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ABSTRACT

GLENDA R LEWS. A Survey of the Organization

nd Managenment of State Shelliish Prograns.
Under the direction of DR MORRI'S A “SH FFMAN)

The operational and intergovernmental practices of
state shel | fish prograns were examned to view the current
status of these state programs. A questionnaire was used
to performthe study. States are currently in conpliance
with directives and requirements of the Interstate
Shel I fish Sanitation Conference. (ostacles discovered to
efficient and effective state inplementation of these
duties include insufficient resources, state doubt in the
validity of established bacteriological standards, and a
general lack of legislative and public awareness. An
effective approach to aid in the coordination of state
efforts under the Conference is the full exchange of
i nformation anong neighboring states. A strong need
exists for a realistic and continuing evaluation of the
state role in shellfish managenment.
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CHAPTER |

I NTRODUCTI ON

Mol | uscan shel | fish have provided an inportant source
of food for the United States since colonial times while
simul taneously serving as an inportant econom c base for
many coastal conmmunities. In the early 1900's oyster
production along the Gulf and Eastern coasts of the United
States was a mmjor resource, often exceeding 100 mllion
pounds per year. This conpares to 53 mllion pounds
produced on all coasts in 1975 (Cem 1978).

Shel [ fish are found predom nantly in estuaries where
freshwater mixes with saline coastal waters. Estuaries
provide critical habitats for shellfish, while also serving
as nursery areas for an estimated 60 percent of the nation's
living marine resources. These val uable resources require
protection and nonitoring to ensure the health of the
Nation's shellfish popul ation.

Shel I fish exposed to polluted water may becone agents
of gastroenteric diseases. The quality of the water in
whi ch shel [ fish are grown presents the primary hazard to the
consumer. Shellfish, if contam nated, present a potential
heal th hazard to the consumer because 1) of the shellfish's
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ability to filter and concentrate pathogenic mcroorgani sns
and toxic substances fromthe environnment; 2) the natural

habitat of shellfish is alnost universally subject to some
degree of industrial, residential, or animal pollution; 3)
shel [ fish are frequently consumed either raw or partially
cooked; 4) harnful substances can be introduced into shucked
meats due to the nature of the shucking process; and 5)

i nadequate refrigeration of packed raw shellfish provides an

excel lent growth mediumfor bacteria (Federal Register,
1975) .

In order to provide adequate consumer protection and
mnimze potential health hazards, sanitary controls in the
managenent of shellfish must enconpass all phases of
shel I fish growth, production, and distribution —fromthe

growi ng area through all aspects of harvesting, processing,
packagi ng, storage, and distribution.

Currently, our shellfish resources are managed through
23 State shellfish prograns throughout the United States.
These State programs are, in turn, managed under the

National Shellfish Sanitation Programand the Interstate
Shel I fish Sanitation Conference.”

The National Shellfish Sanitation Programis a
vol untary cooperative program between the federal

governnent, shellfish-producing states, and the shellfish

*8A discussion of these programs is in Chapter |11,
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industry. The programhas as its mission the protection of
the consuner fromshellfish-borne illness, which is

acconpl i shed through the setting forth of guidelines for the
managenment of state shellfish prograns.

Upon its creation in 1982, the Interstate Shellfish
Sanitation Conference replaced the National Shellfish
Sanitation Program Like the National Shellfish Sanitation
Program the Interstate Shellfish Sanitation Conference is a
tripartite organization with federal, state, and industry
representation. The Interstate Shellfish Sanitation
Conference, however, is nore formally organized, with a
constitution, by-laws, executive board, and task forces.

States nmanage their prograns with the aid of uniform
sanitation standards established for each phase of bringing
safe shel[fish to the consumer —enconpassing the growth,

harvest, processing, packaging, storage, and interstate
shipping of shellfish. Criteria and standards for the

sanitary control of shellfish are contained in the National
Shel I fish Sanitation Program Manual of Qperations, Part |,
Sanitation of Shellfish Gowng Areas and Part ||
Sanitation of the Harvesting and Processing of Shellfish.
These standards have been formally adopted by the Interstate
Shel Ifish Sanitation Conference and by State agencies, which
incorporate theminto state laws or requlations.

Variations exist anong the participating states in the
operational and intergovernnental practices used to
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I mpl ement these standards. Such variations exist for

several reasons. Some are an inevitable result of
differences in geography or resources (specific species
abundance and distribution). Qhers result fromdifferences
in organizational structure, the availability of funds, the
priority level of the shellfish issue in state |egislatures,
or the amount of available staff to performthe varied tasks
required. The variations thenselves are not necessarily
detrinmental, however the nature and extent of the variations
may increase the risk of safe shellfish not reaching the

consumnmer .

Pur pose of the Study
The purpose of the study is to determ ne:

1) What variations exist anong the 23 shellfish
produci ng states in the operational and
I ntergovernmental practices used by themto
acconplish uniformshellfish control neasures, as
set forth by the National Shellfish Sanitation
Pr ogr am

2) What variations in these practices seemto be
undesirable in terns of inefficiency in
managenent ; and

3) What specific variations exist in these practices

that coul d endanger shellfish consunption
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Hypot hesi s

The greater the degree of variability, as well as the
frequency of variability among states in their operational
and intergovernnental practices when inplementing uniform
sanitation standards, the greater the potential risk to the
consuner of obtaining unsafe shellfish.

St at ement of the Probl em

State organi zational and managenent practices, with
regard to ensuring the safety and quality of shellfish, are
i nconsi stent throughout the 23 shellfish-producing states.

Thesi s St at enent

| nconsi stencies in State operational and
I ntergovernnmental practices in inplenmenting uniform
shel | fish control measures, as set forth by the Nationa
Shel I fish Sanitation Program have the potential to
jeopardi ze the safety of shellfish consunption.
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CHAPTER 1|

STUDY SPECI FI CATI ONS

bj ecti ves

1) To determ ne whether states are functioning within
the general framework of the National Shellfish Sanitation
Programand the Interstate Shellfish Sanitation Conference;

2) To determne what differing techniques and
strategies State shellfish prograns utilize in carrying out
their National Shellfish Sanitation Programand Interstate
Shel [ fish Sanitation Conference duties;

3) To determne whether a stronger or different State
role is needed to regul ate shellfish; and

4) To identify major obstacles to State action for
regul ating shellfish sanitation

Limtations and Constraints of the Study

Limtations, The major |imtation of the study is the
willingness and ability of the key State shellfish
regul atory officials contacted to respond at all, to respond
inatinmely fashion, and to respond accurately to inquiry
about the management of their state prograns.
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Constraint: The major constraint is the size of the
study. Consideration is given to the Interstate Shellfish
Sanitation Conference participant states which are

shel | fi sh-produci ng states.
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CHAPTER 111

REVI EW OF RELEVANT LI TERATURE

I nt roducti on

The purpose of this chapter is:

1) to informthe reader of devel opnents in food
safety and protection by reviewing the first
federal food | aws;

2) to informthe reader of devel opments in shellfish
regulation, in particular; and

3) to informthe reader of the current status of the
control of shellfish resources in the United

St at es.
Presented is a brief legislative history of food
control in the United States, in general, with enphasis on

the history of shellfish control and its application to
current shellfish control practices.

H story and Background
Regul ation of Food in the United States

Today the United States food supply is generally
recogni zed as one of the world' s safest. It is also one of
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the nost conplex. Nunmerous federal programs” exist through
whi ch the government is involved in food regulation. To
fully appreciate the conplex structure of food and drug
control today requires some know edge of the history of
federal food protection. Two major federal food |aws are
covered: the Food and Drugs Act of 1906 and the Federal
Food, Drugs, and Cosnetic Act of 1938.

The original incentive for the beginning of food
processing regulations was the recognition and realization
that the consunption of inpure foods contributed to many
cases of illness and even death. An 1879 bill introduced in
Congress "for preventing the adulteration of articles of
food and drink" (Congressional Record, 1879) marked the
first attenpt at Federal control of food for protecting the
consunmer. It also initiated a 27-year battle, resulting in
the enactment of the Pure Food and Drugs Act of 1906. This

act defined "adulterated foods" and instituted the first

food inspection programto apply to all foods in interstate

conmer ce.

In the years following its enactment, severa

[imtations of the 1906 act were noted. The Chief of the

Bureau of Chemistry (later to becone the Food and Drug

"Mpjor food safety related prograns can be seen in
Appendi x " 3.

. ™A chronol ogy of federal food safety and related
| egi slation can bé seen in Appendix 4.
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Admi ni stration) included the followng limtations in his

1917 annual report (1917 Report of the Bureau of Chem stry,

1951):

1) lack of legal standards for foods;

2) lack of authority to inspect warehouses;

3) need for greater flexibility to prescribe the
di sposition of inports; and

4) no ban on the addition of poisonous substances to
f ood.

As a result, between 1906 and 1938 the Food and Drugs
Act was amended several times in attenpts to strengthen the
law. ™ A 1933 bill to supplant the "outworn nechanisn' of
the 1906 | aw outlined several new provisions which would
permt increased regulation over foods (1933 Annual Report).
Stated provisions included:

1) Informative |abeling would be required;

2) The pronul gation of definition and standards for
food, which wll have the force of |aw, would be authorized;

3) The prohibition of added poisons in foods or the
establ i shment of safe tol erances woul d be provided for;

4) The operation of factors under federal permt would

be prescribed where protection of public health would not be

ot herwi se affected; and

"See Appendi x 4.
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5) More severe penalties, as well as injunctions, in
the case of repeated of fenders woul d be prescribed.

Qpposition to this bill occurred and a succession of
Congressional bills followed in the next four years. These
events cul mnated on June 25, 1938 when the President signed
Public Law 717, the Federal Food, Drug, and Cosnetic Act of
1938, into law. This was the first major statutory revision
of the 1906 act and has subsequently been anended several
times.”

The Food, Drug, and Cosnetic Act (21 USC 301-392) is
the basic food and drug law of the United States. Wth its
numer ous anmendnents it is the nost extensive law of its kind
in the world. Many State food |aws are patterned after the
federal |aw, and some have provisions to add automatically
any new federal requirenents.

The Food and Drug Adm nistration under the Federa
Food, Drug, and Cosnetic Act as amended (21 USC 301) has
responsibility to ensure that foods, including fish and
shel I fish, shipped or received in interstate conmerce are
safe, are processed under sanitary conditions, and are not
adulterated. |f the Food and Drug Adm nistration finds
unsanitary plant conditions, adulterated products, or a
contam nated product, it can take any of the follow ng |egal
actions: "(1) prosecute anyone who violates the provisions

NSee Appendi x 4,
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of the act; (2) enjoin a plant or individual to correct the
unsanitary plant conditions; and (3) seize a food that is
adul terated or contamnm nated when i ntroduced to or while in
interstate traffic." (1979 Report) |In practice, these
powers are sel dom used by the Food and Drug Admi nistration
to insure that fresh or frozen shellfish are safe. | nst ead,
the Food and Drug Administration relies on its participation
in the National Shellfish Sanitation Program and the

Interstate Shell fish Sanitati on Conference to achieve its

pur pose.

Regul ati on of Shellfish in the United States

Prior to 1925, United States shellfish resources were
not a federal priority. The value of these resources,
however, was reflected in State control nmeasures, such as
bact eri ol ogi cal sanpling of shellfish, inspection of
processi ng plants, and sone inspection of shellfish grow ng
areas. New York state passed legislation as early as 1715.
O her states to pass early |egislation were New Jersey
(1730) and Rhode Island (1734). Such | egislation was
directed to the regulation of harvesting, with a goal to
protect the renewabl e shellfish resources in order to assure
a conti nui ng supply.

Public health controls of shellfish becane a nati ona
concern in the United States in the late 19th and early 20th

century, upon the realization by public health authorities
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of a large nunmber of outbreaks of illnesses associated with
consum ng raw oysters, clans, and nussels. In the wi nter of
1924, there occurred in New York G ty, Chicago, and

Washi ngton, D.C. a wi despread typhoid fever outbreak traced
to the consunption of oysters contam nated by sewage
pollution. In response to the seriousness of the outbreak
and the | oss of confidence in the shellfish industry, |ocal
and State public health officials and the shellfish industry
requested that the Surgeon CGeneral of the United States
Public Health Service devel op necessary control neasures to
ensure a safe shellfish supply to the consuner.

| n accordance with this request, the Surgeon General
call ed a conference of representatives from State and
muni ci pal health authorities. State conservation
conm ssions, the Bureau of Chem stry, the Bureau of
Fi sheries (now the National Marine Fisheries Service) and
the shellfish industry. This historic conference was held
in Washington, D.C. on February 19, 1925 (US Public Health
Servi ce, 1925).

It is inmportant to note that many federal and State
agencies were represented, as well as key nmenbers of the
shel I fish industry. This cooperative approach was the first
of its kind ever attenpted toward federal food protection
and woul d set a precedent for future shellfish control.
Under the cooperative approach with State control agencies,

the Public Health Service woul d provi de assistance and
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pronote the devel opnent of basic control practices, which
the states would adopt. The nenbers of the conference
recomended ei ght resolutions for the sanitary control of
the oyster industry (Federal Register, 1975). The

principles of shellfish sanitation resulting fromthis

conf erence i ncl uded:

1) "The beds on which shellfish are grown nust be
determ ned, inspected, and controlled by sone
official State agency and the US Public Health
Service. "

2) "The plants in which shellfish are shucked or
ot herwi se prepared or packed by the shipper nust
be controlled by sone official State agency and
the US Public Health Service."”

3) "There nust be such governnental supervision and
such trade organi zation as will nake plain the
source of shellfish and will prevent shellfish
from one source being substituted for those from
anot her source. This will be chiefly a problem of
t he i ndividual State."

4) "The nethods of shipping nmust be supervi sed,

i nspected, controlled, and approved by the proper
official federal and State agency."

5) "The product nust conformto an established
bacterial standard and nust neet federal. State,

and |l ocal laws and regulations relative to

14
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salinity, water content, food proportion and

conformto the Pure Food Laws standards."”

15

The public health controls and principles fornul ated at

t he 1925 conference becane the basis of the Nati onal
Shel I fi sh Sanitation Program

To i npl enent the program nenbers of the 1925
conference agreed to publicize those states which had
adopted the principles, in what is known as the Interstate
Certified Shellfish Shippers List. The producing states
woul d i ssue "Certificates", i.e., a pernmt to operate, to

those shellfish shippers neeting agreed upon sanitary

st andar ds.

None of these matters were formalized in federal
regul ati ons, but relied upon a voluntary approach to
convince state officials of the inportance of adopting

control practices. The voluntary approach relies on the

enactnent of State |laws along with federal technical support

and i ndustry participation. The National Shellfish
Sani tati on Program has been entirely dependent upon this
approach for over 75 years.

To further inplenent this cooperative, voluntary
program each partner accepted responsibility for certain
procedures toward controlling shellfish growi ng areas and
mai ntai ni ng sanitary conditions in shellfish processing

pl ants (US Departnent of Health and Human Services, 1986):
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*Each shellfish shipping state agreed to adopt adequate
|l aws and regul ations for sanitary control of the shellfish
i ndustry, neake sanitary surveys of growi ng areas, delineate
and patrol restricted areas, inspect shellfish plants, and
conduct such additional inspections, |aboratory
i nvestigati ons, and control neasures as necessary to insure
that the shellfish reaching the consuner had been grown,
harvested, and processed in a sanitary nmanner. Al ong with
this, states issued nunbered certificates and forwarded
copies of the interstate certificates to the Food and Drug
Adm ni strati on.

*The Food and Drug Adninistration agreed to serve in an
advi sory capacity review ng State prograns and suggesti ng
i nprovenents. Included in this was the inspection of a
representative nunber of shellfish processing plants.® On
the basis of informati on obtained, the Food and Drug
Adm ni strati on woul d endorse, or w thhold endorsenent, of
each State program A list of valid interstate shipper

certificates issued by State control authorities with Food

AQui delines for federal appraisal of State Shellfish
Sani tati on progranms were adopted in 1965 and can be found in
US Departnent of Health, Education, and Wl fare, Public
Heal th Service, Division of Environmental Engi neering and
Food Protection, Shellfish Sanitation Branch. Nat i onal
Shel | fi sh Sanitati on Program Manual of Operations, Part 111
Public Health Service Appraisal of State Shellfish
Sani tation Programs, 1965. This manual is no | onger used in
f ederal evaluation of state prograns. Parts | and Il of the
Manual of Operations are used.
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and Drug Adni nistration endorsed prograns was published
nont hl y.

*The shellfish industry agreed to harvest and process
shel |l fi sh under sanitary conditions. This included
obt ai ni ng shell fish fromsafe sources, providing plants
whi ch met the agreed upon sanitary standards, placing the
proper certificate nunber on each package of shellfish, and
keepi ng and naking available to the control authorities
records which would show the origin and di sposition of al
shel | fi sh.

The basic public health principles formulated in 1925
for the National Shellfish Sanitation Program have renai ned
unchanged. Program procedures, however, have been
periodical ly updated and inproved.”

In 1954, the first of ten National Shellfish Sanitation
wor kshops was hel d in Washington, D.C " The purpose of the
wor kshop was to provide a forumfor the three Program
participants to: 1) recomrend changes in the programs
admi ni strative procedures and technical standards; 2) review

AA list of previous editions of Manual of Qperations

for the National Shellfish Sanitati on Program can be seen in
Appendi x 5.

Nat i onal Shellfish Sanitation Program Wrkshops were
held in 1954, 1956, 1958, 1961, 1964, and 1968 under Public
Heal t h Servi ce sponsorshi p. In 1971, 1974, 1975, and 1977
t he Food and Drug Adni ni strati on sponsored workshops as part
of its adm nistrative role in the National Shell fish

Sani tati on Program
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research needs and ongoi ng projects; 3) discuss state
program activities and energi ng problens; and 4) descri be
new federal |egislation, regulations, and prograns (Nati onal
Shel |l fish Sanitati on Program 1977).

In 1968, responsibility for the shellfish sanitation
program was noved fromthe Public Health Service to the Food
and Drug Administration. The change in adm nistration
brought with it drastic changes for the National Shellfish
Sanitation Program The Food and Drug Adm nistration's
enforcenent orientation led to problens with state prograns.
Vari ous state prograns began to diverge fromthe established
standards. The Food and Drug Adm ni stration threatened not
to endorse the states' prograns. However, since
participation in the programis voluntary, the federal arm
of the program has no | egal authority to enforce state
compliance with the established standards. Renoval of
f ederal endorsenent of a state programwas the only action
avai l able to ensure the safety of shellfish as a food

sour ce.

Renoval of federal endorsenent of a state program
results in the decertification of that state. Wt h
decertification, any shellfish originating in state waters
are no |l onger allowed to be transported in interstate
comrer ce. Decertification also renoves the power of states
to issue certificates, thus preventing shellfish deal ers

fromoperating. The nanmes of these dealers are al so renoved
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fromthe Interstate Certified Shellfish Shippers List. Once
removal fromthis |ist has occurred, other states agree to
no | onger accept shellfish fromthe decertified state. Such
actions facilitate state conpliance with Nati onal Shellfish
Sanitati on Program guidelines and facilitates the preventi on
of shellfish fromthe decertified state ever reaching the
mar ket .

Accordi ngly, the Food and Drug Adm ni strati on proposed
formal Federal regulations for a "National Shellfish Safety
Program in the Federal Register (1975). The proposed
regul ations were to legalize the National Shellfish
Sani tati on Program and gi ve the Food and Drug Adm ni stration
authority to adm ni ster the program under federal nmandates.

Eval uati on of comments received in response to the
proposed regul ations |l ed the Food and Drug Adm nistration to
deternmi ne that National Shellfish Sanitation Program goal s
woul d not |ikely be reached through the pronul gati on of
federal regul ations. Subsequently, revision of the 1965
Manual s of Qperation was chosen as a better approach to
strengt heni ng the program (Federal Register, 1985).

During this period many shellfish produci ng states were
concerned that sone state shellfish control agencies were
not adopting the revisions in a uniformand timely manner.
For this reason, other methods for strengthening the program
were al so sought. The primary method chosen was the

creation of a voluntary organi zation patterned after the
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Nat i onal Conference of Interstate M I kshi ppers program
Thi s program has been successful since 1950 in assuring a
nati onwi de safe and whol esone nmil k supply and was used as a

nodel for developing the Interstate Shellfish Sanitation

Conf er ence.

Current Situation

The I nterstate Shell fi sh Sanitati on Conference

In 1982 the Interstate Shell fish Sanitati on Conference
was formed in Annapolis, Maryland. Constitution, By-Iaws,
and Procedures were adopted establishing "a variable
organi zation with the stated purpose of fostering and
i mproving the sanitation of shellfish through interstate
cooperation and through unifornmity of State shellfish
programs."” (Interstate Shellfish Sanitation Conference,
1982) The organi zation allows for input from State
regul atory officials and i ndustry under the health unbrella
of the Food and Drug Adm ni stration.

To achieve its goal, the Interstate Shellfish
Sani tati on Conference agreed to adopt a set of guidelines
for the sanitary control of shellfish. At the first annual”
neeting held in 1983, the Interstate Shellfish Sanitation
Conf erence adopted the National Shellfish Sanitation Program
Manual of Operations, Parts | and Il, 1965, and fornal

procedures that enabled it to adopt changes in the

Manual .
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In addition, the business of the Conference is net
t hrough the exi stence of an executive board, task forces,
comm ttees, and annual neetings, as provided for in the
constitution and by-I aws.

Conmittees are devel oped pertaining to the specific
issue referred to them by the Task Forces. Routi nel y,
committees are set up thirty to sixty days after the annual
neeti ng. Experts in the area under consideration by the
committee are sought as conm ttee nmenbers. Initially,
menbers are obtai ned on a voluntary basis. I f, however,
after this first approach a committee | acks the nunber
necessary to acconplish its goals, nenbers are solicited by
the Interstate Shellfish Sanitati on Conference chair man.

Committee nenbers neet throughout the year, usually by
phone. A d, unresolved issues carried over fromthe
previ ous annual neeting are deliberated throughout the year.
On the Sunday and Monday prior to voting at the next annual
neeting, the commttee nenbers neet to finalize their
position on the issues prior to submtting themto the
appropri ate Task Force. On Tuesday and Wednesday prior to
voti ng, the Task Forces neet and consider the old issues
submtted to them by committee. At this point, the issues
are either adopted and a report submtted to the general
assenbly or referred back to conmttee for further
del i berati on. On Thursday, voting by State del egates takes

pl ace.
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At the annual neetings, voting State del egates have the
authority for adopting policies, procedures, and guidelines.
New itens to be voted upon are subnitted to the appropriate
Task Force whi ch deli berates and takes one of two courses of
acti on: 1) if the Task Force can not resolve the points in

question, it refers the issues to conmttees for further

deli beration (these are now old i ssues to be deli berat ed
upon for the next annual neeting); or 2) if the Task Force
can resolve the points in question it issues a recomended
action to the voting del egates. Consideration of the
recommendati ons and subsequent voting takes place in the
open general assenbly. To assure that adequate

consi deration by the Task Force is given to each suggesti on
or proposal, new itenms nust be submtted three to four
nont hs prior to the next Conference neeting.

Once a Task Force's findings are accepted, the proposal
is forwarded to the Food and Drug Adm nistration for review
to insure its consistence with existing federal | aws,
regul ati ons, and Conference policies and procedures.

Fol | owi ng Food and Drug Admi ni stration approval, states
begi n i ncorporati ng the recommended policies, procedures, or
guidelines into each State's regulations or | aws through
their own Administrative Procedures. Although State
participation is voluntary, the Food and Drug Adm nistration

can enforce the adopted requirenents through its regul atory

control of interstate commerce.
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Conference activities are directed by an executive
board. Menbers of the board include elected representatives
of State and industry on a specified regional basis, and a
Food and Drug Administration representative. Only State

representatives, however, have voting rights on the board,

as well as on the task forces.

The Food and Drug Admi nistration serves, within
gui del i nes agreed upon in a Menorandum of Understanding with
the Interstate Shellfish Sanitation Conference "as an
eval uator of the State's program conpliance with the
Interstate Shellfish Sanitation Conference national program
a training and standardi zati on agency, and as a channel for
di ssem nation of information" (Interstate Shellfish
Sani tation Conference, 1982).

Anot her aspect of United States shellfish regulation
concerns shellfish of foreign origin. Such shellfish are
not under the direct scope of this study, but require
ment i oni ng.

The inportation of fresh or frozen shellfish are
subject to the provisions of the Federal Food, Drug, and
Cosmetic Act (and if in consunmer size packaging, to the Fair
Packagi ng and Labeling Act) and to additional controls under
the National Shellfish Sanitation Program

As the basis of the National Shellfish Sanitation
Programis to assure safe shellfish through stringent

application of sanitary controls at the source, inportation
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of shellfish under this program poses sone problens. For
exanple, in the absence of known growi ng water quality, an
obj ective analysis is not adequate to assure the safety of
i nported shell fish. In addition, there are no practicabl e,
anal ytical procedures for detecting the broad spectri om of
potentially harnful contanm nants and naturally occurring
mari ne bi otoxins common to shellfish worldw de. Further, it
is recogni zed that shellfish anal yses al one are neither
reliable nor indicative of the unsanpled portion's quality.
Thus, to assure the quality of inported shellfish and avoid
out breaks of illness, additional national Shellfish
Sani tati on Program controls are used and those foreign
countries that satisfactorily apply these controls are
entitled to certify shellfish products.

For a foreign country to becone a National Shellfish
Sani tati on Program partici pant, an official agency of that
country agrees to the general terns of the Program through
t he nmeans of a nenorandum of understanding with the Food and
Drug Admi nistration. The countries currently having
ef fecti ve nenoranda of understandi ng are Australia, Canada,
Engl and, |cel and, Japan, Korea, Mexico, and New Zeal and.

A country wishing to negotiate a shellfish nenorandum
of understandi ng must supply to the Food and Drug
Adm ni strati on evidence that denonstrates that the
governnent has |aws, rules, and regul ati ons equi valent to

t hose required under the Manuals of Cperation. Also, the
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government shoul d have the resources necessary (trained
personnel, laboratory facilities, etc.) to provide controls
over the country's export shellfish industry.

Once a country has an effective menorandum of
understanding, its shellfish control authority may submt
certificates of their certified shellfish shippers to the
Food and Drug Administration. The Food and Drug
Adm nistration in turn, publishes all the certified shippers

inthe Interstate Certified Shellfish Shippers List.

Sunmar y
The history and background of United States food
regul ation and shellfish regulation, in particular, are
outlined. The method of operation of the Interstate
Shel I fish Sanitation Conference is also given. Inported

shel I fish and problens related to their control are also

nenti oned.
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CHAPTER | V

RESEARCH METHOD AND DATA COLLECTI ON

Met hod of Research

A survey is the method of research used. The study is
based on an investigation into the use of differing
operational and intergovernnental practices by State
shel [ fish sanitation prograns in maintaining safe,
mar ket abl e shel I fish, as well as environnental |y healthy

growi ng areas and harvest grounds.

| nstrunent of the Study

The primary method of inquiry is a questionnaire
presented to key State shellfish regulatory officials (see
Appendi x 6). The questionnaire is divided into four najor

cat egori es:
. Organi zation and Policy

1. Intergovernnental Program Activities

I11. Operations
V. Program Activities & Functions

The questionnaire is directed to aspects of the State
shel | fish sanitation prograns, which are determ nants of

safety. Particularly of interest are 1) the operational
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aspects of water quality surveys, 2) growi ng area
classification and patrol, and 3) intergovernnent al
activities. Effective managenent of these areas is crucia
in achieving shellfish of safe quality and maintaining that
t he consuner is protected fromharnful shellfish

Insights into the operation and managenent of the State
shel [ fish programs is inportant for an understanding of the
present status of shellfish control and a necessity for

future program pl anni ng.

Description of Research Popul ation
The popul ation under study is the State Shellfish
Sanitation Prograns of the 23 shellfish-producing states in

the United States. These states are participants in the
Interstate Shel |l fish Sanitation Conference.

Research Procedure

Questi onnaire Devel opnent

Research indicated that states are responsible for five
maj or functional duties in the managenent of their state
progr ans:

1) survey of grow ng areas

2) plant inspections

3) patrol activities

4) | aboratory anal ysis

5) resource nanagenent.
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The focus is on the intergovernnmental and operationa
practices utilized in performng the above functions, as

ot her studies have been conducted concerning the technica
aspects and problens facing the shellfish industry (National
Shel I fish Sanitation Wrkshop Proceedi ngs, 1971, 1974,
National Marine Fisheries Service, 1977, Hunt, 1979; Dressel
et al., 1983; Tuttle, 1985).

To gather this information, questions were needed which
addressed agency responsibility, resource allocation, and
managenent techni ques. Questions of resource allocation and
fundi ng, however, were omtted on the advice of federa
shel I fish officials. Such information, though known by
state shellfish regulatory officials, is not always readily
accessible to them A lengthened response tine by state
officials to the questionnaire was assumed to result.

States have al so been reluctant to supply such information
on past federal surveys. For these reasons it was suggested
that resource allocation and funding questions be omtted,

as they woul d perhaps contribute to a dimnished nunber of
responses or delays in response tine.

The questionnaire was designed to acconplish the
obj ectives based on the above specified five functional
areas. Categories | and Ill, Organization and Policy, and
Operations, respectively, were designed to answer questions
of agency responsibility. Categories Il and |V,

| nt ergovernnental Program Activities, and Program
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Activities and Functions, respectively, were designed to
answer questions concerni ng managenent techniques.

Questions were designed to be clear, concise, and
readi |y answerable. To further facilitate receiving as many
responses as possible, a summary of responses was offered to
t hose respondents who wi shed to receive the results of the
survey. Questionnaires were sent to key state shellfish
regul atory officials in charge of growi ng areas. These
officials were sel ected based on their access to information
of their state's overall shellfish operations.

During the devel opnent of the questionnaire, great
interest in the study was expressed by the Food and Drug
Adm ni stration and the National Cceanic and Atnospheric
Adm nistration. The Food and Drug Adm nistration's interest
stemmed fromtheir concern about the role of the states in
the Interstate Shellfish Sanitation Conference. The study

al so parallels the Food and Drug Admnistration's role in
the Interstate Shellfish Sanitation Conference of eval uation

of state prograns.

The interest expressed by the National Cceanic and
At mospheric Adm nistration focused on the intergovernmenta
aspect. Prior studies conducted by themwere simlar, but
focused more on technical aspects. The present study coul d

add information to their data base by contributing a deeper
insight of the State role under the Interstate Shellfish
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Sanitation Conference in respect to state intergovernnenta
activities.

Pil ot Test

A pilot test of the questionnaire was conducted prior
to the mailing of the survey itself. Input was solicited
fromstate as well as federal shellfish regulatory
officials. Feedback for the pilot test was directed
primarily to the expected willingness of state officials to
respond at all, to respond in a timely fashion, or to
respond accurately to the inquiry about the nmanagement of
their state prograns. Further comments on content,
structure, and length were also invited.

Federal shellfish regulatory officials were fromthe
Food and Drug Adm nistration and the National Oceanic and

At nospheric Admnistration. Two state shellfish regulatory
officials were chosen fromNorth Carolina and South

Car ol i na.

A copy of the questionnaire was mailed to both sets of
officials. State officials responded by mail, while federal
officials responded by phone. Responses to the pilot test
i ndi cated the need for mnor structural and content changes.
Al'so nentioned was the |ikelihood of state response. It
shoul d be noted that the Interstate Shellfish Sanitation
Conference and the National Cceanic and Atnospheric
Adm nistration were conducting studies of state shellfish
prograns (also utilizing questionnaires) in the sane tine


NEATPAGEINFO:id=8CE1C086-77B6-4FCF-8535-FF7CC9C2E9C4


31

frame of this study. Response fromfederal officials
suggested that such a coincidence could lead to a dimnished
nunmber of responses.

A copy of the cover letter, title page to the
questionnaire, the questionnaire, and a list of the key
state regulatory officials to whom questionnaires were sent
can be seen in Appendi x 6.

Di stribution and Fol | ow up

Ten of the twenty-three states contacted responded to
the initial miling of the questionnaire. O these ten,
three returned additional information on their state's
current policies and regul ations for managing shellfish
resources. The additional information included copies of
state statutes and program gui del i nes.

One nonth after the initial mailing, rem nder notes,
along with an additional copy of the questionnaire, were
sent to delinquent responders. Fromthis followup effort,
eight additional responses were obtained, for a total of 18
responses fromthe pool of 23 questionnaires distributed.

OF these eight, three returned additional information on
their state's current policies and regul ations for nmanaging
shel | fish resources. The additional information included
menoranda fromagency to industry, managenent plan criteria
for grow ng water reopenings, grow ng area surveys, and a
summary of bacteriology laboratory sanpling. Additionally,
four of the 18 states responding included informtion on
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agency responsibility and the organizational structure of
their state's shellfish prograns. A copy of the follow up
note can be seen in Appendi x 6.

Dat a Processi ng

Results of the survey are tabulated and presented in
the follow ng chapter. Approximtely 78% of those surveyed
responded. Results of each question are given, followed by
a discussion of each response individually, where needed.
This is followed by a general discussion of all responses

and a sumary.

Summar y
The nmet hod of research and data collection for the
study are outlined. The instrunment of the study, the

research population, and the research procedure is given in

det ai | .
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CHAPTER V
RESULTS OF THE SURVEY
ou wish to receive a sunmary of infornation submtted by
of the states responding to'this questionnaire?

¥§s %8 Send t o:

ORGANI ZATI ON AND PCLI CY

Do you have a division or agency which specifically
regul ates shellfish? (Check appropriate response)

Yes 18 No (@]

Al'l states respondi ng had existing shellfish programns.

What specific activ s or functions is each division/

itie
agency responsi ble for?
Functi on Di vi si on/ Agency

Survey of Growi ng Areas
Pl ant | nspecti ons
Patrol Activities
Laborator%hAnalyS|s

Resour ce nagenent
(relaying)

Responses indicate that current agency o
responsibility for state shellfish programs lies within
specific divisions of State Departnents of Health or of
Environmental Control/Natural Resources. Wthin these
divisions, the hierarchy of responsibility is further
divided to extend responsibility to the |evel of
Bur eau/ Branch or Secti on.

El even states who responded share resPonsibiIity
for the above functions between either of the two
departments stated above. Six states who responded
have general responsibility for their shellfish
prograns only within one departnent (either their
departments of Health, as wth 3 of these 6 states; or
w th their departments of Environnental Control/Natural
Resources, as with the other 3 states). In the
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remai ning state, responsibility for the nanagement of
heal th and environnental concerns lies within one

depart nent.

It should al so be noted that eight of the
respondi ng states share responsibility for patro
activities wwth | aw enforcenent departnents or
divisions in their state. |In one case, this
responsibility has legally been given to | oca
communi ties. Likew se, one state shares |aboratory
duties with |ocal and county | abs.

Act ual resPonsibiIity, in terns of inplenmenting
duties on a daily basis, for the specific functions
|isted above, lie at the Bureau/Branch or Section
organi zational |evel of hierarchy, particularly in
regional offices. A nodel state organizational chart
toillustrate the different |evels of hierarchy
di scovered can be seen in Figure 1.

What is the total number of full-time staff enployed
wi thin the division/agency who are responsible for the
managenent of shell fish?

~ Responses to this question range from3/4 of a
osition to 279. It was noted in sone instances that
ull-tine staff have ot her duties besides shellfish

and, as such, only devote part of their tinme to
shel | fi sh.

O this nunber, how many full-tine staff carry out the
follow ng regulatory duties and responsibilities in
managi ng shellfish in your state?
Growi ng Area Surveys
Pl ant | nspecti ons
Patrol Activities
Laboratory Anal ysi s
Resour ce Managenent

34

For tabul ation purposes, states have been divided

into three categories based solely on the nunber of
shel I fish staff indicated in response to the above
question. This categorization should in no way be
related to the amount of a state's production of
shel I fish or the subsequent narket values of this
shellfish. The three categories and their criteria

1) Mnor Shellfish States - Zero to ten state
personnel responsible for shellfish nanagenent.

2) Median Shellfish States - Eleven to fifty
state personnel responsible for shellfish managenent.
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FI GURE 1.

MODEL STATE

Di vi sion
o

Bur eau

Bur eau Bur eau

ORGANI ZATI ON CHART

Di vision
o

Regi on

State
Depar t ment

Brancri

Regi on

0]
Di vi sion
o
Branch
Section Sect i
Region  Regi on

Br and!

on

Di vision
o
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3) Major Shellfish States - Greater than fifty state

personnel responsible for shellfish managenent.

Seven states who responded can be classified as
m nor shellfish states. Responses range from3/4 of a
position to ten. In this category it should be noted
that nunber of full-time staff is no way reflective of
shell fish agency size. Likew se, the capability of
shel |l fi sh managenent in these states should not be
di m ni shed. Three states have one person responsi bl e
on a full-tinme basis. Qoviously duties in any of the
five categories nust be shared. A npbre accurate
account, in the case of such small nunbers, includes
| ooki ng at the nunber of agency staff in terns of
per son-years.

Ni ne states who responded can be classified as
medi an shellfish states. Their range of responses was
from11-43 full-tinme staff.

Two states who responded can be classified as
maj or shellfish states. Responses of 182 and 279 full -
time staff for shellfish regulatory duties was given.

I NTERGOVERNVMENTAL PROGRAM ACTI VI Tl ES

I ndi cate frequency of contact your state has with the
foll owi ng federal agencies regarding shellfish
managenent. (Please indicate with correspondi ng
nunber.)

very frequent frequent i nfrequent rare none

a = = = L

Food & Drug Adm ni stration (FDA)
Nat i onal Marine Fisheries Service (NVS)
Nati onal Cceanic & At npspheric

Adm ni strati on ( NOAA)

Responses indicate that all states respondi ng have
sone degree of contact with the Food and Drug
Adm ni stration. Agency contact with the National
Cceani ¢ and At nospheric Administration, in general, and
its National Marine Fisheries Service, in particular,
however, are infrequent or rare. The responses
obt ai ned can be expressed in the foll ow ng percentages,
based on responses of frequent and very frequent
contact: <contact with the Food and Drug Admi nistration
- 94% contact with the National Marine Fisheries
Service - 22% and contact wth the National Cceanic
and At nospheric Adm nistration - 17% A synopsis of
the results can be seen in Figures 2-4.
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NUMBER 10-

FIGURE 2.

FREQUENCY OF STATE CONTACT W TH THE
FOOD AND DRUG ADM NI STRATI ON

Very Frequent i nfrequent Rare
Frequent

FREQUENCY OF CONTACT

None
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NUVMBER

STATES

18-
17-
16-
15-
14-
13-
12-
11 -

FI GURE 3.

FREQUENCY OF STATE CONTACT W TH THE
NATI ONAL MARI NE FI SHERI ES SERVI CE

Very Frequent | nf requent Rare
Frequent

FREQUENCY OF CONTACT

None
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NUVBER

OF

STATES

18-
17-
16-
15-
14-
13-
12-

11

FI GURE 4.

FREQUENCY OF STATE CONTACT W TH THE
NATI ONAL OCEANI C AND ATMOSPHERI C ADM NI STRATI ON

H
VN

Fr\é&ﬂé/m':r equent | nfrequent Rare None

FREQUENCY COFCOMTACT
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Di scussion: Frequency of contact is inportant because
the sharing of infornmation can facilitate a nore

coordi nated federal, state, and industry program
.Freguenc of contact with the federal agency
specified is loosely defined, here referring to contact
on a basis of approximately less than or equal to once
a month and up to quarterly contact.

Based on the responsibilities of each agency
toward shellfish resources, the responses were both
expected and surprising. It was expected that Food and
Drug Admi nistration contact would be high, as this
agency has the responsibility for the eval uation of
State shellfish prograns. On the other hand, since the
Nat i onal COceani ¢ and Atnospheric Administration, in
respect to shellfish, is responsible for assisting the
States in managi ng, using, and conserving resources in
t he coastal zone, a frequency of contact greater than
17% was expected. Authority for these actions is given
to the National Cceanic and Atnospheric Adm nistration
in the Coastal Zone Managenent Act of 1972.

Response to contact with the National Marine
Fi sheries Service was not as surprising. This agency
has the responsibility toward shellfish resources of
managi ng, conservi ng, devel opi ng, and Frotecting l'iving
mari ne resources which depend upon heal thy and
productive mari ne habitats. Response was not as
surprising with this agency because its authority under
t he Nhgnuson Fi shery and Conservation Act of 1976 is
for federal waters three to two hundred mles out to
sea. State waters, where shellfish resources are

primarily found, are still under the authorization of
t he States.

I's your state currently involved, or has it been
involved within the past 2 to 5 years, in interstate
activities that would have an inpact on shellfish

growi ng waters (i.e., the Chesapeake Bay Agreement of
1983) ?

T e— ——= =
Currently invol ved 5
Past 2-5 years 2
> =
Not Appli cabl e 8
(for states who do not

share an estuary contai ni ng
shel | fi sh resources)

If Yes, please refer to the foll ow ng:
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2b.

2cC.

2d.
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Whi ch states are i nvol ved?

The states currently involved in interstate
agreenents have these agreenents with at | east one, and
up to four other states involved. On the average,
agreenents currently undertaken involve four states
sharing responsibilities.

Are the interstate activities undertaken by your state
gui ded by witten Menoranda of Understandi ng (MOUs),
nonformal i zed agreenent, |egal agreenent, or other?

| Oy > W . ——— A

Nonf ormal i zed Agr eenent 4

Legal Agr eenent 2
< o Fa e =

(pl ease indicate)

1) National Shellfish Sanitation Program and
Interstate Shellfish Sanitation Program
cooperative agreenent and

2) Joint ventures based on geography, concerning
val ue and cl ean- up.

If No, please refer to the foll ow ng?

I's your state planning to becone involved in interstate
efforts within the next 1-2 years?

Yes (0] No 4 Don't Know 1

Whi ch of the foll owi ng have you encountered as
obstacles to fornming interstate agreements?

Unwi | I i ng Nei ghbori ng St at es
Honmne State Unw il il i ng
Geogr aphi cal Location of Honme State
Lack of Conmmuni cati on Channel s
wi th Nei ghbori ng St at es
O her (pl ease | ndi cat e)
1) State agency has not pursued
i nterstate agreenents;
2) Lack of need;
3) Shared estuaries are uncl assified
(unsurveyed; unapproved); and
4) The question has not cone up
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3. Check the followi ng strategi es which your state al one
(nonregional efforts) has undertaken in the last 2 to 5

years to i nprove or safeguard shellfish.

Citizen Advi sory Board (CAB) 5
Enf or cenent Conferences (EC) 6
Environmental Quality Standards (EQS) 13
Tax I ncentives (T1) 1
Civil Court Action (G CA) 6
Crimnal Court Action (CrCA) 8
Shell fish Task Force (STFH) 7
NN e == C | . ] ) A
Ot her (pl ease list) (O 6
1) Establishnment of a | ot sanpling
program for approved grow ng areas.
2) Moderni zati on of the state's
shel Il fi sh program through i ncreased
techni cal capabilities;
3) Creation of a water quality authority
t o enhance and protect grow ng areas;
4) Revi ew of NPDES applications and
regul atory pernit review, and
5) Creation of a joint action group -
A cooperative venture between | egi s—
lature, citizens, seafood deal ers,
and harvesters to propose | egislation.
6A) Legislative action to ban overboard
di schar ges;
6B) Trai ning programfor nunicipal shellfish
conservation officers.

The total nxinber of states which used each
strategy can be seen in Figure 5. It should be noted
that not all states used all categories. The range of
strategi es used per state is fromO0-5 strategies. The
follow ng distribution was observed:

Nunber of Strategies Nunber of States
Used per State
|, S— —_— =
— . @ L ——
f— —
—_——— . @
—. ————
- —_———

The use of strategies per state can be seen in Figure 6.
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FI GURE 5.
STATE USAGE OF STRATEG ES

TOTAL
NUVBER
/\
CB EC ECS T CCA G CA STF N 0
STRATEGY USED BY STATES
LEGEND:
CAB - Gitizen Advisory Board CrCA - Crinminal Court Action
EC - Environmental Conferences STF - Shellfish Task Force

EQS - Environmental Quality Standards N - None
Tl - Tax Incentives O - Oher

CCA- Cvil Court Action
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FI GURE 6.

USE OF STRATEGQ ES PER STATE

46 #7
S #18
4H 4o #14 #15
NUMVBER
OoF
3- #11
STRATEQ ES
USED
2_
PER #1 #4 #8 #10 #13
STATE
1- #3 #5 #9 412 #16
#17
ferrenes ISUUSES ORPY OURONS OPU Ro ISSURU OUROY ORI OURRNS ISUUUNE RO oo Teeennns 1

23 45 67T 8 9 0w R B uIhow o

STATE (BY NUMBER)
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Di scussi on; The nunber of strategies used per state
has no rel evancy unl ess the strategies are effective in
produci ng the desired result of cleaner shellfishing
wat ers and safer shellfish for market purposes.

Ef fecti veness of the state strategi es was questioned to
determine if current state practices are useful in

achi eving the desired result.

4. If your state has inplenented the above strategies, how
effecti ve have they been in pronpting and ensuri ng
quality shellfish? (Please indicate below with
correspondi ng nunber.)

wer NV wer NV donrmn - T
effecti ve effecti ve neutr al i neffecti ve i neffective know

Citizen Advi sory Board
Enf or cenent Conf er ences

Envi ronnental Quality Standards
Tax | ncenti ves

Civil Court Action

Crim nal Court Action

Shel |l fi sh Task Force

Ef fecti veness of the strategies is summri zed and
presented in Table 1.

4a. If your state has not used these strategies, in your
opi nion, do you think they would be effective?

Yes 4 No 1 No Answer 13

One YES response indicated effectiveness of the
strategi es woul d be based on the circunstances.

5. Li st the 3 nmjor obstacles in nmanaging shellfish in your
st at e.

A variety of responses were given and grouped into 4
maj or categori es:

1) Administrative/ Operati ng Constraints

2) Legal Constraints

3) Technical/ Anal ytical Constraints

4) Public Constraints
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TABLE 1. STRATEGY EFFECTI VENESS

STRATEGY VE

Gtizen
Advi sory
Boar d

Envi ronnent al
Conf erences 1

Envi r onnent al
alit 1
S%J\ndar%ls

Tax
I ncentives
Givil
Court
Action
Cri m nal
Court 2
Action

Shel | fish
Task 1
Force

Gt her'?

LEGEND:
VE : Very Effective

E: Effective
N : Neutral
INE : [Ineffective

DEGREE OF EFFECTI VENESS

E

10

VINE : Very Ineffective

DK : Don't Know

N

I NE VI NE DK

~ Due To Low Fi nes

" Refers to Joint Action Goup

NOTE: NUMBERS CORRESPOND TO NUMBER OF STATES RESPONDI NG
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Adm ni strati ve/ Operati ng Constraints

1) Insufficient resources (funding, staff, & | abs)

2) Long geographi cal distances to grow ng areas

3) Harvest on public ground

4) Nonpoi nt source pollution

5) Lack of good shellfish growi ng areas

6) Inportation of questionable quality shellfish from
certified/ non-certified interstate shippers

7; State shellfish industry financially inconsequenti al
Lack of industry cooperation/support

9) Reclaining closed areas due to pollution

Legal Constraints

1) Lack of clear regul ations

2) Low fines for prohibited violations

3) Lack of adequate control of animal and boat
pol I uti on

4) Low priority of shellfish as related to other issues

5) Limted natural resources on private and mlitary
I and

Techni cal / Anal yti cal Constraints

1) Lack of a truly representative bacteriol ogical
i ndi cat or

2) Major deficiencies in NSSP Manual (1986) (criteria
outdated and generally not scientifically supported)

Publ i ¢ Constraints

1) Lack of know edge about shellfish concerns on part
of industry and general public

2) Coastal devel opnment and conpeting user groups

3) Too namny harvesters for anount of resource

4) Too many | andi ng areas

5) Industry and public doubt about grow ng water
exam nati on et hods

6. Wiat are the nmajor factors contributing to your state
devel opi ng shellfish progranms? (Check all that apply.)

Envi ronnental Deteri orati on 10
Concern for the Public's Health 18
Federal / I ndustri al Fi nanci al

|l ncenti ves 2
St at e Requi renents and Mandat es 15
O her (pl ease indicate) 3

1) Need to conply with the
cooperative efforts of the
Food and Drug Adni ni stration
in the National Shellfish

Sani tati on Program and t he
Interstate Shell fish

Sani tati on Conference;
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2) Commitnent by the shellfish

i ndustry; and
3) Interest in resource enhancenent

Do you think a stronger or different state role is
needed i n managi ng shellfish? O both?

Stronger rol e: Yes 6 No 8
D fferent role: Yes 0 No 9
Bot h: Yes 1 No 7

If you answered yes to any of the above, in what way
should the role be altered?

Ei ght responses to this question were given. Four
of these indicated that a stronger state role could
best be facilitated through an increase in funding

and/or staff. O her responses for a stronger state
role were as foll ows:
One indicated that fines for illegal harvesting

shoul d be strengthened. One stressed that the state
agency nust be responsive to the needs of the shellfish
i ndustry. Another stated that shellfish harvesting
area cl osures should serve as red flags to state

envi ronnental nonitoring and pernitting agenci es.
Lastly, one state indicated that current state efforts
are thought to be sufficient.

OPERATI ONS

O the follow ng, what are the neasures on which your

state bases its classification of waters? (Check all
that apply.)

MEASURE
A VWAter Quality Studi es 18
B Pol |l uti on Source Survey 18
C Hydr ogr aphi ¢ & Met er ol ogi cal

Chhar acteri sti cs A7
D Har vesti ng Practi ces 9
E Resources (specific species

abundance & distri bution) 6
F Interrel ati onshi ps of the

f oregoi ng factors 13
G Ot her (pl ease i ndicate) O

A summary of the above responses is given in Figure 7,
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FI GURE 7.

STATE USAGE OF WATER CLASSI FI CATI ON MEASURES

NUNVBER
O
STATES

USI NG

NMEASURES

NVEASURE

LEGEND:

MEASURE A - Water Quality Studies
MEASURE B - Pol | ution Source Survey
MEASURE C - Hydrographic & Meterol ogi cal Characteristics
MEASURE D - Harvesting Practices (Conmercial, Sport,
Wit storage facilities, Landings, Active |eases)
MEASURE E - Resources (specific species abundance & distribution)
MEASURE F- Interrelationships of the Foregoing Factors
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2. What is the total area (in acres) of classified

2a.

shel |l fi shing waters within your state?

The range of classified shellfishing waters was
from1-2,263, 000 acres.

How nmuch of this area (in acres) is within your
di vi si on or agency's jurisdiction?

All states respondi ng were responsi ble for 100% of
t he area sti pul at ed.

3. How nmany acres are prohibited? Approved? _
Condi tionally approved? Restricted?
Non- producti ve? _ O her classifications?

(Pl ease indicate classification)

Cl assifications of state shellfishing waters by
state can be seen in Table 2. The cl assifications are
given for all twenty-three of the shellfish-producing
states. Several other classifications are used by
states. These incl ude: Uncl assi fi ed (unapproved)

i nstead of Nonproductive, seasonally condemmed,
seasonal |l y condemmed around narinas, polluted instead
of Restricted, and conditionally restricted.

Di scussion: This question answers the broad question
of , "What do we know?" Updates on this infornmation

l end thensel ves to studies of trends in classification
and of infornmation relating inproving or declining
State water quality. Wth such information, a focus
and direction for future planning can be established,
i nprovenents begun, and problens diffused. Thus, to
obtain an overall picture of the current status of US
shell fishing waters, information for all 23 states is
i ncl uded. States are listed according to the
Interstate Shellfish Sanitati on Conference regions.
This infornation is accessible to the public and is
found in the 1985 Nati onal Estuarine Register.

PROGRAM ACTI VI TI ES AND FUNCTI ONS

The National Shellfish Sanitation Program Manual of

Operations states five functions for states to performin
t he managenment of shellfi sh:

Shoreline Surveys/ Water Quality Sanpling
I nspecti on of packing/ processing plants
Laboratory Anal ysis

Enf orcenent Acti vities

Resource Managenent.

SIETENT
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TABLE 2.
CLASSI FI CATI ONS OF STATE SHELLFI SHI NG WATERS BY STATE

Regi on Approved Prohibited Conditional |y Restricted Non- O her
& .
productive
State Approved
Regi on
1
MA. 255,000 41,000 1,000 5, 000 500, 000
ME. 36,500 8, 800 16, 100 2,500 7
NH. 4,000 6, 000 0 0 o
R. 62, 025 18, 602 11, 447
Regi on
2
Cl. 309,000 77,714 5, 654 0
NJ. 483,903 114, 077 19, 375 43, 205
NY. . .
900, 000 200, 000 Varies Varies ?
Regi on
3
DE 209,000 19,000 3,000 0 44. 000
MD.
' 1, 053, 000 o o} -50,000 - 90,000
VA
? 2,354 91,186 91,439 4,473

NOTE: NUMBERS G VEN ARE | N ACRES

REG ONS REFER TO | NTERSTATE SHELLFI SH SANI TATI ON
CONFERENCE REG ONS

CONTI NUED .

51

Tot al

802, 000

60, 000+

10, 000

92,074

392, 419

- 600, 000

1, 100, 000

275, 000

-1, 200, 000

500, 000
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TABLE 2. CONTI NUED

Re?giLon Approved Prohibited Conditionally Restricted Non-

State Appr oved
Regi on
4
FL.
306, 000 299, 000 470, 000 43, 000
GA 61 ,000 144, 000 ) 0
NC 1,716,642 316,232
s.C 224,139 11, 530 9, 140 60, 621
Regi on
5
AL. 73,919 102, 656 194, 548 0
LA. 0 31,000 3, 462, 000 0
MSS. 123,000 96, 000 171, 000 0
SEE
TX. N A N A
1, 204, 850 OTHER
Regi on
6
AL. 8, 158 0 0 0
CA. 11, 990 3, 682 48
H . 1
R 14, 470 9, 710 11, 601 N A
WA 150,000 20, 000 45, 000 30, 000

NOTE: NUMBERS G VEN ARE | N ACRES

productive

1, 133, 000

(o]

N A

2,468

N A

N A

> 1,000, 000

O her Tot al

12,000 2,263,000

205, 000
2,100, 000

305, 430

373,591
3, 493, 000

390, 000

315,540 1,520,390

8, 158

15,720

35,781

250, 000

REG ONS REFER TO | NTERSTATE SHELLFI SH SANI TATI ON

CONFERENCE REG ONS
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The foll owi ng questions pertain to activities involved in
each functi on.

Shoreli ne Surveys/Water Quality Sanpling

1. What nethod is used in conducting shoreline surveys
wi thin your state?

Desktop 4 Field 18

2. Approxinmately what percentage of your state's classified
shel |l fi shing waters are surveyed annual ly?

The percent of classified shellfishing waters
surveyed annually by states ranges fromO0%to 100% A
summary of the percent of waters surveyed annually can
be seen in Figure 8.

3. Check each of the follow ng paraneters which are
included in the water quality nonitoring program
conducted by your divi sion/agency.

Fecal Col i1 Form 17
Tot al Col i1 F or m 171
™~ | o [ WS WY —— p—d

Paral ytic Shell fi sh Poi soni ng
He avwv v NEet al s 1=
Petr ol eum Hydr ocar bons 10
Chl ori nat ed Hydr ocarbons 9
O her (pl ease indicate)
1) Radi ol ogi cal; Organophosphat es
2) Salinity
3) Special nicrobiological studies
when required (fecal strep, | MWiQO
4) Fecal Strep, Enterococcus, dostridium

The nunber of paranmeters nonitored per state
ranges fromone to seven or nore:

Nunber of Par aneters

Moni t ored per State Nunber of States
B ———
— —
—— -
— < >
E —— -
—— e
— .

Di scussi on; Paraneters nonitored per state are |listed
according to the number of states that usually al ways
include themin their surveys. Several states nonitor
sone paraneters (heavy metals, PSP, viruses, and the
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PERCENT OF
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WATERS SURVEYED. BY STATE

r2 year goal

a<

ag

> A

7 8 9 1011

STATE (BY NUMBER)

r- Atter 1-1-87

| ™M

12 13 14 15 16 17 18
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hydrocarbons) only occasionally, and some on a periodic
basi s. Fbavy netal s and the hydrocarbons are also
monitored only in the neat sanples of one state and if

necessary or If indicated, in others. Results are
sumari zed i n Tabl e 3.

| nspecti on of Packing/ Processing Plants

1. What is the inspection frequency in your state?

Weekl y 0 Sem - annual | y 3
Mont hl y 11 Annual ly 12
Quarterly 4 O her O

(i ndi cate frequency)

_ One state indicated that the frequency of its
I nspections depends on the plant's operation. State
pl ant inspection frequency is summarized in Figure 9.

Laboratory Anal ysi s

1. Is grow ng water sanpling and narket sanpling of
shel'l fish neat conducted on a schedul e?

G owi ng Water Sanpling:
Yes 16 If yes, on what schedul e? No 2

Schedul e:

Wweeekl y 1 CQuarterly
Bi -nonthly 1 Sem -annually
NMNont hl y 6 Annuall y

_ ~Other responses indicate that grow ng water
sampling is also conducted after pollution events or

after periods of relaying and in one state, sanpling
varies fromarea to area.

Mar ket Sanpl i ng:
Yes 13 If yes, on what schedul e?

No 2

Schedul e:
Weekl y 2 Mont hl y
Bi -nmont hly 1 Quarterly

Cccasional ly 1

One state indicated that their sanpling schedul e
varies, depending on the plant.
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TABLE 3.
DI STRI BUTI ON OF WATER QUALI TY SMPLING P/i R/'i METERS

State

Coliform
Fecal Tot al
X
X X
X
X X
X
X
X X
X X
X X

Par arel er

Vi ruses PSP

CONTI NUED .

Heavy
Metal s

X

X"

X"

Hydr ocar bons

Pet rol eum

X

Chl orinated
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TABLE 3. CONTI NUED

Par anet er
State Coil orm Vi ruses PSP Heavy Hydr ocar bons

Fecal Total Met al s Petrol eum  Chlorinated
10 X X X X X X
11 x x x* * x* » X* *
12 X X
13 X X X" X X X" X
14 X X
15 X X
16 X xX* X* X* X*
17 X X X
18

X X X

LEGEND: X": Qccasionaliv or periodically
X~ If necessary or Indicated
X*: For new areas

X+* . Shel I fish meat only

PSP Paralytic Shellfish Poison
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2. Do | ab personnel wﬁthin(your di vi si on/ agency follow | ab
procedures as delineated in the NSSP Manual of
Operations or nodifications of such procedures?

Manual of Operations procedures 17

Modi fi cati ons of procedures 1
| N | e paNmE—IaV .V — N o A

Enf orcenent Activities

1. Howis harvesting controlled in your state? (Check al

t hat apply)
Licensing & Permtting 18
I denti fying C osed Areas 16
Patrol of G ow ng Areas 18
O her (i ndicate nethod) 3

1) Publication of Maps (2 states)
2) Catch Reporting
3) Publication of list of current closures

Most states surveyed (16) control harvesting
t hrough the use of all three nmethods |isted. O these
Si xteen states, one additionally controls harvesting
t hrough the publication of maps. The renaining two
states control harvesting through the use of two of the
three nethods listed - omtting the identification of
cl osed areas. One of these two states, however,
additionally controls harvesting through the use of
catch reporting.

Resour ce Managenent

1. Who is responsible for the relaying of shellfish to
anot her area for natural cleansing within your state?
(Check all applicable)

State Patrol Agency 13
State Control Agency 15
Shell fish I ndustry 8

Responsi bility Nunber of States
Al 1 3 responsi bl e 7
Just Patrol Agency 1
Just Control Agency 3
Just I Nndustry 1
Patrol & Control Agency 4
Control Agency & Industry 1

~ One state indicated that relaying is not done in
their state.
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Depur ati on

1.

Does your state allow depuration?

Yes 12 No 6

|f Yes, please refer to the follow ng:

VWhi ch regul ati ons does your state follow for
depurati on?

New, revised NSSP Manual 5

A d NSSP Regul ations (from
NSSP 1971 Wbr kshop) 3

St at e Regul ati ons 8

| b. Does your state have a schedule for the sanpling of
depur ated“shel | fi sh?

Yes |f yes, on what schedul e?
No

Schedul e:

1; Each batch by government agency

1 sanpl e per 10 bushel s

3) Monthly or by each batch

4) Each | ot sanpl ed before sale

5) After shakedown nonthly

6) Frequent

7) Process Water Shell fish Meats
Raw O- hour O- hour
Treat ed O- hour

Treated 24- hour 24-hour (3 sanpl es/| ot
Treat ed 48- hour 48- hour (3 sanples/| ot

8) Before Depuration - >'1 sanple (12 or nore shellfish
per sanple for bacterial exa

24 hour - >"3 sanpl es ranon1y selected from>"3
|l ocations 1 n each tan

After Depuration - repeat 24 hour schedul e.
9) Weekly

|t should be noted that two states who responded
YES, their state allows depuration, stated that it is
not economcally feasible at the present tine. They do
not have any depuration processors yet and did not
i ndi cate a Sanpling schedul e.

If No, please refer to the follow ng:
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Wiy is depuration not being practiced in your state?

A list of responses follows:

1) Not presently economcally feasible (3 states);

2) Strong | ocal” opposition;

3) Limted resource in restricted area; technol ogy
appears questionabl e

4) Presently do not have authority to allow
depur ati on;

5) Not enough manpower to oversee;

6) Good water quality at grow ng and harvest areas
makes it unnecessary,;

7) Not yet requested,; %yestion has never cone up;
General ly not needed,;

8) Have not adopted regul ations

l's your state planning to begin depuration within the
next 1 to 2 years?

Yes 2

O her resEonses gave the follow ng results: one
state did not know, one stated possibly, as this is
currently in the policy devel opment stage; and one

I ndi cated that depuration would be used as need
dictates when in conpliance with the Manual.

No S

Why not? -- Not enough manpower to oversee;
No one has approached the state

| f yes, why has your state decided to allow depuration?

Four responses given:

1) Now have interest;

2& Have witten new rules taken fromthe FDA/I SSC
Model Rul es, which include depuration;

32_Anticipate an increase in need for use of the
depuration process as tinme goes on;

4) Depuration is the only provision .
practical/allowable in order for the local shellfish
producer to sell its product.
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Di scussi on of the Results

Study of the adm nistrative organization of State
prograns lends itself first to the identification of the
agencies that carry out the various State responsibilities,
and second to the question of how each agency groups its
forces and assigns its tasks in seeking to acconplish its
mssion. Thus admnistrative organization has to do wth
the framework for using available staff and for applying
financial and physical resources.

Part of the approach taken in this study was to view
the adm nistrative organization of State shellfish progranms
in respect to the framework they use toward efficient
managenent of State shellfish resources.

The protection of consunmers with respect to shellfish
sanitation requires an essential unity of approach to
managenent techniques and strategies, both among the various
operational practices used and between health and econom c
concerns. The occurrence of overlapping, duplication, and
conflicting requirements is likely to arise when attenpts
are made at protecting the consunmer, especially when
separate admnistrative agencies share related tasks. In
managi ng state shellfish prograns this is especially a
potential problem as the organization and operation of such
prograns is fragmented at state |evels in nost states. The
| ocation of programs ranges through the structure of state
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governnents in health, natural resources, and other
depart ments.

The effect of the horizontal |ocation in the structure
of state governnent of the agency mght effect the general
orientation and approach of the agency to its shellfish
responsibility. The vertical |ocation of the responsible
party for shellfish managenent in its departnental hierarchy

has significance also, primarily interms of its ability to
exercise its powers. As responses indicate, shellfish

regul atory officials are two or three steps removed from
their departnent heads in rank. This is undeniably a
problem Admnistrators in direct-line responsibility above
such an official may or may not have a keen interest in his
activities or problens. Likew se, at this level the
shel I fish official may require approval on several |evels
before he can take certain actions.

Unity of operation can be achieved through inproved
interstate, intrastate, and intergovernmental relations.
Currently interstate relations in the formof interstate
agreenents, is had by 28%of the states. These agreenents
are entered into based on the fact that the participating
states share an estuary containing shellfish resources. For
states not sharing an estuary, participation in interstate
agreenments does not occur. Neither was participation in any
other formof interstate contact indicated by these non-
participating states. This inplies that an interstate
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agreement s based solely on the above criteria of sharing
an estuary containing shellfish resources. This limts the
number of states involved in this type of interstate
contact. Since no other formof contact was indicated,

current interstate relations appear to be limted to
Interstate agreenents.

To gain a greater participation among states toward
more unified and coordinated state efforts, perhaps the
concept of interstate contact shoul d be expanded beyond
interstate agreements to incorporate other forms of contact
between states. This contact would not be based solely on
the geographic resources shared, but on the simlarities and
differences in approach toward the operational practices
used and the inplenentation of such practices. The ful
exchange of information anong neighboring states, as well as
other states, can acconplish this goal. Full exchange nmeans
the sharing of successful and unsuccessful strategies,
operational practices, patrol and enforcenent nethods, and
research information. Know edge gained fromanother state's
successes and failures can be applied, where appropriate, to
state programs and used by these states to strengthen their
I ndi vi dual program

Intrastate contact was not questioned, but does occur
wthin states through contact with sister agencies and |ocal
agencies. Contact with sister agencies is quided by
menoranda of understanding. Responsibility for enforcement
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activities and | aboratory analysis i s shared anongst sister
agenci es in nost states.

Contact with local agencies is with local health
departnents, through the sharing of or dependence upon,
| ocal l|aboratory facilities. |In addition, intrastate
contact in sone states is nore formally based with | ega
authority for enforcenent activities given to |ocal police.

The last conmponent toward unity of operation is that of
I ntergovernnental relations between state and federal
agencies. Such contact is to provide states with
information toward inproving the overall operation of their
I ndi vidual programs, as well as conponents of their state's
program States also gain training and standardization
i nformati on.

The intergovernnental contact currently participated in
with federal agencies is primarily with the Food and Drug
Adm nistration. Discussion of current state contact with
federal agencies follows question Il.1. States also have
contact with the Environmental Protection Agency. Frequency
of contact with this agency was not asked of the states as
this agency has an indirect responsibility to shellfish
resources. "The Environnental Protection Agency has the
overal | responsibility for maintaining and restoring a |evel
of water quality great enough to provide for the protection
and propagation of fish, shellfish, and wildlife and allow

for recreation in and on the water. In carrying out its
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responsibilities, the Environmental Protection AGency worKks
with the states to nonitor environmental quality and is
responsible for reporting to the Congress on the quality of
all the Nation's waters. The Environnental Protection
Agency and the Food and Drug Administration share
responsibility for establishing safe |evels of contam nants
in foods." (Menorandum of Understanding on Shellfish

Growi ng Waters, 1985)

A state's principal contact with the Environnental
Protection Agency surrounds the occurrence of problens
involving agricultural and pesticide runoff into
shel | fishing waters and nmaintaining water quality near the
point of discharge fromwastewater treatment plants |ocated
in close proximty to shellfishing waters.

More contact at this |level has the potential for
greatly inproving unity in operation. The current |evel of
contact appears to be |low with nost agencies, and perhaps
| eads to |less efficiency and effectiveness in the managenent
of state prograns. Strengthening of state prograns can be
facilitated through an increase in coordination between
states and the federal governnent.

Ef fective use of resources can also achieve unity in
operation. The performance of operational procedures was
found to be uneven, with many gaps evident; for exanple, as
with the frequency of inspections conducted or the

paraneters included in water quality monitoring. Although
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scarcity of financial resources makes it difficult for nost
states to increase their performance in these areas, the
state comm tnent should be such that the avail abl e resources
are utilized to their maxi num potential. The need for
upgradi ng personnel, facilities, and approach in nany state
prograns, however, is apparent and nuch needed.

The unity of operation nentioned above is an essenti al
conponent to the state role under the Interstate Shellfish
Sanitation Conference. Diversity in operational practices
has the potential to adversely affect shellfish quality.
Significant variations in |aboratory procedures or
techni ques, for exanple, mght lead to wide variations in
the results. |If reliable results are to be obtained it is
essential that standardi zed procedures be used.

Response indicates that states are in conpliance with
this procedural guideline as outlined in the Manual of
Operations. A point of contention, however, is the doubt of
sone States as to the validity of the standard given. To
these states the criteria are outdated and not
scientifically supported. Diversity by states in
i npl ementing this guideline will |ead to obvious problens in
the control of shellfish.

Though the standard must be followed by states, the
question of its validity must continually be researched

until such evidence is found to either support the current

standard or refute it.
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Summary of the Results
The results are presented in terns of responses to the
questionnaire and interpretation of the inplications of
t hese responses. No attenpt is nmade at cross-referencing

t he separate responses or nore conplex anal yses. The
information at this first level of analysis is useful and

infornati ve.

The sunmary of the basic results of this study dealing
with the organization and nanagenent of state shellfish
programs, is presented bel ow under the appropriate objective

answer ed.
Objective 1; To determ ne whether states are
functioning within the general framework of the Nationa

Shel I fish Sanitation Programand the Interstate Shellfish

Sani tati on Conference.

1) States are functioning wthin the general framework
outlined for themby the National Shellfish Sanitation
Program and the Interstate Shellfish Sanitation
Conference. Variability exists, however, in the
i npl enentation of the duties outlined. This
variability stems fromthe individual state's
interpretation of the guidelines set forth for
shel I fish managenent and is based on conditions
particular to the state in question. Such variability
s seen primarily anmong the duties requiring updates of
I nformation, such as inspection of packing/processing
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pl ants, surveying of waters, and sanpling of shellfish
meat and grow ng water sanple information.

2) In carrying out their designated duties, states have
varyi ng degrees of contact with federal agencies.
Contact is nmost usually had with the Food and Drug
Adm ni stration. Qher agencies in contact with states,
though with less frequency, are the National Cceanic
and Atnospheric Administration and its National Marine
Fi sheries Service, and the Environmental Protection
Agency.

3) States do allow depuration, but interest and econom c
feasibility on the part of industry has been | ow
Those states currently carrying out depuration follow
the 1986 revision of the Manual of Qperations and State
regul ations. Seventeen percent use the old Nationa
Shel I fish Sanitation Programregulations (fromthe 1971
wor kshop). Currently the primary method of shellfish
purification used by states is relaying. Forty-seven

percent of the states share this responsibility with

i ndustry.

(oj ective 2; To determne what differing techniques

and strategies state shellfish prograns utilize in carrying
out their National Shellfish Sanitation Program and

Interstate Shellfish Sanitation Conference duties.
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1) States utilize primarily fromone to two main
strategies toward better managing their shellfish
resources. Those strategies nost used include:

(a) environnental quality standards, crimnal court
action, and shellfish task forces; and (b) interstate
agreenents, guided primarily by nonformalized
agreenent .

2) States using the strategies consider those they have
chosen to be effective for maintaining the quality of

state shellfish as well as shellfish grow ng waters.

(bj ective 3; To determ ne whether a stronger or
different state role is needed to regulate shellfish.

1) A stronger state role is felt to be needed by 39% of
the respondents. This can be facilitated through
several avenues: an increase in funding and staff;
strengthening of fines for illegal harvest; greater
state response to the shellfish industry; greater state
response to harvesting area cl osures.

2) A stronger state role is not felt to be needed by 44%
of the respondents. The acconplishment of the current

directives and requirements by states is felt to be
sufficient. States are satisfied with their role in

the Interstate Shellfish Sanitation Conference.
3) Adifferent state role is not felt to be needed at this

tine, as states are satisfied with their role in the
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Conference as stated above. A different role in terns
of increased requirenents for states would not be
feasible at this tine as states currently need nore
manpower and funding to acconplish the present

requi renments.

Qbjective 4; To identify major obstacles to state
action towards shellfish.
1) Mjor obstacles toward shellfish management at the
state level can be categorized into 4 main areas:
1) Adm nistrative/ Qperating Constraints
2) Legal Constraints
3) Technical / Anal ytical Constraints
4) Public Constraints
The nost frequent obstacle encountered is that of
insufficient resources (funding, staff, and labs). The
nost serious obstacle is that of doubt surrounding the
validity of the bacteriological indicator used and the
claimthat the current 1986 revision of the Manual of
Qperations has major deficiencies (criteria outdated
and generally not scientifically supported).
O her frequent obstacles encountered include the
low priority of shellfish as related to other issues in

state governnment, coastal devel opment and conpeting
users, and |ow fines for prohibited violations.
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CHAPTER VI

CONCLUSI ONS

The analysis and interpretations of the results of the
research appear to warrant the conclusions characterized
bel ow.

1) States need an increase in resources (especially
funding and staff) to better fulfill their duties as
delineated in the National Shellfish Sanitation Program
Manual of Operations.

2) An increase in public and | egislative awareness
toward shellfish concerns is needed.

3) State doubt in the validity of the current
bacteriol ogi cal standard poses a severe problemin respect
to the managenment of shellfish resources.

4) There is a strong need for a realistic and
continuing evaluation of the state role in shellfish
managenent. Such an eval uation shoul d enconpass a thorough
exam nation of the needs in respect to basic uniformty of
policy, operational practices, and approach, and for ful

cooperation anong states, the Food and Drug Adm nistration
and the shellfish industry.
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5) Full exchange of information anong nei ghboring
states on their problens, findings, and practices would be
effective in terns of aiding the coordination of state

efforts.
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CHAPTER VI |

FI NDI NGS AND RECOMVENDATI ONS

Fi ndi ngs

The results and concl usions of the study woul d appear
to warrant the inplications set forth bel ow

1) There is a need for greater interstate and
i ntergovernnmental contact.

2) The history of the Conference indicates that it is
possible to coordinate state, industry, and federal efforts
into a viable organization with effective outcones.

3) Variations in the use of operational practices
seened to be dependent on individual state characteristics
in some cases.

4) Scientific research to support any standards
(bacteriol ogical or otherw se) used by states should be
updated periodically to insure the safety of shellfish.
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Reconmrendat i ons

1) State shellfish prograns shoul d be strengthened
through an effective |egal base, sensible organization and
managenent, and financial, human, and facility resources
sufficient to the tasks required.

2) States should utilize |ocal resources where
available to aid in inplenenting the five functional duties.

3) States shoul d increase intergovernnment al
coordi nati on where possi bl e.

4) States should pronote the education of the general
public and industry of shellfish hazards, problenms, and

5) States should provide to the best of their ability,
information to acquaint industry withits [aws and
regul ations, including those in force and those under

consideration. Dissemnation of such information should be

formalized so industry knows where and when to expect this

i nformati on.
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APPENDI X 1

DEFI NI TI ON OF TERMS

Adequate —that which is needed to acconplish the

i ntended requl atory purpose in keeping wth good public
heal th practice.

Approved -- the classification of a State shellfish
grow ng area which has been approved by the State shellfish
control authority for grow ng or harvesting shellfish for
direct marketing. The classification of an approved area is
determned through a sanitary survey conducted by the State
shel [ fish control authority in accordance with Part I,
Section C of the National Shellfish Sanitation Program
Manual of Qperations, Part Il. An approved classified
grow ng area may be tenporarily made a closed area when a
public health emergency is declared, such as a hurricane or
f 1 oodi ng.

Certification Nunber —the nunber assigned by the
State shellfish control agency to each certified shellfish
dealer. It consists of a one to five digit number preceded
by the two letter state abbreviation and fol | owed by the two
| etter synbol designating the type of operation certified.

Closed Area —a grow ng area where the harvesting of
shelIfish is tenporarily or permanently not permtted. A
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closed area status is or may be placed on any of the four
classified area designations: approved, conditionally
approved, restricted, or prohibited.

Coliform Goup -- The coliformgroup includes all of
the aerobic and facultative anaerobic. G amnegative, non-
spore-formng bacilli which fernent |actose with gas
formation within 48 hours at 35 degrees Cel sius.

Conditionally Approved Area -- the classification of a
State shellfish growing area determned by the State
shel I fish control authority to neet approved criteria for a
predictable period. The period is conditional upon
establ i shed performance standards specified in a managenent
plan. A conditionally approved shellfish growing area is
cl osed by the shellfish control authority when it does not
meet the approved growing area criteria.

Contai ner Relaying -- the transfer of shellfish from
restricted areas to approved or conditionally approved areas
for natural biological cleansing in a container using the
anbi ent environment as a treatment system

Controlled Purification or Depuration —the process of
using a controlled, aquatic environment to reduce the |evel

of bacteria and viruses in live shellfish.

Deal er -- a commercial shellfish shipper, reshipper,
shucker - packer, repacker, or depuration processor or

oper ati on.
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Depletion -- the removal of all existing comrercia
quantities or market-size shellfish froma prohibited area.

Depuration Plant -- a facility of one or nore
depuration units. A depuration unit is a tank or series of
tanks supplied by a single process water system

Depuration Processor —a person who receives
shel I stock from approved or restricted grow ng areas and
submts such shellstock to an approved controlled
purification process.

Dry Storage -- the storage of shellfish out of water

Fecal Colifonn Goup —bacteria of the coliformgroup
which wi |l produce gas fromlactose in a suitable multiple
tube procedure liquid medium (EC or A-1) within 24 hours (+2
hours) at 44.5 degrees Celsius (+0.2 degrees) in a water

bat h.

G owi ng Area —an area which supports or coul d support

live shellfish.

Harvester —a person who takes shellfish by any means
froma grow ng area.

| ntergovernnental Practices -- management practices to
coordinate control efforts of two or nore governnental
agencies in the maintenance of healthy shellfish resources
and grow ng areas. Intergovernnmental practices can be used
bet ween nei ghboring states sharing shellfish grow ng areas
or through interaction between federal and State agencies.
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Interstate Shellfish Sanitation Conference —the
tripartite organization between the federal governnent.
States, and the shellfish industry that devel ops recommended

policies and guidelines for the sanitary control of the
shell fish industry.

Interstate Shellfish Sanitation Conference Region --
geogr aphi cal grouping of shellfish producing States with
simlar characteristics and interests, established to
provide for fairly distributed representation. The
Interstate Shellfish Sanitation Conference Regions shall be:
Regi on 1--Mine, New Hanpshire, Massachusetts, Rhode Island
Regi on 2—Connecticut, New York, New Jersey
Regi on 3—Maryl and, Pennsylvania, Delaware, Virginia
Region 4—North Carolina South Carolina, Ceorgia, Florida
Regi on 5-- Al abama, M ssissippi, Louisiana, Texas
Regi on 6-Al aska, Washington, Oegon, California, Hawaii

Label —any witten, printed, or graphic natter
affixed to or appearing upon any package containing
shel | fi sh.

Li cense —the docxi nent issued by the appropriate State
shel [ fish control agency which authorizes a person to
harvest and transport shellfish for conmercial sale.

Lot of Shellstock —a collection of bulk shellstook or
containers of shellstock of no more than one day's harvest
froma single defined growing area by one or nore

har vesters.
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Lot of Shellstock for Depuration -- shell stook
harvested froma particular area at a particular time and
delivered to one depuration plant.

Marine Biotoxins -- poisonous conpounds accumul ated by
shel | fish feeding upon toxic mcroorganisms. The poisons
may conme fromdinoflagellates; e.g., Gonyaul ax cantenella,
G tamarensis, and Etychodicus brevis (formerly Gymmodi ni um
breve).

Menor andum of Understanding --a witten docunent
bet ween two or nore agencies defining each agency's
responsibilities in admnistering the shellfish contro
program Menoranda of Understanding are entered into by
federal agencies which share responsibility for shellfish
resources as well as by State agencies.

Nat i onal Shellfish Sanitation Program-- the
cooperative state-federal -industry programfor certification
of interstate shellfish shippers as described in the
Nati onal Shellfish Sanitation Program Manual of Qperations,
Parts | and Il. Foreign governments nay be nenbers by
having a current Menorandum of Understanding or agreement
with the Food and Drug Adm nistration.

Qperational Practices -- managenent practices used by
state control and State patrol agencies to carry out their
duties of operation in accordance with the provisions of the
National Shellfish Sanitation Program Manual of Qperations,
Parts | and Il. Such duties include classifying grow ng
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areas, conducting sanitary surveys, inspecting packing and
processing plants, |aboratory analyses, and enforcement
activities.

Person --an individual, partnership, corporation,
association, or other legal entity.

Poi sonous or Del eterious Substance —a toxic conmpound
occurring naturally or added to the environnent that may be
found in shellfish and for which a regulatory tolerance
limt has been or may be established to protect public
heal th. Exanples of naturally occurring substances would be
paral ytic shellfish toxins and trace el enents geol ogically
| eached fromthe environment, such as mercury. Exanples of
added substances woul d be agricultural pesticides and
pol ynucl ear aromatics fromoil spills.

Process Batch —a quantity of shellfish used to fill
each separate depuration unit.

Process VWater —the water in depuration tanks during
the tine that shellfish are being depurated.

Prohibited Area -- State waters that have been
classified by the State control agency as prohibited for the
harvesting of shellfish for any purpose except depletion. A
prohibited classification area is closed for harvesting

shellfish at all tines.

Processor —a person who depurates, shucks, packs, or
repacks shel | fish.
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Relaying -- The transfer of shellfish fromrestricted
areas to approved areas for natural biological cleansing
using the anbient environment as a treatnent system

Repacker --a person other than the original certified
shucker - packer who repacks shucked shellfish into other

cont ai ners.

Reshi pper -- a person who purchases shucked shel|fish
or shellstock fromother certified shippers and sells the
product without repacking or relabeling to other certified
shi ppers, whol esalers or retailers.

Restricted Area -- State waters that have been
classified by the State shellfish control agency as an area
fromwhich shellfish may be harvested only if permtted and
subjected to a suitable and effective purification process.

Sanitary Survey -- the evaluation of all actual and
potential pollution sources and environmental factors having
a bearing on shellfish growng area water quality.

Shellfish -- all edible species of oysters, clanms, or
nussel s; either shucked or in the shell; fresh or frozen;
whol e or in part. Sone of the bivalves included in this
definition are listed in Appendix 2.

Shel | fish-producing State —a state having shel|fish
growing waters inits jurisdiction and having certified

shel [ fish plants for the initial processing of shellfish.
Shel | stock —shellfish in the shell
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Shucked Shel I fish - shellfish, whole or in part, from
whi ch one or both shells have been renoved.

State Shellfish Control Agency —the State agency or
agencies having legal authority to classify shellfish
growing areas and issue permts for the interstate shipment
of shellfish in accordance with the provisions of the
National Shellfish Sanitation Program Manual of Operations,

Parts | and I1.

State Shellfish Patrol Agency -- the State agency
having responsibility for the enforcenent of [aws concerning
harvesting of shellfish.

State Waters -- waters that belong wholly to an
I ndividual State including the Territorial Sea (0 to 3 mle
limt or other limts as may be claimed by sone States).

Worst Pollution Conditions -- conditions determned by
changes in meteorol ogical, hydrographic, seasonal, and point
source conditions that have been historically denonstrated

to adversely inpact a particular grow ng area.
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APPENDI X 2:

LI ST OF COMMON BI VALVES | NCLUDED AS SHELLFI SH

COMMON NAME SClI ENTI FI C NAME
Coci de, Cinocardiumnuttalli
Cardiumcorbis (Pacific)
Geoduck Panope generosa
Freshwater clam Rangi a cuneata
Soft shell clam Mya arenaria
Hard or quahog clam Mer cenaria mercenaria
Mercenaria canpechi ensis
Surf clam Spi sul a sol i di ssi ma
Mahogany or Qcean quahog, clam Arctica islandica
Gaper or Horse clam Tresus nuttalli and T. capax
Razor clam Sol en resaceus, Ensis directus (Atlantic)

Solen viridis, Tagelus plebeius
and Siliqua patula (Pacific)

Bent - nose cl am Macona nasut a.

Pi smo cl am Tivela stul torum

Butter clam Saxi dorus gi gant eus.
Calico clam Macrocal | i sta macul at a.
Sunray venus. Macrocal | i sta ni mbosa.
Pacific littleneck clam Prot ot haca tenerrim and

Pr ot ot haca st am nea.

Mani la clam Tapes semi decussat a.
Pacific (Japanese) oyster Crassostrea gigas
Eastern oyster Crassostrea virginica.
O ynpia or yaquina oyster Ostrea |urida.
European oyster Cstrea edul i s*

Bl ue or bay nussel M/tilus edulis.
California sea nussel, Mtilus californianus

Green |ipped nussel. Perna canalicul us (New Zeal and).
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APPENDI X 3

MAJOR FOOD SAFETY- RELATED PROGRAMS

. U S. DEPARTMENT OF AGRI CULTURE

Acts and Secti ons

Adm ni stering

Program Descri ption Or gani zat i on

PROGRAM  Egg and Egg Products | nspection

Egg Products
| nspection Act

PROGRAM  Meat

Feder al Meat

I nspecti on Act;
Whol esone Meat

Act; Poultry
Pr oduct s

| nspecti on Act

To assure that eggs and Agricultura
egg products are whol e= Marketing
some, unadul terated, Ser vi ce

and properly | abel ed.

and Poul try Inspection

To prevent the sale and Food Safety
distribution of adulter- and Inspec-

ated or m sbranded tion Service
meat and poul try

pr oducts.

1. US. DEPARTMENT OF HEALTH AND HUVAN SERVI CES

PROGRAM  Food Sanitation and Quality Contro

Food, Drug, and
Cosnetic Act, 402,
702, 702(a), 704

To prevent food from Food and Drug
bei ng sold at consuner Admi ni stra-
nmarkets that is hazard-= tion

ous to human health

because of m crobiol ogi =
cal contam nation, filth,
deconposition, or foreign
objects. This objective
I's pursued through inspec-
tions and ot her enforce-
ment activities, devel op-
ment of manufacturing

gui del i nes, industry
consul tation, and research
to identify new hazards
and i nprove their
detection and control.
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: oL Admi ni stering
Acts and Sections  Program Description Organi zation

PROGRAM Food and Col or Additives

Food, Drug and To ensure the safety Food and Drug
Cosnetic Act of ingredients added Adm ni stra-
409, 706 to foods whet her they tion

are added directly or

indirectly. FDA reviews

food additive petitions

and General ly Recogni zed

as Safe affirmation

petitions, and conducts
research to eval uate
the safety of additives
al ready market ed.

PRCXsRAH: Cheni cal Contam nants

Food, Dr and To identi a revent Food and Dru
Cos rret gct 402 heaI teh zyarcg o? Admdn?stra- J
406, hem cal cont am nant s tion

in food such as

i ndustrial chem cal s,

pesticides, heavy netals,
and natural toxicants

such as afl at oxi n. FDA
conducts research
surveys food to detect
and prevent contam nants,
and establishes regul an
tory levels (except
pestici de tol erances

whi ch are established

by EPA).

PROGRAM Nutrition

Food, Drug and To assure the nutri - Food and Drug
Cosnetic ct 403, tiopal quality of foods Adm nistra-
411, 412 through devel opnmént of tion

gui del i nes on nutri ent

conposition, regul ations

on nutrition | abel i ng

and dietary clains, and

research on nutri ent

requi renents, safety,

and bioavailability.

Specific statutory

requi rements apply to

t he conposition and
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Acts and Secti ons

moni tori ng of infant
f or mul as.

Admi ni stering

Program Descri ption Or gani zat i on

PROGRAM Interstate Travel

Food, Drug, and
Cosnetic Act, 402

Publ i c Heal t h

Service Act, 311,
361, 368

To assure the safety of Food and Drug
food and wat er used or Admi ni stra-
transported on inter- tion

state conveyances, and

to prevent the spread

of communi cabl e di sease,

by conducting inspections

of interstate aircraft,

buses, trains, vessels,
and trucks.

PRCX3RAM  Food Service, Shellfish, and M|k Safety

Food, Drug, and

Cosnetic Act, 401,
402

Public Health

Service Act, 301,
311, 361

PROGRAM Food

Food, Drug, and
Cosnetic Act, 401,
402, 403

Tea | nportation
Act

Fai r Packagi ng
and Label i ng Act,
4, 5

To provide for FDA Food and Drug
coordi nati on of state Adm ni stra-

activities in the areas tion
of food service inspec—
tion, shellfish safety,
and m |k safety, through
research, technica

assi stance, pronotion of
uni form sani tati on

st andards, and cooper a-
tive prograns such as the
Nati onal Shellfish Sani -
tati on Program and the
Interstate M I k Shippers
Certification Program

Econoni cs

To prevent econom c de-~ Food and Drug
ception of the consumer Adninistra-
brought on by partially tion

filled containers, foods

that do not neet standards,

and i nadequate food

| abel i ng. FDA devel ops

and revi ses food standards

for specific foods,

devel ops and enforces

| abel i ng regul ati ons, and

conducts limted surveill -

ance to prevent economc
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Acts and Sections

91

adul teration and m sbrandi ng.
FDA al so sets standards for

and sanples all inported tea.

. Adm ni sterin
Program Descri ption Or gani zat i oﬁ

PROGRAM  Safety of Animal Derived Hvunan Foods
Food, Drug, and

Cosnetic Act,

512

To ensure that drug and

chem cal residues %hich Egﬁgnﬁgfrgi“g
are a risk to hunan ti on
health are not found in

edi bl e ani mal tissue,

FDA participates in

various prograns to

detect drug residues,

pestici des, and indus-

trial chemcals in neat

for human consunption

and conducts research

on the toxicity of

veterinary drugs in
f ood ani mal s.

PROGRAM  Ani mal Feed Safety

Food, Drug, and

Cosnetic Act,

403, 409, 501, 502,

512, 702, 704

402

To ensure that ani nal Food and Drug
f oods are not adulter- Adni ni st ra—
ated or nisbranded and tion

are safe and effective,

and that harnful resi-

dues do not enter the

human food supply. This

I's acconplished through

medi cated feed m |

I nspections and ot her

enforcenent activities

and t hrough research on

the transfer of drug
resi stance from ani na
to nman.

PROGRAM  New Ani mal Drug Eval uation
Food, Drug, and

Cosnetic Act,
501, 510, 512

409,

To ensure that animal  Food and Drug
drugs and feed additives Adm nistra-

are safe and effective, tion
FDA revi ews New Ani nal

Drug Applications (NADAs),
| nvesti gati onal NADAs,
Feed Additive Petitions,
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. . . Adm ni sterin
Acts and Sections Program Description c}ganizatioﬁ

and conducts research to
eval uate the effects of
drugs in animals.

PROGRAM  Animal Drugs; Bioresearch Mnitoring

Food, Drug, and To ensure that clinical Food and Drug
Cosnetic Act, 406, and nonclinical inves- Admi ni stra-
408, 409, 512, tigations are conducted tion

701(a), 702, 704, in a scientific manner

706 that will denonstrate

safety and effectiveness
of animal drugs to the
target species and safety
to the consuner, FDA

i nspects clinical investi-
gators and ani mal drug

sponsors and eval uat es
all bioresearch data

subnmitted to determ ne
validity and accuracy.

. ENVI RONMENTAL PROTECTI ON AGENCY
PROGRAM  Regi stration Standards

Federal 1nsecti- To devel op registration Office of
ci de, Fungicide, standards for active Pesti ci de
and Rodenti ci de and inert ingredient Progr ans

Act, 3 chemicals to facilitate

regi stration of currently
regi stered pesticides

and registration of

new pesti ci des.

PROGRAM  Rebuttabl e Presunption Against Registration

Federal 1nsecti- To eval uate pesticides Office of
ci de, Fungi ci de, whi ch have an identi - Pesti ci de
and Rodenti ci de fied potential for pro~ Prograns

Act, 3 duci ng significant

adverse health or
environnental effects

PROGRAM  Speci al Registration

Federal Insecti - Activities include Ofice of
ci de, Fungi ci de, St at e and Feder al Pesti ci de
and Rodenti ci de experimental use per- Pr ogr ans
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Act, 5, 18, 24(c)  nits; preparation and
review of regul ations for

Food, Drug, and State registrations; emer-
Cosmetic Act, 408 ency exenptions; speci al
ocal needs registration

and tenporary tol erances.

: . Adm ni sterin
Acts and Sections Program Description c}ganizatioﬁ

PROGRAM Tol er ances

Food, Drug, and To establish tolerances Ofice of
Cosnetic Act, 402, (nmaximal pesticide Pest i ci de
408, 409 residue linmts perms=  prograns

si bl e) or exenptions
fromtol erance require-

ments for pesticides
used on food and feed

Ccr ops.

PROGRAM  Pestici de Use Managenent

Federal Insecti- Program i ncl udes con- O fice of
ci de, Fungi ci de, sultation and the ex- Pesti ci de
and Rodenti ci de change of information Pr ogr ans
Act; No specific and techni cal advice

sectlons except bet ween t he Agency and

sections 22 and Federal, State, and

23 concer ni ng local officials with

gooperatlon with interests in pesticide

tates regul ations, as well as

assi stance to pesticide
users, pesticide pro-
ducers, and the general
public to pronote comn
pliance with pesticide
regul ati ons and safe
use practices.

PROGRAM  Regi stration

Federal Insecti- To register new pesti- Ofice of
ci de, Fungicide, ci de products and Pesti ci de
and Rodenti ci de amendnents to add uses  pyrograns

Act, 3 and/ or new formul ati ons

for currently registered
pesti ci des.
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Year

1897

1906

1906

1907

1910

1912

1913

A CHRONOLOGY OF

95

FOOD SAFETY AND RELATED LEG SLATI ON

St at ut e

Tea U gortati on Act
Stat. 604 (

.29
Mar. 2, '1897)

Food and Dru%]s Act of

1906, 34 Stat. 768
(June 30, 1906)

Meat | nspection Act of
1906, 34 Stat. 669
(June 30, 1906)

nspection Act of
34 Stat. 1256
. 4, 1907)

ecticide Act of 1910,
Stat. 331 (Apr. 26,

Act of Auqust 23, 1912,
37 Stat. 416 (Sherley
Anmendnent)

Act of March 3, 1913, 37
Stat. 7:{2 (Net Vi ght
Amendnent )

Pr ovi si ons

uiring inported

be exam ned for
quality, and
for consunp-

An act to regulate
manuf acture, sale, or
transportation of
adul terated or m s-
branded food, drugs,
and drinks in inter-
state commerce.

Mandat i ng post-nortem
| nspection of carcas-

ses for transportation
or salein interstate

conmerce of cattle,
sheep, sw ne, and
goats for human con-
Sunpti on.

Sane statute as above.

An act to regulate the
manuf acture, sale, or

transportation of ms-
branded or adul terated

| nsecticides or fungi-
Cl des.

Amendnents to Food and
Drugs Act of 1906 to

cover m sl abeling of
the curative and

therapeutic effects of
food or drugs.

Amendnents to Food and
Drugs Act of 1906 to

require labeling as to
quantity.
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St at ut e

1927 | mport M Ik Act, 44 Stat,
1101 (Feb. 15, 1927)

vear

1930 McNary- Mapes Anendnent
(Pure Foods), 46 Stat.
1019 (July 8, 1930)

1938 Wheel er-Lea Act, 52 Stat,
111, 114 (Mar. 21, 1938)

1938 Federal Food, Drug, and
Cosnetic Act of 1938,

Public Law 75-717, 52
Stat. 1040

1938 Act.of June 29, 1938,

Public Law 75-776, 52
Stat. 1235

1942 Act of June 10, 1942,

Public Law 77-602, 56
Stat. 351

1944 Department of Agriculture
Organi c Act of 1944,
Public Law 78-425, 58
Stat. 734 (Sept. 21, 1944)

96

Pr ovi si ons

Requi ring inported
ml k and cream to be
sanitary and neet cer-

tain specified condi -
tions.

Amrendi ng Food and
Drugs Act of 1906 to
cover standards of
quality and fill for
canned goods.

Anmendi ng Federal Trade
Conmm ssion Act to con-—
trol false adverti sing
of food, drugs, cos-

netics, and therapeu-
ti c devi ces.

An act to prohibit the

novenent in interstate
comer ce of adulter-—
ated and m sbranded

f ood, drugs, devices,
and cosnetics, and for
rel at ed purposes.

Amrendi ng Meat | nspec—
tion Act of 1907 to
clarify definitions,
mar ki ng requi renents,
and penalti es.

Amendi ng Meat | nspec—
tion Act of 1907 to

facilitate Feder al
meat inspection of
meat - packi ng est ab-
I i shnents engaged in
intrastate comerce

during duration of
world var 11,

Anmong ot her things,

provi des for control
and er adi cati on of

certain ani nal and
pl ant pests.
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Year

1946

1947

1953

1954

1956

St at ut e

Agricul tural Mrketing Act
of 1946, Public Law 79-733,
title Il, 60 Stat. 1087

(Aug. 14, 1946)

Federal Insecticide,
Fungi ci de, and Rodenti ci de
Act of 1947, Public Law
80-104, 61 Stat. 163 (June
25, 1947)

Federal Food, [Xug and
Cosmeti c Act Anendnent s

of 1953, Public Law 83-217,
67 Stat. 476 (Aug. 7, 1953)

Pestici de Chem cal s Act,
Public Law 83-518, 68 Stat.
511 (July 22, 1954)

Fish and Wldlife Act of
1956, Public Law 84-1024,
70 Stat. 1119 (Aug. 8,
1956)

Pr ovi si ons

Anmong ot her things,
authorizes Secretary
of Agriculture to
devel op and i nprove
st andards of 3uallty,
condi tion, and grade,
and to inspect and
certify agricultural
products as to cl ass,

gygL!ty, and condi =

To regul ate the mar-
keting of certain
econom ¢ poi sons, in-

cl uding proper |abel -
ing and registering
t hér eof .

To aut horize factory
| nspect i ons Wit hout
manuf acturers' con-
sent under certain
condi tions..

Amendi ng Federal Food,
Drug, and Cosnetic Act
to regulate |evels of
resi dues of pesticide
chem cals in or on raw

agricul tural products.

Transferring to the

Secretary of the
Interior certain func-

tions of the Secre-

taries of Agriculture
and Commrer ce, anong
themall functions
pertaining to fish,
shel | fish and any
other such products;

i ncl uded devel opnent
and pronul gation of
grade standards, in-
spection and certifi-
cation, and inprove-

ment in transportation
facilities and rates.
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Year

1957

1958

1959

1960

1962

St at ut e

Poul try Products | nspec-
tion Act of 1957, Public
Law 85-172, 71 Stat. 441
(Aug. 28, 1957)

Pood Additi ves Anendnent
of 1958, Public Law 85-

929, 72 Stat. 1784 (Sept.
6, 1958) (Del aney Anend-

ment )

Nemat oci de, Pl ant Regul a-
tor, Defoliant and Dessi -

cant Anmendnment of 1959,

Public Law 86-139, 73 Stat

286 (Aug. 7, 1959)

Col or Additi ve Anendnents

of 1960, Public Law 86-618,
74 Stat. 397 (July 12, 1960)

Drug Anendnents of 1962,

Public Law 87-781, 76 Stat,

780 (Cct. 10, 1962)

98

Pr ovi si ons

To prevent the nove-
nment in interstate

or foreign conmerce of
unwhol esone or

adul terated poultry

or poultry products

t hrough mandat ory
ante- and E>ost-nortem
i nspection of poultry.

Amendi ng Federal Food,
Drug, and Cosnetic Act
to regul ate and defi ne
food additives and to
prohi bit use of addi -
tives unsafe to the
health of nman or ani -
mal .

To expand scope of
Federal | nsecticide,
Fungi ci de, and Rodent -
i cide Act and scope of
1954 anendnents to

Federal Food, Drug,
and Cosnetic Act to
i ncl ude newly devel =

oped chem cal pesti -
ci des.

Amendi ng Federal Food,
Drug, and Cosnetic Act
to regul ate and defi ne
color additives and to
prohi bit use of addi -
ti ves unsafe to the
heal t h of man or

ani mal .

Anmendi ng Feder al Food,
Drug, and Cosnetic Act
to require FDA to af -
firmati vely approve

mar keti ng of new drug.
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Year St at ut e Pr ovi si ons

1962 .
Tal madge- Al ken Act of .
1962 Public Law 87-718, 76 Qg}gg{ggh”gogggﬁag 0 o
%gg%y 663 (Septenber 28, arrangement’s with
States in adm ni ster-

ing and enforcing Fed-
eral laws relating to
mar keting agricul fura
product s "and eradi cat -
I ng plant and ani ma

di Seases.
1964
Act of Ma .
Public Law §§:33§6438 Anendlng Federal |n-
Stat. 190 ’ sectici de, Fungicide,
and Rodenticidé Act

to, anong ot her
things, elimnate
practice of protest
registration permt-
ting manufacturers to
mar ket econom ¢ pol -

sons not hwi t hst andi ng
USQA' s refusal to

register.
1966 ; ;

Fai r Packaging and Label - -

'ng Act, PUDITc Law 89 Preventing the use of

755, 80 Stat. 1296 (Nov. :

3, 1966) met hods of packagi ng
or labeling certain
consunmer commodi ties,
i ncl udi ng food and
drugs distributed in
interstate or foreign
conmer ce.

1967
?g%gesgﬁ%|?%aia@fgo?f Revi sed Federal Meat
’ | nspection Act to
%%éb 8%5St?éé7;84 aut hori ze cooperation
' ; wth State neat in-

spection prograns,

i ncl udi ng financial
assi stance up to 50
percent of State pro-
gram costs; to author-
I'ze regul ation of neat
storage and handling
to prevent adulterar-
tion and m sbrandi ng;

and for other pur-
poses.
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Year

1968

1968

1970

1970

1972

St at ut e

Ani mal Drug Amendnment s
of 1968, Public Law 90-

399, 82 Stat. 342 (July

ol esone Poultrg Pro-
ucts Act of 1968,
Public_Law 90-492, 82
Stat. 791 (Aug. 18, 1968)

Reor gani zation Plan No.
of 1970, 35 Fed. Reg.

15623, 84 Stat. 208
(Dec. 2, 1970)

Federal Environmenta
Pesticide Control Act of
1972, Public Law 92-516
§g728)tat. 973 (Cct. 21,

100

Pr ovi si ons

A .endi ng Federal Food
Drug, and Cosmetic Act
to consolidate and
clarify requirenents
%Jhpllcable to ani mal
di'rugs.

Revi sed Poul try Prod-
ucts I nspection Act
to authorize coopera-
tion with State poul =
try inspection pro-
grans and for other
pur poses.

Airong ot her things,
transterring to EPA
FDA's pesticCide toler-
ance-setting author-
Ity, USDA s™pestjcide
regi stration author-
ity, and Interior's
pesSticide research
authority.

Providing for restric-
tions on disposition
of certain egg prod-
ucts, uniformty of
standards for e?gs I n
interstate and foreign
commerce, inspection

of certain egg prod-
ucts, and for other
pur poses.

ReV|s|ng Federal |n-
secticide, Fungicide
and Rodenticidé Act
to, among ot her _
things, require regi-
stration of pesti-

ci des, including ones
sold Intrastate, and
to provide for
national monitoring

pggg&g@gfor pesticide
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Year

1976

1976

1976

1977

1978

1980

St at ut e

Act O March 15, 1976,
Public Law 94-231, 90
Stat. 215

Toxi ¢ Subst ances Contr ol
Act O 1976, Public Law

94-582, 90 Stat. 2867
(Cct. 21, 1976)

United States Grain
St andards Act of 1976,
Public Law 94-582, 90

Stat. 2867 (Oct. 21,
1976)

Food and Agriculture Act

of 1977, Public Law 95-113,
Sec. 1602, 91 Stat. 1025
(Sept. 29, 1977)

Federal Pesticide Act of
1978, Public Law 95-396, 92
Stat. 819 (Sept. 30, 1978)

| nfant Fornul a Act of
1980, Public Law 96- 359,
94 Stat. 1190 (Sept. 26,
1980)

101

Pr ovi si ons

Anmendi ng Department
of Agriculture Organic
Act of 1944 to clarify
authority of Secretary
of Agriculture to con-
trol and eradicate

pl ant pests, and for

ot her purposes.

Aut hori zi ng regul ation
of commercial chem -
cal s not adequately
addr essed by ot her
regulatory controls

and prograns.

Amrending U.S. Grain

St andards Act of 1916
to establish the
Federal Gain |Inspec-
tion Service in DA
to adm ni ster inspec-
tion and wei ghing re-
quirenents, to pre-
scri be and collect in-
spection fees, and for
ot her purposes.

Arendi ng fee-setting
authority to exclude
adm ni strative and
superviser.costs of
grain weighing and in-
Spection Service.

Amendi ng Federal |n-
secticide, Fungicide,
and Rodentici de Act

to, anong ot her

things, expedite

regi stration and cl as-

sitTication of pesti-
ci des.

Amendi ng the Food,
Drug, and Cosnetic

Act to give FDA

regul atory authority
over the proce53|n?t
manufacturing, quality
control procedures,
and testing of infant
for mul as.
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LI ST OF PREVI QUS EDI TI ONS OF MANUAL OF OPERATI ONS FOR
NATI ONAL SHELLFI SH SANI TATI ON PROGRAM - NOW SUPERSEDED

1925.

1937.

1946.

1957

1959.

1962.

Suppl ement No. 53 to Public Health Reports November 6, 1925

'_'Report of Conmttee on Sanitary Control of Shellfish Industry
inthe United States".

U.S. Public Health Service M nimm Requirement for Approval
of State ShellHsh Control Measures and Certification for

Shippers in Interstate Comrerce (Revise Cctober 1937).

Manual of Reconmended Practice for Sanitary Control of the

Shel I fish Industry Recommended by the U.S Public Heal th
Service (Public Health Bulletin No. 295).

Manual of Recormended Practice for Sanitary Control of the
Shel | Hsh Industry (Part Il Sanitation of the Harvesting and

Processing of SheUrish). Printed as Part n of Public Health
Servi ce Publication . 33.

Manual of Reconmended Practice for SanitarP/ Control of the

Shel I Hsh Industry (Part I: Sanitation of Shellfish Gowng
Areas). Printed as Part | of Public Health Service Publication
No. 33.

Cooperative Programfor the Certification of Interstate
Shel I fish Shippers, Part I, Sanitation of the Harvesting and

Processing of Shellfish. gPrinted as Part 0 of Public Health
Service Publication No. 33).

1962. Cooperative Programfor the certification of Interstate Shellfish

1965.

1965.

1965.

Shippers, Part |, Sanitation of Shellfish Gowng Areas. (Printed
as Part | of Public Health Service Publication No. 33).

National Shellfish Sanitation Program Manual of Qperations Part

| Sanitation of Shellfish Gowng Areas, Public Health Service
Publication No. 33, revised 1965.

National Shellfish Sanitation Program Manual of Operations Part
n Sanitation of the Harvesting and Processing of Shellfish,
Public Health Service Publication No. 33, revised 1965.

~ National Shellfish Sanitation ProgramManual of Qperations Part
in Public Health service Appraisal of State SheUfish Sanitation

Egggran‘s, Public Health Service Publication No. 33, revised
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APPENDI X 6

COVER LETTER, FCOLLOW UP NOTE,
I NI TI AL MAI LI NG LI ST OF 23 STATES
TI TLE PAGE TO QUESTI ONNAI RE
QUESTI ONNAI RE
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Again, your participationin this study s ppr C|ated. \\e
know ~ that any questionnaire requires tine and effort

Pl ease telephone or wite if you have any questions about the

st udy. M. Lewms can be reached at” (919)  933-3490 and | can be
reached at (919) 966- 384

Si ncerely yours.

Morris A Shiffnman
Prof essor and Deputy Chairnman
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THE UNI VERSI TY CF NORTH CARCLI NA

Theé@ {SIEIL@IAQ I-Iecgllfthjherg)lgeés_léyapel F Ca’ér%l n2617a 4Chapel Hill

cl ences and Engi neering
Phone: (919)965- 3849

May 29, 1987

A few weeks agﬁ Dr. Nb | S |ffnan and I s nt ou a
QHSF[%PQ Ah5i OBt fop pregrant [ a%”%%?”ee o wotl, o %tu? °
o eted survey and HnggF tand that your sche @ 1S busy.

ﬂgver, Ve neeﬁ Fo heqr ron1 as many’ s ates poss| e to
achreve’ nmeani ngrul results.

This note is to ask you tp complete the survey or for rdit
Bfregilcetalfceienstls fo, g Tty Tgh o 4
congensa | on oP the [esu tsyf[onkt e corr Fé 8lnp st%tes Thank
you Tor your cooperation. | [ook forward earrng fromyou

Si ncerely,

d enda Lew s
Gr aduat e St udent

gl/m
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Li st to Whom Questionnaires/Letters Wre Sent

M. John Hur st

Bur eau of Mari ne Sci ences

Mai ne Dept.of Marine Resources
Resources Services Bl dg.

West Boot hbay Har bor, M 04575

M. Paul Rai che
Bur eau of Envr. Heal th

Deag. of Health & Welfare
6 zen Dr.
Concord, NH 03301

M. M chael Rickey
18 Route 6A

Sandwi ch, MA 02563

M. Joseph Mgliore
D vi si on of WAter Resources

209 Cannon Bui |l di ng
75 Davis St.

Provi dence, Rl 02908

M. John Vol k, Chi ef
Aquacul ture Division
Dept. of Agriculture
St at e Dock, Rogers Ave.
MIford, CT 06460

M. Pieter Van Vol

Bureau of Shellfis
Dept. of Envr. Conservation
Bui | di ng #40, SUNNY

St oney Brook, NY 11794

M. WIlliamJ. Eisele, Jr.
Di vi si on of WAt er Resources
Leeds Point Laboratory
Stoney Hill Rd., Star Route
Absecon, NJ 08625

ﬁenburgh

M. Paul D Stefano

DeEt. of Health & Mental Hyg.
201 W Preston St.

P. 0. Box- 13387

Balti nore, MD 21201

M. Ri chard Howel |
Bur eau of Envr. Health
Dept. of Health & Soc. Serv.

Jessee Cooper Bl dg.
Dover, DE 19901

M. Coyde W WIley

Bureau of Shellfish San.
Va. Dept. of Health

109 Governor St., Room 904
Ri chnond, VA 23219

M. Robert G Benton

Shel | fish Sanitation Program
Dept. of Human Resources
P. O Box 769

Morehead City, NC 28557

M . Ken Mbor e

SC DeP_t.of Health & Env. Cirl
Shel I Tish Section

2600 Bull St.

Col unmbi a, SC 29201

Dr. Stuart Stevens

Coast al Resources Div.

GA Dept. of Nat. Resources
12 00 dynn Ave.

Brunswi ck, GA 31520

M. John Schnei der

Bureau of Mari ne Research
Dept. of Natural Resources
3900 Commonweal t h Bl vd.

Tal | ahassee, FL 32303

M. Robert PerKkins
Envr. Health Adm nistration
757 Museum Dri ve

Mobi l e, AL 36608

M. Mark d atzer
M ssi ssi ppi Health Dept.

Box 328
Gl fport, M5 39502

M . Ron Dugas

LA WIldlife & Fisheries Comm
4 00 Royal Street

New Orl eans, LA 70160

M. Richard E. Thonpson
Div. of Shellfish San. Control

Texas Dept. of Health, T-811
1100 W 49th St.

Austin, TX 78756
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M. Melvin K. Koi zum

Deputy Dir. for Envr. Health
1250 Punchbow St.

P. O Box 3378
Honol ul u, H 96801

M. Joe Cl adouhos, Director
Div. of Envr. Health

AlaskaoDept. of Envr. Conserv.

Pouch
Juneau, AL 99811

M. Jack Lilja

Envr. Health Services Section
Dv. of Health, MS. LD 11
Dept. of Social & Health Serv.
dynpia, WA 98504

M. Gegory J. Chakarun

Ofice of Envr. Health Systens
Dept. of Human Resources

1400 S. W b5th Ave.

Portl and, Oregon 97201

M. Douglas W Price
Sanitary Engi neering Branch
Dept. of Health Services

50 D Street, Room 205

Santa Rosa, CA 95404
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SURVEY OP THE MANAGEMENT OP
STATE SHELLFI SH  PROGRAMS

Departnent of Fnvironnental .Sciences and Engineering
University of North Carolina at Chapel Hll

(nalf Ue you cone %ur pa; £, Ie0 t tioned survey and

gaﬁuate St udent WIProfessor oIYblgnwrg’nn%rt]élf f‘-legﬁﬂ


NEATPAGEINFO:id=09EB96FA-8B6F-47A5-94C9-F0A8982961AD


O Py W sLogl sreLve 2 surmary, of  [NCopRL) op, submtted
NES .Send to:

. ORGANI ZATI ON AND POLI CY

L Bem ?I P?Z:rei%tﬂia\fieséi Onsﬁ(rellﬁgs%n?cy \M(qicﬁgck

appropria
"l —— W —— | " a

2. ISR UYhLeR 81 et ons i each

Functi on Pi vi si on/ Agency

Evr%\vety Pf \/\1 ;% Ar eas

rol IVI | es
aborator Anal ysSI' S

eSOUr e Manag ment
3. V\hat S the total nunber of fuII time staff

rg?poor}/ %I eV\f or' 't he rrana én%'n?' o &%?PWSWO e

3a. O this h t taf f
a a '3 ttEbefrollo(\?\annan%u[ rmue afl;md
tres In she fIS 1N

carr

res

y

G owi ng Area Surveys

('D

our l

Pl ant | nspecti ons
Patral Activities.
Laboratory Anal ysis =«

Resour ce nagenent
I'1. | NTERGOVERNVENTAL PROGRAM ACTI VI TI ES
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I s

€ase |Cale W

Q="

very frequent frequent infrequent rare none
1 2 3 4 5
Food & Drug Admnistration (FDA)
National Marine Fisheries Service (NVFS)

Nt | gnabn Qogatic & At mospheri ¢ Adni n-

ate urren i nvol ved or has |t bee
3P iﬂ elBt O &‘

Is
|
éﬁéﬂ\f at e a\gqvgfwgf;@ rhS Wld hav C#]gggc(taa I

Current?y invofved—
Past 2-5 years T

Nﬂ Ap tlalt eSDV\EO do ———

not share an estuary
containing shel | fish resources)

|f Yes, please refer to the follow ng:
2a. \Wich states are involved?

2b. Are th nterstate act vities h%andertaken bg
}vJoéJe ss't rﬂ@ I by %rﬁgl | 28 raan e%ﬁ%n f
ega a n or btﬂ B g
Non or | | zed nt——

eg;a. Agreenent T


NEATPAGEINFO:id=05546363-B986-426B-9E82-229067972352


(pl ease indicate)
If No, please refer to the follow ng:

|'s your state planning to hecome |nvolved |n
tgrstate efforts w 9h|n the next 1-2 years?

"l — - — | N | > )

2d. Wiich of the {ollovvi ng have Xou encount ered as
obstacles to rorm ng nterstate agreerrents.

Unvwnleh I\b|eqhborr]{l\5|1gI taltqes. _____
0Qr aphi aﬁ Locat | on o} J -

Lack. oL @nnHQgrcla;lé Jige Channel s
Gher (pl ease indicat e) _____

. qheck {he rfol. oW N %tratlts? h%% mld%}r]tg ur sta{

0 Irnprove or saPeguarﬁg

Citizen Advisory Board
Enf or cenment Con er ences
Enviyonmental Qual ity —

anda

Tax Incentlves

Qi vi | %ourt Action —
gp mpla urt #%gtc|eon —

ask

NoNnhe |
Q her (please |i3T) ___

' Stl rfa I €S st ﬁto(\?v Ig,?? ecl W?E%Entﬁed tﬁhe babl’(l)vlel’l
i cat gbef“?')we&‘mstJ h' COr ﬂé‘s‘?‘bbn& A0 hun ey (ease
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&Yf e

ef ect | ve n(iutrgale*n]gffeg |tv? veré don

Citizen Advisory Board
Enf or cenent Conf er ences

EnV| ronnental Quality Standards
Tax | ncentives

Civil Court Action
Crimnal Court Action
Shel | fi sh Task Force

4a. |f your state has not used these strategjes
wotll d be

L yayr, opinion, do you think they wo

e == Nio

H]s)t/0 rh 3 ma_lj or obstacles in managing shellfish
1)
2)
3)

What t fact tributing t
%gttear $V§P%pﬁjgorsh ‘ﬁ orsh Cpornogrrlarlrjs’;n Chgczog[l

Environmental Deterioration
Ooncerr] for the Puplic's Health
eder a /Industr lal Financial —

St%e Requi renents. an l\/andaSes L
er (qp | ease i ndi cate

think a stronge different state role is
neegeg I n managi ng sfqelrlp Ish? O bho th7
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stronger role: Di fferent role;
Yes Yes

No No

Bot h;
Yes
No

7a. If You answer ed Yes to anX of the above, in
what way should the role be altered?

I1'11. OPERATI ONS

1. O the follow ng, what are the measures on which

your state bases its classification of waters?
(Check all that apply)

Water Quality Studies

Pol [ uti on Source Survey
Wd&?agrré"c[%@r?s‘tgﬁ et eor ol ogi cal
Har vesting Practices

Resour ces (%feCIfLC speci es
abundance & distribution)

Interrel ati onshi ps of the
foregoing factors -

Q her (please indicate)

2. What is the total area (in acres) of classified
shel [ fishing waters within your state?

2a. How nuch of this area (in acres) is within
your division or agency's jurisdiction?

3. How many acres are Frohibited? Appr oved?
Condi tional |y approved? Restricted?
Non- pr oduct i ve? O her

classifications? (please indicate classification)
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|'V.  PROGRAM ACTI VI TIES AND FUNCTI ONS

foﬂ@emﬁ”WW? a'O“SStn ?%EWHEWS
2 E\am( ) 9”&25%3;@' ncfprggg e

Enforcenment Activities
5 Resour ce Managenent

Cvaned oL owing Suestions pertain to activities
Shore||ne Surveys/Water Quality Sanmp ||n%
ing shoreline

L WAl EL00f: by dlsed b conduc
Desktop ___ Field _____

Af,%%%)f,lgt,e(? ghwpfl |s%r|cnegmw§te ePfs ¢ ra ygd
3. Check eac 8f.th? follcgvvm qr.a}meters. Whi ch
are jncluded |1 he wa er.% al [ LV nmonitoring
program conduct ed by your “di Vsl on/agency.
gﬁ%%ll %Sg)lllié‘oorrrr% I
arg %ﬁncg gwel | frsr———
a al L
ehcr)roﬁl%(‘ rgd &PS aﬁqboorrss -
(t her ?P ease I ndicate
| nspection o %ack| ng/ processi n? plants |
\What IS the I'nspection frequency in your state

Weekly Sem-annually
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117

QtrPIeYIy — @B?egk}/nm cate ——

- ency _____

Laborat ory Analysis
115 GhOM POHALEL SAURLLOPLAN S KEheatLR! NG

G ow ng Water Sanpl|ng

Yes

|\|O__"S"C'hed ¥e ’gn what

Mar ket Sanpl i ng:

Yes _Sthe(ljf yes, .gn what

2. | ab personnel, within our di vi si.on/ age
Pgll % rocedures as eIL eatedsl % R&é’ﬁ
Ilyragga erations or m)dl |cat|ons of suc

Vil cé’tfi Sherdtians frogedures

Enf or cerrent Activities

' ' 2
theck a|"f‘r¥ﬁ5“£‘ |%)ntrolled in your state’

Llscen5|n & Permttin
dent| %}CIose Area
oW

Pat rol o S
Qther (indicate r%thod?

Resour ce I\/anagerrent

1. responsible for the rel
me |sh o%notb( area for natura %an3| ng

MAI |n your state? (Check all appl|cable
State Patrol Agency

State Control ency —__ ™
Shel [fish Industry .
Depur ati on

1. Does your state al | ow depuration?
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Yes @ No

If Yes, please refer to the follow ng:
| a. y%|cdep equl atjons does your state fol | ow

ed NSSP Manual
LS g oy T om——
St at e Regulatlons _____
'b. s%orr% ¥18ucr>f Sdte%tu(raathgc\{ shel??lhgrqu' e for the

mo—s-c heéléﬁs ’gn what

If No, please refer to the followng
Wy is _depuration not being practised in

| d. &ft our, éaﬁgxplfnn|n§ yeabeg|n depuration

Yes

No Why not ?

Uy has your state decided to allow

gase |nc|ude co s of a r?ﬁo ts, gu at | ons
pO|ICI ? nE answe
conC|se | I'Scu abo
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Thank you for your participation!

Nane:
Titl e:

Or gani zat i on:
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