
Food and Drug Administration 
Rockville MD 20857 

The Honorable John B. Breaux 
*United States Senate 
Washington, D.C. 20!510-1803 

Dear Senator Breaux: 
, 

Thank you for your letter of September 15, 2000, addressed to 
Donna E. Shalala, former Secretary of Health and Human Services 
and your letter of November 30, 2000, to Jane E. Henney, M.D., 
former Commissioner of Food and Drugs, co-signed by several 
colleagues, regarding the Nattonal Acadkmy of Sciences (NAS) 
report, Toxicological Effects of Met:hylmercury and the Food and . 
Drug Administration's ‘(FDA) reassessment‘of its consumer 
guidance and action level for methylmercury in seafood. I 
apologize for the delay in responding to your letters, 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. _ 

\ 
. 

FbA isstied a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part, of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 
various perspectives on this important issue. A copy of the* 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus groups 
to determin/e-whether these types of messages are-clearly 
understood and how they would be acted upon by consumers. 
These mes age tests;helped determine the best ways of reaching 
the pub1 c with this important information. 

t' 
This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data haseremained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on.methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the'public's health and the environment regarding mercury. 
Please be assured that FDA will carefully evaluate the NAS 

'report-and all other relevant information and take appropriate 
actions based on that evaluation. 

Thank you again for conveying your concerns about thig 1 
important health issue. A similar letter-has been sent to 
your colleagues who co-signed your letters. 

Melinda K. Plaisier 
Associate Commissioner 

for Legislation 
\ 

2 Enclosures . 

, 
.* 



I CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration 

.I 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 

CHILDBEARING AGE WHO MAY BECOME PREGNANT 
ABOUT THE RISKS OF MERCUR\i IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing n,ervous system if eaten regularly. By being 
informed about methylmercury and knotiing the kinds of fish that are safe to eat, you 
can prevent any ham-r to your unborn child and still enjoy the health benefits,of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be release; into the air 
through industrial pollution. Mercury falls from the air and can get into&face water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. ‘- 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumul&e the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protectyour unborn child by not eating these large fish that can contain high 
levels of meth 

i 

Imercury: 
. 

Shark f 
Swordfish 
King mackerel 
Tilefish 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury -’ 

1. Given the National Academy of Sciences (NAS) report and the-emissions ,standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant wofnen and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the pot:ntiaI nutritional contribution of fish and seafood to a heatthf%I diet, should a 
consumer advxsory be craftedso that it conveys the benefit/risk balance of methyhnercury- 
containing fish? If so, what should be the content of such a message? . 

3. With additional SeychelIes study data expecied to be released next spring, what impact, if 
. an);, should such new data have .on the timing and content of any FDA advisory? j 

. 4. What other factors, if any, should impact a decision on khether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a conqmer advisory? 

6. How could FDA measure its success in reaching the consumer audience, in&ding 
vuInerabIe populations? 

i 

a 
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Bnited j5tNes %;onste 
WASHINGTON, DC 20510 

September I!$2000 

. The Honorable Donna Shalala 
secretary 
Department of Health and Human Services 
200 Independence Ave., SW .e 
Washington, DC 20201 

. . . 1 . 
ct 

Dear Secretary Shalala: 

We understand that the Food and Drug Administration @DA) is currently 
reassessing its defect action level and consumer guidance for methyl mercury in 
fish. This is an important undertaking that could profoundly affect cor&umers and 
producers of seafood. We are writing, therefore, to urge the FDA to ensure that a 
comprehensive and thorough evahration of the scientific data is completed during 
this review. 

’ The recently published National Academy of Science Report on the 
“Toxicolbgicai Effects of Methyl mercury” reviews the potential toxic effects 
associated with chronic exposure to methyl mercury. The FDA, however, should 
carefully review and evaluate the observations in the report as it proceeds with its 
re-assessment. For example, we believe your analysis will not be complete or 
scientifically sound unIess it includes data from the large epiderniological$rdy 
conducted in the Seychelles Island and the NHANES IV Consumption Study, 
which wilI pryjde valuable consumption/exposure data, 

The NAS panelists,desctibe the Seychelles Island Study as a well-designed 
and care 

f 
Iy conducted study and they found no serious flaws in its design or 

conduct. n spite of the robustness of the study, we understand that it was not used 
by the panelists because they did not want to derive a reference dose (Rfd) for 
methyl mercury from a study that did not find adverse effects at the observed 
exposure levels (i.e. methylmercury levels 10 times the average levets found in 
U.S. the population). We understand that Seychelks Island researchers have 
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added new methods to measure the neurological development in children to their 
battery of tests. The new data will allow more direct comparisons between the 
Faroe IsIand Study (i.e. the study selected by NAS to recomnieud its Rfd) and the 
Seychelles Study. FDA should make use of this new data in its assessment. 

Consumers are being told that consuming a balanced diet, including protein 
from sources such as fish, is important to their health. Fish are a good source of 
high quality protein, low in fat and saturated fat and an important source of 
beneficial omega-3 fatty acids, which are believed to be protective against heart 
disease and necessary for good brain development in infants. The outcome of the 
FDA’s review will have a major impact on the choices of fish available to 
consumers and the ability of the seafd industry to supply fish for the commercial 
marketplace. It is therefore imperative that the agency use sound scientific 
principles in the assessment of its acti IeveI for methyl mercury, including 
carefully weighing all available scientific data. 

We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. Please update us on the status of your 
review. 

Sincerely, 

J” 



%lnit-ed j3ata j5mxe 
WASHINGTO’N, DC 20510 

November 30,200O L 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) is 
considering action soon to potentially revise its consumer advisory on the topic of 
seafood and mercury. This is clearly a significant undertaking. It would be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to consider all 
relevant iuformation before making any decision on changes to the existing 
advisory. ’ 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and reIevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review thisjnformation, prior to any decision regarding the release of a public 
advisory on fish consumption. All relevant information, particularly the benefits 
associated w 

(’ 

th fish consumption, should also be considered. 
. . 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled ToxicoZogicaZ Eficts ofA4ethyZmercwy, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 



. * 
. . 

I 

I , 

Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed.., Any decision 

. should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Diefary Guidelinesfir Americans and the two Food Guide Pyramids (Adults 
and’children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

Likely consumerresponse to any revisions to FDA’s current fish 
.consumption advisory must also be care*mlIy considered. The potential impacts. 
are not only related to public health but also to the etionomic viability of the, . 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be gratefil for your clarification as to how you intend to reach a 
scientific consensus on this important issue before the FDA takes precipitate 
action. We appreciate the attention you have given this issue and trust jiou will 
evaluate all the scientific data available. 

r, 
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DjEPAWrMENT OF H.iALTH W HUMAN SERWCIB 

. 
Food and Drug Administration 
Rockvilk MD 20857 

The Honorable Gordon Smith 
,Vnited States Senate 
Washington, D.C. 20510-3704 

Dear Senator Smith: 

Thank-you for your letter of September 15', 2000, addressed 
to Donna E. Shalala, former Secretary of Health and Human 
Services co-signed by several colleagues, regarding the 
National Academy of Sciences (NAS) report, Toxicological. 
.Effects of tiethy1mercuzy and the Food and Drug Administration's 
(FDA) ,reassessment of its consumer guidance and action.level 
for methylmercury in seafood. I apologize for the delay in 
responding to'your letter. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding thq health 
effects of methylmercury- FDA is carefully reviewi% this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. 

- . FDA issued a new fish consumption advisory on methylmercury 
on January 12,'2001, (copy enclosed). As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 
various perspectives on.this important issue. 'A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer focus, groups 
to determine whether these types of messages are clearly 
understood and how they would be acted upon by consumers. 
These messag'ectests helped determine the best ways of reaching 
the public with this important information. 

4 

I 
This fis 1 year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Isl&nds study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data has-remained relatively 
stable for most species, FDA'will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public's health and the environment regarding mercury. 
Please be assured that FDA will carefully evaluate the'NAS 
report and all other relevant information and take appropriate 
actions based on that evaluation. 

Thank you again for conveying your concerns about this ' 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letter. 

Melinda K. Plaisier 
Associate-Commissioner 

for Legislation. 

2. Enclosures 
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CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration - 

. . 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOMjE PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. it is a good 
source of high quality protein and other nutrients and is low in fat. 

. 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it cap also be release$into the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. i 

‘\ . . 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumula!e the highest 
levels of methylm/elcury and pose the greatest risk to peqple who eat them regularly. 
You can protect your unborn child by not eating these large fish that can contain high 
levels of meth 

Shark i 

Imercury: 
t 

4 

Swordfish 
King mackerel 
Tilefish 

While it is true that the primary danger from methylmercury in fish is to the developing 
nemous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

5, 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury ” ” 

1. Given the National Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the content of such a message? 

Y. 

3. With additional Seychelles study data expected to be released next spring, what impact, if 
any, should such new data have on the timing and content of any FDA advisory?, 

4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a con@mer advisory? 

6. How couId FDA measure its success in reaching the consumer audience, including 
vulnerable populations? 
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September 15,ZOOO 

The Honorable Donna Shalala 
s--V 
Department of Health and Human Services. 
200 Independence Ave., SW 
Washington, DC 20201 . Y 

. -.. . . 
r: 

. Dear Secretary Shalala: 
. 

We understand that the Food and Drug Administration (FDA) is currently 
re-assessing its defect action levei and consumer guidance for methyl mercury in 
fish. This is an import&t undertaking that could profcundly affect convers and 
producers of seafood. We are writing, therefore, to urge the FDA to ensure that a 
comprehensive and thorough evaluation of the scientific data is completed during 
this review. 

,The recently published National Academy of Science Rqxkt on the 
“Toxicological Effects of Methyl mercury” reviews the potential toxic effects . - 
associated with chronic exposure to methyl mercury. The FDA, however, should 
carefully review and evaluate the observations in the report as it & with its 
re-assessment. For example, we believe your analysis will not be complete or 
scientifically sound unless it includes data from the large epidemiological study 
conducted in the Seychelles Island and the NHANES IV Consumption Study, 
which will provide valuable con.sumptionlexposure data. 

The NAG panelists describe the Seychelles Island Study as a welI-designed 
and careful 
conduct. P 

conducted study and they found no serious flaws in its design or 
?T spite of the robustness of the study, we understand that it was not used . 

by the panelists because they did not want to derive a reference dose (Rfa) for 
methyl mercury from a study that did not find adverse effects at the observed 
exposure levels (i.e. methylmercury Ievels 10 times the average IeveIs found in 
U.S. the popuL&n). We understand that Seychelles Island researchers have 



added neti methods to measure the neurological development in children to the 
battery of tests. The new data,will allow more direct ukparisons beeeen the 
Faroe Island Study (i.e. the study selected by NAS to recommqd its Rfd) and the 
Seychelles Study. FDA should make use of this new data in its assessment. 

Consumers are being told that consuming a balanced diet, &Ming protein 
from sources such as fish, is importaut to their health. Fish are a good source of 
high quality protein, Iow in fat and saturated fat an$ an important source of 
beneficial omega-3 fatty acids, which are believed to be protective against heart 
disease and necessary for good brain development in infants. The outcome of the 
FDA’s review will have a major impact on the choices of fish available to 

, 

consumers and the ability of the seaf& in&&y to suppfy fish for the &nmercial . 
marketpIace. It is therefore imperative that the agency use sound scientific 
principks in the assessment of its actio$evel for methyl mercury, inchrding 
caref$lly weighing all available scientific data. 

. _ . We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. Please update us on the status of your 
review. 

Sincerely, 
V-L 

. 

J” 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Adminisbafm 
Rockville MD 20857 

The Honorable Ron Wyden 
*United States Senate 

Washington, D.C. 20510-3703 

Dear Senator Wyden: 
I 

Thank you for your letter of September 15, 2000, addressed to 
.Donna E. Shalala, former Secretary of Health and Human Services . 
co-signed by several colleagues and your letter of December 7, 
2000, to Jane 'E. Henney, M.D., former Commissioner of Food and 
Drugs, regarding the Nationaf Academy of Sciences (NAS). report, 
ToxicoiogicaZ Effects of Methy.2mercuz-y and the Food and Drug 
Administration's (FDA) reassessment of its consumer guidance 
and action level for methylmercury in seafood. I apologize for 
the delay in responding to your letters. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. L 

‘ 

FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain 

various perspectives on this important issue. A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with consumer.focus groups 
to determinT.. whether these types of messages are clearly 
understooe and how they would be.acted upon by consumers,. 
These mes age tests helped determine the best ways of reaching 
the pub1 

a 
c with thi& important information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish, This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe I&nds study, whidh 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data has'remained relatively 
stable for,most species, FDA will congider additional steps as . 
part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public!s health and the environment regarding mercury. 
Please be assured that FDA will carefully evaluate the NAS 
report and all other rel.eVant.information and take appropriate 
actions based on that evaluation. 

Thank you again for'conveying your concerns about this ' 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letters. 

El% . 
Associate Commissioner 

for Legislation,* 

2 Enclosures 

b 

, 



I CONSUMER-ADVISOkY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

.I January 2001 

AN IMPORTANTMESSAGEFORPREGNANTWOMENANDW~MEN OF 
CHILDBEARINGAGEWHOMAYBECOMEPREGNANT 

ABOUiTHERlSKSO$MERCUR~lNFlSH 

Seafood can be an important part of a balanced diet for pregnant women. It is a go& 
source of high quality protein and other nutrients and is low in fat. 

. . 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regulady. By being, 
informed about methylmercury and knotiiing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

, 

HOWDOESMERCURYGETINTOFISH? 

Mercury occurs naturally in the environment and it can also be released$nto the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. L 

L 

HOWCAN;‘AVOID LEVELS OFMERCURY THATCOULDHARlVi MY UNBbRN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish thatcan contain high 
levels of methylmercury: 

f 
Shark / 

b 
.4 

Swordfish 
King mackerel 
Tilefish 

Mile it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 



Food and Drug Admfuistratioats (FDA) Questions to 

Interested Parties on Methylmercury ., .’ 

1. Given the NationaI Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to ctpsumers (and in 
particuku to vulnerable populations such as pregnant wdmen and women who may become 
pregnant)? If so, what should the new advisory say? 

2. ‘Given the potential nutritionat contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk baIance of methylmercury- 
containing fish? If so, what shouId be the content of such a message? . 

3, With additional Seychelles study data expected to be released next spring, what impact, if 
any, should such new data have pn the timing and content of any FDA advisory? ’ 

4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a conspmer advisory? 

6. How could FDA measure its success in reaching the consumer audience, inciding 
vulnerable populations? 

J’ 

t 



September 15,ZOOO " 

The Honorable Donna Shalala 
-ary 
Department ofHealth andHuman Services 
2C)o Independeke’Ave., SW 
Washington, DC 20201 

. Dear Secretary Shalala: 

. 

* . 

I 
. 

We understand that the Food and Drug Administration (FDA) is cnrrently 
re-assessing its defect action Ievel and consumer guidance for methyl mercury in 
fish. This is an important undertaking that could profoundly affect consumers and 
producers of seafood. We are writing, therefore, to urge the FDA to en&e that a 
comprehensive and thorough evaluation of the scientific data is completed during 
this review. 

The recently published National Academy of Science Report on the 
%xicoIogicaI Effects of Methyl mercury” reviews the potential toxic effects 
associated with chronic exposure to methyl mercury. The FDA, however, should 
carefully review and evaluate the observations in the report as it &oceeds with its 
re-assessment. For example, we believe your analysis will not be complete or 
scientifically sound unless it includes data from the large epidemiological study 
conducted in the Seychelles IsIandand the NHANI?S IV Consumption Study, 
which wilf provide valuable consumption/exposure data. ;~ 

J’ 

. 

The NAS panelists describe the Seychelks Island Study as a well-designed 
and careful conducted tidy and they found no serious flaws in its design or 
conduct. I t spite of the robust&k of the study, we understand that it was not used 
by the panelists because they did not want to derive a reference dose (Rfa) for 
methyl mercury from a study that did not find adverse effects at the observed 
exposure Ieveis (i.e. methylmercury levels 10 times the average Ievels found in 
U.& the population). We understand that SeycheIIes Island rcsearchers have 



I 
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added new methods to measure the neuroIogica1 deveIopment in chiIdren to their 
battery of tests. The new data will allow more diit ccniparisons be*een the 
Faroe Island Study (i.e. the study selected by NAS to recommend its Rfd) and the 
Seychelles Study. FDA should make use of this new data in its assessment. 

: 

Consumers are being told that consuming a balanced diet, including protein 
fhn sources such as fish, is important to their health. Fisli are a good source of 
high quality protein, low in fat and saturated fat and/an important source of 
beneficial omega-3 fatty acids, which are berieved to be protective against heart 
disease and necessary for good brain development in infants. The outcome of the . 
FDA’s review will have a major impact on the choices of fish ava.iIabIe, to 

. . . consumers and the ability of the seafood industry to supply fish for the commercial 
marketpIace. It is therefore imperative that the agency use sound scientific 
principks in the assessment of its actionaevel for methyl mercury, Muding 
carefilly tieighing all available scientific data. 

. i 

. . . _ We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. Please update us on the status of your 
review. 

. 

Sincerely, 
k 

:. 

f 

4 
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United $Wtes @mate 
WASHINGTON, DC 205 l&3703 

December 7,200O 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 

Dear Commissioner Henney: 

I understand that the Food a.nd.Drug Administration (FDA) is considering 
action soon to potentially revise its consumer advisory on the topic of seafood 
and mercury. This is cIearly a significant undertaking. It would be a major set 
back for public health if consumers were unnecessariIy alarmed and significant 
segments of the population turned away from the proven benefits of fish 
consumption. I am writing, therefore, to urge the FDA to consider all relevant 
information before making any decision on changes to the existing advisory. 

One of the studies sponsored by the FDA, the Seychelles Study knducted by 
the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafood and mercury. Since the rest&s of a critical phase of this 
study will be available to FDA within months, it would be highly appropriate 
to evaluate and review this information, prior to any decision regarding the 
release of a public advisory on fish consumption. All relevant information, 
t particularly the benefits associated with fish consumption, should also be 
considered. 

I understand tiat the molivcJ’joz for revising the consumer advisory stems frGm 
issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxico~ogicd E&%ccts of Methylmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from 
exp l.m 

ethyhnercury exposure, I understand that there has yet to be a clear 
anation of how this estimate was derived and what the term “at risk” 

ii! 

cans. Neither the FDA nor the Environmental Protection Agency (EPA) has 
een given a cle& exp&.nation for the record. There should be no consideration 
fan advisory to the public untif these basic questions are addressed. Any 

decision should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been acknowledged 
not only by our own government with the recent publication of the 2000 
Dietary Guidelines for Americans and the two Food Guide Pyramids (Adults 

PRINTED ON RECYCLED PAPER 
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and Children) but also by the American Heart Association in its recently 
revised dietary guidelines. It is critical that consumers not receive conflicting 
messages from government agencies and credible health and medical groups. 

Likely consumer response to any revisions to FDA’s current fish consumption 
advisory must also be carefully considered. The potential impacts are not only 
related to public health but also to the economic viability of the seafood 
industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

I would be grateful for your clarification as tobow you intend to reach a 
scientific consensus on this important issue before the FDA takes precipitate 
action. I appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available.. 

F 

Sincerely, I 

bidbfp 
U.S. Senator Ron Wyden 

f 



hod and Drug Administration 
Rodwiile MD 20857 

The Honorable Jesse A. Helms 
*United States Senate 

Waghington, D.C. 20510-3301 

: 

. 

Dear Senator Helms: 
I 

Thank you for your letter of September 15, 2000, addressed 
to Donna E.. Shalala, former Secretary of Health and Human 
Services, co-signed by several colleagues, regarding the 
National Academy of Sciences (NAS) report, Toxicologic& . 
Effects of Methylmercury and the Food and Drug Administration's 
(~~A).reassessment of its consumer guidance and action level 
for methylmercury in seafood. I'apologize for the delay in 
responding.to your letter. 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue. 

FDA issued a new fish consumption advisory on methylmercury 
on Janu&ry 12, 2001, (copy enclosed), As part of the 
decision-making process, FDA met with interested parties 
(consumers, industry, health care providers, etc.) to obtain‘ 
various perspectives on this important issue. A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested different types of messages with corisumer focus groups 
to determine whether these types of messages are clearly 
understood and how they would be acted.upon by consumers. 
These message tests helped determine'the best ways of reaching 

. the publi ' 

d" 

with this important information. t 

This fis al year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving children evaluated 
at the.same age using the same battery of neurologic tests.. 
While methylmercury surveillance data has remained relatively 
stable for most species, FDA will consider additional steps as 

.part of its overall strategy on methylmercury. 

In closing, 
the.public's 

let me reiterate FDA's commitment to protecting 
health and the environment regarding mercury. 

Please be assured that FDA will carefully.evaluate the NAS 
report and all other relevant information and take appropriate. 
actions b'ased on that evaluation. 

Thank you again for conveying your concerns about this ' 
important health issue. A similiar letter has been sent to 
your colleague& who co-signed your letter. 

E aa; ~ ‘_ 
Melinda K. Plaisier 
Associate Commissioner 

for Legislation- 
. 

2 Enclosures 

J’ 



CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

.I I 
January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMliN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS OF MERCURY IN FISH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat. 

. . 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing nervous system if eaten regularly. By being 
informed about methylmercury and knowing the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 
k 

Mercury occurs naturally in the environment and it can also be released’into the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water cause chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not hanpful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmJercury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish that can contain high 
levels of meth Imercury: 

Shark 

, 
. . 

Swordfish 
King mackerel 
Tilefis h 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. 

9 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury ” .’ _ 

1. Given the National Academy of Sciences (NAS) report and thekmissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant women and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer advisory be crafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the content of such a message? 

.* 

3. With additional Seychelles study data expected to be released next spring, what impact, if 
an);, should such new data have on the timing and content of any FDA advisory? 

4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a conshmer advisory? 
P 

6. How could FDA measure its success in reaching the consumer audience, inchrding 
vulnerable populations? 

J” 
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September 15,ZOOO 

The Honorable Donna Shalala 
secretary 
Department of Health and Human Services 
200 Independence Ave., SW ,r 
Washington, DC 20201 

Dear Secretary Shalala: 

We understand that the Food and Drug Administration (FDA) is currently 
r-e-assessing its defect action level and consumer guidance for methyl Tercury in 
fish. This is an important undertaking that could profoundly affect consumers and 
producers of seafood. We are writing, therefore, to urge the FDA to ensure that a 
comprehensive and thorough evaluation of the scientific data is completed during 
this review. 

’ The recently published National Academy of Science Report on the 
Toxicological Effects of Methyl mercury” reviews the potential toxic effects 
associated with chronic exposure to methyl mercury. The FDA, however, should 
carefully review and evaluate the observations in the report as it proceeds with its 
re-assessment. For example, we believe your analysis will not be complete or 
scientifically sound unless it includes data from the large epidemiological study 
conducted in the Seycheks Isfandand the NHANES IV Consumption Study, 
which will pryide valuable consumption/exposure data: 

The NAS paneIists,describe the Seychelles Island Study as a well-designed 
and care ly conducted study and they found no serious flaws in its design or 
conduct. i n spite of the robustness of the study, we understand that it was not used 
by the panelists because they did not want to derive a reference dose (Rfn) for 
methyt mercury from a study that did not find adverse effects at the observed 
exposure levels (i.e. methylmercury levels 10 times the average levels found in 
U.S. the population). We understand that Seychelles Island researchers have 

.a 
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added new methods to measure the neurological development in children to their 
battery of tests. The new data will allow more direct comparisous between the 
Faroe Island Study (i.e. the study selected by NAS to recommend its Rfd) and the 

Seychelles Study. FDA should make use of this new data ir#s assessment. 

Consumers are being told that consuming a balanced diet, including protein 
from sources such as fish, is important to their health. Fish are a good source of 
high quality protein, low in fat and saturated fat and an important source of 
beneficial omega-3 fatty acids, which are betieved to be protective against heart 
disease and necessary for good brain development in infants. The outcome of the 
FDA’s review will have a major impact on the choices of fish available, to 
consumers and the ability of the seafood industry to supply fish for the commercial 
marketplace. It is therefore imperativethat the agency use sound scientific 
principks in’ the assessment of its action level for methyl mercury, including 
carefully weighing all available scientific data. / 

We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data avaiIabIe. Please update us on the status of your 
review. 

k 

Sincerely, 

4 

/ 

I 
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- DEPARTMENT OF HEALTH & HUMAN SERvlcEs 

FOOCJ and Drug Administration 
Rockville MD 20857 

JAN 31 2001 ,_. 

The Honorable Frank H. Murkowski 
*United States Senate 
Washington, D.C. 20510-0202 

. 

Dear Senator Murkowski: 

Thank you for your letters of September 15 and October 27, 
2000, addressed to DOMa E. Shalala, former Secretary of Health 
and Human Services and your.letter of November 30, 2000, to 
Jane E. HeMey, M.D., former Commissioner of Food and Drugs, 
co-signed by several colleag&s, 
of Sciences (NAS) report, 

regarding the National Academy 
Toxicological Effects tqf 

MethyZmergmy and the Food and Drug Administration's (kI!A) 
reassessment of its consumer guidance and action leirel for 
methylmercury in seafood. 
responding to your letters. 

I apologize for the delay in 

FDA shares your concerns about human exposures to mercury and 
its compounds and believes that the NAS report represents a 
significant and important contribution regarding the health 
effects of methylmercury. FDA is carefully reviewing this 
report, as well as other information that continues to emerge 
from around the world regarding this important environmental 
issue.' 

'\ . . 
FDA issued a new fish consumption advisory on methylmercury 
on January 12, 2001, (copy enclosed). As part‘of the 
decision-making process, 
(consumers, industry, 

FDA met with interested parties 
health care.providers, etc.) to obtain 

various perspectives on this important issue. A copy of the 
questions asked of these groups also is enclosed. FDA also 
tested diff?rent types of messages with consumer focus groups 
to determine whether these types of messages are clearly 

and how they would be acted upon by consumers. 
tests helped determine the best ways of reaching 

this important information. 

This fiscal year FDA will develop an overall public health 
strategy for methylmercury in commercial seafood, including a 
review of the action level. In addition, FDA will need to 
reconsider the results of any additional studies on 
methylmercury in fish. This includes the results of the 
evaluation of the Seychelles Islands cohort study at seven 

r 
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years, which is expected to be available in the spring of 
2001. This information will allow, for the first time, a 
side-by-side comparison between the Faroe Islands study, which 
reported results of evaluation of the children at seven years, 
and the Seychelles Islands study involving ,children evaluated 
at the same age using the same battery of neurologic tests. 
While methylmercury surveillance data has-remained relatively 
stable for most species, FDA will consider additional steps as 
part of its overall strategy on methylmercury. 

In closing, let me reiterate FDA's commitment to protecting 
the public's health and the environment regarding mercury. 

.Please be assured that FDA will carefully evaluate the WAS 
report and all other relevant information and take appropriate 
actions based on,that evaluation. 

Thank you again for conveying your concerns about this. ' 
important health issue. A similar letter has been sent to 
your colleagues who co-signed your letters. 

Melinda K. Plaisier 
Associate Commissioner . 

for Legislation- 
‘ 

2 Enclosures 

. 
. . 



CONSUMER ADVISORY 
Center for Food Safety and Applied Nutrition, U.S. Food and Drug Administration . 

1 
., \’ January 2001 

AN IMPORTANT MESSAGE FOR PREGNANT WOMEN AND WOMEN OF 
CHILDBEARING AGE WHO MAY BECOME PREGNANT 

ABOUT THE RISKS dF MERCURYlN FiSH 

Seafood can be an important part of a balanced diet for pregnant women. It is a good 
source of high quality protein and other nutrients and is low in fat: 

. . . 

However, some fish contain high levels of a form of mercury called methylmercury that 
can harm an unborn child’s developing newous system if eaten regularly. By being 
informed about methylmercury and knowihg the kinds of fish that are safe to eat, you 
can prevent any harm to your unborn child and still enjoy the health benefits of eating 
seafood. 

HOW DOES MERCURY GET INTO FISH? 

Mercury occurs naturally in the environment and it can also be releasedf;nto the air 
through industrial pollution. Mercury falls from the air and can get into surface water, 
accumulating in streams and oceans. Bacteria in the water c&se chemical changes 
that transform mercury into methylmercury that can be toxic. Fish absorb 
methylmercury from water as they feed on aquatic organisms. i 

HOW CAN I AVOID LEVELS OF MERCURY THAT COULD HARM MY UNBORN 
CHILD? 

Nearly all fish contain trace amounts of methylmercury, which are not harmful to 
humans. However, long-lived, larger fish that feed on other fish accumulate the highest 
levels of methylmercury and pose the greatest risk to people who eat them regularly. 
You can protect your unborn child by not eating these large fish that can contain high . 
levels of methylmercury: 

Shark 
Swordfish 

t 

King mackerel 
Tilefish 

t 
4 

While it is true that the primary danger from methylmercury in fish is to the developing 
nervous system of the unborn child, it is prudent for nursing mothers and young 
children not to eat these fish as well. . 

a 



Food and Drug Administration’s (FDA) Questions to 

Interested Parties on Methylmercury . . .’ 

1. Given the National Academy of Sciences (NAS) report and the emissions standards set by 
the Environmental Protection Agency, should FDA revise its advisory to consumers (and in 
particular to vulnerable populations such as pregnant wdmen and women who may become 
pregnant)? If so, what should the new advisory say? 

2. Given the potential nutritional contribution of fish and seafood to a healthful diet, should a 
consumer ad&ory be cfafted so that it conveys the benefit/risk balance of methylmercury- 
containing fish? If so, what should be the content of such a message? . 

3. With additiona Seycb’eIIes study data expe&d to be released next spring, what impact, if 
any, should such new data have on the timing and content of any FDA advisory? l 

. 4. What other factors, if any, should impact a decision on whether and how to revise the current 
consumer guidance? 

5. What methods of communication should FDA use to best convey such a conspmer advisory? 
b 

6. How could FDA measure its success in reaching the consumer audience, in&ding 
vulnerable pOpulations? 

J’ 
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WASHINGTON, DC 20510 . . .I 

September 15,200O 

The Honorable Donna Shalala 
Secretary 
Department of Health and Human Services 
200 Independence Ave., SW ,* 
Washington, DC 20201 

Dear Secretary Shalala: 

We understand that the Food and Drug Administration (FDA) is currently 
m-assessing its defect action level and consumer guidance for methyl mercury in 
fish. This is an important undertaking that could profoundly affect consumers and 
producers of seafood. We are writing, therefore, to urge the FDA to ensure that a 
comprehensive and thorough evaluation of the scientific data is completed during 
this review. 

c 

‘ The recently published National Academy of Science Report on the 
“Toxicological Effects of Methyl mercury” reviews the potential toxic effects 
associated with chronic exposure to methyl mercury. The FDA, however, should 
carefully review and evaluate the observations in the report as it proceeds with its 
re-assessment. For example, we believe your analysis will not be complete or 
scientifically sound unless it incfudes data from the large epidemiologjc~study 
conducted in the Seychelles Island and the NHANES IV Consumption Study, 
which will p?vide valuable consumption/exposure data. 

Th 

4 

NAS panelists describe the Seychelles Island Study as a welldesigned 
and care lly conducted studyand they found no serious flaws in its design or 
conduct. n spite of the robustness of the study, we understand that it was not used 
by the panelists because they did not want to derive a reference dose (Rfd) for 
methyl mercury from a study that did not find adverse effects at the observed 
exposure levels (i.e. methylmercury levels 10 times the average levels found in 
U.S. the population). We understand that Seychelles Island researchers have 
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added new methods to measure the neurological development in chiMren to their 
battery of tests. The new data will allow more direct comparisons between the 
Faroe Island Study (i.e. the study selected by NAS to recomniknd its Rfd) and the 
Seychelles Study. FDA should make use of this new data in, its assessment. 

Consumers are being told that consuming a balanced diet, including protein 
from sources such as fish, is important to their health. Fish are a good source of 
high quality protein, low in fat and saturated fat and an important source of 
beneficial omega-3 fatty acids, which are believed to be protective against heart 
disease and necessary for good brain development in infants. The outcome of the 
FDA’s review will have a major impact on the choices of fish avaifable, to 
consumers and the ability of the seafood industry to supply fish for the commercial 
marketplace. It is therefore imperative that the agency use sound scientific 
principles in the assessment of its actioif; level for methyl mercury, including 
carefirlly weighing all available scientific data. , 

We appreciate the attention you have given this issue and trust you will 
evaluate all the scientific data available. 
review. 

Please update us on the status of your 

h 
Sincerely, :. 

./ 

4 
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COMMIVEES: 

CUAIRMAN 
ENwuvAwmAwaAt-ES 

%lnited dE;tata j5enste 

The Hormablc Donna Shalala 
Secntary 
Department of Health and Human kvices 
200 lndepcDdqe AX, S.W. 
washiitotl’ D.C. 20201 

c 

Dear QeRtaty tqahlh: 
, . -. 

Togclher with 0tllerRlAbeIs df the senate, I wrote you on Scprember 15 to rqu&t t&it 
the Food and Drug Admiistration (FDA) delay action on a reassessment of its action lcvcl and 
consumer guidance for methyl mercury in seafood until it has an oppoaunity to review additional 
information from the Seychelles Islend epidemiological study and the NHANES N 
coxlsumption study. b 

I now understand that FDA may be going ahead with plans to rzvise its coLer 
advisory, possibly as soon as November 20. This, along with new information that has become 
avtilable to me since September 15, prompts this additional letter on the topic. I believe this 
matter is urgent enough to require your personal intervention. c 

As‘you know, the proposed FDA action is based on the results of a study in the Fame 
islands, after a review of cxistiig research into methyl mercury co@mination by the National 
Academics of Science (NAS). The FDA-supported Seychelles study wak also examined, but 
was not used to reach the NAS findings, as it did not demonstrate adverse impacts. 

Dependence on the Faroe Islands study alone has raised concern among many eminent 
scientists. One of the most important issues is that the Faroese diet includes whale meat and 
blubber having !$@I IevuIs of PC% and other persistent organic pollutants. These contaminants, 
especially PC& are knowu to cause many of the same developmental problems attributed, in 

mercury alone. It is also noteworthy that the seafood consumption paUcms 
study bear little resemblance to consumption patterns in the United 

of PCB-contaknated seakods (whale meat and blubber) not consumed in 
the United States, wlkher consumed alone or in conjunction with more common seafoods, makes 
the Fame study a questionable basis for advice to U.S. consumers. 
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%lnited j5tatfz j5enate 
WASHINGTON, DC 20510 

. . .’ 

November 30,200O . 

The Honorable Jane Henney 
Commissioner 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, MD 20857 . 

Dear Commissioner Henney: 

We understand that the Food and Drug Administration (FDA) iI 
considering action soon to potentially revise its consumer advisory on the topic of 
seafood and mercury. This is clearly a significant undertaking. It would be a 
major set back for public health if consumers were unnecessarily alarmed and 
significant segments of the population turned away from the proven benefits of 
fish consumption. We are writing, therefore, to urge the FDA to ‘Iconsider all 
relevant information before making any decision on changes to the existing 
advisory. 

One of the studies sponsored by the FDA, the Seychelles Study conducted 
by the University of Rochester, is considered extremely valuable and relevant to 
the issue of seafood and mercury. Since the results of a critical phase of this study 
will be available to FDA within months, it would be highly appropriate to evaluate 
and review this’iiiformation, prior to any decision regarchng the release of a public 
advisory on. sh consumption. All relevant information, particularly the benefits 
associated 

F 
ith fish consumption, should also be considered. 

We understand that the motivation for revising the consumer advisory stems 
from issues raised in an National Academy of Science (NAS) Committee Report 
titled Toxicological Eficts ofA4ethylmercury, published in July of this year. 
While the Report included an estimate of the population that might be “at risk” 
from methylmercury exposure, we understand that there has yet to be a clear 
explanation of how this estimate was derived and what the term “at risk” means. 

d 



Neither the FDA nor the Environmental Protection Agency (EPA) has been 
given a clear explanation for the record. There should be no consideration of an 
advisory to the public until these basic questions are addressed:’ Any decision 
should be based on clear and scientifically based information. 

The importance of fish consumption in a healthful diet has been 
acknowledged not only by our own government with the recent publication of the 
2000 Dietary Guidelines for Americans and the two Food Guide Pymmids (Adults 
and Children) but also by the American Heart Association in its recently revised 
dietary guidelines. It is critical that consumers not receive conflicting messages 
from government agencies and credible health and medical groups. 

LikeIy consumer.response to any, revisions to FDA’s current fish 
consumption advisory must also be carefully considered. The potential impacts 
are not only related to public health but also to the economic viability of the . 
seafood industry. It is therefore imperative that the Agency considers all relevant 
information before making any decision on changes to its existing advisory. 

We would be grateful for your clarification as to how you inte%d to reach a 
scientific consensus on this important issue before the FDA takes precipitate 
action. We appreciate the attention you have given this issue and trust“you will 
evaluate all the scientific data available. 

Sincerely, 
. 

.q 
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