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Voluntary Interstate Shellfish Sanitation Agreements:
Their Effectiveness in Protecting Public Health
A Perspective From New York State

John Porcari and Edith Baumel
New York Sea Grant Institute

ABSTRACT

Shellfish contaminated with bacteria and/
or viruses can cause a variety of human ill-
nesses which range in severity from the un-
pleasantn;ess of gastroenteritis to more serious
diseases such as hepatitis. There is no readily
available !and reliable technical test for these
agents on which to base regulatory protections.
Consequently, individuals who eat shellfish are
at risk of becoming ill.

The National Shelifish Sanitation Program
(NSSP) of the federal government, a voluntary
interstate: agreement, has not been effective in
preventing disease outbreaks. Pressure to find
alternative methods of assuring safe shellfish
has led w the formation of a new voluntary
program, The Interstate Shellfish Sanitation
Conference.

Despite the best efforts of government offi-
cials, shellfish-related disease outbreaks con-
tinue to occur. The large number of cases in
recent years may suggest that current regula-
lory guidelines do not effectively protect the
public health and that reform of those guide-
lines is warranted.

Withodt a reliable and cost effective tech-
nical standard by which shellfish can be judged,
other non-technical solutions must be consid-
ered. Possible regulatory alternatives include
an increased federal role, regional alliances
among states, various unilateral actions by in-
dividual states, or structural and/or financial
alterations of the Interstate Shellfish Sanitation
Conference (ISSC).

INTRODUCTION

Since the early 1900s, governments have
searched for ways to prevent citizens from con-
tracting illnesses associated with the consump-
tion of raw|or partially cooked shellfish. In the
United States the roles of federal and state gov-
ernments ﬁave changed over time and reflect
changes in |the evolving programs used to pro-
tect consumers from contaminated shellfish.
Despite thc} best efforts of government officials,

however, outbreaks of shellfish-related disease
continue to occur.

On February 25, 1985 as many as 50 people
got sick from clams served at a $250 per plate
political dinner in Albany, New York.! Fol-
lowing an investigation by the State Depart-
ment of Health it appears the implicated clams
had been harvested from unpolluted Rhode Is-
land waters and were properly stored prior to
being served. This example of illness caused by
shellfish which appear to have met all existing
health standards is indicative of how trouble-
some efTective control of shellfish-related disease
can be.

The New York Sea Grant Institute of State
University of New York and Cornell University
has been concerned with the issue of shellfish-
caused human disease and its prevention, and
has sponsored research programs in shellfish
management and shellfish pathology. In keep-
ing with this interest, the authors set out to
analyze the current regulatory environment and
explore new policy options.

THE PROBLEM

Shellfish are filter-feeding organisms which
circulate seawater and particulate matter
through their gills and digestive systems, where
needed nutrients and oxygen are removed. Po-
tentially harmful bacteria and viruses in the
water are caught on the gills of shellfish and
then passed through the digestive system of the
animal. They may concentrate in the animal’s
body tissues in amounts dangerous to humans
who consume them. The greatest hazard to
humans is when shellfish are eaten raw or
steamed and neither bacteria nor viruses are
immobilized. It is then that bacterial agents
such as Vibrio cholera and salmonella are
active, potentially causing diseases such as
cholera and “food poisoning” or Salmonosis.
Viruses associated with shellfish disease are less
well understood than bacteria, but are widely
considered to be a source for major concern.
Viral Hepatitis and Gastroenteritis may have
shellfish vectors.



There are no readily available and cost ef-
fective lests to determine whether a shellfish is
contaminated with these agents. This is prima-
rily due to an absence of scientific data about
the actions of bacteria and viruses. The re-
search needs in this area are extensive, and con-
clusive results cannot be expected for many
years.? In the meantime, in the words of
one county health official after the outbreak in
Albany, "There is not test, no way to tell
whether clams are good or not, the only way
you can tell is if they make you sick."3

Shellfish are typically exposed Lo pathogenic
bacteria and viruses when living in waters con-
taminated with human sewage. Because of this,
officials have devised a system wherein growing
waters are tested for pollutants. Actions to
close polluted waters are taken by state officials
on an individual basis for each locality, based on
site surveys and water quality testing. Fecal
coliform bacterial levels are used as indicators
of potentially harmful contaminants.

Enforcement of bans on taking shellfish from
closed waters is difficult, and poaching is com-
mon. Individual diggers see the potential re-
ward of a high market price for shellfish and
realize the penalty for illegal harvest is mini-
mal. Fines levied against violators are often
small and have, in some cases, come to be
thought of as a cost of doing business.

As shellfish disease outbreaks continue to
occur, new questions about the safety of shell-
fish consumption are being asked by federal,
state and local officials. Pollution of our waters
continues, often with chemical substances whose
human health effects are not well understood.
In addition, during transportation of shellfish to
market, bacteria and viruses may multiply to
reach unsafe levels despite their being har-
vested from waters which had met all stand-
ards. As long distance transportation of the
product becomes commonplace, a once local
problem becomes national, even international in
scope.

Traditionally, the federal government has
been responsible for regulating matters of inter-
state and international trade. In the case of
shellfish this has not been the case. All regula-
tion of interstate shipments of shellfish in the
United States has been through voluntary
agreements between stlates, with the federal
government acting in a supervisory role.
Memoranda of Understanding between the fed-
eral government and foreign countries control
importation of shellfish. Because of these
negotiated agreements in both interstate and

international shellfish trade, the federal
government has been reluctant to act decisively.

Federal and state officials are responsible
for assuring that foods reaching the market are
safe. In the case of shellfish this is complicated
by the fact that these animals go through no
purification process, such as the pasteurization
of milk, and show no outward signs of contamina-
tion. Efforts to regulate the shellfish industry
in the interest of protecting public health are the
subject of this analysis.

REGULATORY FRAMEWORK
*The Federal Government

The role of the federal government in shell-
fish sanitation has been to oversee and super-
vise individual state programs, and to "impose"
standards on some foreign suppliers. To do this
the federal government has set up suggested
guidelines for growing, harvesting, and shipping
of shellfish. Annual appraisals of state shellfish
sanilation regulation and enforcement programs
are conducted by federal officials to check for
state compliance with suggested NSSP guide-
lines. However, federal involvement does not
have the force of law and consequently the qual-
ity of programs varies from state to state. Pri-
mary responsibility for the specifics of program
control remains within state agencies. Although
the specific authorities granted to departments
are not consistent among states, New York
State is illustrative of the delineation of agency
responsibility.

*New York State Department of Health

The Department of Health (DOH) is responsi-
ble for protecting the health of state residents
through disease control, supervision of the sani-
tary conditions of public eating and drinking es-
tablishments, control and supervision of nui-
sances alfecting or likely to affect the public
health, and promotion of education in disease
prevention and control.4

The Department receives reports from local
health officers and county health departments
of all cases of food-borne illness. These cases
are used as presumplive evidence of a violation
of Public Health Law.5 DOH can take action
to prevent the sale of shellfish in restaurants,
where the overwhelming majority of shellfish
are consumed. Additionally, DOH takes the
lead in identifying and tracking shellfish-related
disease outbreaks through the work of its Food-
borne Disease Surveillance Program.®



*New York State Department of
Environmental Conservation

Under the Fish and Wildlife Law of New York
the Department of Environmental Conservation
(DEC) is given authority to manage and regu-
late shellfish resources of the state.” The
department has regulatory and enforcement
powers over all aspects of shellfish harvesting,
processing, and shipping. Specific activities of
the depurtment include: permitting of shellfish
harvesters, shippers and re-shippers, setting of
water quality standards for harvestable walers,
and enforcement of closed waters provisions.?

The department has rules and regulations
which cover tagging of shellfish to enable DEC
officials } to trace the product through the
marketplace % At harvest, shellfish are placed
in bags marked with information directly linking
the product to its point of origin. Record keep-
ing requirement assure that these tags are kept
on file by shippers or retailers so that shell-
fish can be traced should they be implicated in
a dnsease outbreak

Itis by way of resource management, enforce-
ment of water quality standards, and product
1denuﬁcal.|on procedures that DEC exerts its
authority to assure sanitary control over shell-
fish grown and sold within New York State.

*The New York State Department of
Agriculture and Markets

The Department. of Agrlculture and Markets
has the| responsnblllt.y of assuring that food
products: sold in New York are both pure and
wholesome.!®  Specific activities of the de-
partment include inspection of all markets and
retail food establishments to assure proper han-
dling and storage of shellfish.

In addition, the Agriculture and Markets
law specifically prohibits sale of any food
products which are adulterated or misbranded.
Under this law a "misbranded" product is one
that is Jmcorrectly or misleadingly labeled.
An "adulterated” food is one thai contains a
substanc,. harmful to human health.!! If it
is determined that shellfish at a retail estab-
lishmentfare in any way adulterated, the depart-
ment may seize, quarantine, or destroy those
found to be impure or unwholesome.!'? By
monitoring shellfish at the retail level, in-
spectinglshipments, and embargoing contami-
nated products, the Department of Agriculture
and Markets does its part to protect New
Yorkers from contaminated shellfish.

*The Shellfish Industry

In New York, hard clams, oysters, scallops,
and mussels are the primary shellfish harvested
from inshore waters. The majority of the land-
ings are of hard clams harvested from the Great

-South Bay of Long Island. Clams are most of-

ten dug by individuals called baymen, who work
independently. Harvesting is restricted to hand
methods and requires a minimal investment in
equipment.!? Because of this, individuals can
enter and exit the industry quite easily.

Baymen sell their day’s harvest to ship-
pers at the dock for cash. The shippers may
then sell to re-shippers or to wholesalers.!
Shippers often buy from many different baymen
and co-mingle the shellfish to obtain the count
and size combinations desired by customers. If
co-mingling occurs, the shipper must keep a
record of tags on the opened bags as required by
DEC. The shippers sell their purchases to
restaurants or retail establishments, where they
finally reach the consumer.

Baymen are involved in shellfish sanitation
by harvesting from approved areas only, accord-
ing to the conditions of their permit from DEC,
It is common for poaching to occur, however, as
much of the enforcement is left to an honor sys-
tem and the economic incentive to harvest from
illegal areas is great.!® Additionally, baymen
often discount assertions that there is a rela-
tionship between public health risks and shell-
figh, 16

Some Long Island baymen have attempted to
address the problem of inferior shellfish by
launching a program of their own. The New
York Green Seal Program is an attempt to as-
sure consumers of a safe product by establishing
accountability on the part of the harvester. To
date, no disease outbreak has been associated
with Green Seal clams.

INTERSTATE REGULATION

*History: The National Shellfish
Sanitation Program

The first attempt at a comprehensive solu-
tion to the problems of shellfish sanitation
occurred 60 years ago. In 1925, the United
States Public Health Service (PHS) sponsored a
conference on shellfish and human health to
deal with the widespread outbreaks of shellfish-
related illnesses that were taking place. In
particular, the preceding year had seen an
alarming outbreak of typhoid that resulted in at
least 150 known deaths.!” As a direct result
of this conference, the National Shellfish



Sanitation Program was born. A hybrid federal-
state cooperative program, the NSSP was
designed as a voluntary agreement between the
Public Health Service and state agencies which
assigned the federal and state governments
specific responsibilities in assuring proper sani-
tation of shellfish. The newly formed NSSP in-
cluded industry involvement as well.

Individual stales were Lo adopt laws and regu-
lations governing the sanitary control of the
shellfish industry. States were then responsible
for sanitary and bacteriological surveys of grow-
ing waters and shoreline, inspection of shippers,
and issuing permits to shippers and diggers.

The federal component of the program in-
volved annual appraisals by the PHS of the
states’ shellfish sanitation programs. This
generally included inspecting a percentage of the
growing waters and processing plants to see that
they were properly certified, as well as re-
viewing enforcement efforts of the states to
control poaching from closed beds. Industry
played a hand by obtaining the proper permits
and abiding by the established standards.

As the program evolved, the PHS further
refined its role by developing the NSSP Manual
of Operation. This manual was issued in three
parts: part one deals with standards for the
sanitation of shelifish growing areas; part two
establishes guidelines for sanitation of har-
vesting and processing of shellfish; and part
three consists of standards by which the PHS
evaluates the state shellfish sanitation pro-
grams. These three manuals provided a founda-
tion upon which the national program was
based. The NSSP thus represents the first
attempt by the federal government to stand-
ardize widely varying state programs on a
voluntary basis. Shortcomings or inconsis-
tencies in state programs are brought to light
during annual evaluations in accordance with
part three of the Manual of Operations.

The 1925 conference was followed by periodic
national workshops, in which the program was
refined and updated. A change in the federal
component of the NSSP occurred in 1968 when
the Public Health Service was reorganized un-
der the Department of Health, Education and
Welfare (now Health and Human Services) and
the Food and Drug Administration (FDA) was
given responsibility for the NSSP.'* In the
opinion of some state officials, the cooperative
philosophy that had existed between the states
and the PHS became more enforcement-oriented
under the FDA.'?

One federal responsibility under NSSP was
the periodic publication, for the purposes of
interstate commerce, of a list of certified
shippers. The Interstate Certified Shellfish
Shippers List (ICSSL) was designed to provide
assurances to receiving states that shellfish
products consumed within their borders were
harvested, processed and shipped in accordance
with accepted procedures.

In the absence of major recurring disease
outbreaks, the NSSP was judged to be fairly
effective in promoting standards for the in-
dustry. However, the voluntary and decentral-
ized structure of the NSSP made it ineffective
in responding to those disease outbreaks that
periodically occurred and unable to effectively
coordinate response measures among the dif-
ferent states. This is the central shortcoming of
the program that has been in effect for the last
60 years: outbreaks of shellfish-related diseases
have to be dealt with by individual states, re-
gardless of the source of the causative agent or
the shellfish vectors. There is no formal mech-
anism by which one state may deal with unfit
shellfish originating from another state or
country. Under NSSP there is little New York
can do to correct such a situation, providing
that the shipper selling the product is on the
certified list. In addition, no formal procedures
for a receiving state to penalize either the
shipper or the originating state exists.

A major turning point for the NSSP took place
in 1973 with the publication by the General Ac-
counting Office (GAO) of a highly critical re-
port.22 This report reviewed the activities of
four shellfish-producing states, including New
York, and determined that they were not fulfill-
ing their obligations under the terms of the NSSP.
In particular, water quality measurements and
shellfish plant inspections by states were
found to be inadequate. The 1973 GAO report
was also highly critical of the FDA’s role in
monitoring the state’s programs, noting that the
FDA was putting its stamp of approval on state
programs based on very limited inspection and
oversight.

In an altempt to address these flaws in the
National Shellfish Sanitation Program, the Food
and Drug Administration proposed regulations
in 1975 that would have established a National
Shellfish Safety Program. This proposed pro-
gram reflected the FDA’s concern with assuring
shellfish sanitation in the stream of interstate
commerce. The proposal would have formalized
the FDA'’s role and established federal regula-
tions to govern the program.®



By assuming such formal regulatory author-
ity, the FDA could require states to have com-
prehensive and standardized shellfish sanita-
tion programs. Interstate shipment would have
been better controlled by giving the FDA the
authority to embargo shipments. Uniformity of
standards could have been imposed nationwide.
Foreign countries would have been required to
sign Memoranda of Understanding with the
FDA stating their agreement to and compliance
with federal standards before being allowed to
ship shellfish into the United States.

This proposed National Shellfish Safety
Program was a major shift in emphasis for the
FDA; 1t was a recognition that the previous
mechanisms for protecting consumers had not
been lwholly effective. In addition, the National
Shellfish Safety Program sought to overcome
the Achilles heel of the NSSP: the lack of any
sanctioning power over the states short of total-
ly decertifying a state program. The FDA
wanu:ad o be able to "provisionally certify” a
state program, a less severe sanction than total
decertification. The FDA had previously been
reluctant to decertify state programs because
this would undercut the cooperative nature of
the NSSP.

The reaction to these proposed regulations by
the individual states was sharply critical. Op-
position centered on the argument that federal
control would impose economic penalties on the
industry and unnecessarily burden states with
increased regulatory costs. As a result of this
response, the FDA was directed by Congress to
undertake an economic analysis of the cost of
the proposed regulation.2?

This analysis determined that it would
cost the industry a maximum of $24 million
and the states a maximum of $6.2 million
annua?lly to comply with the proposed shellfish
safety program.2  The increased cost to
industry would result primarily from stricter
enforcement of handling, storage, and trans-
portation provisions. Similarly, increased costs
to regulators would result from more frequent
water quality surveys and tighter enforcement
of regulations. It was estimated that this
worst-case scenario would increase the cost
to the industry by 5.5%. The study further
concluded that the proposed National Shellfish
Safety Program would "NOT adversely affect
employment and productivity, competition, or
the use of energy" [emphasis added].24

Despite this study, the FDA backed down
from its attempt to impose federal regulation.
In fact, these worst-case assumptions of costs

were used as one of the justifications for with-
drawing the proposed rules. The proposal for
the National Shellfish Safety Program was for-
mally withdrawn on February 26, 1985.26

In addition to the economic analysis, a fur-
ther GAO report®® issued in 1984 in response
to a severe outbreak of shellfish-related viral
gastroenteritis was used by the FDA as another
justification for scrapping the proposed rules.
The 1984 GAO report was critical of the FDA,
stating it had acted arbitrarily and without
enough input from the states.

It is clear that the FDA did a major about-
face between 1975 and 1985 in its philosophy
toward shellfish sanitation. Pressure from
states undoubtedly contributed to this, but other
underlying causes are less clear. After the with-
drawal of the proposed National Shellfish Safety
Program, the FDA gave its endorsement to a
new organization, one that would hopefully al-
leviate the shortcomings of the NSSP without
requiring the FDA to take formal control of the
program: the Interstate Shellfish Sanitation
Conference.

*Change: The Interstate Shellfish
Sanitation Conference (ISSC)

Without a central authority to assure com-
pliance, state programs diverged substantially
from the standards set by NSSP. By the mid
1970s, the publication of the 1973 GAO report
had made it increasingly apparent to those in-
volved that the shellfish industry and its regula-
tors faced a problem of major proportions. Spe-
cifically, disease outbreaks continued, and stocks
of harvestable animals had declined consider-
ably in some areas. The very survival of the
shellfish industry was uncertain. In October of
1979, representatives of fifteen shellfish produc-
ing states met in Ocean City, Maryland to dis-
cuss alternative methods of regulating them-
selves on a national scale. Also attending were
FDA officials and representatives of industry.

A committee to investigate options was set
up and deliberated for two years,?” producing
a final draft proposal which was mailed to state
shellfish control officials along with an announce-
mentofanational meeting to be held in Maryland.
At this meeting in September of 1982, the ISSC
was formally created. The stated purpose of the
organization was, "fostering and improving the
sanitation of shellfish through interstate co-
operation and thrqugh uniformity of state shell-
fish programs,*28

The ISSC was organized to closely parallel
in structure the National Conference of Inter-



state Milk Shippers (IMS). lronically, the IMS
itselt was initially patterned after the old
NSSP.29 Founding members of 1SSC believed
that the cooperative program that served the milk
industry so well could solve the problems faced by
the shellfish industry.

Critics held that the success of the IMS could
not easily be duplicated by the 18SC., The pri-
mary argument of the critics of this comparison
was that shellfish do not go through a purifica-
tion similar to pasteurizalion of milk. ‘The in-
dustries and products these regulatory organiza-
tions are sel up to control are simply different.
The goals of the organizations, however, re-
mained similar: reciprocity between stales, uni-
formity of procedure, and reduction of duplicat-
ed effort to ensure a sanitary product.

To accomplish these goals the IMS includes
federal, state, and industry participation in
three councils where the substantive issues
faced by the milk industry are dealt with, In-
dustlry representation provides for greater coop-
eration with final regulations, but this sector of
the IMS has no voting power. Industry’s ability
to control outcomes is limited o its ability to
shape debate prior Lo a vote. Compliance with
the IMS recommendations remains voluntary on
the parl of states. At this writing iL appears
this voluntary cooperative system has served
the milk industry well. Historical problems of
interruptions in interstate trade due to inconsis-
tent policies of different states have been elimi-
nated. Problems of unsanitary milk have all
but disappeared.

The ISSC is structurally similar to the IMS,
It is under the control of federal agencies, state
agencies, and members of industry who have es-
tablished themselves as members of the con-
ference.8? There are sixteen (16) voling mem-
bers on the Executive Board, as well as six (6)
non-voting members. Those on the board are
selected from representatives of the three com-
ponents of the ISSC (industry, the federal gov-
ernment, and state government). The board
manages the administrative affairs of the 1SSC
but does not make policy decisions. 3!

Three standing task forces "provide for con-
tinuity of action in carrying out the objectives
of the Conference."®? The consideration of
important issues takes place in these task
forces. Members of task forces are appointed by
the Board chairperson and are approved by the
Board. Task Force 1 deals primarily with
*Growing Area" concerns, Task Force HI consid-
ers "Processing and Distribution” issues, and
Task Force II1 is responsible for "Administrative

Matters” such as MOU’s, etc. Each task force
has subcommittees to which regulatory propos-
als are forwarded.

At the outset of the ISSC, NSSP regulations
were adopted as a starting point. From this
base the organization set out to reform existing
regulations to better fit the shellfish industry.
One of the first needs addressed by the confer-
ence was an update of the FDA standard as con-
tained in the NSSP. The process of rewriting
the NSSP Manuals of Operation has taken
time, but a revised version of Part I was com-
pleted by the ISSC meeting in August of 1985.
A revision of Part Il is in draft form and is ex-
pected to be adopted in August 1986. Once
these revisions are finalized it is envisioned that
they will be used as model ordinances upon
which member states will base their shellfish
sanitation programs.’ In this manner the
ISSC expects to meet its goals of increased co-
operation and elimination of duplicated effort.

According to the current chairman of the
Board, Richard Thompson, the ISSC functions
like a grand jury. There are only three actions
which the ISSC can take on any issue: a de-
termination that the problem is not within its
scope of activity and refusal to consider action
upon it; a decision that not enough information
is available and that further study by commit-
tee is warranted; or, resolution of the issue is
arrived at and a recommendation made to con-
ference participants. In short, the ISSC is a
formal organization which takes issues and
studies them until a compromise plan for resolv-
ing the problem is arrived at.

Examples of matters considered by the ISSC
and reviewed at the August, 1985 meeting are:
fecal coliform indicators for classification of
growing areas, consideration of bacterial market
standard (fecal coliform vs. E. coli), uniform
standards for depuration (the controlled purifi-
cation of contaminated shellfish), regulations for
transportation and distribution of shellfish, de-

‘velopment of comprehensive identification and

packaging systems, as well as others. Another
important issue for discussion is corrective ac-
tions toward a state which fails to conform to
ISSC guidelines.

The most significant result of the ISSC’s
first three years of deliberations is a willingness
for concerned members of the shellfish industry,
regulators, and receiver states to meet and
search together for solutions to their common
problems. The very existence of the ISSC is an
acknowledgment that the problems faced by the



shellfish industry are in need of direct and time-
ly solutions.

Critics of the 1SSC point out that the organiza-
tion has been in existence for three years and
the problems that plague the industry are atl
least as serious now as they were in 1979, when
alternative methods of regulating the shellfish
industry were first discussed. @ While the
committee-type organization of the ISSC oper-
ates smoothly when the issues are non-
controversial, strict measures that have an
economic impact on individual states arc easily
blocked. Regional differences can pit different
areas of the country against each other and
solutlons which benefit one region may be to the
serlous detriment of another, Opponents of the
Ibb(ﬂ also point to its lineage as a source of
problems An organization that begins life with
all of 'the accumulated baggage of a 60-year-old
plogram is bound to inherit the problems and
personalities that existed under the old program.

The central argument against the ISSC, how-
ever,is that it suffers from the same crippling
shor uommg as its' NSSP predecessor did--lack
of a mechamsm for enforcement. Without spe-
cific regulatory authority to enforce compliance
among the states, any guidelines agreed upon
are implemented at the discretion and conve-
nience of individual regulatory agencies. The
attempt by the FDA to formalize its control over
the industry in 1975 was an attempt to put
some, "teeth” in the program. This shortcoming
is particularly worrisome to New York policy-
makers in that the ISSC has by all measures
failed to protect the citizens of New York from
unwholesome shellfish originating from out of
state sources.

ALTERNATIVES

Given the perceived shortcomings of the
present structure, it may be wise for New York
policymakers to consider a spectrum of alterna-
tives Lo assure sanitary shellfish from inter- and
intra-state sources. The authors will detail pol-
icy options for working within the present 1SSC
structure, as well as outline several alternatives
in lieu of the Interstate Shellfish Sanitation
Conference.

* ALTERNATIVE #1:
FEDERAL CONTROL OF SHELLFISH
SANITATION PROGRAM

By having the federal government assume na-
tionwide control over the program by promul-
gating federal regulations, several benefits

would be realized. Most importantly, a degree
of uniformity in standards and enforcement
would necessarily follow. FDA inspectors could
provide an effective deterrent to the interstate
shipment of unhealthy shellfish. Unlike the
situation of the states, there would be no ques-
tion of the legality of the FDA undertaking such
a move, providing that national regulations had
been promulgated. National regulations could
provide specific punitive measures for noncom-
pliance.

A final point to consider is that the FDA al-
ready has inspectors in the field who are famil-
iar with the problems and shortcomings of the
present system. They are a valuable resource
in terms of knowing what has to be improved
and where the faults in the present system lie.

Federal control of a unified shellfish program
also has its drawbacks. The Bauman Amend-
ment of the Costal Zone Management Act,
which requires the FDA to consult states and
conduct economic analysis of proposed regula-
tions, might hinder the process of federalizing
the program.3?  Federal regulation would
also increase direct costs to both the industry
and the taxpayers. Some states harbor lingering
resentment because they feel that the FDA was
heavy-handed in its past attempts to assume
control.

The present federal political climate is anti-
thetical to increased federal regulation of indus-
try, especially when states are also not enthusi-
astic about such a proposal. Support for an in-
creased federal role would quickly dissipate at
the first mention of the "state’s rights" argu-
ment that would be sure to arise. Finally, at a
time of decreasing federal agency budgets,
manpower and funding required for the FDA to
carry out an expanded role would be difficult to
obtain,

*ALTERNATIVE #2: REGIONAL
ALLIANCES AMONG THE STATES
Regional alliances among the states could be
effected by a series of Memoranda of Under-
standing between states. These agreements
could detail the requirements for shellfish to be
shipped between signatory states. To a large
extent, informal contacts already exist between
neighboring states, and drawing up Memoranda
of Understanding between them would be easier
than trying to achieve an agreement on a na-
tional scale. The smaller size of regional alli-
ances might make the adoption of uniform
standards easier because consensus will have to
be reached by fewer participants. Neighboring



states also tend to have similar industries and
markets, providing common ground for solving
problems as they arise. Regional groups might
be able to react faster to a problem than a na-
tional organization because of the smaller area
they represent.

Unfortunately, there are also problems that
arise as a result of regional alliances. First, it
is likely that regional alliances run the risk of
legal challenge. The Commerce Clause of the
U.S. Constitution prohibits barriers o inter-
state trade, and it is likely that regional allianc-
es may be seen as such.

Another fault in this approach is that it does
nol recognize the nationwide scope of the prob-
lem. Cross-country shipments of shellfish prod-
ucts are common, and regional alliances would
be unable to effectively regulate them. In addi-
tion, some of the problems plaguing the indus-
try are technical in nature and nationwide in
scope: the lack of viral standards, disagreement
over lesting standards, and other technical hur-
dles.

Regional alliances might be seen as a last re-
sorl, an admission that a more permanent solu-
tion could not be found. In some respecis re-
gional alliances would incorporate the worst
features of both national and state programs. A
regional alliance would not address the prob-
lems associated with trade between regions, and
would nol have any stronger legal basis than
the current cooperative program.

*ALTERNATIVE #3: UNILATERAL
ACTION BY NEW YORK STATE

There are a number of actions that New York
can take in addition to, or in spite of, develop-
ments on national or regional levels. The state
has the authority to embargo shellfish from
sources that it feels are not meeting the stan-
dards held for internal harvesters. Aquaculture,
the controlled growth of clams and oysters, can
be encouraged or even be chosen as the only
method of shellfish production permitted in New
York. Regulators could demand that all shell-
fish go through depuration, a process whereby
shellfish are placed in clean water and over
time are able to purify themselves of many con-
taminants. In short, there are numerous ave-
nues which may be followed within the state to
prevent contaminated animals from reaching
the market.

This kind of action may be a good way for
regulators to see direct results in a short period
of time. There is no need for compromise or co-
operation with other states or organizations. In

fact, independent action on the part of New
York officials may be the only way to protect its
industry and its interest.

Of course, problems with these approaches
can be anticipated. Depuration is a process
which has been hailed as the "solution” to shell-
fish related disease, but serious scientific doubts
of itsefficacy remain. However, mechanical puri-
fication may be so expensive that it raises the
price of clams and oysters beyond what the mar-
ket will bear. Aquaculture has similar draw-
backs. In many instances culturists utilize the
same water supply as the wild harvest, subject-
ing cultured shellfish to the same problems.

Any action New York considers outside the
scope of the ISSC will not be met with a favor-
able response from other states or the FDA. Be-
cause the success of the ISSC is so dependent
upon mutual respect and cooperation, efforts to
work around the organization will leave the
state open to accusations of scuttling the ISSC.
Unilateral action could cause working relation-
ships that agencies have with neighboring
states to deteriorate. Finally the legality of
strong action may be challenged in court if the
result is to restrict interstate trade.

*ALTERNATIVE #4: IMPROVE THE
ISSC

Another alternative would be to work within
the present ISSC organization. By instituting
permanent funding, the organization would be
strengthened considerably. The continuity of
the ISSC would be enhanced if a full or part-
time staff could be hired. Travel expenses for
the members of the committees could be provid-
ed on a regular basis. At the present time one
of the weaknesses of the ISSC is that the com-
mittees meet too infrequently to accomplish
much. By securing a steady source of funding,
the ISSC would have a day-to-day presence, and
an ongoing organization. Funding might be se-
cured by a variely of means: contributions
from member states on a formula basis or a tax
on interstate shellfish shipments are two possi-
bilities.

Working within present structure of the ISSC
many seem wise in light of the experience of
the Interstate Milk Shippers. Despite product
and industry differences IMS is highly success-
ful in its work. If the experience of the Milk
Shippers is any guide, the ISSC may become
more effective as the organization matures.

There are drawbacks to working within
the ISSC structure and establishing it on a
more permanent basis. Funding a cooperative



program like this is difficult under the best of
circumstances. State agencics would have to
make a commitment to allocate money and staff
resources to support the ISSC. More impor-
tantly, states must be willing to be flexible
about what they perceive W be their interests.
The cooperative nature of the ISSC as=ures
that there is no final arbiter of conllicis--the
states must collectively agree on what is in the
best interests of all. Finally, it may be diffi-
cult W secure cooperalion from those already op-
posed W the ISSC.

CONCLUSIONS

’l‘l}e problems of shellfish related disease
are cqmplex and not easily rectified. The mul-
tiple layers of government involved in the pro-

cess are an indication of the convoluted nature
of the problem. The ISSC as a mechanism to
reform shellfish sanitation is a positive step
that has brought together interested parties and
begun discussion of alternatives. The orga-
nization has also been successful in bringing up
to date the old NSSP manuals of operation.

The major problems faced by this organiza-
tion are those actions it has yet to take. Be-
cause ISSC is based on cooperative effort it is
unlikely that the group will take strong action
that may be damaging to ils constituencies.

Unless alternative methods of regulating
the harvest, processing, sale and transportation
of shellfish are seriously considered by public
officials, the difficulties of shellfish-related dis-
ease will continue.
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