorbachev an- 
nounced last week that the Soviet Union has 
stopped producing chemical weapons and 
will destroy its existing stocks. Speaking in 
Prague, Gorbachev also proposed a new 
round of negotiations leading to the elimi- 
nation of short-range weapons in Europe. 
He claimed that the Soviet Union does not 
currently have any chemical weapons stocks 
outside its own territory, and that the weap- 
ons had never been produced by any other 
country in the Warsaw Pact. D.D. 
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