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COMPTROLLER GENERAL ‘ii 
REPORT TO THE CONGRESS 

DIGEST ------ 

WHY TRE REVIEW WAS MADE 

The General Accountxng Office (GAO) 
wanted to know whether the National 
Shellfish Sanltatlon Program 
(NSSP)--a voluntary, tripartite 
cooperative program of Federal, 
State, and shellfxh Industry rep- 
resentatlves-- is effectively insur- 
ing that potentxally harmful 
shellfish are not reaching the 
Amerxan consumer and that Imported 
shellflsh are meeting U S domestic 
standards 

Background 

Under the Food, Drug, and Cosmetic 
Act (FD&C Act), the Food and Drug 
Administration (FDJ) 1s responsible 
for insuring that food--including 
shellfish--shipped in interstate 
commerce 1s safe, pure, wholesome, 
and processed under sanitary 
condltlons Shellfish, as defined 
under NSSP, Include all edible 
species of oysters, clams, and 
mussels, either shucked or in the 
shell, fresh or frozen Processed 
shellflsh, whether domestic or lm- 
ported, are monltored by FDA under 
the FDGC Act 

For fresh and frozen shellfish 
shipped Interstate, FDA seldom uses 
the regulatory powers of the FDGC 
Act but relxes, instead, on its 
partxxpatlon in NSSP 

FDA administers this tripartite 
program for the Federal Government 

PROTECTING THE CONSUMER FROM 
POTENTIALLY HARMFUL SHELLFISH 
(CLAMS, MUSSELS, AND OYSTER&) 
Food and Drug Admlnlstratlon 
Department of Health, Education, 
and Welfare B-164031(2) 

FDA annually reviews each State's 
compliance with NSSP requirements 
and endorses, or wlthholds endorse- 
ment of, a State's program If FDA 
withdraws Its endorsement of a 
State's program, other member - 
States must refuse shellflsh 
shqments from that State 

There are 20 shellfish-producing 
States During 1971 about 136 mll- 
lion pounds of shellfIsh were 
harvested by these States and 
another 16 mllllon pounds were 
imported 

About 2 mllllon acres of the 
national shellfish-halvesting 
acreage, or about 20 percent, have 
been closed to domestic harvesting 
because of contaminated waters. 
About 1,620 shellfish plants are 
certified under the program to ship 
their products In Interstate 
commerce 

GAO revlewed selected actlvltles of 
four shellfish-producing States-- 
Maryland, Massachusetts, New York, 
and Washlngton--to assess the 
effectrveness of the four FDA dls- 
tract offices responsible for 
monltorlng the actlvltles of these 
States These shellfish-producing 
States accounted for about 53 per- 
cent of the dollar value of the 
national shellflsh production In 
1971 

GAO asked FDA to analyze water 
samples collected from 10 approved 
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growing areas in these States and 
accompanied FDA on Its lnspectlon 
of 30 shellfish plants selected by 
GAO These plants represent about 
5 percent of the certified plants 
In the four States and account for 
about 11 percent of the shellflsh 
sales by these States 

Shellfish meat samples were 
collected during the plant inspec- 
tlons, and, at GAO's request, FDA 
analyzed them for bacteria counts 
and for the presence of toxic 
metals --mercury, lead, and 
cadmium-- and pestlcldes 

GAO also used water and shellfish 
meat sample results previously 
collected and analyzed by the 
States to evaluate the tlmellness 
of State actlons and the effectlve- 
ness of FDA monltorshlp under the 
program 

FINDINGS AND CONCLUSIONS 

OveraZZ findzngs 

1 Shellfish not meeting NSSP 
bacterlologlcal standards are 
reaching the consumer In quan- 
titles sufficient for GAO to 
questlon NSSP's effectiveness 

2 FDA is not adequately monitoring 
the States to insure that shell- 
fish reaching the consumer are 
pure, safe, and wholesome 

3 The States Included in GAO's 
review are not fulfllllng their 
responslbllltles for lnsurlng 
that shellflsh are harvested 
from only safe waters and are 
processed under sanitary plant 
condltlons 

PotentzaZZy harmfuZ sheZi?fzsh 
reachznq the coweumer 

There 1s a potential health hazard 
associated with eating contaminated 
shellflsh because they can carry 
lnfectlous viral hepatqtls, typhoid, 
salmonellosis, certain forms of 
gastroenterltls, and polio. 

FDA has not established Federal 
standards for bacteria or toxic 
metals, except mercury, in shell- 
fish and has not requested the 
Environmental Protectlon Agency-- 
which regulates pestlcldes--to 
establish pestlclde standards, 
Instead, FDA relies upon the States 
to enforce the NSSP bacterlologlcal 
and pesticide standards TOXIC 
metal guldellnes which NSSP has had 
under conslderatlon for several 
years have not yet been made a part 
of the program 

Analyses of shellfish meat samples 
furnlshed to FDA by 14 States in 
1970 showed that 24 percent of the 
samples exceeded allowable limits 
under the NSSP bacterlologlcal 
standards Of the samples analyzed 
during 1971 by the four States in- 
cluded In GAO's review, 31 percent 
exceeded the allowable llmlts. 
(See pp 14 and 15.) 

An FDA analysis of shellfish meat 
collected during the Joint FDA-GAO 
plant lnspectlons showed that 17 
percent of the samples exceeded 
allowable bacterlologlcal llmlts 
The sample results lndlcated that 
the shellfish had fecal contamlna- 
tion-- a potential health hazard-- 
and probably had been harvested 
from Improperly classlfled or 
closed growing areas (See p 15.) 
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The shellflsh meat samples also 
contained other contaminants 
(See p 16 ) 

The States are not required to 
sample shellflsh FDA is not re- 
qulred under NSSP to evaluate 
States' sampling programs that do 
exist and does not generally col- 
lect shellflsh samples during Its 
own plant inspections 

Of the four States reviewed, one 
had a State-wide market-sampling 
program, two had llmlted programs, 
and one had no meaningful program 
Neither FDA nor the four States 
routinely trace vlolatlve shellflsh 
to their source to determine 
whether the waters are mlsclassl- 
fled and unsafe for harvesting 
(See p 17 ) 

Need for zmproved monztorzng 
of SheZlfzsh-growzng waters 

Neither approved nor closed 
shellfish-growing areas were 
monltored effectively by FDA to 
insure that shellfish harvested 
were safe to eat Timely action 
was not taken to close areas that 
had poor water quality, and low- 
rated areas were not closed, 
contrary to NSSP requirements 
States have not always adequately 
posted or patroled closed growing 
areas to deter illegal harvesting 
(See p 23 ) 

Plant sanztatzon condztzons 

Of the 30 shellfish plants1 
inspected by FDA at GAO's request, 
12, or 40 percent, had lnsanltary 

lThe names of the plants are 
included in appendix XII 

condltlons, of which 8, or about 
27 percent, were considered to be 
significant 

FDA 1s not aware of industrywide 
sanitation conditions because of 
the limited number of inspections 
and methods of selecting plants to 
be inspected FDA plant evaluation 
procedures do not give adequate 
conslderatlon to the effectiveness 
of States' actions to obtain cor- 
rection of prior insanitary condl- 
tlons or to the slgnlflcance of 
current plant deficiencies FDA 
does not notify violators offl- 
clally of sanltatlon standards 
violated or monitor cases to 
promote corrective actlon (See 
P 35) 

ControZ over zmported sheZZfzsh 

About 15 8 mllllon pounds of fresh, 
frozen, and processed (cooked, 
smoked, etc ) shellfish were lm- 
ported Into this country in 1971, 
of which 12 4 million pounds were 
harvested from waters uncertlfled 
under NSSP standards Since the 
quality of the shellfish harvested 
and the condltlons under which they 
were processed were unknown, the 
domestic safeguards to insure the 
marketing of safe and sanitary 
shellfish were not always avallable 
Further, an apparent Inequity 
exists In that foreign shellflsher- 
men are not required to harvest 
from only certlfled waters (See 
P 48) 

RECOMMENDATIONS 

With respect to NSSP, GAO 
recommends that the Secretary, HEW, 
direct the Commlssloner, FDA, to 

--Notify States to close growing 
areas rated below standard unless 
the States Justify, in writing, 

Tear Sheet 
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that there 1s no health hazard 
(See p 33 ) 

--Develop with the States a 
systematic survey plan for 
monltorlng all growing areas, 
lncludrng a mlnlmum number of 
sampling stations and frequency 
of sampling (See p 33.1 

--Develop an effective patrol 
program wrth each State speclfy- 
Ing frequency of patrols and 
posting crlterra for closed 
areas [See p 33 ) 

--WIthdraw endorsement of a State’s 
program if the State does not 
take aggressrve and timely action 
to correct program deflclencles 
relatrng to contra1 over approved 
and closed growing areas (See 
P 33) 

--Annually assess the overall 
- sanltatron condrtlons of a rep- 

resentatlve number of shellfzsh 
plants (See p 46 ) 

GAO has also recommended a number 
of changes for lncorporatlon Into 
NSSP The changes, If enacted by 
the tripartrte, wrll strengthen the 
exrstrng program by requlrlng the 
States to have an effective market- 
sampling program and to consider 
the slgnlflcance of condltlons 
found and the adequacy of folLowup 
actlons when evaluating plant rn- 
spection actlvltles (See PP 20, 
33, and 47 ) 

Addltlonally, to carry out at5 
responslbllltles under the FPGC 
Act, GAO recommends that the Sec- 
retary, HEW, direct the 
Commissioner, FDA, to 

--Use the regulatory powers under 
the FDGC Act in those Instances 
where NSSP 1s not effective ln 

correctrng xnsanltary condltlons. 
(See p 47 ) 

--Establish Federal bacterlologlcal 
standards of quality for shell- 
fish and enforce them If satls- 
factory compliance cannot be 
obtained under NSSP (See p 20 ) 

--Establish Federal standards for 
toxic metals In shellfish and re- 
quest the Envlronmental Protec- 
tlon Agency to establish 
standards for pestrcldes in 
shellflsh. (See p 21 ) 

--Collect and analyze market 
samples of shellflsh meat taken 
during inspections of shellflsh 
plants (See pd 21 ) 

--Issuf3 wrltten notices Ln all 
cases where FDA finds insanitary 
condltlons In shellfish plants 
and request written responses on 
actlon taken or planned to 
correct the vlolatlons and to 
insure contrnued compliance 
(See p 47 ) 

--Obtain and monitor the results of 
all State lnspectlons of shell- 
fish plants and the followup ac- 
trons taken when insanitary 
condltlons are found (See p 47 ) 

AGENCY ACTIONS AND 
UNRESO&VED ISSUES 

GAO submatted drafts of this report 
to the Secretary, HEW, the State 
agencies responsible for shellflsh 
actzvrtles in the four States in- 
cluded 1n GAO’s review, and a 
representative of the shellflsh 
industry, for comments 

The reclplents agreed generally 
with the findings dlscussed in the 
report HEW concurred in GAO’s 
recommendations and advised that a 
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number of corrective actions had 
been, OT would be, taken (See 
pp 21, 34, and 47 ) 

HEW stated that one of the 
prlnclpal reasons FDA had not 
played a more active role during 
the last several years was due to 
the fact that FDA’s llmlted man- 
power resources have been directed 
toward attempting to cope with what 
appeared to be even more crltlcal 
problems, such as mlcroblologlcal 
contamlnatlon and drug hazards 

Need for addltlonal substantive 
Increases In FDA staffing for In- 
spection actlvltles has been 
recognized by the President, HEW, 
and FDA, according to HEW, and a 
substantial increase for such 
actlvltles was included in the 
Department’s most recent (fiscal 
year 1973) budget request 

Comments of State agencies and 
shellflsh Industry representatives 
are discussed on pages 54 through 59 

MATTERS FOR CONSIDERATION 
BY THE CONGRESS 

The Congress should consider 
enactlng leglslatlon which permits 
lmportlng fresh, frozen, and proc- 
essed shellflsh from only those 
countries that harvest and process 
shellfish under condltlons which 
are at least equal to domestic 
standards to insure that only safe 
and wholesome shellflsh are 
Imported 

Under the Federal Meat Inspectlon 
Act, a similar requirement exists 
to insure that Imported meat has 
been slaughtered and processed 
under condltlons at least equal to 
domestlc standards (See p. 52 ) 
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INTRQDUCTIQN 

The programs of the Food and Drug Admrn%stratlon (FDA) p 
Department of Health, Educataon, and Welfare (HEW), are 
dnrec%ed at a single overall obaectave--consumer protectxon. 
Among other things FDA’s mlssxon IS to Insure Lhat food 
(lncludang shellfish) LS safe, pure, and wholesome, that 
drugs and %herapeutlc devaces are safe, effectave, and 
properly labeled, and that certain consumer produc%s are 
presen%ed honestly to the public. 

One of FDADs responslballtles under the Food, Drug, and 
Cosmetic Act, (FDGC Act), as amended (27. U,S,C, .301), 1s %o 
insure that food (Includang shellfssh) shapped or received 
In interstate commerce ES processed under sanitary conditions. 
If FDA finds adulterated produc%s or xnsanl%ary plant condo- 
taons that may cause adultera%non, 1% can rnstnate one or 
more of the following Begal ac%~ons through the Deparfment 
of Jus%ace. 

--Prosecutaon of an andlvndual who vaolates provlsrons 
of the FD@L’ Act, 

--En)onnder of a plant or lndavldual to perform or not 
perform some actaon, 

--Seizure of any food %hat BS adul%era%ed or mlsbsanded 
when introduced anto, or while xn, xntesstate commerce. 

In practice, FDA seldom uses the regulatory powers of 
the FD$C Act to assure itself %hat fresh and frozen shell- 
fish are safe and sanitary but, ra%her, relaes on 1%~ 
partlclpatlon In the Na%~onal ShellfIsh Sanl%atxon Program 
(NSSP) to achieve this purpose. Processed shellflsh, 
whether domestic or Imported, are monitored by FDA under 
the FDGC Act. 

The purpose of NSSP 1s to prevent shellfish-borne 
illness by controlling the shellfish-growang areas and 
sanitary condataons a% plan%s which handle fresh or frozen 
shellfIsh. It as a voluntary, trapartxte, coopera%ive 
program of Federal, State, and shellfish Industry represent- 
atlves es%ablxshed In 1925 a% the reques% of State and local 
health authorltles and Industry representatives) following 



a major outbreak of typhoid fever in the Unlted States 
attributed to sewage-polluted oysters. In establishing or 
modafylng program requirements, each group in the program 
has an equal number of votes and a two-thirds malorlty vote 
2s required to effect a program change. FDA 1s responsible 
for Insurang that proposed changes do not conflict with 
Federal laws and regulations, 

At the Federal level, NSSP was lnltlally admlnlstered 
by the Publnc Health Service (PHS) under authority of title 
IHI of the Public Health Service Act, as amended (42 U.S.C. 
241) e When PHS was reorganized In 1968, FDA assumed respon- 
slbllaty for admlnlsterlng the program. 

FDA as administered by a Commlssloner under the 
directnon of the HEW Assistant Secretary for Health. 
PoPlcles and procedures are established at FDA’s head- 
quarters, Rockvllle, Maryland, and operations are carried 
out by 19 dastrlet offices in the United States and Puerto 
Racoe Six FDA distracts monitor the actlvltles of the 20 
shellfish-producing States o all of which are members of NSSP. 
(See app, I.) FDA also encourages Inland States to monitor 
the quaPIty of shellfnsh received from producer States. 

FDA’s approprsatlon for fiscal year 1972 was about 
$110 mlklaon, of whfch about $1.1 mllllon was for NSSP 
and related research actlvltles. According to FDA, NSSP 
member States spend about $6 mllllon annually for shellfish 
actlvitiesI 

Shellfnsh, as defined in the NSSP Operations Manual, are 
aPP edrble species of oysters, clams, and mussels, either 
shucked or in the shell, fresh or frozen, (See photograph 
on p* 9.) The 1971 commercial shellfish harvest In the 
Unlted States was about 136 mlllaon pounds worth about 
$149 rnlllllon. An additional 16 mllllon pounds were Imported. 
The shellfish harvested In the four States included in our re- 
view accounted for about 53 percent of the value of the 1971 
natIona production. 

The quality of shellfish 1s directly related to the 
waters in which they grow and feed. Most shellfish live 
an coastal zones-- called growing areas --where sea water and 
fresh water msx. Because they feed by pumping water through 
their bodies s they accumulate micro-organisms, chemicals, 
and toxnc metals from thelr marine environment. Since 
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people frequently eat partially cooked or raw shellfish, a 
health hazard may be present if the shellfish were harvested 
from contaminated waters. 

The types of shellflsh covered by NSSP ClockwIse from extreme 
left sea clam, mussel, hard shell clam, soft shell clam, and oyster 

NSSP consists of eight program elements on which FDA 
rates member States. The NSSP member States are required 
to adopt adequate laws and regulations to insure control of 
sanitation in the shellfish industry and, among other things, 
must 

--Survey shellfish-growing areas to identify pollution 
sources that could adversely affect the waters and 
test the waters for bacteriological quality. 

--Post growing areas that are unsafe for shellfish 
harvesting and patrol such areas to deter illegal 
harvesting. 

--Inspect shellflsh plants for compliance with NSSP 
sanitation standards. 
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--Provide evidence to FDA that the above and other 
program elements have been met. (See app. II.) 

NSSP also has set bacterlologlcal standards for shell- 
fish at the wholesale market level. ShellfIsh harvested 
from approved growing areas and handled In accordance with 
NSSP crlterla are considered safe for consumption if they 
meet these standards. (See photographs on p. 11.) 

FDA reviews annually each State’s compliance with NSSP 
requirements and endorses or wlthholds endorsement of a 
State’s program. To qualify, a State must receive a rating 
of at least 70 percent for each of the eight program elements. 
A State 1s given 90 days to correct elements rated below 
70 percent. FDA’s endorsement slgnlfles to third parties 
that the State has met the NSSP requirements. If FDA 
wlthdraws its endorsement of a State’s program, the names 
of the shellfish plants in that State are no longer listed 
in FDA’s semimonthly publlcatlon of interstate shellfxh 
shippers. According to FDA, NSSP member States must refuse 
shellfish shipments from States which lose endorsement. 

Industry’s role under NSSP 1s to obtain shellfish from 
safe sources, malntaln plants which meet program sanltatlon 
standards, and keep records of the orlgln and dlsposltlon 
of shellflsh. 

The General Accounting Office (GAO) revlewed NSSP’s 
effectiveness of lnsurlng that shellfish are harvested from 
waters which meet program bacterlolaglcal standards, that 
potentially harmful shellflsh are not reaching the consumer, 
and that Imported shellflsh meet our domestlc standards. 

10 



Furnished by the Food and Drug AdminIstration 

ShellfIshermen tongmg oysters 

FurnIshed by the Food and Drug Administration 

Vessel dredgmg for sea clams 
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CHAPTER 2 

POTENTIALLY HARMFUL SHELLFISH REACHING THE CONSUMER 

There 1s a potential health hazard associated with 
eating contaminated shellfish, because they can carry infec- 
tious viral hepatltls, typhoid, salmonellosls, certain forms 
of gastroenterltls, and polio, 

FDA 1s responsible under the FD6C Act for lnsurlng that 
shellfish shipped or received in interstate commerce are pure, 
safe, and wholesome. Rather than independently establish 
criteria applicable to domestic shellfish, FDA relies on Its 
partlclpatlon in NSSP to fulfill this responsibility. Bac- 
terlologlcal and some pesticide standards have been estab- 
lished under NSSP to determine the quality of shellfish at, 
among other places, the wholesale market level. Shellfish 
meeting these standards are considered safe for human con- 
sumptlon. 

Sample analyses showed that enough shellfish not meeting 
NSSP bacteriological standards are reaching the consumer for 
us to questlon NSSPIs effectiveness. Further, shellfish 
market-sampling programs in three of the four States included 
in our review were inadequate and prompt or effective fol- 
lowup action was not always taken when samples exceeded the 
bacterlologlcal limits provided by the standards. 

SHELLFISH EXCEEDING BACTERIOLOGICAL LIMITS 

ShellfIsh having a fecal collforml count of 230 or less 
and a total plate count* of 500,000 or less are satisfactory 
and presumed safe for consumption according to NSSP. 

‘Fecal collform--a health hazard indicator--is bacteria which 
Indicate the presence of fecal pollution and other harmful 
bacteria. 

*Plate count 1s the total bacteria present and indicates 
whether shellfish have been handled properly, e.g., held 
under proper temperature, p recessed under sanitary condl- 
tions-- improper handling indicator. 
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Guidelines for interpreting sample results state that 
shellfish with a high fecal collform count and a low plate 
count were probably harvested from an improperly classified 
growing area and are potentially hazardous. Shellfish with 
high fecal collform and plate counts are also considered po- 
tentially hazardous and may have been harvested from waters 
not meeting approved growing area criteria. NSSP requires 
the States, in these situations, to take lnvestlgatlve or 
corrective actions. In either case, the possibility also ex- 
ists that such shellfish could have been illegally harvested 
from closed growing areas. (See ch. 3.) 

In April 1969 an FDA shellfish laboratory official con- 
cluded that bacteria counts in shellfish were excessive be- 
yond reasonable expectations and were an extreme public 
health hazard. Data supporting this statement included the 
results of 33 samples from 3 States which showed that 17 
samples, or about 51 percent, exceeded the fecal collform 
limit of 230 and that 12 samples, or about 36 percent, had 
fecal collform counts of over 1,600. 

In discussing the potential health hazard associated 
with the consumption of shellfish that exceed NSSP bacterlo- 
logical limits, FDA and State shellfish officials advised us 
that shellfish with fecal coliform counts in excess of about 
900 to 1,000 would be cause for alarm. According to FDA of- 
ficials, the potential health hazard increases as the fecal 
coliform counts Increase. 

One State included in our review which allows shellfish 
to be harvested from restricted waters1 will immediately 
close such growing areas if fecal coliform counts exceed 
1,600. According to FDA, there is a greater hazard asso- 
ciated with fecal coliform counts In the range of 1,600 at 

‘Under certain condltlons, NSSP permits the harvesting of 
shellfish from growing waters of marginal quality. Shell- 
fish obtained from such sources must be purified at plants 
with approved purification procedures. Only one such plant 
was in operation at the time of our review. Conditions at 
this plant are discussed on p. 43. 
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time of harvest than with fecal collform counts of 1,600 at 
the wholesale market. FDA explained that, because this 
health hazard lndlcator organism may multiply when shellfish 
are removed from the water, a high fecal collform count at or 
near the time of harvest 1s more lndlcatlve that the shell- 
fish and growing areas may be contaminated with fecal pollu- 
tlon and other harmful bacteria. 

In November 1970 FDA became lncreaslngly concerned with 
the bacterlologlcal quality of market shellfish and vlewed 
the sltuatlon as a serious public health threat. At that 
time FDA surveyed shellfish-producing States to determine the 
number, source, and results of shellfish samples that had 
been analyzed by shellfish-producing States, Although FDA 
planned to use this data to determine whether shellfish were 
meeting the bacterlologlcal standards, we were told that due 
to resource llmltatlons the data was nevel fully evaluated. 

Our review of the results of 2,700 shellfish samples 
obtained by FDA from 14 States during the survey showed that 
the bacterlologlcal standards were not met in 638, or about 
24 percent) of the samples. The fecal collform limit--the 
health hazard lndlcator--was exceeded In 548, or about 20 
percent, of the samples. The plate count limit--the Improper 
handling lndlcator --was exceeded In 166, or about 6 percent, 
of the samples. Of the 638 samples, 76, or about 3 percent, 
exceeded the allowable llmlts for both fecal collform and 
plate counts. The following schedule summarizes the results 
of samples exceeding allowable llmlts. 

I 
High fecal 

coliform 
High fecal (note a) 

collform and high 
count plate count 

(note a) (note b) 

Fecal coliform counts 
231 to 900 214 16 
901 to 1,600 55 10 
Over 1,600 203 50 

High plate count only - - 

Total 472 76 - 

Percent of 2,700 
samples 17 5 2 8 

aSamples with fecal collform count over 230 

bSamples with plate count over 500,000 

14 

High Samples 
plate count exceeding 

(note b) limits 

230 
65 

253 
90 90 - - 

90 - 638 

33 23 6 



According to FDA, the data analyzed might not be representative 
of the true bacterlologlcal quality of shellflsh meats reach- 
lng retail markets and the consumer. 

The four States included in our review collected and 
analyzed shellfish meat samples during calendar year 1971. 
Analysis results available to us at the time of our review 
showed that 333, or 31 percent, of 1,085 samples exceeded the 
allowable llmlts, as shown below. 

High fecal 
Samples 

exceeding 
coliform counts 

231 901 High 
to to Over plate limits 

State Samples 900 1,600 1,600 counts Number Percent 

A 191 31 12 59 9 111 58 
B 226 49 6 37 1 93 41 
C 631 42 18 63 4 127 16 
D 37 2 - - 2 5 - - - 

Total 1,085 124 36 159 14 "333 31 

aIncludes 26 samples of shellflsh shipped to State A from one' 
other State, 70 samples shipped to State B from 7 States, 
and 53 samples shipped to State C from 8 States. 

It should be noted that 319 samples, or 29 percent, ex- 
ceeded the fecal callform limit of 230 and that almost one- 
half of these were In excess of 1,600, about 7 times the 
limit. 

ANALYSIS OF SHELLFISH SAMPLES COLLECTED 
DURING FDA-GAO PLANT INSPECTIONS 

To find out if potentially hazardous shellfish were 
still reaching the wholesale market and thus the consumer, 
we had FDA collect shellfish samples at the plants we vlslted 
to inspect sanitation condltlons. (See ch. 4.) 

Of 92 samples collected, 17 percent exceeded allowable 
limits. Shellfish at 11 plants in 4 States exceeded the fe- 
cal collform llmlt of 230 and at 2 plants in 2 States ex- 
ceeded the plate count llmlt of 500,000. The results of the 
vlolatlve samples are shown below. 
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High High fecal 
fecal coliform High 

coliform and high plate 
count plate count count Total 

Fecal collform counts 
231 to 900 
901 to 1,600 
Over 1,600 

High plate count only 

6 6 
2 2 
6 1 7 

- - - 1 - 1 

Total 1 - 1 - 

Percent of 92 
samples 15 1 1 17 

Because it takes 1 to 2 weeks until sample analysis re- 
sults are known, shellfish from the lots sampled probably 
reached the consumer, 

Analysis for other contaminants 

The shellfish samples taken at our request were also 
analyzed for mercury, lead, cadmium, and various pesticides, 
and several samples were found with significant amounts of 
these contaminants. (See app. XI.) Although some pesticide 
tolerance guidellnes have been established under NSSP, none 
have be’en established for toxic metals in shellfish and those 
proposed by FDA were re-jected by the program participants. 

FDA officials said they had proposed certain guldeline 
levels for toxic metals in shellflsh to the State and indus- 
try representatives in October 1971 at the annual NSSP con- 
ference. These levels were based on data collected from four 
major shellfish-harvesting areas In the United States. Due 
to the lack of adequate toxlclty data, FDA decided to use 
these levels as an indicator of metals pollution in shellflsh- 
growing areas. These levels, according to FDA, would have 
provided State health authorities with a method of detecting 
any increase in metals contamination In growing areas and 
thereby permit the States to take action in locating new 
sources of pollution before the metals in shellflsh reached a 
dangerous level. 
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FDA further stated that, due to the opposltlon of the 
shellfish industry because it feared bad publlclty and due 
to the wide span of data reported caused by varlatlon in the 
laboratory procedures used by analysts, both industry and 
State NSSP representatives felt that further work was needed 
particularly In the area of toxicology before any guldellne 
levels could be set for metals In shellflsh. 

According to FDA, it would have to establish a research 
component if it were to malntaln current and valid sclentlflc 
5 tandards. FDA stated that a research component would enable 
It to study and establish mlcroblologlcal standards of qual- 
ltY, to determine the need for setting metal tolerances In 
shellflsh, and to Investigate pestlclde contamlnatlon of 
shellfish. FDA explained that NSSP lost two shellfish labo- 
ratories and related sclentlflc research personnel when PHS 
was reorganized in 1968 and NSSP was transferred to FDA. 
This vlewpolnt 1s shared by others partlclpatlng In NSSP. 
(See p 57.) 

Toxic metals 

We found that 4, or 12 percent, of the 34 shellfish 
samples analyzed for toxic metals contained cadmium In excess 
of FDA’s proposed alert levels. Sample results for mercury 
and lead did not exceed proposed alert levels 

FDA said It would establish enforcement standards for 
metals for marine foods as toxicity data 1s developed and 
that It would take action when excessive levels of metals 
constltutlng a health hazard are found. 

Pesticides 

Two samples exceeded the NSSP llmlts provided by the 
guidelines for the pestlclde chlordane. FDA advlsed us that 
these guldellnes were established in 1968 before any whole- 
sale survey was made of pestlcldes in shellfish and that It 
was collecting addltlonal data on pesticides in shellflsh 

LIMITED MARKET-SAMPLING PROGRAMS 

Although NSSP has bacterlologlcal market standards, the 
States are not required, but are encouraged by FDA, to have 
market-sampling programs Consequently, FDA 1s not required 
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by NSSP to evaluate the States’ market-sampling actlvltles. 
FDA generally does not collect shellfish samples during its 
plant Lnspections. 

Of the four States reviewed, only one had a State-wide 
market-sampling program. The programs of two States were 
llmlted to monltorlng speclflc market areas. The fourth 
State analyzed only 28 samples a year and had no meaningful 
market-sampling program. 

INADEQUATE FOLLOWUP ACTION 
WHEN SHELLFISH SAMPLES EXCEED LIMITS 

Although the NSSP guldellnes state that high fecal coll- 
form counts indicate that the shellfish may have been har- 
vested from polluted waters, we found little evidence that 
either FDA or the States were reappraising the growing areas 
for compliance with the NSSP water quality criteria when sam- 
ples exceeding allowable llmlts were found. 

Offlclals In the three States which have market-sampling 
programs advised us that, when sample results exceeded allow- 
able limits, they generally obtained followup samples at the 
plants Involved but did not routinely reappralse the areas 
from which the samples had been obtained. None of the grow- 
lng areas from which 16 vlolatlve samples were collected by 
FDA at our request had been reappraised by either FDA or the 
States. 

Further, sample results which exceed limits were not 
being used to identify harvesters for followup actlon. 

Also State records showed that In one Instance, where 
sample results from three different plants Identified a sin- 
gle growing area as the source of the problem, the State had 
not closed the area even though water samples lndlcated that 
certain sections of the alea should have been closed. After 
we brought this to FDA’s attention, FDA said that a recommen- 
datlon would be made to the State to lmmedlately close most 
of the area because the water did not meet NSSP crlterla 
FDA advised us in June 1972, 6 months after the problem grow- 
ing area was identified, that the State was reappralslng the 
area. 
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FDA also did not collect market samples in the four 
States revlewed and did not effectively use State and cItyI 
sample data. For example, In one case where a city had a 
more extensive sampling program than the State, FDA did not 
know what use was made of the sample data, The results could 
be used for Identifying problem areas. In another State, 
although FDA maIntaIned a log of State sample results exceed- 
lng allowable llmlts, apparently the data was not used. 

CONCLUSIONS 

FDA has not developed Federal shellfish bacterlologlcal 
standards that are enforceable under the FDGC Act. Rather, 
It encourages partlcapatlng States to enforce the NSSP stand- 
ards D 

Quantltles of shellfIsh at the wholesale market level do 
not meet the NSSP bacterlologlcal standards, and a high per- 
centage of these shellfish have high fecal collform counts 
which the program defines as being potentially hazardous. 
Although program crlterla state that high fecal collform 
counts nndlcate that the shellfish came from Improperly clas- 
slfled areas, neither FDA nor the States included In our re- 
view routinely trace shellfish with high counts to the growing 
areas to determlne whether the waters were mlsclasslfned. 
Even after an area was Identified as the source of shellfIsh 
with high fecal collform, FDA and the State did not act ef- 
fectively to determine the quality of the water. 

Three of the four States did not have comprehensive 
market-sampling programs. Market and In-plant sampling of 
shellfish 1s a means of ob]ectively assessing whether shell- 
fish going to the consumer have been harvested from approved 
growing areas and handled In a sanitary manner Market sam- 
pllng should be made a program requirement and FDA should 
monitor it. 

‘Although not NSSP partlcapants, some large cltles monitor 
the quality of shellflsh at the market level with local pub- 
llc health programs. 



FDA, although responsible under the FDGC Act for 
lnsurlng that shellfish Introduced into interstate commerce 
are pure, safe, and wholesome, has not establlshed crlterla 
to act against plants or States whose shellfish do not meet 
these requirements, i.e , Federal tolerance levels have not 
been established for bacteria or for toxic metals except for 
mercury. Further, FDA has not requested the Environmental 
ProtectIon Agency --which regulates pesticides-- to establish 
pestlclde tolerance for shellfish. The research capabllltles 
of FDA have not been reviewed, and therefore we have no com- 
ment about the adequacy of such capability. 

RECOMMENDATIONS TO THE SECRETARY OF 
HEALTH, EDUCATION, AND WELFARE 

We recommend that the Secretary, HEW, direct the Com- 
massaoner, EDA, to 

--Propose to the States and industry the following 
changes for lncorporatlon Into NSSP 

1. A requirement that States have a market- 
sampling program to insure coverage of all 
Interstate shellfish shippers. FDA should 
evaluate this program annually. 

2. A requirement that States take followup actlons 
when meat samples In excess of llmlts are 
found lndlcatlng a problem attributable to the 
growing waters. These actlons should include 
recording vlolatlons by harvester and growing 
area, formally notlfylng the harvester, ana- 
lyzing shellfish and water samples from the 
growing area, and closing growing areas from 
which shellfish with bacteria counts In excess 
of llmlts have been harvested. 

Addltlonally, to carry out its responslbllltles under 
the FDGC Act, we recommend that the Secretary, HEW, direct 
the Commlssloner, FDA, to 

--Establish Federal bacterlologlcal standards of quality 
for shellfish and enforce them If satisfactory com- 
pliance cannot be obtalned under NSSP. 
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--Establish Federal standards for toxic metals In 
shellfish and request the Environmental Protection 
Agency to establish standards for pestlcldes in shell- 
fish. 

--Collect and analyze market samples of shellflsh meat 
taken during lnspectlons of shellfish plants. 

HEW concurred In our recommendation for a proposed 
change to NSSP to require States to have a market-sampling 
program and stated that FDA also planned to conduct mlcroblo- 
logical studies and to review available data to establish 
mlcroblologlcal standards of quality for market shellfish en- 
forceable by FDA. 

On our recommendation for a proposed change to NSSP that 
States take followup actions when meat samples In excess of 
limits are found lndlcatlng a problem attributable to the 
growing waters, HEW stated that the same objectives could be 
accomplished by establlshlng Federal mlcroblologlcal regula- 
tory llmlts which, If exceeded, would unequivocally lmpllcate 
shellfish harvested from polluted waters. Until such a limit 
is set, FDA will try to get States to close growing areas 
where data IS suggestive of producing potentially hazardous 
shellfish. 

We concur with HEW’s alternative proposal as long as 
needed followup actions, If any, will be accomplished in ac- 
cordance wit% the establishment of Federal mlcroblologlcal 
regulatory limits. 

According to HEW, it has established an enforcement 
guideline for mercury in marine foods lncludlng shellflsh and 
will Cl) develop standards of quality for shellfish as sup- 
portive sclentlflc evidence permits, (2) establish enforce- 
ment guldellnes for metals for marine foods as toxlclty data 
1s developed, and (3) discuss the posslblllty of setting tol- 
erances for pestlcldes with the Environmental Protection 
Agency. 

HEW has advised us that FDA will collect “In-line” and 
finished product samples during shellflsh plant lnspectlons 
when there 1s reason to believe that the plants may be oper- 
ating under insanitary condltlons whereby the products may 
be contaminated with filth. We belleve, however, that FDA 
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should not llmlt shellfish sample collections to only those 
plants that have Insanitary condltlons, but rather should 
collect samples during all plant lnspectlons to Identify 
shellfish which may have become contaminated before entering 
the plants. I 
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CHAPTER 3 

MONITORING OF SHELLFISH-GROWING WATERS 

SHOULD BE IMPROVED 

FDA has not effectively monitored States' efforts to 
control both approved and closed growing areas to Insure 
that shellfish are harvested only from safe waters and has 
endorsed States' programs even though NSSP requirements were 
not met Also, some States are not lnsurlng that open grow- 
ing areas are safe and In some instances have not reappraised 
areas despite lndlcatlons that the waters are questlonable, 
If not polluted. Further, States have not always adequately 
posted or patrolled closed growing areas to deter illegal 
harvesting 

To insure that only safe shellflsh are harvested, the 
State must survey open growing areas to check water condl- 
tlons for pollution and post and patrol closed areas to 
prevent the harvesting of unsafe shellfish The underlying 
assumption of NSSP 1s that shellflsh harvested from waters 
meeting its growing-areas criteria are safe for human 
consumption. For an area to be classlfled approved (open) 
under NSSP, not more than 50 percent of the water samples 
can exceed the collform (bacteria) water standard of 70 and 
not more than 10 percent of the samples can exceed a collform 
count of 2301 unless it can be shown that the collform 
organisms are not of direct fecal origin Additionally, the 
area cannot be so contaminated with lndustrlal wastes or 
other pollutants that consumption of shellfish might be 
hazardous 

As a part of FDA's evaluation of State programs, a 
numerical rating 1s given for the quality of the States' 
work to control shellfish-growing areas This rating 1s 
reduced if the water quality data 1s not current 

lone State we revlewed has a llmlt of 330 because of the 
NSSP-approved laboratory method used. 
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LOW-RATED GROWING AREAS NOT CLOSED 

States must comprehensively survey each shellflsh- 
growing area before approving It for harvesting. The survey, 
required every 10 years, Includes bacterlologlcal analyses 
of the waters, observation of shorellne condltlons to lden- 
tlfy actual or potential sources of pollution, and an evalu- 
ation of hydrographlc (wind, currents, etc.) factors. 
States are also required to reappraise each open area 
blennlally to identify changes affecting classification. 

FDA reviews annually the quality and timeliness of the 
State’s work in evaluating open areas. A numerical rating 
1s given for the quality of the work, and appropriate reduc- 
tions are made if reappraisal is over 2 years old The 
average rating for these areas must be at least 70 percent 
for program endorsement Areas rated less than 70 percent 
will ordlnarlly be closed. 

Two of the four States included in our review had not 
closed low-rated areas. Because FDA did not rate the third 
State during the Z-year period ended June 30, 1970, we could 
not determine the total number of areas that would have been 
rated low. However, in 1971 FDA gave 24 of the 47 areas in 
this State low ratings and data showed that at least four 
areas would have been rated low in 1970. The fourth State 
did not have a low-rated area. 

In its 1971 evaluation of one of the two States that 
did not close low-rated areas, FDA rated 116 of the State’s 
126 open areas below 70 percent and gave an average rating 
for all areas of only 22 percent In December 1970, after 
noting that many low-rated areas were open, we questioned 
FDA’s endorsement of this State’s program FDA advised the 
State in February 1971 that 24 open low-rated areas needed 
reappraisals to Justify the approved status. In April 1972, 
at the conclusion of its 1971 evaluation, FDA again advised 
the State that reappraisals were still needed for 21 of 
these areas and for 95 others. In addition, FDA recommended 
Immediately closing 20 of these areas because of contamina- 
tion, including 10 referred to the State in February 1971. 
State officials advised us in May 1972 that, although 19 of 
the 20 areas identified for immediate closure were still 
open, actions had been initiated to close them. They also 
stated that work had not been done to Justify the open status 
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of the additional 96 low-rated areas and that it would take 
a year or more to accomplish it with current resources. 

In its most recent (1970) evaluation of the second 
State which did not close low-rated areas, FDA gave low 
ratings to 17 of the 38 areas and an average rating of 55 
percent for all growing areas. According to FDA, the State 
did not analyze the growing area data or prepare written 
Justification supporting the approved classification--a 
requirement of NSSP. In March 1972, 9 months after being 
notified of the low ratings, the State had completed compre- 
hensive resurveys and written appraisals on only 38 percent 
of the areas. FDA previously rated one of the areas low 
and later closed part of the area as a result of the survey. 
FDA advised us in June 1972 that the State had still not 
reevaluated seven of the areas. 

We believe the lack of current and valid water quality 
data to be the most significant of the several factors con- 
tributing to the low ratings FDA concluded in its most 
recent evaluation of growing areas in the four States that 
insufficient bacteriological data precluded an adequate 
assessment of the water quality in some areas. In two States 
FDA noted that the water-sampling stations in some areas 
were incorrectly located, In three States water samples were 
not taken during the most unfavorable hydrographlc condi- 
tions, contrary to NSSP requirements, and some areas had 
insufficient numbers of sampling stations, and in all four 
States the water samples collected and analyzed were inade- 
quate to permit assessing the water quality of some growing 
areas. A systematic sanitary survey plan mutually acceptable 
to FDA and the States is needed for each approved area. 
(See photographs on p. 26 of water samples being collected for 
bacteriological analyses.) 

UNTIMELY ACTION TO CLOSE 
QUESTIONABLE GROWING AREAS 

which 
Three States did not act quickly to close growing areas 

did not meet NSSP water quality criteria. 

One State's records indicated that four areas should 
have been closed at least a year earlier. For example, one 
area did not meet NSSP criteria in September 1970 but was 
open through November 1971--a period of 14 months. In a 
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fifth area, harvested shellfish meat had been r@eatedly 
found to contain bacteria counts In excess of llmlts allow- 
able under NSSP market standards. (See ch. 2.) This area 
was still open at the conclusion of our fieldwork in 

FurnIshed by the Food and Drug AdminIstratIon 

Samtarlan obtammg water sample from the bottom of an oysterbed for bacteriological analysis 

CollectIon of water samples from shellfish growing area 
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May 1972, 4-l/2 months after the State knew of the problem. 
According to State offlclals who were resurveying the area, 
declslons to reclassify waters take much thought and analysis 
because of polltltal and economic lmpllcatlons, 

Another State’s analyses of 10 of 14 water samples 
obtained from one area during July and August 1968 showed 
bacteria significantly In excess of the NSSP limits, but the 
State had not closed the area or obtained additional water 
samples. In view of the sample results, we asked FDA to 
evaluate this area during its 1971 review. FDA, using the 
same 1968 data, recommended that the State close it, 

The third State’s 1970 data indicated that water samples 
taken at certain testing statlons In a growing area had high 
collform counts and that 9 of the 10 tests between January 
and May 1971 showed collform counts exceeding the NSSP 
limits. Moreover) a March 1971 analysis of 12 shellfIsh 
meat samples from the area showed that the fecal collform 
limit of 230 for shellfish meat at the wholesale market 
level was exceeded, as follows 

Fecal collform Fecal collform 
Sample count Sample count 

1 9,180 7 2,400 
2 16,090 8 5,420 
3 3,480 9 9,180 
4 3,480 10 9,180 
5 2,400 11 16,090 
6 3,480 12 3,480 

Although a neighboring State prohlblted harvesting in 
the area by its shellflshermen in May 1971, the State an- 
eluded in our review and responsible for classlflcatlon af 
the area did not prohibit harvesting At our request FDA 
and the State analyzed water and shellfish meat from this 
area In October 1971 and found that both significantly ex- 
ceeded NSSP lamlts. The sample results were given to the 
State, and closure action was taken in November 1971. Three 
other areas were not closed until March 1972, although 
avallable data clearly lndlcated they should have been closed 
at least 15 months earlier. , 

27 



To assess water quality conditions in selected open 
growing areas, we asked FDA to collect and analyze 131 water 
samples from 10 shellfish-growing areas in four States. 
These samples were collected from October through December 
1971 We selected the areas on the basis of our review of 
State records which indicated questionable classifications 
of growing areas. Analyses of 102 water samples taken from 
7 areas showed that 65 exceeded the NSSP growing area coll- 
form limit of 70 indicating the waters could be unsafe for 
shellfish harvesting The coliform counts that exceeded the 
limit ranged from 75 to 1,700. 

On the basis of these sample results and other State 
data, FDA recommended that one State close one area, a second 
State close part of an area, and a third State close two 
areas and immediately reappraise a third. For the two remain- 
ing areas, FDA felt that the samples were not representative 
of the condition of the waters when other known data was 
considered and did not recommend any action. 

At the conclusion of our fieldwork in May 1972, the 
States had closea part of one area and were in the process 
of closing three areas completely and part of another. 

FDA acknowledged that in some cases the time taken by 
some States to close questionable areas had been unduly long. 
FDA said that It had attempted to have the States act more 
expeditiously through establishing corrective timetables 
FDA advised us that, because of widespread deteriorating 
coastal water quality, the Job of classifying shellfish 
water 1s considerably greater for States in several respects 
than it was some years ago It stated that in former days 
a single State agency would classify shellfish waters more 
on the basis of remoteness from pollution sources than on 
other factors. 

According to FDA, classification of shellfish waters is 
a malor national issue today and involves a multiplicity of 
complex technical and administrative issues. FDA told us 
that the impact of closing shellfish waters had taken on 
much greater ramifications than Just regulating the shell- 
fish industry as it now involves controversial conservation 
policies, environmental impacts , pollution control strategies, 
socioeconomic effects and political considerations. 
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According to FDA, States need to streamline their 
procedures to close questionable shellfish areas One 
improvement that should be made, according to FDA, is that 
shellfish control agencies make their sanitation surveys 
public documents, FDA officials told us that an almost 
universal deficiency in State programs was the lack of a 
central, systematrc file of sanitation survey data, investi- 
gational reports, and engineering and public health analyses. 
Because States often lack these files, FDA believes that its 
Job of evaluating State programs was made much more 
difficult. 

INADEQUATE CONTROL OVER 
CLOSED GROWING AREAS 

Patroling of closed growing areas in three States was 
inadequate to deter illegal harvesting, closed areas were 
not adequately posted in two States, and FDA and the States 
had no current formal patrol policy in three States. 

The States' responsibilities for policing closed areas 
are satisfied when they post warning signs, delineate 
boundaries and notify harvesters of closed areas, and patrol 
closed areas to prevent illegal harvesting. FDA and the 
States are to agree on the specifics in a formal patrol policy 
document. (See chart on p. 30 of closed area.) 

Three of the four States' patrol programs were deficient 
because of limited weekend patrol activities. For example, 
in one State, only 7 of 33 closed areas were patrolled on 
Sundays in 1 month during the harvesting season. 

FDA was reviewing this State's program and advised us 
that this deficiency would be brought to the State's atten- 
tion. FDA had previously given unqualified approval to the 
patrol activities in this State even though we found no 
evidence that FDA had independently verified the State's 
patrol data, including the inspection of closed areas, as 
NSSP requires. 

FDA criticized another State's patrol program because 
(1) patrol coverage between the hours of 10 p.m. and 5 a.m. 
was inadequate, (2) weekend coverage was reduced 24 percent, 
and (3) the State's pursuit boat was incapable of catching 
illegal harvesters. (FDA estimated that only about 50 percent 
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of the violators sighted were actually arrested.) EDA made 
the following observations in its March 1972 report for 
this State. 

Certain areas had poor and some very poor 
patrol coverage, both in terms of manpower and 
equipment. A number of positions were vacant 
and it was unknown whether or not these would be 
filled. Additional equipment, including larger 
motors and better communication gear is needed. 
Depletion or relaying proaects are very much 
needed for certain areas. Existing penalties 
for illegal harvesting are inadequate and should 
be strengthened. The monthly patrol activity 
reports are not being forwarded to the FDA 
Regional Off= as agreed upon in the Manual of 
Operations, Increased night patrol appears 
necessary for certain areas. Greater efforts 
are needed to alert the Judges hearing illegal 
harvesting cases as to the public health threat 
involved. 

During a Joint State-GAO field trip to collect water 
samples in this State, we saw a harvesting boat in a closed 
area. The shellfisherman removed his clamming equipment 
from the water and left the area at the request of the 
State official. 

In the third State, FDA also cited inadequate patrol 
equipment, in frequency of patrols, and lack of night patrols 
as deficiencies. FDA concluded in its 1971 evaluation of 
this State’s patrol program that illegal recreational and 
commercial shellfishlng was occurring in polluted areas. 

Two of the four States had not posted enough warning 
signs and/or replaced weathered or missing signs. In one 
State, we visited five closed areas and could not find any 
warning signs or markers. FDA advised us that posting of 
prohibited areas in this State was generally poor and that 
the areas we visrted were particularly deficient. In another 
State, we visited 8 closed areas and found that over half 
of the approximately 200 required postings were either 
illegible or missing. 
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NSSP requires that FDA and the States Jointly determlne 
and document each State's patrol needs and annually review 
the document and revise lt as necessary. The documentation 
should ldentlfy closed areas and the frequency and type of 
patrol required. 

Of the four States revlewed, one had no documentation 
and two had outdated documentation that had not been revised 
for 6 and 7 years, respectively. 

FDA threatened to wlthdraw endorsement of eight State 
programs during fiscal years 1970 and 1971 According to 
FDA, most of the States responded by making appropriate 
corrections, such as closing growing areas and/or by 
obtaining additional resources for NSSP actlvltles. 

FDA told us that the only real sanction it has in NSSP 
1s to withdraw endorsement of a State's program. FDA be- 
lieves, however, that there 1s a need for it to have lnter- 
mediate sanctions avallable. According to FDA, lntermedlate 
sanctions have been proposed but were voted down by State 
and industry representatives In October 1971 at the annual 
NSSP conference. FDA told us that It would attempt to 
Incorporate other sanctions in NSSP for conslderatlon of the 
partlclpatlng States and the shellflsh Industry. 

For example, FDA plans to propose procedures for 
provlslonal endorsement of State programs when any of the 
eight program elements fall below the required mlnlmum of 
70 percent or when other slgnlflcant deflclencles exist. 
The proposed procedure would require a State to submit a 
plan for timely corrective actlon acceptable to FDA. The 
plan would last necessary corrective measures In order of 
prlorlty or slgnlflcance and a speclflc timetable for com- 
pletion. Failure to provide progressive Improvement would 
be grounds for complete wlthdrawal of endorsement by FDA. 

CONCLUSIONS 

FDA has not effectively carried out Its monitoring role 
under NSSP and has continued to endorse States' programs 
even though it knew States were not fulfilling NSSP requlre- 
ments. FDA has not enforced the NSSP provlslon that lndlvld- 
ual growing areas rated below 70 percent be closed and has 
continued to endorse one State's program without making the 
required annual appraisals. 
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The four shellflsh-producang States Included In our 
review were not fulfllllng their responslbllltles to x~~ure 
that areas approved for shellfish harvesting were safe and 
in some instaxes had allowed growing areas to remain open 
for harvesting despite lndlcatlons that the quality of the 
waters was questionable, if not polluted. States' patrol 
programs to deter illegal harvesting of shellfish from closed 
areas were also deficient in three of the four States 
reviewed. 

As of June 1972 the shellfish programs of all four 
States were still endorsed by FDA even though program defl- 
clencles had not been corrected. Consumers are not being 
adequately protected against shellfish harvested from unsafe 
waters. (See ch 2 for dlscusslon of shellfish with ques- 
tionable bacterlologlcal content reaching the consumer.) 

RECOMMENDATIONS TO SECRETARY OF 
HEALTH, EDUCATION, AND WELFARE 

With respect to NSSP, we recommend that the Secretary, 
HEW, direct the Commlssloner, FDA, to 

--Notify States to close growing areas rated below 
standard unless the States Justify, in writing, that 
there 1s no health hazard 

--Develop with the States a systematic survey plan for 
monltorlng all growing areas, lncludlng a mlnlmum 
number of sampling statlons and frequency of sampling. 

--Develop an effective patrol program with each State 
speclfylng frequency of patrols and posting criteria 
for closed areas. 

--Withdraw endorsement of a State's program If the 
State does not take aggressive and timely action to 
correct program deflclencles relating to control over 
approved and closed areas. 

--Propose to the States and industry the following 
changes for lncorporatlon into NSSP 

A requirement that States obtain shellfish 
samples from questionable growing waters 
and close those areas where meat samples 

33 



are found which exceed the bacterlologlcal 
llmlts. 

HEW concurred in OUT recommendations and stated that 
lnstructlons would be Issued to its field offlces for use In 
notlfylng States of substandard areas and for developing 
timetables for corrective actions. The lnstructlons are to 
Include the criteria necessary to assess the acceptability 
of written Justlflcatlons submitted by the States 

HEW advised us that It would propose changes to NSSP 
maklng It mandatory for the States to develop (1) a systematic 
survey plan for monltorlng all growing areas and (2) an 
effective patrol program. 

HEW advlsed us that there was a need for FDA to have 
lntermedlate sanctions available as an alternative to wlth- 
drawing endorsement of a State's program and that it had 
endorsed FDA's plans to propose procedures at the annual 
NSSP conference for provlslonal endorsement (See p. 32.) 

On our recommendation for a proposed change to NSSP 
that States be required to obtain shellfish samples from 
questlonable growing waters and close those areas where 
meat samples are found which exceed the bacterlologlcal 
llmlts, HEW stated, that the same ObJectives could be accom- 
plished by establlshlng Federal mlcroblologlcal regulatory 
llmlts which, If exceeded, would unequivocally lmpllcate 
shellfish harvested from polluted waters. We concur with 
HEW's alternative proposal as long as needed followup 
actlons are In accordance with established Federal 
mlcroblologlcal regulatory llmlts. (See p. 21 ) 
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CHAPTER 4 

PLANT SANITATION CONDITIONS 

FDA, although responsible for enforcing good sanitation 
practices in shellfish plants, is not aware of industrywide 
sanitation conditions. FDA inspectors, accompanied by GAO 
personnel, found at 30 plants in four States that 12, or 
40 percent, had insanitary conditions, of which 8, or about 
27 percent, had significant Insanitary conditions. FDA and 
the States do not always take effective followup action to 
insure that insanitary conditions are promptly corrected 

REGULATORY AND NSSP PROGRAM RESPONSIBILITY 

FDA is responsible under the FD8C Act for insuring that 
food (including shellfish) shipped in interstate commerce is 
safe, pure, and wholesome and is processed under sanitary 
conditions. FDA considers food adulterated and therefore 
prohibited from interstate commerce If it is 

--Composed in whole or In part of any filthy, putrid, 
or decomposed substance or If it is otherwise unfit 
for food. 

--Prepared, packed, or held under insanitary condltlons 
whereby it may have become contaminated with filth 
or rendered inJurious to health. 

When adulterated products or insanitary plant conditions 
are found, FDA can initiate one or more of the following 
legal actions through the Department of Justice. 

--Prosecution of an individual who violates provisions 
of the FD8C Act. 

--EnJoinder of a plant or individual to perform or not 
perform some act. 

--Seizure of any food that 1s adulterated or misbranded 
when introduced into, or while In, interstate commerce 

Also, it is FDA policy to issue letters on adverse flnd- 
lngs to top management of firms when significant insanitary 
conditions are found. The letter includes a request for a 
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wrltten response within 10 days on the action taken, or to 
be instituted, to correct the vlolatlons. The policy also 
requires an FDA followup inspection to be made within 30 days. 
Neither of these actions preclude the use of other legal 
remedies. 

Generally FDA does not use Its regulatory powers under 
the FDGC Act to inspect shellflsh plants that ship products 
interstate or to enforce sanitary standards, but rather 
relies on its role under NSSP to insure that partlclpatlng 
States are adequately pollclng the sanitation condltlons In 
the shellflsh Industry. 

Under the NSSP program the States are required to in- 
spect and rate shellflsh plants to Insure compliance with 
sanltatlon standards. PI ants that comply with the standards 
are certified by the State to ship shellfish In interstate 
commerce, and FDA perlodlcally publishes a llstlng of the 
certified plants. If a plant’s sanitation rating drops 
below prescribed limits or If any lndlvldual sanitation Item 
1s repeatedly violated, the States are required to suspend 
or revoke the plant’s certlflcatlon. (See photographs below, 
depicting in-plant operations .) 

Furnished by the Food and Drug Admmistratlon 

Shucked oysters bemg washed with Ice water m a blow tank 
to remove impurities 
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FurnIshed by the Food and Drug Admintstral 

Live whole clams bemg desanded In salt water which has been treated with 
chlorine and ultraviolet light to kill bacteria 

Furnished by the Food and Drug Adminlstration 

Workers shucking clams 

37 



INDICATION OF SERIOUS INSANITARY CONDITIONS 
IN THE SHLLLFISH INDUSTRY 

We selected 30 shellfish plants--21 randomly and 9 on 
the basis that they were operating and available for lnspec- 
tlon at the time of our fieldwork--located In the four States 
included In our review and asked FDA to Inspect these plants 
while accompanied by GAO personnel. The plants inspected 
represent about 5 percent of the 644 plants listed on the 
Interstate Shellflsh Shippers List for the four States and 
account for about $9 mllllon, or about 11 percent, of shell- 
fish sales by these States. NatIonally, these plants repre- 
sent about 6 percent of total Industry sales. Inspection 
results were classlfled by FDA, at our request, on the basis 
of the following crlterla. 

Significant lnsanltary condltlons--These are condltlons 
or employee practices which can be expected to cause, 
or have caused, adulteration of the product with gross 
filth or bacteria. 

InsanItary condltlons --These condltlons pose a less 
serious potential for product adulteration. 

Minor Insanitary condltlons--These condltlons would not 
reasonably be consldered as having a potential for 
adulterating the product. 

In compllance- -This term 1s self-explanatory, 

The results of the lnspectlons follow 

Number Percent 

Slgnlflcant insanitary condltlons 
InsanItary condltlons 
Minor InsanItary condltlons 
In compliance 

8 26.7 
4 13.3 
6 20.0 

12 40.0 - 

Total 

aThe names of the plants are Included In appendix XII. 

Some of the Insanitary condltlons observed during the 
inspections were 
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--Active rodent Infestation. 
--Flies In processing and packing areas. 
--Use of InsanItary equipment. 
--Insanitary employee practices, 
--Improper washing of shellflsh. 
- - Inadequate refrlgeratlon of shellfish. 

Examples of insanitary condltlons 

The types and extent of insanitary condltlons varied 
among the plants Inspected. The determination of whether a 
plant should be classlfled as having slgnlflcant Insanitary 
condltlons was a matter of FDA’s Judgment under the crlterla 
shown previously. A description of the slgnlflcant insanitary 
condltlons found at two plants follows. 

PLANT A has annual sales of about $150,000 and ships about 
50 percent of its product interstate, 

Joint Flndlngs of 

The more slgnlflcant insanitary condltlons found were 

1. Mud mixed Into shucked shellfish during shucking 
operations. 

2. A sewage condltlon causing plant wastes to surface 
on ground 30 feet from plant. 

3. Double doors to shucking room open and ducks at 
entrance and around plant. 

4. 

5. 

Flies in processing and packing rooms. 

Dirty shellflsh containers and decomposed material 
In the storage area. 

6. Workbenches not sanltlzed. 

7. Unsanltlzed cans in contact with shellflsh before 
packing. 

Corrective action planned or taken 

1. The insanitary condltlons were discussed with plant 
management which promised corrective action. 



2. Two days after the lnspectlon, the State sent a 
letter to the plant cltlng the lnsanltary condltlons 
and requesting corrective actxon wlthln 2 weeks and 
notlfyxng the plant that Its Interstate shlpplng 
certlflcatlon might be suspended or revoked. 

3. A State relnspectlon made 41 days after the Joint 
FDA-GAO lnspectlon found the above condltlons 
corrected. 

PLANT B has annual sales of about $710,000 and ships about 
10 percent of Its products interstate. Shellfish account 
for about $695,000 of the annual sales. 

Findings of Joint FDA-GAO inspection 

Some of the more slgnlflcant lnsanltary condltlons were 

1. Active rodent Infestation. 
2. Breading material adulterated by rodent actlvlty. 
3. Inadequate employee hand-washing facllltles. 
4 Faulty shellflsh-washing equipment. 
5. Improperly stored pesticide. 

Corrective action planned or taken 

1. The insanitary condltlons were discussed with plant 
management which promised corrective action. 

2. About 4,650 pounds of rodent-contaminated breading 
material were destroyed. 

3. The plant was scheduled for reinspection by FDA. 

APPRAISAL OF INSPECTION PROGRAM 

FDA does not have meaningful data to use In evaluating 
a State's shellfish plant lnspectlon program or assessing 
lndustrywlde sanitation condltlons. Less than half the re- 
quired lnspectlons are being made by FDA, plants inspected 
are not randomly selected, and the system of rating plant 
sanitary condltlons needs Improvement, 
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Inspectional requirements 

Although the States are responsible prlmaraly for plant 
inspections under NSSP, FDA must annually Inspect a repre- 
sentatlve number of shellfish-processing plants as a part of 
its evaluation of a State's program. The number of plants to 
be randomly selected and inspected 1s In the NSSP Manual of 
Operations. 

There are 11 FDA employees--called shellflsh consult- 
ants --who are responsible for monltorlng all program elements 
of NSSP, including lnspectlng a representative number of the 
1,620 certified shellflsh plants In the country. Seven of 
these consultants In SIX FDA dlstrrcts are responsible for 
monltorlng program activities In the four States included In 
our review and In eight other NSSP member States. 

FDA 1s not Inspecting the prescribed number of shellflsh 
plants required to assess the effectiveness of each State's 
program to insure Industry compliance with program sanltatlon 
standards. In the four States, less than half the required 
plant InspectIons were made as shown below. 

State 

A 
B 
C 
D 

Total 

Fiscal 
year 

Required 
number 

of plant Number 
inspections inspected 

1970 85 37 
1971a 73 19 
1971 74 43 
1970 59 31b 

Percent 100 45 

aCalendar year. 

b The 31 lnspectlons were made on a cursory basis during a 
single 5-day period. FDA did not Inspect any plants during 
the next 17 months. 

Because FDA did not randomly select the plants to be 
inspected, the results cannot be considered representative of 
the sanitation condltlons of the shellfish plants In a Stats 
nor cdn rhey be used to assess Industrywide condltlons. 
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In addltlon, FDA appraises the States' shellflsh plant 
lnspectlon program using only the average of FDA's ratings 
Little, If any, conslderatlon 1s given to the effectiveness 
of States' actlons to obtain correction of prior Insanitary 
condltlons or to the slgnlflcance of current plant deflclencles. 

To rate plants FDA uses a checklist showing prescribed 
deductions for varying insanitary condltlons. To pass, a 
plant needs a score of 80 and the average for all plants 
must be at least 70. For over 60 of the ratable Items, In- 
cluding such condltlons as the presence of flies, rodent 
infestation, and muddy shellfish, a deduction of only 2 points 
or less 1s provided. 

Of the 30 shellfish plants inspected Jointly by FDA-GAO, 
1'2 had either insanitary or significant Insanitary condltlons 
But only 2 of the 12 plants received a falling rating 
(74.5 and 79.5) under the NSSP criteria, lndlcatlng that In- 
sanitary condltlons were not being adequately considered In 
the numerical rating 

FOLLOWUP ACTION BY FDA AND THE STATES 

FDA should improve its followup action to Insure correc- 
tion of insanitary condltlons in shellfish plants. Generally 
FDA does not reinspect shellfish plants or otherwise follow up 
on lnsanltary condltlons and does not notify shellfish plant 
management, in writing, of lnspectlon results as 1s done 
when insanitary condltlons are found during other food plant 
inspections. Rather, FDA refers these plants to State of- 
ficials for followup action. Further, State inspections 
were not always effective, and FDA did not routinely receive 
copies of shellfish plant inspection reports from three of 
the four States reviewed. 

The extent of insanitary condltlons found during Joint 
FDA-GAO inspections and the repetitive condltlons noted on 
many State lnspectlon reports indicate that followup action 
is not always effective. Although NSSP requires frequent 
State inspections of shellfish plants and correction of in- 
sanitary condltlons, we found many instances of repeated 
vlolatlons of sanitary standards. 

The inspectional histories of 80 plants in four States 
for the period January 1970 through May 1972 showed that 
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39 plants had repetltlve lnsanltary condltlons, Lxamples of 
insanitary condltlons found four or more times at lndlvldual 
plants are shown below. 

Insanitary condltlon 

Number of 
repeat 

violations 

Dirty walls and ceilings 10 
Plants not protected from rodents and insects 10 
Dog allowed lnslde plant 7 
Dirty shellfish-holding coolers 6 
Inadequate floor drainage in processing area 5 
Inadequate fly control 4 
Use of lnsanltary containers 4 
Ice not protected from potential contamlnatlon 4 

The above 1s distressing because a basic NSSP requlre- 
ment for a plant to be listed in the FDA published Interstate 
Shellfish Shippers List 1s that the same sanitation condltlon 
cannot be repeatedly violated. This 1s not being enforced. 

Shellfish purlflcatlon plant 

One State included in our review owns and operates a 
shellflsh purlflcatlon plant.’ NSSP provides that shellfish 
harvested from restrlcted growing areas may be marketed after 
being purlfled at plants approved for this purpose. The 
plant’s operating and quality control procedures must be ac- 
ceptable to FDA, and the purlflcatlon system must demonstrate 
that it 1s consistently effective. 

FDA’s records show that sanitation condltlons at this 
plant have been unacceptable for some time. Inspection 
records for 1967 noted several unacceptable condltlons, such 
as a cross-connectlon between the depuratlon tank, catch 
basin, and floor drain, lncomlng water depuratlon suction 
pipe located near a cesspool, and treated water being in- 
adequately distributed in depuratlon tanks. The inspection 
records also showed that the plant was closed for a short 
time until certain improvements were made. 

lPurlflcatlon plants are rated separately as a program 
element under NSSP. (See p. 62.) 
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Pertinent comments from subsequent Inspection records 
follow. 

Date Comments 

July 1969 General good plant sanltatlon practices 
where food products are being handled are 
far from acceptable. This could probably 
close the plant right now. * * * Possible 
solutions Include. a, Build a new plant 
* * Jc b. Close the plant until good 
sanlta;y practices are achieved , c Pre- 
pare and be able to enforce a tlmetable 
for completion of the necessary sanitary 
requirements and the noted deflclencles 
which now exist. * * * If funds are not 
forthcoming to improve sanl tary condl- 
tions, the plant should be closed. 

August 1969 * * * I feel that addltlonal push or 
threats to get them to complete plant ren- 
ovations * * * will not get the Job done 
* * * I believe we should bring these de- 
flclencles to the attention of the state 
again, but present no speclflc timetable 
for correction. Why should we be the 
scapegoat for the state If they have to 
close the plant? 

June 1971 Plant design and sanitation deflclencles 
regarding this plant have been reported 
by the Public Health Service for several 
years * * * The following are * * * 
deflclencles that still remain. 

(1) There 1s an lnsufflclent number of 
epoxy coated depuratlon tanks * k * 

(2) There 1s an insufficient number of 
ultraviolet water treatment boxes. 
* * * 

(3) * * * the water intake pump 1s not 
adequate to change the depuratnon 
water In the tanks. 
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(4) * * * There 1s no partltlon between 
the storage area and the food process- 
lng portion of the plant. 

* * * * * 

(91 There 1s no internal fly control at 
the depuratlon plant. 

April 1972 * * * [The depuratlon plant] does not meet 
mlnlmum NSSP requirements * * *. 

June 1972 * * * the depuratlon plant 1s not being 
operated In accordance with the provlslons 
we had agreed upon at our April meeting. 

Subsequent followup by FDA showed that the condltlons 
noted in the July and August 1969 and the June 1971 lnspec- 
tlons were satlsfactorlly resolved 

In April 1972 the FDA district director formally ad- 
vised the State and FDA headquarters that the depuratlon pro- 
gram was rated "zero." Under NSSP, a State 1s allowed 90 days 
to correct program elements rated under 70 percent. On 
June 28, 1972, the dlstrlct director again advlsed FDA head- 
quarters of the plant's unsatisfactory history and stated 
that the State's depuratlon plant was not consistently pro- 
ducing shellflsh safe for human consumption. Further, this 
offlclal stated that declslve action should be taken to cor- 
rect this potential health hazard which has been debated and 
talked about since at least 1968. The district director 
recommended that FDA withdraw endorsement of the State's 
program If revised plant operating procedures were not lm- 
plemented by July 12, 1972. The State approved new operating 
procedures for the plant on July 25, 1972. 

On August 15, 1972, the Commlssloner, FDA, advised the 
State that new plant operating procedures must be fully lm- 
plemented at the earliest possible date, He stated that 
unless this was done shellfish processed for interstate ship- 
ment could not be considered safe. 

FDA district officials advised us that, based upon a 
review of the plant's records In September 1972, there were 
lndlcatlons that shellfish were being purlfled satisfactorily. 
To insure continued effectiveness of the procedures to 
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control quality of shellflsh, however, FDA believes there is 
a need to conduct an independent onslte evaluation of the 
entire purification operation. 

CONCLUSIONS 

Serious insanitary conditions may exist in the shellflsh 
industry warranting FDA’s periodic assessment and attention. 
FDA should officially notify violators of the sanitation 
standards violated, request a prompt reply, and monitor the 
case to insure prompt corrective action. As a means of keep- 
ing FDA continously aware of Industry conditions, FDA should 
obtain feedback on the results of all States’ shellfish plant 
inspections and of the followup action taken when insanitary 
conditions are found. 

The insanitary conditions found during the Joint FDA-GAO 
inspections, as well as the repetitiveness of many of the 
conditions, suggest that FDA’s evaluation of the States’ per- 
formance is not disclosing insanitary conditions; therefore 
FDA lists plants in the interstate shippers list that do not 
meet basic NSSP requirements. If FDA is to continue relying 
on the States to enforce the sanitation practices in the 
shellfish industry, FDA’s evaluation procedures should be 
modified to emphasize monitoring the thoroughness of State 
inspections and the adequacy of corrective action. When NSSP 
is ineffective in obtaining correction of insanitary plant 
conditions, FDA should unilaterally enforce the sanitation 
requirements of the FDEC Act. 

FDA should independently evaluate plants that purify 
shellfish from restricted waters to insure that they are 
following the revised procedures and that these procedures 
effectively control shellfish quality. 

RECOMMENDATIONS TO SECRETARY OF 
HEALTH, EDUCATION, AND WELFARE 

With respect to NSSP, we recommend that the Secretary, 
HEW, direct the Commissioner, FDA, to 

--Annually assess overall sanitation in a representative 
number of shellfish plants. 

46 



--Conduct an Independent onslte evaluation bf the 
purlflcatlon plant operated by one State Included in 
our review to assess the effectiveness of plant op- 
eratlng procedures to Insure the quality of shellflsh. 

--Propose to the States and Industry the following 
change to NSSP. 

A revlslon to the method of evaluating States’ plant 
lnspectlon actlvltles to recognize the slgnlflcance 
of condltlons found and the adequacy of followup 
action taken. 

Addltlonally, to carry out Its responslbllltles under 
the FDGC Act, we recommend that the Secretary, HEW, direct 
the Commlssloner, FDA, to. 

--Use the regulatory powers under the FDGC Act when NSSP 
1s not effective in correcting lnsanltary condltlons. 

--Issue wrltten notlces when FDA finds InsanItary condl- 
tlons In shellfish plants and request wrltten responses 
on actIons taken or planned to correct the vlolatlons 
and to insure continued compliance. 

--Obtain and monitor the results of all State lnspectlons 
of shellfish plants and the followup actlons taken when 
insanitary condltlons are found. 

HEW concurred In our recommendations and stated that 
appropriate guldellnes and lnstructxons would be Issued to 
the field to implement the applicable recommendations. 

HEW advised us that It had scheduled an lnspectlon of the 
purification plant, lncludlng sample collection and analysis. 

On our recommendation that FDA use the regulatory powers 
under the FD8$ Act when NSSP 1s not effective m correcting 
lnsanltary condltlons, HEW advised us that FDA had lnxtlated 
a regulatory compliance program in fiscal year 1973 for In- 
spectlng certlfled State shellflsh plants that should help to 
Improve condltlons and stimulate States to taking corrective 
action. HEW stated also that FDA would propose In the Federal 
Register as soon as possible that no State certlfled Inter- 
state shellflsh shipper will appear on FDA’s list if the plant 
1s found to be producing and shipping shellfish in vlolatlon 
of the FDGC Act. 
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CHAPTER 5 

CONTROL OVER IMPORTED SHELLFISH 

About 15.8 mllllon pounds of fresh, frozen, and 
processed (cooked, smoked, etc.) shellfish were imported 
into this country in 1971, of which 12.4 mllllon pounds 
were harvested from waters uncertlfled under NSSP standards, 
Since the quality of the shellfish harvested and the condl- 
tlons under which they were processed were unknown, the 
domestic safeguards to insure the marketing of safe and 
sanitary shellfish were not always available. 

A primary function in the prevention of shellflsh- 
borne illness under NSSP 1s the control of shellflsh- 
growing areas. The program's basic assumption is, and has 
been, that only shellfish harvested from areas meeting ap- 
proved growing water criteria are safe for human consump- 
tion. The program does not allow domestic shellfish to 
be harvested from unapproved areas In addltlon, standards 
have been established under NSSP, which if effectively 
Implemented, would control the sanitary handling of shell- 
fish from time of harvest through the processing operations 
and through the wholesale market level. 

FDA does not have legal authority to enforce domestic 
NSSP water quality and plant sanitation standards in 
foreign countries that harvest, process, and export shell- 
fish to the United States. Two foreign countries are NSSP 
members, and for one of these, only one large growing area 
has been certified for harvesting under the program. There- 
fore FDA cannot apply the same standards to imported 
shellflsh as It applies to domestlc shellflsh. 

FRESH AND FROZEN SHELLFISH 

To prevent shellfish from being imported from uncer- 
tified countries before July 1971, FDA (1) relied on States 
to take appropriate action under their laws to prohlblt 
importing shellfish from non-NSSP member countries and 
(2) analyzed samples of the Imported shellfish denying entry 
of the product If bacterlologlcal limits for fresh and frozen 
shellfish were exceeded. Although the latter appears to be 
a solution, testing conslderatlons Including lack of 
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resources mztlgate against this approach. For example, a 
recent court ruling on Imported shellfish stated, in part, 
that* 

There are tests which can be performed to deter- 
mine whether shellfish, lncludlng clams, are 
carriers of salmonellosls and possibly typhoid, 
but these tests do not provide a feasible ap- 
proach to protection in that they are costly, 
Incomplete and/or destroy the marketablllty of 
the product. 

In July 1971 FDA ruled that certain imported fresh and 
frozen shellflsh harvested from uncertlfled waters might 
have become contaminated with filth or rendered 1nJurlous 
to health and thereby violated the FD$C Act. In April 
1972 the Dlstrlct Court of the United States for the 
Southern District of California upheld FDA's position. 
The court ruled, In part, that FDA's barring of live clams 
from the uncertlfled waters of that country was not an 
arbitrary or caprlclous act, because such clams may be 
1nJurlous to health and because this method provides the 
best protection for the public Department of Commerce 
records lndlcate that 378,000 pounds and 843,000 pounds of 
shellfish were imported from this country in 1970 and 1971, 
respectively. Although the court ruled in FDA's favor in 
this case, It did not resolve whether FDA has the authority 
to bar shellfish from other non-NSSP member countries solely 
because the condltlon of foreign growing waters are 
unknown. 

The recelvlng State in this case refused to prohlblt 
shellfish from uncertified foreign waters, clalmlng that 
the control of such shellflsh 1s solely within Federal 
Jurisdiction. Therefore any country could ship shellflsh 
to this State and FDA might have to prove that the growing 
waters- -country-by-country--were unsafe. For example, Com- 
merce records indicate that 103,000 pounds and 90,000 
pounds of fresh, frozen, and preserved shellfish were lm- 
ported In 1970 and 1971, respectively, from 13 and 10 non- 
NSSP member countries. Commerce records do not show the 
quantltles that were fresh or frozen as opposed to pro- 
cessed which are not subject to NSSP. 
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PROCESSED SHELLFISH 

Processed shellfish taken from waters not certlfled 
under NSSP--unknown waters-- are allowed into the country. 
About 11.5 mllllon pounds of such processed shellfish came 
Into the country in 1971. Importing shellfish harvested 
from uncertlfled waters 1s lnconslstent with the NSSP 
standards prohlbltlng our domestlc shellfishermen from 
harvesting about 2 mllllon acres (see footnote, p. 13), 
or 20 percent of the national harvesting acreage, because 
the waters do not meet NSSP standards. 

Although proper processing (cooking) should kill all 
harmful bacteria, FDA considers all shellfish taken from 
uncertlfled waters adulterated per se and does not allow 
the domestic shellflshlng Industry z process shellfish 
from uncertified areas. FDA’s rationale for not permitting 
this practice follows. 

Under the provlslons of the Federal Food, Drug, 
and Cosmetic Act, a food 1s deemed to be 
adulterated if, among other reasons, It has been 
prepared, packed, or held under Insanitary con- 
dltlons whereby it may have become contaminated 
with filth, or whereby it may have been rendered 
1nJurlous to health. We consider shellfish 
taken from polluted waters to have been held un- 
der lnsanltary condltlons, and thus to be 
adulterated under the provlslons of the Act. 
This 1s true even though the shellfish may have 
been canned or otherwise processed to destroy 
the mlcroorganlsms contributed by growth of the 
shellstock In polluted waters or by InsanItary 
handling. Although such processing may ellm- 
lnate the health hazard arlslng from the con- 
sumptlon of raw or lightly cooked shellflsh 
from polluted waters, and destroy the mxroor- 
ganlsms which are the recognized objective mea- 
sures of sanitary quality, It does not remove 
or ellmlnate filth acquired from polluted waters, 
and thus does not legalize the actlcle. 

Even if shellfish are adequately processed, harmful 
bacteria can still be Introduced if the product 1s not 
properly canned or packaged. Also the processing may not 
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ellmlnate any chemical health hazards. In commenting on the 
use of domestlc clams harvested from unapproved areas for 
commercially processed chowder, an FDA offlclal stated that 

* * * Although the health hazard potential from 
bacteria and viruses would be eliminated by heat 
processing, heat treatment would have little or 
no effect on most chemical contaminants. 

Since most imported processed shellflsh are harvested 
from unknown and possibly polluted foreign waters and proc- 
essed In foreign plants not sub]ect to FDA inspection, the 
public has no assurance that such shellfish are safe. 

Because foreign shellfishermen, unlike domestic shell- 
fishermen, are allowed to harvest from noncertlfled areas-- 
an apparent inequity --we solicited the views of major 
domestic shellfish assoclatlons and producers. The 13 re- 
spondents said nearly unanimously that importing shellfish 
harvested from noncertlfled waters was inequitable to do- 
mestlc shellfishermen. Pertinent comments from three 
respondents follow. 

1. 

2. 

We have done our utmost, with the help of 
state and federal health departments to assure 
that we produce the highest quality products 
possible for our customers. We do not want 
them sub] ected to l’dlrtyV1 bacterlzed products 
even though they are sterilized. Jt Jt R Of,- 
vlously we are unalterably opposed to lm- 
portatlon of competitors’ products that do 
not meet the standards our products meet. 
* * * 

* * A * * 

It 1s contradictory that the United States 
should import shellfish from questionable 
areas throughout the world and yet its’ own 
shellflshermen can only harvest from clean 
areas. * * * Because of our high standards 
there 1s an estimated 450,000 acres [In one 
State] of potential shellfish producing bot- 
tom of which 156,892 acres or approximately 
34% of the total 1s classlfled as uncertified. 
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Because of these restrlctlons we cannot 
harvest from large areas which limits OUI 
supply, making the price of shellfish in 
the world markets high. 

* * * * * 

3. The domestic shellfxshermen are not allowed 
to fish in restrlcted areas but If an lm- 
ported product may be processed from any 
area, then this puts our fishermen at an 
unfair disadvantage as to the volume of raw 
material avallable for his work. Also, why 
should the Importer be allowed to heat treat 
and kill all bacteria when this 1s not per- 
mltted in this country. 

CONCLUSIONS 

Because no Federal law prohlblts the entry of foreign 
shellflsh harvested from unknown growing waters, there 1s 
no assurance that about 12.4 mllllon pounds of shellflsh 
Imported In 1971 came from waters meeting domestic stan- 
dards. Although in July 1971 FDA lnltlated a new policy 
under the FDGC Act to bar the lmportlng of fresh and frozen 
shellfish harvested from unknown waters, the courts have not 
resolved FDA's authority to proceed in this manner. 

Our domestic shellfishermen, unlike their foreign 
competitors, are only allowed to harvest from NSSP-approved 
areas, and about 20 percent of the domestic harvesting acre- 
age 1s closed to them. They may be competing against imports 
from waters of a poorer quality. Closing this loophole 
would require foreign countries to have the same standards 
for harvesting as we apply to domestlc shellflsherman and 
processors. 

MATTERS FOR CONSIDERATION BY THE CONGRESS 

The Congress should consider enactlng leglslatlon which 
permits lmportlng fresh, frozen, and processed shellfish 
from only those countries that harvest and process shellfish 
under condltlons which are at least equal to domestic stan- 
dards. Such legislation would help insure that only safe, 
pure 9 and wholesome shellfish are Imported and would eliminate 
the apparent inequity to our domestlc shellflshermen. 
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I 

Under the Federal Meat Inspection Act, as amended 
(21 U.S.C. 601), which 1s administered by the Department of 
Agriculture, a slmllar requirement exists to insure that 
imported meat has been slaughtered and processed under 
condltlons at least equal to domestlc standards. 
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CHAPTER 6 

FEDERAL, STA:E, AND INDUSTRY COMMENTS 

We submitted drafts of this report to the Secretary, 
HEW, the State agencies responsible for shellfish actlvltles 
in the four States Included In our review, and the Shellfish 
Institute of North America, for comments. The reclplents 
agreed generally with OUI flndlngs. 

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

HEW generally agreed with our conclusions and 
recommendations. (See pp. 21, 34, and 47.) HEW stated 
that the report established that NSSP had not been truly 
effective and that the State shellfish regulatory agencies 
had not taken timely action on matters of plant sanltatlon 
and closing questionable shellfish-growing areas. HEW 
acknowledged that FDA had not been forceful enough in seeklng 
corrective measures with responsible State shellfish con- 
trol agencies by using the sanctions available under NSSP. 

HEW stated that one of the principal reasons FDA had 
not played a more active role during the last several years 
was due to the fact that FDA's llmlted manpower resources 
had been directed toward attempting to cope with what ap- 
peared to be even more critical problems, such as mlcroblo- 
logical contamlnatlon and drug hazards. According to HEW, 
the need for addltlonal substantive increases in FDA staffing 
for lnspectlon actlvltles has been recognized by the 
President, HEW, and FDA and a substantial Increase for such 
actlvltles was included in the Department's most recent 
(fiscal year 1973) budget request. 

STATES AND SHELLFISH INSTITUTE 

Overall, all parties were of the oplnlon that NSSP 1s 
an effective program which should be continued. The Shell- 
fish Institute stated that the report has in reallstlc terms 
polnted out weaknesses of a working program and should be 
used to correct those areas of weakness. The four States 
and the Shellfish Institute did not comment on all matters 
discussed in the report or on each report segment. 
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Potentlallv harmful shellfish 

The States and the Shellfish Institute pointed out that, 
even though bacterlologlcal llmlts have been exceeded, the 
record of outbreaks of disease attributable to shellflsh 
under NSSP has been good. 

The disease normally associated with shellfish 1s 
hepatitis and because the symptoms of this disease are nor- 
mally not recognized for a period of 10 to 50 days, it 1s 
extremely dlfflcult to establish a causal relatlonshlp be- 
tween hepatltls and contaminated shellfish. This was illus- 
trated In a recent report by HEW’s Center for Disease Control 
WC) 

On July 30-31, 1971, 12 persons attended a family 
reunion In * * *. Five persons subsequently be- 
came 111 with hepatitis between August 9 and 
September 5. 

* * * * * 

All patients denied a history of exposure to 
hepatitis, blood transfusions, parenteral drug 
use, and recent foreign travel. At the reunion, 
however, the patients had shared one meal to- 
gether at which only steamed clams were served, 
Six persons ate the clams, and five subse- 
quently became 111. The person who ate clams 
but did not become 111 received [treatment] 
soon after the first cases were recognized 
The SIX persons who did not eat clams remalned 
well. 

* * * * * 

The orlglnal source of the clams could not be 
determined, since the merchant purchases his 
clams from many sources. 

* * * * * 

The occurrence of five cases of hepatltls within 
a 4-week period, the high attack rate (five of 
six) for those eating the steamed clams, and the 



zero attack rate for those who did not, suggest 
a common source outbreak of shellfish-associated 
hepatltls. Since the large shellfish-associated 
hepatitis outbreaks of the early and mid 1960’s, 
only small sporadic outbreaks, such as this one, 
have been reported to CDC * * *. 

* * * * * 

When clams are steamed only until the shells open, 
the internal temperature IS not high enough to 
Inactivate the lnfectlous agent of hepatitis * * *. 

According to FDA, even If it were possible to analyze 
the shellfish served at the reunion, current laboratory 
procedures could not detect the presence of the hepatltls 
virus. 

CDC, which has responslblllty for collecting communicable 
disease statlstlcs, has had dlfflculty in establlshlng a 
reliable reporting system for shellfish-borne illnesses. 
CDC estimates that only about 10 percent of communicable 
disease cases are reported. CDC records for fiscal year 
1971 showed that 1,600 cases of hepatltls were reported to 
them, in which the lndlvldual stated that shellfish had been 
eaten wlthln 60 days before onset of the disease. CDC cau- 
tloned that the 1,600 lndlvlduals may also have experienced 
other factors that could have caused the hepatitis and that 
these figures should not be Interpreted as being deflnlte 
hepatltls cases due to shellfish Ingestron. 

Although maJor outbreaks of disease may not have been 
attributed to shellfish in recent years, FDA (see p. 28) 
acknowledges the widespread deterloratlon of coastal water 
quality. NSSP, as a preventative program, 1s designed to 
preclude outbreaks of diseases caused by contaminated shell- 
fish, to accomplish this the shellflsh meat and water quality 
standards must be closely monitored. 

We believe that until such time as reliable data on 
outbreaks becomes available, and the deterloratlon of coastal 
waters IS reversed, the need for establlshlng and enforcing 
program standards by NSSP partlclpants must be emphasized. 
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Market samples 

The Shellfish Institute agreed with our recommendations 
that NSSP should be revised to require States to have a 
market-sampling program to insure coverage of all interstate 
shellfish shippers and that FDA should evaluate this program 
annually. The Shellfish Institute believes that the program 
could be made uniform since certain States have had experl- 
ence in market-sampling techniques, with effective tracing 
of product to the processor, harvester, and growing areas 
so that appropriate action could be taken where necessary. 

One State said that its market-sampling program insured 
coverage of all shellfish plants. An official of this State 
subsequently said that (1) not all plants in one area were 
inspected annually and that the sampling program could be 
improved through a more comprehensive plant inspection pro- 
gram and (2) only a limited number of samples were analyzed 
for plants in another area of the State which were inspected 
twice yearly. 

Bacteriological standards 

One State advised us that the bacteriological standards 
governing the shellfish industry should be critically re- 
viewed and the Shellfish Institute emphasized the need for 
additional biological and bacteriological data. The Shell- 
fish Institute and another State also stated that we mis- 
interpreted the use of the bacteriological standards, Our 
interpretation of the results of laboratory analysis of 
shellfrsh market standards was based on the NSSP guidelines 
established for this purpose. (See p. 13.) Results of 
laboratory tests of water samples were referred to FDA for 
interpretation and action. (See p. 28.) 

Research 

According to the Shellfish Institute and two States, 
FDA should restore research capability within FDA to main- 
tain a strong shellfish program and to provide FDA with the 
means of doing needed research on shellfish and program 
standards, The loss of these laboratories and related 
scientific personnel is discussed on page 17. 



Water aualitv 

One State, although concurring in our recommendations 
dealing with shellfish-growing waters, stated that several 
of the recommendations might be difficult to achieve because 
of unforeseen problems. 

Another State acknowledged the deflclencles relating 
to its water quality program but advlsed us that water con- 
dltlons had changed since our review. This State advlsed us 
that its shellfish water control program had been fragmented 
before July 1971 but that, after that date, the program had 
been centralized wlthln one State agency. This State also 
advised us of several steps which had been taken to 
strengthen its water quality program. Priority 1s also 
being given to the development of methods for shellfish 
refrlgeratlon and protection as the State belleves the 
unsatisfactory bacterlologlcal quality of the shellflsh meat 
attributed In the report to poor quality of growing waters 
may be due to improper handling of shellflsh after harvesting. 

Patrol 

According to one State, steps had been taken to 
strengthen Its patrol program, although It was too early to 
fully evaluate the effectiveness of the actlon. Another 
State agreed that FDA and the States need to establish an 
effective patrol program that speclfles the frequency of 
patrols and posting crlterla for closed areas. This State 
believed, however, that Its Sunday patrol program was ade- 
quate and advlsed us that it dnspatched patrol boats when 
notlfled that boats were heard and seen on Sunday in a 
suspicious circumstance. 

Plant sanitation 

The Shellfish Institute agreed that good plant 
sanitation condltlons and proper handling procedures must be 
adhered to. One State advlsed us that lt had accelerated 
Its control over plant sanltatlon, and another State acknowl. 
edged the need to revise plant lnspectlon rating forms. 
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ShellfIsh purlflcatlon plant 

The State which operates the purlflcatlon plant said 
that the plant had established new operating rules, regula- 
tions, and a sampling program and was operating satlsfactorlly 
under the regulations. This State said also that, although 
the management and operation of the plant had greatly lm- 
proved over the past 2 years, much more still had to be done 
at the plant. 

Imported shellfish 

The ShellfIsh Institute and one State concurred that 
fresh, frozen, and processed shellfish should be imported 
from only those countries that harvest and process shellfish 
under condltlons which are at least equal to domestic stand- 
ards. The other three States did not comment on this matter. 
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CHAPTER 7 

SCOPE OF REVIEW 

We assessed NSSP's effectiveness at four FDA district 
offices--Baltimore, Boston, New York, and Seattle--for in- 
suring that shellfish for human consumption are harvested 
from only safe growing areas and are processed In a 
sanitary manner. 

Selected aspects of four States' programs monltored by 
these district offices were reviewed. These districts 
monitor 12 shellfish-producing States having about $129 mil- 
lion, or about 87 percent, of the value of domestic shell- 
fish production at the wholesale level. The four States 
reviewed account for about $79 million, or about 53 percent, 
of the value of domestic production. 

We interviewed State officials responsible for shell- 
fish activities in the above States and corresponded with 
Industry representatives and trade associations. 

We examined pertinent laws, regulations, practices, 
and procedures for the interstate shipment of foods, program 
requirements of NSSP, and pertinent records of both FDA and 
the States, We also interviewed FDA headquarters, district 
office, and laboratory officials. 

We accompanied FDA shellfish consultants and FDA and 
State food inspectors on sanitation inspections of 30 shell- 
fish plants in the four States. Shellfish meat samples 
collected during these inspections were analyzed in Federal 
and State laboratories to determine conformance with program 
bacteriological market standards and to determine the levels 
of toxic metals --mercury, lead, and cadmium--and pesticides 
FDA collected water samples from open growing areas and, at 
our request, analyzed them to determine conformance to 
NSSP bacterLologica1 standards. 
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APPENDIX I 

DEPARTMENTOF HEALTH, EDUCATION, AND WELFARE 
OFFICE OF THE SECRETARY 

WASHINGTON DC 20201 

NOV 28 1972 

Mr. Morton A. Myers 
Assistant Director 
Manpower and Welfare Dlvlslon 
General Accounting Offxe 
Washington, D.C. 20548 

Dear Mr. Myers- 

The Secretary has asked that I respond to your letter of 
October 6 z.n which you asked for our comments on a GAO draft 
audit report to the Congress entltled, "Protecting the Consumer 
from Potentially Harmful Shellfish." Our comments are enclosed. 

We appreciate the opportunity afforded us to review this report 
In draft form. 

Slncerely yours, 

Assistant Secretary, Comptroller 

Enclosure 
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APPENDIX I 

Department of Health, Education, and Welfare Comments on a Draft of a 
Report by Qe Comptroller General to the Congress entitled, "Protecting 
the Consumer from Potentially Harmful Shellfish" 

The Department generally agrees with the conclusions in this report, with 
certain exceptions noted later These relate principally to the way that 
the ldentlfled proclems can be resolved. The report establishes that the 
National Shellfish Sanitatzon Program (NSSP) has not been truly effective, 
also that there tias not been timely action by State shellfish regulatory 
agencies on matters of plant sanltatlon and closing questionable shelltish 
growing areas We acknowledge, also, that the Food and Drug Administration 
has not been forceful enough in seeking corrective measwzes witn responsible 
State shellfish control agencies by using the sanctions available under 
NSSP In this coGnectlon, nowever, and to pat this matter into a better 
balanced perspective, we would like to point out the princlpai reasons 
why I'DA has not played a more active role in this area During the last 
several years, FDA's l~mlted manpower resources have been directed towards 
attempting to cope with what appeared to be even more crltical problems 
such as mlcroblologlcal contamlnatlon and drug hazards. The need for 
addltlonal substantive Increases in FDA staffing for inspection activities 
has been recognized by the President, HEW and FDA, however, and a sub- 
stantial increase for such activities was included in the most recent budget 
request. 

GAO Recommendation 

With respect to the NSSP, the Secretary HEW should direct the Commzssioner 
FDA to 

--Notify States to close growing areas rated below standard unless the_ 
States Justify in writing that there 1s no health hazard. 

Department Comment 

We concur Instructions will be issued to the regional offices containing 
ydides to (1) the manner that States should be notlfzed of substandard 
areas, and (11) developing tunetables for corrective actions. ThfS.e 
instiuctions will also Include the crlterla necessary to assess the 
acceptablllty of written lustificatlons submitted by the States 

--Develop with the States a systematic survey plan for monitoring all 
growing areas including a minimum number of saqpllng stations and 
frequency of sampling. 

Department Comment - 

We concur and will propose this as a mandatory requirement In the NSSP 
Manual of Operations. 
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--Develop an effective patrol program wrth each State speclfylng 
frequency of patrols and posting crlterla for closed areas. 

Detxrtment Comment 

We concur and will propose thus as a mandatory reqdxement in the NSSP 
While this sub]ect is covered In Part III of the NSSP Manual of Operations, 
it 1s suggested, rather than clearly stated as a requxrement 

--Withdraw endorsement of a State's program If the State does not take 
aggressive and timely action to correct program deflclencles relating 
to control over approved and closed growing areas. 

DeDartment Comment -- - 

We concur, Dut belleve that the Commissioner of FDA needs other, lesser 
Intermediate sanctlops -- which we plan to propose for adoption at the 
next National Workshop of the NSSP, namely "Provisional Endorsement ' 
Where State program defxlencles have been found, FDA will establish with 
the State offxlals a deflnlte timetable for corrective action to be taken. 

--Annually assess the overall sanltatlon condltlons of a representative 
number of shellfish plants 

Department Cormnent 

We concur and ~111 prepare suitable guxdellnes for our field staff They 
will provide for lnspectlon of a statxtlcally valid number of shellfish 
plants annually to assess compliance with the FDGrC Act 

--Conduct an Independent on-site evaluation of the purlflcatlon plant 
operated by one State (included In the GAO review) to assess the 
effectiveness of plant operating procedures to ensure the quality of 
shellfish 

Department Comment 

We concur, and have assigned an inspection of this plant lncludlng sample 
collection and analysis. An on-site comprehensive study has been scheduled 
to investigate critical processing parameters along with laboratory analyses 
of physxal, bacterlologlcal, and chermcal plant processes. 

--Propose to the State and industry the following changes for 
incorporation xi-co the NSSP 

(a) A requirement that States have a market sampling program to assure 
coverage of all interstate shellfish shippers FDA should evaluate 
this program, annually 
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Department Comment 

We concur 11~ this recommendation However, we plan to carry It a step 
further Our lnltlal procedures will be to conduct rmcroblologlcal 
studies and review avallable data for the purposes of establlshlng 
microblologlcal standards of quality for market shellfish enforce- 
able by FDA These standards will be proposed in the Federal Register 
as soon as possible, they can be applied to market shellfish by FDA 
independently of State actions. 

b) 

(cl 

A requirement that States take follow-up actions when meat samples 
In excess of llmzts are found lndlcatlng a problem attributable to 
the growing waters These actions should include recording vlolatlons 
by harvester and growing area, formally notlfylng the harvester, 
analyzing shelLfIsh and water from the growing area and closrng 
growing areas from which shellfish with bacteria counts in excess 
of limits have been harvested 

A requirement that States obtain shellfish samples from questionable 
zowlng waters and close those areas where meat samples are found 
which exceed the bacterlologlcal llmlts. 

Department Comment 

FDA belleves that the same ob]ectlve8 can be accomplished by the establlsh- 
merit of Federal mlcroblologlcal regulatory llmlts which, If exceeded, would 
unequivocally mpl.lcate shellfIsh harvested from polluted growing waters 
No such mlcroblologlcal guidelines, or llmltsl have been established FDA 
will. examine exlstlng lnformatlon with a view toward proposing a micro- 
bzologlcal llmlt that FDA can enforce on shell stock received by inter- 
state shellfish shippers Until such a limit is set, FDA ~111 make -every 
effort to get States to close growing areas where available data 1s sug- 
gestlve of producing potentially hazardous shellfish. 

(d) A revlslon to the method of evaluating States' plant inspection - 
act;vltles to reccgnlze the slgnlflcance of condltlons found and 
the adequacy of follow-up actions. 

Department Comment 

We concur The present numerical sanitation rating system has given 
control offlclals and the shellfish Industry a false sense of compliance 
FDA will ellmlnate the numerical rating system from the field inspectzon 
form and make a more concerted effort to even more precisely evaluate 
State lnspectlon programs and follow-up effectiveness. 
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GAO Reccmmnendatron 

APPENDIX I 

Addltlonally, to carry out Its responslbllltres under the FD&C Act, GAO 
recommends that the Secretary, HEW, drrect the Commissioner, FDA, to 

--Use the regulatory poflers under the FD&C Act In those instances 
where the NSSP 1s not effective In correctlnq insanitary condltrons 

Department Comment 

FDA initiated a regulatory compliance program In FY 1973 for inspection 
of certlfred State shellfish plants that should assist In causing lmprove- 
ments and stunulate States to taking corrective action. Further, FDA 
~~11 make a proposal 3n Federal Register as soon as possible that no State 
certGILcd Interstate Shellfish Shopper ~111 appear on FDA's list If the 
plant is found to be produclnq and shipplnq shellfish ln vlolatlon of the 
FD&C Act 

--Cstablrsh Federal bacteriological standards of quality for shellflsh and 
enforce them if satisfactory compliance cannot be obtained under the NSSP 

Department Comment 

We concur and will develop standards of quality for shellfish as 
supportatlve sclentlflc evidence permits 

--Estabiisn Eederai standards for toxic metals and request the Environ- 
mental Protection Aqency to establish standards for pesticides Jn 
shellfish 

Department Comment 

We have established an enforcement quldellne fo r mercury in marine foods 
lncludlnq shellflsh and other enforcement guldellnes for metals will be 
established by FDA for marine foods as toxicl'cy data are developed. When 
excessive levels of metals constituting a health hazard are found in these 
foods, FDA action will be taken Enforcement guidelines have already been 
establrshed for several pestlcldes in marine foods. Otner pestlcldt 
quldelznes ~111 be developed for marine foods as the need for such action 
1s supported by market sampllnq and toxlcoloqlcal data. We will also 
discuss the possibility of settlnq tolerances for pesticides with EPA 

--Collect and analyze market samples of shellfish meat taken durlnq 
rnspections of shellfish plants. 

Department Comment 

Durlnq plant inspections, a FDA inspector w-r11 collect In-line and flnished 
product samples if tnere 1s reason to believe that a plant may be operating 
under insanitary condltlons, whereby, the product nlay be contaminated with 
filth FDA will intensify 1% inspection of shellfish p3ants as field 
manpower becomes avarlable and trained for this new actlvlty 
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--Issue wrItten notxes In all cases where FDA finds lnsanltary condl- 
tlons In slnel'lflsn plants and request written responses on action taken 
or planned to correct the vlolatlons and to ensure continued compliance 

Deoartment. Comment 

We concur and approprsate instructions w&l1 be xssued to the regional 
offxes to affect the recommended action 

--Obtain and monitor results of all State lnspectxons of shellfish plants 
- and the follow-m actions taken when msanltary condltlons are found 

Department Comment 

Me concur and appropriate instrtctions wxll be Issued to the regIona 
offxes to affect the recommended actlon. 

In addition to these comments certain statements In the body of the report 
should be revised for accuracy as follows 

[See GAO note.] 

GAO note: The deleted comments relate to matters in the 
draft report but omltted from the final report. 
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Vtce Fnwdent 

SUITE 9 - 212 WASHINGTON AVENUE 
BALTIMORE MARYLAND 21204 

301821 7960 

November 13, 1972 

Mr. Morton A. Myers 
Assistant Director 
United States General Accounting Office 
Manpower and Welfare Dlv~lon 
Washington, D. CL 20548 

Dear Mr. Myers Re B-164031 (2) 

We appreciate your senoang a copy of your draft report on pro- 
tectlng the consumer from potentially harmful shellfish, for 
our renew and comments. 

The connnents we wish to offer are as follows 

Even though the GAO has pourted out the weakness of the program 
to pressure from political levels, It has been long understood 
by industry and members that this particular program has often 
been cited as a model in the exclusive lnvolvment of all levels 
of the buszness rangAng from produces to regulatory personnel. 
The need to continue this cooperative program IS more than obvious 
when one looks to some of the weaknesses pointed out by GAO 

The GAO report has m reallstrc terms pointed out weaknesses of a 
working program and should be used to correct those areas of weakness 
It should not be used to draw conclusions of removal of a program that 
IS so vitally lrnked to the management and health of the country's 
esttlaries. 

The report points out the need for adequate funding of both the FDA 
and the states in their enforcement work It IS recommended that in 
the $?mal report to Congress that It should be pouted out that the 
NSSP has been In existence for 47 years and that during that entire 
period there has been no malor outbreak of disease attributed to 
commercially harvested shellfzsh that were produced under the standards 
set in the NSSP A truly remarkable record 
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"Ir Morton A Myers 
AssIstant Director 
United States General 
Accounting Office Page 2 November 13, 1972 

We m the industry are fully m accord wit& the protCctzon of publ.~c 
health and the necessity for producmg at all times a clean and wholesome 
product. Good plant sanrtatron must be adhered to along with proper 
handlAng procedure at all pomts. 

The GAO has mlslnterpreted the use of the bacterlologlcal guidFllnts 
ln the NSSP. These guidelines have been set up is a monitoring device 
to insure a good quaUty product Even though these bacteriologIca 
gudelmes are exceeded, there has been no ma-jar outbreak of dzsease 
attributed to commercrally harvested shellfish that were produced under 
the standards set in the NLSP. Reference in the GAO report that an 
adulterated product has been shipped is incorrect. Bacteria 1s a 
natural part of all foods and no definite bacterlologxcal limits have been 
set for oysters and clams above which they would be considered unacceptable 
for huaan consumption. 

We cannot emphasize too strong3.y the necessity for tecbnlcal knowledge, 
biological as well as bacterioqgical needed xn carrying out a successful 
NSSP, Our experience is that we have been worklag with a dedicated group 
of enforcement ueople together with research marine biologists that have 
iaade the success of the program possible. The GAO draft report points 
out some areas that need strengthunmg. This can be brought about by adequate 
funding both at the federal and the state level and the continued cooperatllon 
of Industry 

We, therefore, recommend that stificlent funds be provided to hhe FDA to 
give them the facllitLes and staffing to coqect any weaknesses which the 
GAO has pointed out and to improve the NSSP on an on-going basis. 

We strongly urge the NSSP continue to be admmlstered as now structured 
and that any weaknesses be corrected through adequate fundlng for staffing 
and facllltles. As a matte1 of fact we had such facilities at one time 
Congress, the States and Industry worked very hnrd in procurlpg these 
facllrtzes and then through admintistrative re-organnlzatlon NS5P lost the 
Laboratories The GAO report mdlcates the need for these facrlities to 
be within the framework of the NSSP. These laboratorues wbxch are strategi- 
cally located in highly productive areas can not only Insure the tigh 
quality of food products for the consumer's protection but would also in- 
sure high water quality thus supportlng and mcreasmg the environmental 
lntegnty of our resources. At the same time the ability of doing research 
on aquatic animals which the FDA needs would be provided. 

The leboratorles we are referring to are located at Dauphm Island, 
Alabama, Narragansett, Rhode Island, and Purdy, Washington. It 1s under- 
stood that these laboratories might be avallable and might be able to be 
returned to the FDA's Shellfish Program, The FDA has just recently proven 
Its ability to rise to crises which have arisen, and we belleve that If 
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recouanendatlons we have made are foLlowed, they wall be m a better 
position to give leadershrp on any unforeseen crises which might arise 

We concur that there should be included m the NSSP a requU?ement that 
all states have a market sampling program to assure coverage of all 
interstate shellfish shIpper% FDA would then evaluate this program 
annually. This could be made un+form since certain states have had ex- 
perrence in market-sampling techniques, with effective tracing of 
product to the processor, harvester, and growing area 50 as to take 
appropriate action, where necessary. The NSSP IS a sufficiently workable, 
and viable program to permit this uniform approach. 

There is an economic disadvantage tk our domestic shellflsherman - on the 
matter of the manner in which imports stay come in from uncertified waters 
or polluted waters. Our own shellfisherman must harvest from water? 
approved by the NSSP cooperative arrangement. 

All shellfish sold m this country should come from approved harvest 
areas, regardless of country of omgm. Otherwise, this has and continues 
to place an imbalence and an unfair competltlve posltlon 1n the lap of 
our domestic shellflshermen. Shellfishermen are aware of this unfamnass 
and think xt should be corrected. 

We, therefore, concur with the flndlngs and recommendatzons on the 
lmportatlon of fresh, frozen, and processed shellfish from only those 
countries that harvest and process shellflsh under conditsons which are 
at least equal to our domestic standards. 

We support the NSSP and work closely wzth mdustry, state and federal 
people to resolve problems and changes in procedures as they come up. 
Currently we are working on problems, and quality of the product going 
to the consumer LS kept uppewost m mind at all times 

If we can be of shy further service in connection with Ohls study, Please 
advise. 

EAT lr Executive Director 
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ENVIRONMENTAL CONSERVATION 

ALBANY 

November 6, 1972 

Dear Mr. Myers 

As Commlssloner of the New York State Department of 
Envlronmental Conservation, responsible for the New 
York State Shellfish Sanltatlon Program, I would like to 
thank you for the opportunity to review and submit this 
Department’s comments regarding the report entitled, 
“PROTECTING THE CONSUMER FROM POTENTIALLY 
HARMFUL SHELLFISH”, B-164031 (2). 

The report essentially describes four speclflc areas 
wlthm the shellfish samtatlon program dealing with 
bacterlologlcal and related criteria of market shellfish, 
momtormg of shellfish-growmg waters, plant samtatlon 
condltlons and control over imported shellfish 

The section of the report dealing mth bacterlologlcal and 
related criteria of market shellfish recommends that all 
states have a market sampling program to assure coverage 
of all interstate shellfish shippers Speaking for the State 
of New York, I feel that our State shellfIsh program does 
assure adequate coverage for all shellflsh harvested and 
marketed mthm the State of New York by our licensed 
dealers. It 1s noted that all licensed dealers m the upstate 
regions are inspected twice yearly by personnel of our 
State shellfish program as well as local health department 
authorltles m the area. In addition, upstate dealers are 
checked regularly by our conservation officers on their 
handling of shellfish, including sanitation. Dealers in the 
Long Island-Metropolitan area are inspected on a monthly 
basis. 

The second part of the report deals with monltorlng shell- 
fish-growing waters. Ths section of the report recommends 
that the states develop systematic survey plans for all 
growmg areas, discusses effective patrol programs and 
recommends withdrawal of endorsement of a state program 
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if the state does not take aggres slve and timely action to 
correct program deflczencles relating to control over 
approved and closed growmg areas. In general, we have 
no quarrel with these recommendations. However, rt 
appears that some of these recommendakons have been 
made on the basis of dealing with absolutes, and m certain 
areas represent ideals to strive for but whch, m reality, 
are dlfflcult to ackueve. Experience with the State program 
has indicated that m any given year problems arise whch, 
due to their nature, require devlatlon from the planned 
program. As a result, our program has been set up to 
review systematically a number of key shellfish growmg 
areas per year while gathermg limited mformatlon on the 
remaining areas. This system does result in a staggered 
system for reporting all water quality in New York’s shell- 
fish waters. It has resulted m detailed salvtary surveys of 
each area every 5 years mth mterlm checks every 2 years. 
Environmental changes, except in special situations, are 
usually gradual rather than drastic. Past experience 
indicates that this system works satlsfactorlly Whle a 
considerable effort has been expended m our shellfish 
patrol program, we have recently mltlated a number of 
steps to strengthen this element of our program, wluch 
cannot be fully evaluated until actual operating experience 
has been gamed. 

The section dealing with plant sanltatlon condltlons makes 
certain recommendations after lmplymg that poor sanitary 
con&tlons are found m many shellflsh plants. As indicated 
above, the New York State shellflsh program does carry out 
a thorough plant mspectlon program. Whle some deflclencles 
have been noted m New York shellfish plants, they have 
been discussed mth our FDA Reglonal Shellfish Consultant 
and our program works contmually to correct the situations. 
It 1s felt that most deflclencles noted on our mspectlon 
reports do not present serious health hazards to the con- 
sumer. This statement implies that changes may be 
reqwred m the National Shellfish Sarntatlon Program’s 
Manual of Operations, involvmg a review of all elements 
rated on the plant inspection forms and an assessment of 
their relative weights under current industry pzactlces. 

The last element of the review deals with control over 
imported shellfish and m revlewmg tlus section, I can only 
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add that the State of New York would fully endorse the 
recommendations presented m this sectlon of the report 

In conclusion, ths program does present a critical review 
of certain elements of the National Shellfish Samtatlon 
Program and also of several state shellfish programs. I 
feel strongly that the concept and philosophy of the Natlonal 
Shellfish Sanitation Program 1s sound although certain 
changes wlthm the program should be considered and 
renewed. Of maJor importance m tlus category would be 
the bacterlologlcal standards governmg the shellfish industry. 
This report indicates that vlolatlons of the bacterlologlcal 
water and shellfish standards do occur and yet records 
indicate that there have been no maJor outbreaks of illness 
attributed to shellfish wlthm the past few years. 

Analysis of ths type of lnformatlon confirms the need for 
a critical review of these standards and I can only stress 
that this be given top priority by the natlonal program. It 
1s also noted that the natlonal program, at one time, had 
three research laboratories assigned to carry out lnvestl- 
gatlons In ths area and other areas of crltxal importance 
to the shellfish program. During recent reorganlzatlons 
wrthm certain federal agencies, these laboratories have been 
reassigned. We obJect strongly to this a&on and stress 
that the Input from these laboratories 1s extremely crltlcal 
in order to malntaln a strong shellflsh sanltatlon program 

In closmg, I would again offer my thanks on behalf of the 
State of New York for the opportunity to renew and 
comment on this report 

Sincerely, 

Cornrn!Lssioner 

Mr. Morton A. Myers 
As slstant director 
U. S. General Accountmg Office 
Manpower & Welfare Dlvlslon 
Washmgton, D. C. 20548 

72 



APPENDlX IV 

OFFICE OF THE SECRETARY 
DEPARTMENT 0F HEALTH AND MENTAL. HYGIENE 
301 WEST PRESTON STREET BALTIMORE, MARYLAND 21201 Area Code 301 383 3010 

Nell Solomon, M D, Ph D Secretary 

November 10, 1972 

Mr. Morton A. Myers 
Asslstent Mllector 
Urn-ted States General Accounting Office 
Wastington, D. C. 20548 B-164031(2) 

Bear Mr. Myers: 

Thank you for your recent letter concemvng the General Accountxng 
Offxce report on shellfish and the orportunxty to review thxs report 
prior to its fi;nal draft. 

Thxs Department recogruzes many of the shortcormngs noted In the 
report and agrees that constant surveillance of shellfxsh producing waters 
is Imyeratlve for the protection of the consumxng publxc. We have tiffxculty, 
however, m acceptxng the concluszons reached ytimarxly due to the age of 
the data contazned m the dxscusslon and whet aypars to be dxscrepancles 
In the standards used to evaluate shellfish waters. 

[See GAO note.] 

It would ar-ear that conclusions to the effect that sreas of Maryland 
waters now used for shellfish production are unsafe are drawn from sampling 
data collected m 1970-1971. Such conclusions are not currently valid. 

Praor to July 1, 1971, the shellfish water control program in Maryland 
was fragmented, wxth much of the work de,mndent upon local Health Departments. 
Sxnce that date, this Frogram has been centralized wxth all prsonnel employed 
directly by the State Department of Health and Mental Hygiene. The followxng 
points of thxs program are submxtted for your lnfOmtlOn2 

1. All open shellfish waters are sampled once each month, wxth problem areas 
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sampled mar, 0 frequently as need 1s detemned. A33 closed areas are 
smpled tGJlce each month as required by Maryland law. 

2. Shellfish samples are collected from each open sectIon each month 
during the harvesting season and examsned for bacterlologlcal quality, 
pstlcldes, and heavy metals. 

3. All laboratory results are logged for each mtivldual sampklnt: point to 
allow for continuous evaluation of water quality. 

h. Shoreline survey cayabllstles have hapn expnded to pxu-k a complete 
survey of all shorelzne areas each thpP years. Areas under survey 
have been expanded to include Inland evaluation of tmbutary streams. 

5. Surveys are designed on the basis of total dranaze basins, and 
include runr~ng accounts of all known points of dLscha%e anclukng 
sewa+ge treatment plants, commerc3al &scharges, and agmcultural 
opera-t;zons. 

6. All water sampling results have been recently comIu"i;emzed to provzde 
monthly me&an reports based on the twelve preceding months samFlIng 
for coJIforn and fecal collform from each shellfish water sampbng 
point. 

7. Every effort is made to locate sampllng stations m the most ln&catlve 
areas. As pev-~ously ln&cated, samrj~ng 1s conducted throughout the 
year> and not restructed seasonally as the report ln&cates. Samples 
are collected us3ng a bottom samrl-~ng techaque which has tne approval 
of the Food and Drug AWnlstratlon, and samples are collected under 
all weather and tidal condltlons, with pescheduled traps cancelled 
only when storm con&tlons tnterfere wzth the safety of personnel. 

The control of shellfish follohnns harvesting has also been accelerated 
since the evaluation which resulted In the report. T.n the past, packers 
were often notified by local Health Departments of vlolatlons found dumng 
ms,pxA.ons. All such letters now oraglnate from the State Department of 
Health and Mental Hygiene. I~ocel Vealth lleyartmerlt recomls were not evalu- 
ated when ths report was Irepared. 
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Maryland law forbids the sal, p of shellfish from uncertlfled sources. 
Thus coverage xncludes all products which orxgxnate outside the Unxted 
States, and excludes the sale of many which are allowed by Federal 
authoratles to be sold mnterstate. At present, the only known shellfish 
entering Margland from uncertified sources are sea clams from waters 
beyond the three mxle lxtnt. Although those waters are %deral responsl- 
bllxty, they have not been certxhed. 

Plzorxty has been given to the development of methods of shellstock 
refrigeratxon and protectxon, and there 1s reason to belleve that unsatm- 
factory bactemoloeca7 qu&ty of Maryland shellfish whxh has been 
attmbuted by the report to the poor quality of growxng waters is in fact 
due to tiproper handling of shellstock followzLng harvest. 

As previously lndxcated, the Maryland Department of Health and Mental 
Hygiene 1s m agreement mth the ObJectlve of the Natxonal Shellfish Sanx- 
tatxon Program, and has, in fact, assxgned these actzntms highest pr?or?ty. 
Thus progrsm has greatly xmproved sxnce the dates covered by the General 
Accounting Office report, and I smncerely believe the report In Its present 
form presents an xnaccurate descrclptlon of contitxons xn Margland. 

Sincerely yours, 

Ph.D. 
Secretary of Health and Mental Hygiene 

GAO note Deleted comments refer to material contalned 
In draft report which has been revised or which 
has not been included in the final report. 
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JAMES G COULTER 
SECRETCIRY 

STATEOFMARYLAND 

DEPARTMENT OF NATURAL RESOURCES 
STATE OFFICE BUILDING 

ANNAPOLIS 21401 

JOSEPH H MANNING 
DEP”TY*ECRBT*RY 

November 10, 1972 

Mr Morton A Myers 
Assistant Director 
Manpower and Welfare Divlslon 
U S General Accountxng Offlce 
WashIngton, D C 20546 

Dear Mr Myers 

Your letter of October 12th to Secretary Coulter has been 
referred to me for reply I find it alffldt to reply to many of 
the sections of the draft report attached to your letter as it LS 
quite general and does not specxflcally apply to Maryland However, 
I would lake to say xnxtxally that we consider our shellfish sani- 
tatxon program as good as, or better than, any other in thus country 
We have not had a case of communicable disease traced to Maryland 
shellflsh sznce 1926 Thzs, I thank, In itself 1s noteworthy and 
shows that we are doxng an adequate lob of protecting the consumer 
from the possxbillty of having contaminated shellflsh become available 
on the market We have consistently recelved scores above 90, mostly 
approaching the 100% levels, In the ratings by the Public Health 
Service and lately by the FDA on our control program I think these 
Items should be brought to your attention We have confidence in the 
NatIonal ShellfIsh Sanitation Program and are conscientiously living 
up to the agreements and provisions of this program 

[See GAO note ] 

76 



APPENDIX V 

Mr M A Myers 

[See GAO note ] 

November 10, 1972 

On Pages 35 and 36, we note again that you feel patrol 
activities are not adequate We disagree completely with you as 
far as Maryland is concerned We believe that our patrol activities 
are adequate and the proof is the lack of violations and the good 
record which I mentioned earlier in this letter Furthermore, you 
spoke of lack of night patrol and Sunday patrol Harvesting in 
Maryland is illegal at night or on Sunday The general public and 
the licensed watermen are well aware bf this, and we are frequently 
notified that boats are heard, perhaps at night, and seen on Sunday, 
in a suspicious circumstance We immediately dispatch patrol boats 
to the area in question 

[See GAO note ] 

Concerning your comment on Page 40, we agree that the 
Secretary of Health, Education and Welfare should develop with the 
States, taking fnto consideration the location of closed a=, such 
as harbors, towns, and other populated areas, p policy which would 
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be acceptable to both parties We do not! believe this should be a 
unilateral action 

In conclusion, I would like to reiterate that we do not 
consider our present program inadequate but are always agreeable to 
suggestions for improvement which we could accomplish using our 
present budgetary allowance and equipment perhaps to better advantage 
We would be glad to discuss this with you at any time and with an 
open mind 

Thank you for the opportunity to comment OQ thia drafa 
proposal, and if we can be of any further assistance in elaborating 
on our comments, we would be more than glad to discuss them with you 

Sincerely, 

Fred W Sieling / 
Commercial Fisheries 

Coordinator 

FWS c 

CC. James B Coulter 
Joseph H Manning 
Paul W McKee 
Roy Rafter 
James Clise 

GAO Note Comments pertaining to draft report material not 
pertinent to the flnal report have been omltted. 
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DANIEL J EVAN 
GOVERNOR 

WALLACE LANE hi D M PH 
A8818TANT SECRETARY 

November 10, 1972 

Morton A Myers, Assrstant Drrector 
Manpower and Welfare Drvrsron 
Dnrted States General Accountrng Offlce 
Washmgton, D C 20548 

Dear Mr Myers 

T~LS 1s In reply to your letter forwardrng to us a copy 
of the draft report on protectrng the consumer from potentially 
harmful shellfish We appreciate the responslbllrtres and 
role of the General Accountrng Office and the difficulties 
Inherent In the evaluation of the shellflsh program ThlS 
state has particrpated m the Natlonal ShellfIsh Program for 
an extended perrod and we belreve the program IS effectrve 
m provrding safe shellfrsh rn commerce We do not belreve 
the report properly reflects the benefits We are aware of 
our program defrcrencles The program has evolved consrstent 
with envrronmental changes Obviously there are budget 
limltatlon5 

We belleve the report 1s rn error In rndrcatrng that member 
states must refuse shellfrsh shipments from states wrth programs 
not endorsed by FDA We endorse such actron but do not belleve 
that It IS mandatory 

We believe the report lndlcates misunderstandrng or mrs- 
lnterpretataon of the slgnrflcance of levels of lndlcator organ- 
lsms used m the evaluatzon of both shellfish growrng waters 
and market shellfish In addltron, rnterpretation of results 
of shellfish samples and growrng water samples accomplrshed 
by the audrt team, are not valid rn the absence of field III- 
vestrgations 

The federal government 1s responsrble for accompllshlng 
the necessary basrc research on shellfrsh sanltatron We do 
not belleve the research 1s being accomplrshed, therefore, 
suggest the report mdlcatrng federal monres are spent on 
this actrvrty IS m error Certainly there are several unmet 
research needs essentral to safer shellfrsh control 
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[See GAO note ] 

In closmg I would like to reaffarm our belief that only 
safe shellfzsh should be introduced into commerce. We believe 
the National Shellfish Program pr0perl.y funded and operated 
ml1 provide the reqnazed protection. 

Sincerely, 

WLvm 

GAO note Comments pertalnlng to the draft report 
material not pertinent to the flnal report 
have been omitted 
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November 28, 1972 

Morton A. Myers, Assistant Director 
Unrted States General Accountxng Office 
Washxngton, D. C. 20548 

Dear Mr. Myers: 

This Department has revrewed your orgainzatlons 
revxsed draft report on protectzng the consumer from 
potentzally harmful shellfish, 

The report, from this Department's pornt of view, 
Is, essentially, a review of comments previously made to 
us by the Federal Food and Drug Admznlstratlon. I agree 
wxth many of your comments, but not all. I: personally 
feel that many times the FDA over-reacts particularly m 
the fxeld of enforcement. The recent "Red Tide" s~tuatlon 
m Massachusetts is a clear indlcatzon of the capabll+tles 
of the Commonwealth of Massachusetts to act when needed. 

On page 52c your revrsed report has taken into 
conslderatlon the improvements made to this Department"s 
Shellflsh Depuratlon Plant at Newburyport since 1971. Al- 
though much more still must be done at the plant, we belleve 
that the management and operatron of the plant has improved 
greatly over the past two years. 

Sincerely, 

Commlssloner 
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ENVIRDNMENlAL HEALTH 

TEL (617) 727 269D 

, December 8, 1972 

Mr. Martin A. Myers 
Assistant Mreotor 
United States General 
Accounting Gffiee 
Washiugton, D.C. 20548 

RR: Draft Report on %otecting The 
Consumer From mtentiallg 
Harmful Shellfish," prepared 
by General Accounting Offlce 

Dear Sir. 

The draft of pour report, 
Harmful Shellfish,u 

%otecting The Consumer From fitentially 
has been referred to me for comment. 

The report is very negative but factual, however the following points 
should be commented upon. 

Although the report states many deficieflcies in the program under the 
guidelines of the National Shellfish Sanitation Program Manual of Operations, 
the iufrequenq of shellfish related diseases is consistent with the inception 
of the N.S.S.P. 

The report also alludes to the fact that the so-balled alert levels for 
toxic elements in sediments and shellfish are standards. In fact, as stated in 
the Toxic Element Survey Report, prepared iW the Massachusetts Wateti Resources 
Conmission, the alert level concept was developed to be used as a guide or 
indicator of metal pollution. in shellfish growing waters and was not intended to 
reflect the toxicity of metails contained in shellfish." 

The report also discusses a h&storp of sariitatlon problem related to the 
Newburyport Shellfish Treatment Plant over a period of approximately seven years. 
At the present time the Plant hab new Rules and Regulations for its operation and 
a sampling program and is presently operating satisfactory under the Regulations. 

Gerald W. McCall 
Associate Rngineer 

cc Ken Croke, G.A.0. 
1903 J. F. K. Building 
Boston, Yase. 

C/Egmc 
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SHELLFISH HARVESTING DATA BY STATE 

AND FDA REGIONAL OFFICE LOCATION - 1971 

State 

Alabama 
California 
Connecticut 
Delaware 
Florlda 
Georgia 
Louisiana 
Maine 
Maryland 
Massachusetts 
Mlsslsslppl 
New Jersey 
New York 
North Carolina 
Oregon 
Rhode Island 
South Carolina 
Texas 
Virginia 
Washington 

Total 

FDA regional office locations 

Boston, Massachusetts 
New York, New York 
Phlladelphla, Pennsylvania 
Atlanta, Georgia 
Dallas, Texas 
Seattle, Washington (lncludlng Callfornla) 

Total 

Shellfish 
production 

in pounds 

246,000 
959,000 
407,000 

8,039,OOO 
3,621,OOO 

138,000 
9,937,ooo 
5,271,508 

29,498,OOO 
2,640,OOO 
1,165,OOO 

31,957,ooo 
13,430,730 

254,000 
321,000 

1,345,ooo 
1,608,000 
4,759,ooo 

14,836,OOO 
5,975,ooo 

136.407.238 

9,663,508 
45,387,730 
52,373,OOO 

7,032,OOO 
14,696,OOO 

7,255,OOO 

136.407.238 
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NATIONAL SHELLFISH SANITATION 
PROGRAM ELEMENTS 

An evaluation is made by FDA for each of the following eight 

program elements 

GENERAL ADMINISTRATIVE PROCEDURES - The adequacy of States 
legal authority to enforce the provisions of the NSSP 
and the adequacy of records malntalned for monitoring 
purposes 

LABORATORY PROCEDURES - The State laboratory practices 
and procedures for assuring that the laboratories 
are using currently accepted methods In making 
bacterlologlcal, toxlologlcal, chemical and physical 
analyses. 

SANITARY SURVEY - A review of States efforts to assure 
that the shellfish growing waters are not polluted 
and are safe for shellflsh harvesting. The factors 
lnfluenclng the sanitary quality of an area should 
be reappralsed at least blennlally. A comprehensive 
survey of each growLng area m an approved category 
should be made at least once every ten years This 
includes an evaluation of all sources of actual or 
potential pollution, and the distance of such pollution 
from the growing areas; effectiveness and reliability 
of sewage treatment works, the presence of industrial 
wastes, pesticides, etc., which would cause a public- 
health hazard to the consumer of shellfIsh, and the 
effect of wind, stream flow, and tidal currents m 
dlstrlbutlng polluting materials over the growing 
areas. 

RELAYING AND DEPLETION - The State's program for removing 
shellfish from an unsafe area for harvesting and 
transferring them to a safe area prior to harvesting. 

CONTROLLED PURIFICATION - The effectiveness of the 
purlflcatlon process at plants employing this 
method to cleanse shellfish of polluted material. 
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PATROL - The State's effectiveness to patrol and post 
restrxted shellflsh areas to prevent unauthorxed 
harvesting 

HARVESTING (Refers to boats and trucks only) - The 
sanitary condltlon of harvestlng boats and trucks 
used to transport bulk shellfish 

SHUCKING-PACKING - The conditions under whxh shellfish 
are shucked and packed xxludlng sanxtatlon and 
storage condrtlons from point of harvest to whole- 
sale market level A shucking plant 1s where shell- 
fish meat 1s removed from the shell 

85 



APPENDIX XI 

State 

A 

Sample 

1 
2 
3 
4 
5 
6 
7 
8 
9 

10 
11 
12 

TOXIC METAL AND PESTICIDE ANALYSES 

OF SHELLSTOCK COLLECTED AS PART OF FDA-GAO 

INSPECTIONS OF INTERSTATE SHELLFISH SHIPPERS 

13 .2 .05 
14 .3 04 
15 .2 l 05 
16 2 09 
17 .2 05 
I.8 1.9" 01 
15 1.7 07 
20 .36 06 
21 2 .02 
22 .l .Ol 

23 
24 
25 

26 
27 
28 
29 

30 .9 .04 .4 
31 10 .014 04 
32 1.1 02 .35 
33 1 15 .Ol .6 
34 3 Traces .5 

Toxic Metals 
Cadmium Mercury Lecld Eestlcldes 

1.9* 
1.3 
11 
1 57" 

.89 
1.6" 

.51 

.45 

- 

01 
.Ol 
.Ol 
.Ol 
.Ol 

.48 .Ol 
M m 
.hl .06 

.43 
- 

04 
s 

- 
.31 

N/A 
.04 11 
N/A N/A 

4 
1.0 
12 
1.3 

6 
.7 

.4 

.2 

None 
11 
,I 
,I 

Traces 
,, 
,I 
1, 
11 

None 

12 chlordane** 
Traces 

,35 chlordane** 
and 03 DDT 

Traces 
,I 
1, 
(1 

Legend 
N/A - Not analyzed 

* - Above FDA's October 1971 proposed alert level for cadmzum The alert 
levels varied by geographical area and species of shellflsh. 

** - Above the NSSP lnterlm guldellnes for pestlcldes In shellfish of 
03 p p m for chlordane 
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APPENDIX XII 

Condition Name 

Significant 
InsanItary Chesapeake ShellfIsh Co 

D&C Oyster Farms 
Harold Bozman 
Leonard E Copsey 
McNasby Oyster Co 
Newburyport Shellfish Co 
Northwest Oyster Farms, Inc 
Soffron Bros Clam Co 

Insanitary 

Minor 
Insanitary 

In compliance 

lISTI\G Ol- SHELLFISH 

LNSPECTED DURING GAO 

Ellison Brothers Oyster Co 
L I Sea Clam Corp 

Quality Sea Foods, Inc 
Whitecap Seafood Co 

Coast Oyster Co South Bend, Washington act 27, 1971 
Frank M Flower&Sons, Inc Bayville, New York Ott 12, 1971 
Ipswlch ShellfIsh Co , Inc Ipswlch, Massachusetts Ott 27, 1971 
Long Island Oyster Farm. Inc Greenport, L I , New York Sept 20, 1971 
Minterbrook Oyster Co Gig Harbor, Washington Sept 1, 1971 
Pacific Fish Co Seattle, Washington Sept 29, 1971 

Brlll's Crescent Seafood 
Co , Inc 

Essex Farms 
H D DukesbSon 
Howard L Mallowes&Son, Inc 
Johnson&Gunstone 
Neptune Seafood, Inc 
S Plsacano Fish Market 
Sanborn, J A , Co , Inc 
Schermerhorn Fish Market, 

Inc 
Shellfish, Inc 

Baltimore, Maryland Ott 
Royal Oak, Maryland Nov 
GlGdletrek, Makyland Nov 
Marion, Massachusetts Nov 
Port Townsend, Washington Ott 
Patchogue, L I , New York Ott 
Yonkers, New York Sept 
Boston, Massachusetts Sept 

27, 1971 
16, 1971 

1, 1971 
19. 1971 

4; 1971 
12, 1971 
22, 1971 
28, 1971 

Springfield, Massachusetts 
West Sayville, L, I , 

Ott 

New York 
Sunrise Fish Co , Inc 
Winant&Co , Inc 

Isllp, L I , New York 
L I dity, New York 

Nov 
Nov 
Nov 

1, 1971 

1, 1971 
1, 1971 
1, 1971 

PLANTS 

REVIEW 

Locatlon 
Date of 

Inspection 

Sherwood, Maryland 
Sequlm, Washington 
Upper Falrmont, Ma'ryland 
Mechanlcsvllle, Maryland 
Annapolis, Maryland 
Newburyport, Massachusetts 
Nahcotta, Washington 
Ipswlch, Massachusetts 

Olympia, WashIngton 
Point Lookout, L I , 

New York 
Worcester, Massachusetts 
Ipswlch, Massachusetts 

Nov 
Ott 
Nov 
Ott 
Ott 
Nov 
Sept 
Aw 

Sept 

Sept 
Nov. 
Ott 

2, 1971 
5, 1971 
2, 1971 

28. 1971 
26; 1971 
18, 1971 
14, 1971 

'30, 1971 

28. 1971 

2, 1971 
17, 1971 
27, 1971 
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APPENDIX XIII 

PRINCIPAL OFFICIALS OF THE 

DEPARTMENT OF HEAhTH, EDUCATION, AND WELFARE 

RESPONSIBLE FOR ADMINISTRATION OF ACTIVITIES 

DISCUSSED IN THIS REPORT 

Tenure of offlce 
From To - 

SECRETARY OF HEALTH, EDUCATION, 
AND WELFARE 

Caspar W Welnberger 
Frank C. Carluccl (acting) 
Elliot L. Richardson 
Robert H. Finch 
Wilbur J. Cohen 
John W. Gardner 

ASSISTANT SECRETARY [HEALTH) 
(note a) 

Richard L Seggel (acting) 
Merlin K. DuVal, Jr. 
Roger 0. Egeberg 
Philip R. Lee 

COMMISSIONER, FOOD AND DRUG 
ADMINISTRATION 

Charles C. Edwards 
Herbert L. Ley, Jr. 
James L. Goddard 

Feb. 1973 
Jan 1973 
June 1970 
Jan. 1969 
Mar 1968 
Al-% 1965 

Dec. 1972 
July 1971 
July 1969 
Nov. 1965 

Feb. 1970 
July 1968 
Jan. 1966 

Present 
Feb. 1973 
Jan. 1973 
June 1970 
Jan 1969 
Mar. 1968 

Present 
Dec. 1972 
July 1971 - <- 
Feb. 1969 

Present 
Dec. 1969 
June 1968 

aBefore November 1972 this posltlon was designated as 
Assistant Secretary for Health and Sclentlflc Affairs. In 
March 1968 the AssIstant Secretary was given direct author- 
ity over the Public Health Service and the Food and Drug 
Admlnlstratlon and the functions of the two organizations 
were reallgned. 
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Copies of this report are avallable at a cost of $1 

from the U S General Accounting Office, Room 6417, 

441 G Street, N W , Washington, D C 20548 Orders 
should be accompanied by a check or money order 

Please do not send cash 

When ordering a GAO report please use the B-Number, 
Date and Title, If avallable, to expedite fllirng your 

order 

Copies of GAO reports are provtded without charge to 

Members of Congress, congressional committee staff 
members, Government offlclals, news media, college 

Ilbrarles, faculty members and students 




