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Is there really a light at the end of the

tunnel?

Sherwin Gardner, Vice President, Science & Technology,

Grocery Manufacturers of America, Inc.

appreciate the opportunity to be with you today
to talk about food safety policy. It has become one

A of my favorite subjects. Indeed, it may be one of

the all time favorites on the public policy hit parade.
It has provided countless opportunities for speech
making and fostered innumerable articles in legal and
scientific journals. What would we all have to do and
talk about if our salety policies were revised to
everyvone's satisfaction? Since that doesn’t appear to
be an imminent prospect, we can all relax. That as-
pect of our jobs appears to be secure tor a while, at
least.

Events of the past few years seem to have brought
ahout a broad recognition that some change neceds to
be made in our food safety policy to make it practical
and in tune with eontemporary values and knowl-
cdge. Tt is the anticipation of change coupled with a
perception of a willingness to change that leads me to

raise the question: Is there really a light at the end of

the food safety tunnel?

One response to this rhetorical question is:
Perhaps, it all depends. Certainly, much has hap-
pened in the last 4 vears since ¥FDA announced its
intention to ban saccharin because it had been found
to cause cancer in test animals. In the intervening
period since the announcement. several other impor
tant events ha\o aken place and have served to
stre 1‘|§.;fh (1] {
sufety policy is necessary. The almost proposed phase
out of nitrite, coming hard on the heels of the saccha-
rin debate created an outery that dwarfed that of suce-
charin, and cer t.un]v would have eclipsed it if it had
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the public and the Congress to focus on food safety
policy as never hefore. Questions were raised about
the reliability of animal tests as a regulatory tool and
the relative degree of risk that our policy secemed to
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dictate. O, to be more precise, the no risk policy that
our food safety standards appeared to be seeking to
achieve.

Three other events of significance took place in the
past [ew years that are mnoving us in the direction of an
acceptable risk food policy. The Supreme Court deci-
sion in the OSHA benzene case concluded that it was
not sufficient to find that a substance caused cancer,
but that it was necessary to show that the risk atten-
dant to the use of that substance was appropriate to
the degree of regulatory control being exercised.! The
court hield that the Secretary of Labor must find that
sigmificant risks are present and can he eliminated or
lessened by changes in practice.

The well known acrylonitrile case, certain to go
down in the annals of food and drug taw history, pro-
vided another milestone decision. The U.S. Cirenit
Cowrt of Appeals for the Distriet of Columbia held
that the Comnissioner of Food and Drugs had the
diseretionary authority to determine the existence of
a e minimis risk and to permit the use of packaging
materials classified as iond additives h‘l\/lnj_. such a de
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was the governing principle. This principle, of course,
has broader application to other indirect additives, as
well as to direet and color additives. Finally, FIDA's
decision in the matter of Imd acctate umtdm]ng_, han
=R OWds i appu\lz't';(iil
in a very direct way.*
There are stil) other indicators pointing to a change
in food safety policy. FIA, of course, has pioncered
as u proponent of risk assessment ay a regnlatory tool.
In ](117 it Propos -rl the use of risk assessment as an

e.ﬂ..sentml (‘]emvnt of its “sensitivity of the methed”
policy for regulating new animal drugs. In addition to
the sensitivity of the method use of risk assessment,
work is underway in FDA to extend the approach to
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indirect additives resulting {rom packaging
high technology processes such as those involved i
the manufacture of colors and synthesized foods. No
formal proposals have heen made but agency officials
have publicly stated their intentions to use risk as-
sessment and the de minimis technique established in
the acrylonitrile decision.?

If we appear to be making progress, why is there a
question about putting a more workable food safety
policy into place through legislation? Simply because,
as you all know, the only things that are certain in life
are death and taxes. Although there is considerable
consensus that something needs to be done to estab-
lish a more workable food safetv policy, we still have a
considerable way to go. For one thing, the congres-
sional workload this session is extremely heavy with
legislation to reauthorize expiring programs. Another
reason for raising doubts is that defining socially ac-
ceptable risk in the abstract is not an easy task. It will
require considerable thought and negotiation.

By the time hearings dealing with any significant
and substantial change in the food laws are ac-
complished. another election year will be upon
us—and you know that election years tend to produce
extreme conservatism in the Congress. Despite the
strong rhetoric from a significant number of influen-
tial congressmen, it still requires a majority of the 335
potential votes in the House and the Senate to enact
new legislation. I believe there is still serious concern
by many in Congress about the wisdom of being as-
sociated with u vote seen as relaxing the standards of
consumer protection and health in this country. T am
hopeful, however, that common sense eventually will
prevail and a change in food safety policy is not a
matter of whether, but when.

Proceeding on that optimistic thesis, I thought it
would be useful to examine some of the principles on
which a new food safetv policy might be based. In
doing some research for this talk, I ran across the text
of a talk [ delivered shortly after FDA announced that
it intended to ban saccharin back in March, 1977.°
There were basically three options that seemed avail-
able at that tme:

Q

e the first option was simply to repeal the De-
laney Clause. I rejected that option as unwork-
able then and it remains unworkable today.
The fact is that the Delaney Clause per se is
superfluous. Its absence would not result in
different FDA decisions unless other changes
are made in the Food, Drug and Cosmetic Act,
Agency and Department officials have stated
that in the absence of the Delaney Clause, the
general safety provisions of the Act would
serve to prohibit the use of carcinogens. In
practice, of course, this has been the case. The
presence of the Delaney Clause serves to in-
hibit a practical risk acceptance application of
the general safety provisions of the Act. 1t is
more symbolie than substantive.

® Risk assessment and acceptance presented the
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ahle then asitis
The mt-chdmsm suggested f()]‘ its use was thdt
of a rebuttable presumption. That is, if a sub-
stance was shown to be a carcinogen it would
he prohibited from use unless a showing of ac-
ceptable risk could he made using risk assess-
ment techniques. The prohibition also could
be overridden by showing, with appropriate
scientific evidence, that the effects produced
in test animals might be different than thosc in
man; or that a threshold for effects could be
shown; or that other valid scientific reasons
existed for rejecting a carcinogenic finding in
[aboratory tests. Further, approval of a food
substance could be permitted if direct health
benefits could be shown that might outweigh
its health risks, e.g. for essential nutrients or
disease preventatives,

® The third option was an expansion of risk as-
sessment to include consideration of henefits
that would be available from the use of a sub-
stance shown to be careinogenic. The benefit
determination would be broadly based and in-
clude not only health henefits but economic
henefits, such as the cost and availability of
foods and other social value judgments,

Things haven’t chunged much since then in terms
of the basic approaches to food safety policy. Each had
its proponents then and each has its proponents now.
Unfortunately, we appear no closer to a consensus
now than we did at that time on which approach to
take.

One thing does seem clear; if you examine the prin-
ciples and mechanics behind each approach, you will
find that risk assessment and risk acceptance should
be an essential element of @ new food safety policy.
Risk assessment and risk acceptance go hand in hand.
There is no point to exwnining the degree of risk
unless you are prepared to make a judgment about
aceepting a certain level of that risk, Defining a so-
cially acceptable risk, us I've noted, is not easy. There
are, however, some approuches to this that may be
worthy of exploration:

¢ Statutory dividing lines could be used for dif-
ferent food substances, each accorded a differ
ent standard. As a result of a congressional
risk-henefit evaluation, this is the case now,
with eight categories of substances added to
foods. A simpler classification scheme, consist-
ing of three categories, might be preferable:
basic and traditional foods, food contaminants,
and food additives. Besides administrative
neatness, this scheme would assure continuity
of use of ecommaonly used food substances. The
traditional food category would comprise those
foods of plant or animal origin, in use for a
material time and to a material extent. Food
additives would comprise those substances not
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classified as a traditional food or a contaminant.

¢ Criteria could be defined for evaluating risk
acceptability. It is improbable, politically and
practically, that Congress would establish any
quantitative risk standard. The extent of any
legislative action would likely take the shape of
veneralized criteria embodying terms such as
“insignificant risk,” or “not ordinarily injurious
to health,” or “necessary and unavoidable.”
Application of the criteria would fall to FDA
and others, but this would be workable given
the case precedents | cited earlier along with
policy guidance given by legislative history and
rulemaking activities.

I will leave the task of drafting such concepts to
others more qualified. These concepts are not mutu-
ally exclusive. Should existing food categories be re-
tained, they could be administered using aceeptable
risk criterin, Risk wssessment is a shorthand term for a
reasoned, ()!'dvrl_\,* :,1,pprn.tu;!1 to decision making. It is
not simply a mechanisim for abandoning consumer
health and safety protection.

Risk assessment has both quantitative and qualita-
tive elements. The quantitative aspects of risk assess-
ment are perhaps the most widely discussed and
widely misinterpreted. Quantitative risk assessment
is not a single numerical answer obtained {rom plug-
ging test data into a formula. Rather, risk assessment
is an attempt to quantify the range of probable re-
sults, It uses o varicty of statistical estimating tech-
niques to evaluate test data and project an outcome in
probabilistic terms somewhat like life insurance ac-
tuaries forecasting life expectaney based on age, phys-
ical characteristics and lite style.

Much of the debate over risk assessment has taken
place over the different statistical estimating tech-
niques. In my view, this is a gigantic red herring. It
has caused the debate to be focused on relative
minutia rather than substantive principles. Any
c]mngv in fo(:d p()ll(‘\ ahcmld not attemnpt to sct the

S it es that should be used.
These shm:l(l hc open “ended and determined by the
data and the biological system being evaluated. Since
we are not sceking a point estimator, we may wish to
use more than one estimating technique to gain a
better understanding of the impact of any decision to
accept a risk. The straight line technique, the most
conservative estimator, could be used as a reference
point for the upper level of risk that could be in-
volved.

In any cvent, quantitative risk projection will not
he the sole determinant of any decision to prohibit or
to aceept the use of a food substance. The qualitative
aspects of risk evaluation also arc highly important in
reaching o decision. One needs to look carefully, for
example, at the relationship between the test animal
system and the human system in making any sort of
projection of the applicability of animal test data.
Further, we must begin to consider more seriously
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the nature of the effect produced by the test sub-
stance. We need to be able to distinguish those sub-
stances which are direct carcinogens from those
which arc indirect carcinogens. The terms promoter,
initiator and co-carcinogen have been used to de-
scribe those substunces considered to be indirect or
secondary carcinogens as opposed to primary carcino-
gens, We must build into the decision process a dif-
ferentiation hetween the direct or primary and indi-
rect or secondary types of careinogens. That we may
not have the scientific knowledge now to distinguish
in every cise between these two types of carcinogens
should not prevent us from establishing a legal
framework that will permit the distinetion to be made
once our seientific knowledge permits us to do so.

As an example, selenium has been characterized as
a carcinogen by some.% High doses of selenium ad-
ministered to test animals will produce cancer. An
examination of the mechanisin producing this result,
however, indicates that a clear step function is in-
volved. Administration of seleniwm at levels sufficient
to cause liver damage is a precondition in the test
animal for a carcinogenie response. It is damage to the
liver that mnst oceur before carcinogenesis takes
place. Levels of selenium below the liver damnage
producing level did not yield a carcinogenic responsc.
FDA recognized this in 1974 when it approved the
use of selenium as a non-carcinogenic additive to ani-
mal feeds.

Our food safety policy must begin to recognize the
scientific distinctions between different types of sub-
stances that may produce cancer as an end result.
Levels of consumption and probable outcomes as-
sociated with those levels need to be tuken into ac-
count in making safety decisions. The concept of a
threshold for carcinogens has been vigorously ob-
jeeted to by propoments of a no risk policy. However, a
practical threshold exists for some substances, such as
selenium, that could be called carcinogens.

There is far less consensus on the concept of risk
henefit tradeoffs than there is on the use of risk as-
sessment. The proponents of a risk benefit policy be-
lieve that it will be possible to show for many desir-
able food substances that may produce cancer that
there is indeed a favorable balance to be obtained
when comparing the risks from cancer against the
henefits to be obtained. 1 think this is misplaced con-
fidence and optimism. Those who are familiar with
the large scale scientific data production require-
ments for evaluating safety of food substances would
do well to be skeptical about the merits of a benefit
evaluation approach. When the 1958 food satety
amendments to the Act were being considered, the
food industry was united in its opposition to any form
of benefit evaluation for food additives. Much of the
food industry today continues to hold to that view.
There are two reasons for this: one is philosophical,
the other practical. On a philosophical level, it is in-
appropriate that the government should assert its
value judgments about the benefits of different foods.
This is a highly subjective area for government to
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muck around in. Inevitably it would lead to greater
dissatisfaction with food safety policies when unpopu-
lar decisions are made, as they surely will be. Benefit
determination in this area is an art rather than a sci-
enee and no amount of consumer research opinion,
ethical evaluation. or other form of social science re-
search can offer an objective basis for making deci-
sions that will be popularly accepted.

On a practical level, including benefit determina-
tions in an already complicated and lengthy decision
process for ova!uatmg_, food substances is certain to
inerease the difficuity exponentially. It is not too hard
to visualize reams of data being supplied to the
evaluators by people on both sides of an approval is-
sue. Economic studics, consumer rescarch studies,
sociology textbooks and other various and sundry ma-
terials will be thrown up for consideration whenever
there is an important issue to be decided. The gov-

cernment would have to employ an entire new team of

people with capability to make the sorts of benetit
analyses that are contemplated. This responsibility
cannot he delegated to committees. Exccution and
defense of such decisions ultimately rest with the
ageney responsible for the decision. In short, T be-
lieve benefit deeision making is the wrong way to go.

It has been suggested that the benefit determina-
tion be used as a last resort; a sort of life saver ap-
proach. After running head up against an unaccept-
able risk determination, the substance at issue would
then be reviewed in termns of the broad benefits it
would provide. Such an approach would have to be
very carcfully delimited or it would begin to follow
Murphy's and Parkinson’s laws in very short order.
Murphy's law says that if things can go wrong, they
will, and Parkinson's law says that work cxpands to fill
the time available, with increasing attention being
puid to smaller and smaller things. So, in my judg-
ment, would it be with benefit evaluation. Benefit
data would be requested routinely on the expectation
that it might possibly be needed in the event of an
unsatisfactory risk assessment.

Turning to other matters, there are three 1sp(‘c 5 of
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First, it is necessary to recognize the status <)f haslc
and traditional foods, i.e., those having a long history
of use. Regardless of the classification system used to
describe different food substances, it will be neces-
sary to assure that we don’t engage in unproductive
use of resources retesting the entire food supply for
suspected risks. The concept “if it ain’t broke, don’t
fix it” applics very well here. There must be more
than u merce suspicion before undertaking an exten-
sive examination of foods which are not ordinarily in-
jurious to health. Any approach to food safety policy
must carefully coordinate the standards for acceptable

5

risk with those needed to ensure the continued use of

basic and traditional food ingredients or we will have
an unworkable policy.

Secondly, a flexible enforcement policy needs to be
established. When and if a ban of a foud substance is
necessary, it should be tailored to the circumstances,
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Abhsent a compelling reason for immediate with-
drawal, elimination ni foods should take place using a
reasonable phase out period. Precipitons action based
on theoretical risk is wasteful and brings into question
the credibility of legitimate consumer protection ac-

tions.

Finally, the decision process itself is in need of at-
tention. Perhaps the most important process change
that should be made is the use of peer review for
evaluating the scientific evidence supporting any food
safety decision. I am not sanguine about the use of
advisory committees. It is not difficult to point to
some horrible examples of advisory committee ac-
tivities. On balance, however, the peer scientifie re-
view provided by an ndvmmy committee serves a
highly useful purpose. Peer review helps to assure
that the substance of an issue is thoroughly explored;
that the important questions are raised and re-
sponded to; and that the process of evaluation is done
openly so that interested people can observe the
progress of events and better understand the conclu-
Sif‘f] r]r;‘\bl] ]'\U '}’]l‘ f[‘\-’if"\'\'.'.

I've a strong feeling about the evaluation process.
For one tlnn;.,, the process should clearly separate the
components of an issue. There is a scientific compo-
nent, a legal component und a policy component.
These are not always separable into nice, tidy pack-
ages. Nevertheless, the results of an evaluation
should be explained in terms of these components.
The peer review process should be designed to deal
with the scientific component. Advisory committees
can’t and shouldn’t be given the charge to render de-
cisions for an administrative agency. Tt is the agency
that has the authority and the accountahility to the
public for its actions. Therefore, it is the agency that
should, in the possession of all the fucts, render the
decision. Science doesn’t offer us certainty, much as
we would hope and like it to. The results of a scientific
review may leave us with some uncertainty. Dealing
with that uncertainty is a part of the public policy
process. Peer review can help identify the uncertain-
ties; it is up t() th(‘ ddmlmstmt]v agency to resolve

GRC I
law and policy.

Returning to my original question: Ts there a light
at the end of the tunnel? T think there is. Some work
has already been done, much more can bhe done
within the framework of existing food law. We now
need to sift through the many ideas that have been
advanced and begin the steps that will make that law
responsive to contemporary needs and values,

—
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