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United States Agricultural Office of the Washington, D.C.
Department of Research Administrator 20250
Agriculture Service - '

March 12, 1998

Ms. Charlotte Kirk Baer

Senior Staff Officer, Board on Agriculture
Suite HA397

2001 Wisconsin Avenue, NW.
Washington, D.C. 20007

Dear Charlotte:

As discussed with you yesterday, a USDA group met on March 10 to coordinate our plans fori the
March 23 afternoon presentation to the NAS Committee to Ensure Safe Food from Productxon to

Consumption. The following are our suggestions:

1.

As study contract officer, I will provide opening remarks on expectations, but a 15-mimite

period should be sufficient. This picks up a little time on your original draft agenda.

The 30-minute time allotment for the overview of the President’s Food Safety Initiative| -

might be a little tight, given that there will be two spokespersons. We suggest this be
increased to at least 40 minutes. This will allow 20 minutes each. Dr. Catherine Wotek
Under Secretary, Food Safety, plans to make this presentation on behalf of USDA.

For the USDA program reports on food safety, we propose a four-part presentation,
starting with a USDA overview statement by Deputy Secretary Richard Rominger.
This will require about 10 minutes. We are in the process of checking the availability o

Mr. Rominger’s calendar for this purpose. In the event he is not avallable, another USDA

spokesperson TBD would make this presentation.

This overview would be followed by three 20-minute presentations at the USDA Missiq
Area level: (1) Food Safety; (2) Research, Education, and Economics; and (3) Marketin;
and Regulatory Programs. The suggested spokespersons are:

(1) Food Safety

Mr. Tom Billy, Administrator, Food Safety and Inspection Service
Room 331-E, Jamie Whitten Federal Building

1400 Independence Avenue, SW.

Washington, D.C. 20250 (202) 720-7025

(2) Research, Education, and Economics (REE)

Dr. Eileen Kennedy, Deputy Under Secretary, REE
Room 217-W, Jamie Whitten Federal Building
1400 Independence Avenue, SW.

Washington, D.C. 20250 (202) 720-8885

1,

r
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Ms. Charlotte Kirk Baer ' 2

€)

Dr. Kennedy’s presentation will cover USDA food safety research and education
programs in the Agricultural Research Service (ARS); Cooperative State Research,
Education, and Extension Service (CSREES); and the Economic Research Service

(ERS).
Marketing and Regﬁlatory Programs (MRP)

Dr. Isi Siddiqui, Deputy Assistant Secretary, MRP
Room 228-W, Jamie Whitten Federal Building
1400 Independence Avenue, SW.

Washington, D.C. 20250 (202) 720-7813

Dr. Siddiqui’s presentation will cover USDA food safety related programs in the
Animal and Plant Health Inspection Service (APHIS), Agricultural Marketing Service
(AMS), and the Grain Inspection and Packers Stockyard Administration (GIPSA).

Key staff persons from the individual USDA agencies will be in attendance to help address
questions that arise and to be introduced to the panel for future reference and contact.

Regarding the membership of the study panel, USDA feels that a consumer organization

should be represented. We are providing the following names for your consideration:

Y]

2

Carol Tucker Foreman
Safe Food Coalition

Caroline Smith Dewaal
Center for Science in the Public Interest

5. Iwill arrange to deliver to you by tomorrow copies of several relevant food safety

documents for advance distribution to panel members.

I will be in continuing contact with you on these and other matters. In the meantime, let me know
if additional input is needed.

Sincerely,

ik,

EDWARD B. KNIPLING

Associate Administrator

#
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FAX TRANSMISSION COVER SHEET

NATIONAL ACADEMY OF SCIENCES
.. COMMITTEE TO ENSURE SAFE FOOD FROM PRODUCTION TO CONSIMTION
4 2101 Canstitution Avenue, N.W, Washington, D.C, 20418

PR

FOOD AND NUTRITION BOARD BOARD ON AGRICULTURE
INSTITUTE OF MEDICINE NATIONAL RESEARCH COUNCIL
Phooe;  (202) 3341732 Phoo  (202) 334-3062
FAX: (202) 14316 FAX: (202) 334-1973
m
Allison A. Yates, PhD, RD

Study Director

ayates@nas.edu

202-334-1732 (phone)

202-334-2316 (fax)

| ;'
NUMBER OF PAGES (including this pagc): 3

DATE: March 4, 1998
TO: Ed Knipling,
Assoc. Administrator,
USDA/ARS
FAX # 720-5427
COMMENTS:

Axstached is a list of the agencies whose current programs in food safety we would like presented to the
Committee at it's first meeting March 23-25. We'd like to schedule the open sessions during which such
presentations can be made for the aftemnoon of the 23rd (between 1 and S pm) and the moming of the
-24th. Please look over the list of agencics; we’'d appreciate input regarding whether the individuals
named or their designees are the most appropriate to provide this perspective, or whether others might

be more appropriate for this initial background discussion. Ifthere are other agencies or offices that we
should include, please let me know.

Where question marks appear, we really don’t have & good suggestion for who would be the most
appropriate, so your help there would really be appreciated. Also, please don’t feel that the time slots
are fixed;, once we start contacting the appropriate individuals about participating, I'm sure we'll have
to make many modifications of who goes when.

Fecl free to give me a call if you want additional information or would rather discuss the list in person.
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Draft of Public Discussion, Mecting #1,

Committee to Ensure Safe Food from Production ta Consumption

March 23,
Open Session:

1:00 pm

1:30 pm

2:30 pm

3:00 pm

Focus and Expectations of the Project

Edward Knipling, Associate Administrator, Agricultural Research Service
Contract Officer for the Committee to Ensure Safe Food from Production
to Consumplion

Congressional Expectations
Rep. Joe Skeen, R-2-NM
Rep. Vic Fazio, D-3-C4

~ President Clinton’s Food Safety Initiative

Jim O 'Hara, Dep. Asst. Secretary, DHHS
Cathie Woteki, Undersec. for Food Safety, USDA

Break

U.S. Department of Agriculture’s Role in Ensuring Safe Food

3:20 pm

4:00 pm

4:20 pm

4:40 pm

Food Safety Inspection Service
Tom Billy, Administrator, FSIS
Questions

Agricultural Research Service
Ed Knipling, Assoc. Administrator, ARS
Questions :

Cooperative State Rescarch, Education, and Exteasion Service
7
Questions

Animal Plant and Health Inspection Service
77
Questions
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March 24
Department of Health and Human Service's Role in Ensuring Safe Food

2:30 am Food and Drug Administration
' Michael A. Friedman, Lead Deputy Commissioner

Questions

9:15 am Centers for Disease Control
Morris Potter
Questions

Other Agencies

9:40 am Environmental Protection Agency's Role in Food Safety
Lymn Goldman, Asst. Admin., Office of Prevention, Pesticides, and Toxic
Substances
Questions

10:00 am Break

10:20 am Office of Science and Technology Policy
Gerold Mande

10:40 am Executive Office of the President
Tom Freedman, Spec. Asst to the President for Policy Planning

11:00 am Review Statement of Task, Study Plan
Input on Planning of Workshop on Ensuring Safe Food
John Bailar

Workshop Goals
Suggestions for Speakers
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NATIONAL ACADEMY OF SCIENCES

COMMTTTEE TQ ENSURE SAFE FOOD FROM PRODUCTION TO CONSUMPTION
210] Constitution Avenue, NW. Washington, D.C. 2041%

. EOOD AND NUTRITION BOARD BOARD ON AGRICULTURE

INSTITUTE OF MEDICINE NATIONAL RESEARCH COUNCIL
Phonc:  (202) 3341732 _ Phanc:  (202) 334-3062
FAX:  (02)334-2316 PAX:  (202)334-1978

Tebruary 25, 1998

Edward B. Knipling

Associate Administrator
Agricultutal Rescarch Service
U.S. Department of Agriculture
Whitten Building, Room 302A
1400 Independence Avenue, SW
Washington, DC 20250

Dear Dr. Knipling,

I am pleased to provide you with the roster and biographical sketches for the members of
the National Academy of Sciences’ Committec to Ensure Safe Food from Production to
Consumption (enclosed).

We have just set the first meeting of the Committee for March 23-25, and are now
working on the agenda. As the program officer for this study, I'd like to invite you to meet with
the Committee during an open session in order to discuss your undesstanding of the focus of the
study and any comments you may wish to provide to the Committee.

We are in the process of asking some of the other federal agencies involved in food
safety issucs to name individuals who could provide inforraation to the Committee on their
agency's programs.

The new Federal Advisory Committee Act Amendment of 1997 that pertains to the
committees of the National Academy of Scicnces became effective December 17, 1997. Thus,
we have modified some of our procedures accordingly. 1 have enclosed a description of the
operating system, and the required posting of the comnittee for 20 days prior to finalizing the
committcc. Thus, the appointment process is not completed until after the first meeting.

I would like to invite you to suggest background materials regarding food safety that you
think would be useful for the Committee to have. We have alrcady provided the Committee with
a copy of the President’s Food Safety Initiative, -

77 186
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Edward Knipling
February 25, 1998
Page 2

We will contact your office by the end of the week to determine a mutually convenient
time for the committee to meet with you,
Thank you for your assistance in this endeavor.
Sincerely,

Zen i

Allison A. Y PhD., R.D.
Study Directo

c M. Phillips
S, Schlicker
C. Kirk
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NATIONAL ACADEMY OF SCIENCES

COMMITTEE TO ENSURE SAFE FOOD FROM PRODUCTION TO CONSUMPTION
2101 Constitution Avenuc, NNW. Washington, D.C. 20418

FOOD AND NUTRITION BOARD
TNSTITUTE OF MEDICINE

Teleplhione; (2032) 334-1732
Fax No.: (202) 334-2316

John Christian Bailar III, M.D., Ph.D.
Chair

Department of Health Studies

The University of Chicago

Carole Ayres Bisogni, Ph.D.

Associate Director for Acadecmic Affaixs -

and Associate Professor
Division of Nutritional Sciences
Comell University
Ithaca, NY

David L. Call, Pb.D,
Professor Exmncritus

Cornell University
Ithaca, NY

Marsha N. Cohen, J.D.

Professor of Law

Hastings College of the Law
University of California, San Francisco

Michael P. Doyle, Ph.D.

Professor and Director

Center for Food Safety and Quality
Enhancement

University of Georgia, Griffin

Lonnie J. King, D.V.M.

Professor and Dean

College of Veterinary Medicine
Michigan State University, East Lansing

Gilbert A. Leveille, PhD.-
President .
Leveille Associates
Deanville, NJ

BOARD ON AGRICULTURS
NATIONAL RESEARCH COUNCIL

" Talephone: (202) 334-3062
Fax No.; (202) 334-1978

Committee Roster

Richard A. Memll, LL.B.

Daniel Caplin Professor of Law
University of Virginia School of Law
Charlottesville

Sanford A. Miller, Ph.D.

Professor and Dean _

Graduatc School of Biomedical Sciences

The University of Texas Health Science
Center at San Antonio

Harley William Moon, D.V.M., Ph.D.

" FX. Ramsey Chair in Veterinary Medicine

Veterinary Medical Research Institute
Iowa Statc University, Ames

Michael T. Osterholm, Ph.D.

State Epideriologist and Chicf
Acutc Diseasc Epiderniology Section
Minnesota Department of Health
Minneapolis

Thomas D. Trautman, Ph.D.
Principal Scieatist

Toxicology and Regulatory Affairs
Gencral Mills

Minneapolis, MN

Staff

Allison A. Yates, Ph.D.

Study Director and Director, Food and
Nutrition Board

Sandra Schlicker, Ph.D.
Scuior Staff Officer, Food and Nutrition Board

Charlotte L Kirk Baer, M.S.
Senior Staff Officer, Board on Agriculture

9/ 16
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Biographical Sketches

Dr. John C, Bailar (IOM) is Chair of the Department of Health Studics at the University of
Chicago. He received his M.D. from Yale University and his Ph.D. from American University.
His research involves quantitative health risk assessment with emphasis on the crosion of
standards for scientific inference, pressures causing this erosion, and the ways the pressures
might be reduced and quality preserved. He retired from the Commissioned Corps of the Public
Health Service in 1980, served as a Senior Scientist at the Environmental Protection Agency
from 1980 to 1982 and the Department of Health and Human Service's Offico of Disease
Prevention and Health Promotion from 1983 to 1992. In 1989, Dr. Bailar became a Professor in
the Department of Epidemiology and Biostatistics at McGill University and assumed his present
position at the University of Chicago in 1996. He has served on numerous committees including
those of the National Academy of Sciences, American Medical Association, American Statistical
Association and the Society for Risk Analysis. In 1993, Dr. Bailar was clected to membership in
the Institute of Medicine. A well-known lectwrer on science and public policy, Dr. Bailer is the
author of over 200 scientific publications. :

Dr. Carole A, Bisogni is Associate Professor and Associate Director for Academic Affairs in the
Division of Nutritional Sciences at Comnell University, where she also holds joint appointments
in the Institute for Food Science and the Institute for Comparative and Environmental
Toxicology. She received her Ph.D. in Foods, Nutrition, and Microbiology from Cornell
University. Her research interests include consumer food choices, risk ¢communication and
public perceptions about food safety. She has published in scientific journals, written about food
safety for the public, and worked with community nutritionists and other professionals in
devcloping educational programs for adults and youth in different settings.

Dr, David L., Call is former dean of the College of Agriculture and Life Sciences at Cornell
University. Throughout his career, Dr. Call’s research has focused on analyses of government
food and nutrition programs, identification and analysis of factors causing changes in nutrition
and food consumption, and international economic and development issues. He has served on

. numerous national advisory pancls including the National Advisory Committee to the

" Commissioner of the Food and Drug Administration, the Office of Tcchnology Assessment Food
Advisory Panel and the White House Conference on Food, Nutrition, and Health. Dr. Callisa
former member of the Institute of Medicine’s Food and Nutrition Board, the 1978 National
Academy of Sciences Committee for a Study on Food Safety and Food Safety Policy. and former
chair of the National Academy of Sciences Committee on Techuoological Options to Improve the
Nutritional Attributes of Animal Products. Having served as a member of the national level
Board of Trustees for the Food Safety Council from 1979 through 1982, he has addressed food
safety issues for many years. He has served at the state and local level on numerous
commissions dealing with so¢ial and economic aspects of food and nutrition priorities. Dr. Call
received his B.S., M.S., and Ph.D. degrces in agricultural economics from Cornell University and
has published widely on food systems and consumer issues. He is cwrrently a Dircctor of The
Seneca Foods Corporation and a Trustce of The Mutual of New York Insurance Company.
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Marsha N, Cohen is Professar of l.aw at Hastings College of The Law University of California,
where she has been since 1976. She received her undergraduate degree from Smith College and
a ].D. from Hervard Law School. Professor Cohen teaches courscs in Administrative Laws and
Torts. She represents the interest of consumers on the Institute of Medicine’s Food Forum and
was a member of its Committee on State Food Labeling. Presently, she is a consultant to the.
Food Advisory Committee of the Food and Drug Administration and has consulted extensively
on food safety issues for Consumers Union. Professor Cohen was a member of the Keystone
National Policy Dialogue on Food, Nutrition, and Health

Dr, Michael P. Doyle is Professor of Food Microbiology, Director of the Center for Food Safety
and Quality Enhancement, and Head of the Department of Food Science and Technology at the
University of Georgia. He is ap active researcher in the area of foodborne bacterial pathogens
and works closely with the food industry on issues related to the microbiological safety of foods.
Dr. Doyle’s research focuses on the study of the mechamsms of pathogenicity, the development
of methods for pathogen detection, and the identification of means to control or eliminate
pathogens from foods. He received his Ph.D. in food microbiology from the University of
Wisconsin. He was with Ralston Purina Company from 1977 to 1980 and on the faculty at the
University of Wisconsin from 1980 until 1991. He is a currently a member of the Institute of
Medicine's Food Forum and is a past member of the Food and Nutrition Board and Board on
Agnculture’s Panc] on Animal Health and Vetcrinary Medicine. He has published more than
200 scientific articles including editor of two authoritative books, Foodborne Bacterial
Pathogens and Food Microbiology: Fundamentals und Frontiers.

Dr, Lonnie King is curreatly Dean of the College of Veterinary Medicine at Michigan State
University. He was administrator of the Animal and Plant Health Inspection Service of the U.S.
Department of Agriculture from 1992 to 1996. Before beginning his government career in 1977,
Dr. King was in private veterinary practice for seven years in Dayton, OH and Atlanta, GA.
Until joining APHIS, his expenences have included field veterinary medical officer in Georgia
and station epidecmiologist in Texas. He spent five years in Hyattsville, Maryland in staff
assignments in Emcrgency Programs as well as Animal Health Information. While in

~ Hyattsville, Dr. King dirccted the development of the Agency’s National Animal Health
Monitoring Systerm. He left APHIS briefly to sexrve as the Director of the Governmental
Relations Division of the American Veterinary Medical Association. From 1988 to 1991, Dr.
King was the deputy administrator for APHIS Vetcripary Services. He received his B_S. and his
D.V.M. from Ohio State University. He also holds an M.S. in epidemiology from the University
of Minncsota and an M.S. in public administration from American University.

# 11/ 16 -~
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Dr. Gilbert A. Leveille recently retired from his position as Vice President, Research &
Technical Services with Nabisco, Inc. where he was responsible for fundamental science,
analytical services, and extrusion research. He received his Ph.D. from Rutgers University.
Previously, Dr. Leveille was Professor and Chairman of the Department of Food Science and
Human Nutrition at Michigan State University and was Director of Nutrition and Health
Sciences at General Foods Corporation. He is a past president of the Institute of Food
Technologists and of the American Iustitute of Nutrition and is a member of numerous other
professional organizations. Dr. Leveille lecturcs widcly and has published over 300 scientific
papets and several books.

Richard A. Memrill AOM) is Daniel Caplin mecssor of Law at the University of Virginia School
of Law, where he has been since 1969 and is Special Counsel to the Washington, D.C. law firm

. of Covington & Burling. Professor Merrill camed his A.B. at Columbia College and his LL.B. at
Columbia University School of Law. He also received a B.A. and M.A. from Oxford University
where he was a Rhodes Scholar. From 1975 to 1977, he was Chief Counsel of the Food and
Drug Administration. Professor Merrill teaches courses in Food and Drug Law, Administrative
Law, and Environmental Law. He has served as a member of several committees of the National
Academy of Sciences and was clected to membership in its Institute of Medicine in 1978. He
has been a consultant to the former Office of Technology Assessment of the Congress and the
White House Office of Science and Technology Policy. Professor Merrill is a fellow of the
American Law [nstityte and the Virginia Law Foundation and serves on the board of numerous
law foundations. He is the author of Jaw school texts, as well as numerous articles on Food and
Drug Law and Adminjsuative Law.

Dr. Sanford A. Miller is Dean of the Graduate School of the Biomedical Sciences and Professor
in the Departments of Biochemistry and Medicine at the University of Texas Health Science’
Center at San Antonio. He is the former Director of the Center for Food Safety and Applied
Nutrition at the Food and Drug Administration. Previously, he was a Professor of Nutritional
Biochemistry at the Massachusetts Institute of Technology. Dr. Miller has served on many
national and international government and professional socicty advisory committees, including

, the Federation of American Societies for Experimental Biology Expert Committec on GRAS

* Substances, the National Advisory Environmental Health Sciences Council of NIH, the Institute
of Medicine’s Food and Nutrition Board and Food Forum, the Joint FAO/WHO Expert Advisory
Panel on Food Safety (Chair), and the Joint FAO/WHO Expert Consultation on the Application
of Risk Analysis to Food Standard Issucs (Chair). He has received many honors including the
Esther Peterson Consumer Service Award from the Food Marketing Institute and the Atwater
Memorial Lectureship Award from the U.S. Department of Agriculture and the Institute of Food
Technologists. He has authored over 200 scientific publications. Dr. Miller reccived his M.S.
and Ph.D. from Rutgers Upiversity in Physiology and Biochemistry.
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Dr. Harley Moon (NAS) is F.K. Ramsey Chair of Veterinary Medicine at lowa State University.
He has been a member of the National Academy of Science since 1991. Dr. Moon is most
widely recognized for his contributions to the basic understanding of intestinal diseases of human
and animals. His expertisc includes the development of vaccines for preventing E. coli infection
in farm animals, livestock disease eradication, infections diseases affecting humans and animals,
and prevention of edema disease in swine with genetically-modified vaccines. Dr. Moon has
served on numerous advisory committzes including the World Ilcalth Organization’s Expert
Panel on enteropathogenic E. coli and Working Group on Immunology and Vaccine
Development for Bacterial Enteric Infections, the Department of Agriculture’s Task Force on
Scrapic and Bovine Spongioforrn Encephalopathy, Pioneer Hi-Bred International’s Institutional
Biosafcty Committee, and the Council for Agricultural Science and Technology Task Force on
Antibiotics in Animal Feeds. His scientific publications number in excess of 200, with mmerous
book chapters on aspects of infectious discase. Prior to his current position, Moon was director
of the Plumn Jsland and National Animal Disease Centers, ARS/USDA, and professor in the
Department of Veterinary Pathology at Ohio State University. He received his B.S., D.V.M,, and
Ph.D at the University of Minnesota.

Dr. Michael T. Osterholm is State Epidemiologist and Chief, Acute Disease Epidemiology

~ Section, Minnesota Department of Health. He is also an adjunct professor in the Division of

- Epidemiology, School of Public Health, University of Minnesota. Dr. Osterholm is considered a

leader in the area of infectious disease epidemiology. He has led numerous investigations of
infectious discase outbreaks, including foodbome diseases and is the author of more than 150
papers and 12 book chapters regarding infectious disease epidemiology. Dr. Osterholm is past
president of the Council of State and Territorial Epidemiologists. He participates in the NAS
JOM Forum on Emerging Infectious Discases and recently served on the CDC Board of
Scientific Counselor. He chairs the Committee on Public Health and serves on the Public and
Scientific Affairs Board, the Task Force on Biological Weapons, and the Task Force on
Antibiotic Resistance of ASM. Dr. Osterholm is a frequent consultant to NIH, FDA, CDC and
currently serves as a principal investipator of CDC’s Emerging Infections Program.

Dz, Thomas D. Trautman is Principal Scientist, Toxicology and Regulatory Affairs for Gcncml
Mills, where be has been for nearly 20 years. He received his Ph.D. in Comparative
Pharmacology and Toxicology from the University of California at Davis. Dr. Trautman has
been actively involved in food industry efforts to address numerous food safety and regulatory
issues including: the safety of food and color additives, pesticide residues, food allergry,
packaging and other indirect additives, and various aspects of current and emerging risk
asscssment mcthodologies. He is a Diplomste of the American Board of Toxicology and is Vice-
Chair of the Food Safety Section of Lhe Socicty of Toxicology. Dr. Trautman is a former .
member of the National Academy of Scicnces Board on Agriculture, i3 a8 member and former
Chair of the Toxicology and Safety Evaluation Division of the Institute of Food Technologists,
and was the foundmg Chair of the Residence Committee of the International Life Sciences
Institute. :
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HR 2977 RDS

105th CONGRESS
1st Session
IN THE SENATE OF THE UNITED STATES
Novembher 10, 1997

AN ACT
To amend the Federal Advisory Cammittee Act to clarify public disclosure requirements that arc

..applicable to_the. NahnnaLAcndomy of Sciences and the National Academy of Public __ S
Adminpistration.

Be it enacted by the Senate and House of Representatives of the Umred States of America
in Congress assembled,

SECTION 1. SHORT TITLE
This Act may be cited as the "Federal Advisory Committee Act Amendments of 1997."
SECTION 2. AMENDMENTS TO THE FEDERAL ADVISORY COMMITTEE ACT

(a) EXCLUSIONS FROM DEFINITION .
Section 3(2) of the Federal Advisory Committee Act (S U.S.C. App.) is amended in the
matter following subparagraph (C), by striking “such term excludes" and all that follows
through the period and inserting the following: “such term exciudes
() any committee that is composed wholly of full-time, or permanent part-time,
officers or employeces of the Federal Government, and
(ii) any committee that is created by the National Academy of Sciences or the
: National Academy of Public Administration." .
(b) REQUIREMENTS RELATING TO THE NATIONAL ACADEMY OF SCIENCES
AND THE NATIONAL ACADEMY OF PUBLIC ADMINISTRATION
Such Act is further amended by redesignating section 15 as section 16 and inserting after
scction 14 the following new section:

REQUIREMENTS RELATING TO THE NATIONAL ACADEMY OF SCIENCES
AND THE NATIONAL ACADEMY OF PUBLIC ADMINISTRATION"
SEC. 15.
(a) IN GENERAL
An agency may not use any advice or recommendation provided by the National
Academy of Scicnces or National Academy of Public Administration that was
developed by use of a committee created by that academy under an agreement
with an agency, unless
(1) the committee was not subject to any actual management or control by an
agency or an officer of the Federal Government;
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3

in the case of 2 committee created after the date of the enactment of the -
Federal Advisory Committee Act Amendments of 1997, the membership
of the committee was appointed in accordance with the requircrnents
described in subsection (b)(1); and
in developing the advice or recommendation, the academy complied
with
(A) subsection (b)(2) through (6), in the case of any advice or
recommendation provided by the National Acedemy of Sciences;
or
(B) subsection (b)X2) and (5), in the case of any advice or
recommendation provided by the National Academy of Public
Administration.

(b) REQUIREMENTS
The requircments referred to in subsechon (a) are as follows:

Q)]

@) -

©))

The Academy sball determine and provide public notice of the names and
brief biographics of individuals that the Academy appoints or intends to

~ appoint to serve on the committee. The Academy shall determine and

provide a reasonable opportunity for the public to comment on such
appointments before they are made or, if the Academy determines such
prior comment is not practicable, in the period immediately following the
appointments. The Academy shall make its best efforts to ensure that
(A) no individual appointed to serve on the committee has a conflict of
interest that is relevant to the functions to be performed, unless
such conflict is promptly and publicly disclosed and the Academy
determines that the conflict is unavoidable,
(B) the committce membership is fairly balanced as determined by the
Academy to bc appropriate for the functions to be performed, and
(C) the final report of the Academy will be the result of the Academy'’s
independent judgment. The' Academy sball require that individuals
that the Academy appoints or intends to appoint to serve an the |
committee inform the Academy of the individual's conflicts of
interest that are relevant to the functions to be performed.
The Academy shall determine and provide public notice of committee
mectings that will be open to the public.
The Academy shall ensure that meetings of the committee to gather data
from individuals who are not officials, agents, or employces of the .
Academy are open to the public, unlcss the Academy determines that a
mecting would disclose matters described in section 552(b) of title S,
United States Code. The Academy shall make available to the public, at
reasonable charge if appropriate, written materials presented to the
committee by individuals who are not officials, apents, or employees of
the Academy, unless the Academy determines that making material
available would disclose inatters described in that section.

# 15/ 186
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(4) The Academy shall make availablc to the public as soon as practicable, at
rcasonable charge if appropriate, a bricf summary of any committee
mecting that is not a data gathering meeting, unless the Academy
determines that the summary would disclose matters described in section
$52(b) of title 5, United States Code. The summary shall identify the
committec members present, the topics discussed, materials made
-available to the committec, and such other matters that the Academy
determines should'be included.

(5) The Academy shall make available to the public its final report, at
reasonable charge if appropriate, unless the Academy determines that the

. repart would disclose matters described in section 552(h) of title S, United
States Code. If the Academy determines that the report would disclose
matters described in that section, the Academy shall make public an
abbreviated version of the report that does not disclose those matters.

(6) After publication of the final report, the Academy shall make publicly
available the names of the principal reviewers who reviewed the report in
draft form and who are not officials, agents, or employees of the
Academy. '

(<) REGULATIONS
The Administrator of General Services may issue regulations implementing this
section."

(c) EFFECTIVE DATE AND APPLICATION
(1) IN GENERAL |
Except as provided in paragraph (2), this section and the amendments made by
this section shall take effect on the date of the enactment of this Act.

(2) RETROACTIVE EFFECT
Subsection (2) and the amendments made by subsection (a) shall be effective as
of October 6, 1972, except that they shall not apply with respect to or otherwise
affect any particular advice or recommendations that are subject to any judicial
action filed before the date of the enactment of this Act.

SECTION 3. REPORT.
Not later than 1 year after the date of the cnactment of this Act, the Admmxstrator of
General Scrvices shall submit a report to the Congress on the implementation of and
compliance with thc amendments made by this Act.

Passed the House of Representatives November 10 (legislative day, November 9), 1997.
Attest: Robin H. Carle, Clerk.

# 16/ 186
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Food Safety and Inspection Service

U.S. Department of Agriculture
Thomas J. Billy, Administrator
FSIS Responsibilities
* Ensurc the safety of meat, poultry and egg products
* Legal authority ‘
— Federal Mest Ingpection Act
— Poullry Products Inspection Act
— Egg Products Inspection Act

Foodbome Illness—the Problem

o Mcat, poultry and egg products are high-risk foods

* 5 million illnesscs and 4,000 deaths attributod to meat and poultry products each
year

* Traditional FSIS food safety program did not adequately address mlcmbxologu:al
hazards

Most Common Pathogens

« Campylobacter jejwu/coh

» Salmonella

» E ool O157:H7

* Listeria rhanoqfogznes

FSIS Activities

" « Sct food safety standards

» Domestic and impaort inapection

« Emergency response and epidemiological investigations
« Enforccment '

* Food safety education

Set food safety standards

« Microbiological

« Facilitics and equipment

« Labcling

Inspection

* Domestic

" = 6,500 Federal plants and 2,550 State plants
— Jnspect 137 million livestock and 8 billion birds cach year
- Inspect allied industries

* [nternational
~ Revicw forcign mspection programs for equivalence

#
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— Point-of entry. inspection
8J Emergency response and epidemiological investigations
* Retention, detention, or voluatary recall
* Investigate reports of foodbome hazards and discase outhreaks
9C) Enforcement

« Withhold inspection from adulterated product
= Suspend inspection if process not under control
» Withdraw inspection if plant does not adequately address problem
103 Food Safety Education
+ Ensure safe handling of meat, poultry, and egg producis by food handlers
» Farm-to-table food salety education
1) Strategy for Change
"+ Beganin 1994
* Expent studies guided strategy
— NAS report on meat and poultry inspoction—1985
— NAS repott on poultry inspection—1987
120 Strategy for Change—Elements
» Reorganization

« Inspection modemization

"« [mproved public health focus
* Regulatory reform

» Farm-to-tablc food safety

13 EJ Reorganization

+ Streamlined management structure

» Consolidated field force

« Increascd public health focus

» lncreased focus on policy, rulemaking, and program development

140 Inspection Modemization

« Pathogen Reduction and HACCP final rule
-~ HACCP '

— Pexformance standards for Salmonella
— Standsard operating procedures for sanitation
— Testing for generic E. coli
15(0). Improved public health focus
» Reorganization created Office of Public Health and Science
« Heightened focus on pathogens, incloding emerging
- FoodNet active surveillance network

%

37 11
eV
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 Improved emergency response sysiem
"« Greater reliance on cpidemiology and risk assessment

160) Regulatory Reform
« Review of existing rogulations-1996
* Goal is to revisc regulations
— Consistent with HACCP
- Paformauce standards _
~ Remove unnecessary regulatory obstacles to innovation
s Acccomplishments

~ Eliminate prior approval for facility bineprints, equipment, and PQC plans

— Proposal to marge sanitation regulations for ment and poultry
— Proposal to amend standards of identity
730 Farm-to-table food safety
+ Animal production
* Transportation
« Retsil
» Consumer
18] Partnerships
« Federal, State, local government
* Industry
= Consumer
18] Research
« Guide and sapport research addressing public health needs
¢ Food Safety Research Agenda—1997
20() Future Directions
» Complete HACCP implementation
¢ Redeploying resources
« Farm-lo-table food safety

» Risk assessment

# 4/ 11
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Service
OFFICE OF THE ASSOCIATE ADMINISTRATOR, ARS
RooM 302-A JAMIE WHITTEN FEDERAL BUILDING
WasHinaToN, D.C. 202500301
. 202-720-3658
Fax: 202-720-5427
Te: ' Joan Mondschein, FSIS Date: March 17, 1998
" Bill Franks, AMS
Craig Reed
Fax #: 690-0550 Pages: 7, including this cover sheet.
" 720-6496 '
720-3054

From: Edward B. Knipling
Subject: NAS Food Safety Meeting

COMMENTS:

These are draft ovetheads for the REE part of the food safety briefing to the NAS Committee.
They may be useful as a model for preparing somethmg similar for the Food Safety and MRP
mission areas presentations.

Enclosures

ce:
Jeff Becker, MRP (720-5775) : : —
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- U. S. DPEPARTMENT OF AGRICULTURE

Research, Education, and Economics (REE) Mission Area

e Agricultural Research Service (ARS) .
e Cooperative State Research, Education, and Extension Service (CSREES)
« Economic Research Service (ERS)

e National Agricultural Statistics Service (NASS)
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REE FOOD SAFETY PROGRAMS AND BUDGETS

e Research
(ARS and CSREES)

« Risk Assessment
(ARS, CSREES, and ERS)

» Education
(CSREES and ERS)

Total

$56.6 M

4.TM

2.8 M

$64.1 M

Proposed

FY 1999

$+17.83 M

+2.8 M |

+5.0 M

$ +25.6 M

#® 7/ 11
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REE FOOD SAFETY RESEARCH (FY 1998)

* ARS ($504M)
= Microbial Pathogen Reduction
¢« Mycotoxins
e Chemical Residues

e Poisonous Plants

s CSREES ($6.2 M)
« Formula Funds to Land Grant Universities
* Competitive Funds (National Research Initiative)

s Special Grants
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REE PATHOGEN REDUCTION RESEARCH APPROACHES
(ARS and CSREES)

. Multiple Microbial Pathogens

* Multiple Commodities (Meat, Poultry, Fruits, Vegetables)
. Pre-.and Post-Harvest

¢ Diagnostic Methods |

+  Microbial Biology/Ecology/Etiology/Epidemiology

* Interventions

. Pathogen Resistance to Treatments
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REE FOOD SAFETY RISK ASSESSMENT (FY 1998)

 ARS(845M)
« Evaluate Pathogen Reduction Strategies
"« - Develop Pathogen Growth and Survival Models
¢ Improve Modeling Techniques |

¢ Collect Baseline Data (e.g., Food Consumption Surveys)

» CSREES (5150 K)

¢ ERS($33K)

* Evaluate Costs/Benefits of Alternative Pathogen Control
Strategies |
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REE FOOD SAFETY EDUCATION (FY 1998)

CSREES (52.4 M)

) Consumer_Educatidn

* Retail Sector Qutreach via Land Grant Universities

ERS (5420 K)

# Y1/ 1y
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NATIONAL COMMISSION ON THE FUTURE OF
FEDERAL FOOD SAFETY REGULATION

BACKGROUND

Federal regulatory oversight that is effective and credible in ensuring the safety,
wholesomeness and proper labeling of food is important to public health, to public confidence in
the food supply, and to the strong competitive position of the U.S. food industry in world
markets. Progress has been made recently toward needed modernization of the current system
with the establishment of HACCP (Hazard Analysis and Critical Control Points) as the conceptual
framework for the Federal government’s food safety program: HACCP requirements are being
implemented for meat, poultry, and seafood and under consideration for other segments of the
food supply.

The major remaining obstacle to the long term success of the Federal program is
maintaining the capabilities and credibility of the food safety agencies themselves in the face of
enormous pressure to reduce Federal spending. The capabilities and successful functioning of the
Food and Drug Administration (FDA) and the Food Safety and Inspection Service (FSIS) are
especially important in three areas: (a) providing sutficient and effective inspection oversight of
HACCP and other regulatory requirements, (2) identifying and understanding food safety hazards
and setting scientifically and technically sound food safety performance standards to address the
significant hazards; and (3) encouraging and effectively overseeing the introduction of new food
technologies that can improve the safety, nutritional quality, convenience, and economy of the
food supply.

PROPOSAL

Establish a Congressionally-chartered National Commission to define the current and
future needs of the Federal food regulatory system in the three key areas of inspection, scientific
and technical infrastructure, and technology transfer and to make recommendations regarding
legislative, administrative, organizational and funding changes required to meet those needs.

COMMISSION MEMBERSHIP

The membership of the National Commission would include leaders from business,
government, the scientific and public health communities, and consumer and public interest
organizations. Members would be appointed by the President on the basis of nominations made
by the leadership of both houses of Congress and the Secretaries of Agriculture and Health and
Human Services. The National Commission would be chaired by a person of independent national

stature and credibility and with experience germane to the topics of food safety and public
administration.



QUESTIONS TO BE ADDRESSED

Among the questions the Commission would be expected to address are:

(1) Inspection: What is the appropriate objective, manner and frequency of Federal
food safety inspection? What is the appropriate relationship among the FDA, FSIS, state and
local inspection programs? What are the acceptable alternatives, if any, to the inspectional
oversight provided by government inspectors?

(2) Scientific and Technical Infrastructure: What scientific and technical capabilities
should the Federal food safety agencies have to do their jobs? What are the current shortfalls, if
any, in the current scientific and technical capabilities of the agencies? How should those
shortfalls be addressed?

(3)  Technology Transfer: What is the appropriate role of the Federal agencies in
encouraging and overseeing the introduction of new food technologies? What are the current
obstacles to technology transfer? What changes are required to address these obstacles?

The Commission would be expected to recommend specific changes in current legislative
authorities, administrative practices, and organizational structure required to meet current and
future needs regarding inspection, scientific infrastructure and technology transfer. The
Commission would also identify the financial and human resources required by the Federal
agencies to carry out their roles and present options for financing the agencies through
appropriated funds, user fees, or some combination of financing measures.

RESOURCES AND TIMETABLE

The National Commission would be funded jointly by the U.S. Department of Agriculture
and the Department of Health and Human Services. The two departments would support the
Commission’s work by providing staff support and such data, information and analyses as the
Commission may request. The Commission would also solicit input from interest groups and the
general public through public hearings and other means. The Commission would submit its report
and recommendations to the President and Congress by December 1998
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Partial Listing of Outbreaks Traced to
FDA-Regulated Foods, 1990-1997
Date Vehicle Etiology Reported States/
Cases Provinces
1 11990 Cantatoupe Salmonella chester 245 30
2 11990 Tomatoes Salmonclla javiena 174 4
3 11990 Strawberries Hepatitis A 18 2
4 | Nov. 1991 Apple cider E. coli O157:H7 23 1: MA
5 11991 Caataloupe Salmonella poona >400 23
6 1992 Oysters Norwalk virus 250 Not
avallable
7 1993 Oysters Norwalk-like virus 27 1: NC
8 | 1993 Apple cider Cryptosporidia 213 1: ME
9 11993 Tomatoes Salmonella montevidco | 84 3
10 | 1994 Scallions Shigella flexnen 72 2
11 | Feb.-May 1994 Milk E. coli O104:H21 19 1. MT
12 | April 1994 Potatocs Clostridiwn botulinum | 29 1: TX
13 | June 1994 Clam chowder Clostridium botulinum | 2 1. CA
14 | July-Dec. 1994 Ice eream Salmonclla enteritidis 593 4]
15 | Fall 1994 Potato salad Listeria monocytogencs | Not available | 12
(unconfirmed)
16 | Sept. 1994 Bean dip Clostridium botulimum | 1 Lca
17 | Jun. 1995 Qysters Norwalk-like virus 44 3:FL, TX,
GA
18 | Mar.-July 1995 Alfalfa sprouts Salmonella stanlcy 242 17/
Finland
19 1 May-Junc 1995 Orange juice Salmonella hartford 63 21
20 | July 1995 Lettuce (leafy green, red, | L. coli O157:H7 70 - MT
romaine)
21 | Sept. 1995 Lettuce (romaine) E. coli O157:H7 20 1: 1D
22 | Sept. 1995 Lettuce (iceberg) . coli O157:H7 30 1: ME
23 | Oct 1995 Lenuce (iceberg) E. culi O157:H7 11 1: OH
24 | Jan.-Feb. 1996 Qystors Not available 71 Not
available
25 | May-June 1996 Lettuce (mesclun) E. coli O157:H7 18 1.CT
26 { May-June 1996 Lettuce (red leaf) E. coli O157:H7 27 1:IL
27 { May-June 1996 Raspberries Cyclospora cayctanensis | 1465 21/2: ON,
QUE
28 | Fall 1996 Apple cider L. eoll O157:1H7 6 1: WA
Compiled by C5PI

Updated August 22, 1997
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v Partial Listiog of Outbreaks Truced to
FDA-Regulated Foods, 1990-1997
Page2
Date Vehicle Etiology Reported Stutes/
Cases Provinces
29 | Sept. 1996 Eggs Salmonella enteritidis 250 1: 8C
30 | Sept.-Oct. 1996 | Apple cider ‘Cryplosporidia 3 I:NY
31 | Oct. 1996 Apple cider E. coli 0157:H7 14 1:CT
32 | Oct. 1996 Apple juice E. coli O157:H7 66 3: WA,
CA, CO/
1: BC
33 | Jan. 1997 Oysters Norwalk virus 432 5
34 | Mar.-April 1997 | Strawberries Hepatitis A 236 I: Ml
35 | Mar.-June 1997 | Raspberries; Lettuce Cyclospora 1450 8/1: ON
(mesclun)
36 | June -July 1997 Basil Cyclospora 260 3:MD,
DC,VA
37 § June-July 1997 Alfalfa sprouls E. coli O157:H7 70 2: VA, MI

Compiled by CSPI

Updated August 22, 1997
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De. Aflison Yates

Naticral Academy ol Sciences

Committee w Ensure Sate Food From Production to Consumption
210t Constitution Avenue, N.W.

Washingion, D.C. 20418

Dear Dr. Yates:

Thank you for the invitation 1o atend the initinl meeting of thet Committee ta Fnsure Sale Faod
frouns Production to Conseunplion. Attheough T wag unable to attend, | have some comments to
pess on to the commimér to help undersiand congregsinnal intent. As the chief proponent of the
study and thic inclusion of funds in the Agriculture Appropeitions Act for FY *08, T have a
personal interest in seeing that your committee make recommendations that will be useful to
Cangress in deciding food sufety related policy questions.

[ have o express congem from the antset al the composition of the panel. My preferonce would
have been a panel comprised of members, in addition to representing academic and scientific
backgrotwids, wilh sipnificant experience with the operation of the regulatocy faod sufety sysiem.
I heliove theve were autstanding candidates recommended to you repeesenting boih affecled
industries as well 28 consymer-oriented proups who postessed real warld exparience with tho
tegulntory sygiem. ln my view, representatives from those groups cambinad with panel members
with sirong ecaderic back grounds would have siengthened the panel.

Basuse of e compasition of the panel 6s determined by NAS, 1 believe it will be a real
challenge 1o undersiand the complexity of the existing system well anough 10 make usetu!
recommendations. [ especially urge you nat to get bogged down hy overly focusing on scientific
yuestions. Two of your task statements aro: "determine the acientific basis of an 8ffactive food
sufocy gystém,” and “identify scientific needs and gaps within the current system." Those
questinns are important, hut Congsess is particulprly interesied o recommendalinns that can
tranalate any scientific-bised findings into changes that will niake the regulajory structure more
ctfective. Our conferencs weport languagte specifically poses the question of"which current
functions™ ... “should be nysigned or reagsigned (o existing tood safety agencias or an
indepondent tood aafety agency.” With the exception ol 4 vague ceference to “orgahizational
changes " I find this Unporant question missing from your Siatement of Taak, and | challenge
you not & overlook it

s STATUNEAY M (M2 ON 1N MADR &F NELVELET FIBENS
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I am also concerned that your upcoming public meeting contain balanced viewpoints. Certainly

feedback from groups affected by food safety issues is important. But the congressional need is

that you iranglate such foedback and analysis into recommendations about the current regulatory
and agency framework. Having balanced input from federal and state regulators would seem to

be one of the highest needs in your composition of any public forum.

A great deal of interest has been generated by the initiation of this study, and Congress is cagerly
awaiting your recommendations. The Committee's consideration of a possible two-phase study
was based on feedback from NAS personnel and assurance given that the first phase of the study
could be completed by August 15. As one of your chamnpions, I urge you move forward
accordingly.

Sincerely,

VIC FAZIO
Member of Congress
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March 27, 1998

John Christian Bailar, M.D, Pu.D.
Chauman, Departmount of Health Studies
The University of Clicago

584] South Maryland Ave.
MC 2007
Chicago, [llincis 60637-1470

Dear Dr. Bailar: '

[ understand thar the National Academy of Sciemss Coounittee to Ensure Sefa Food
From Production ¢ Consumptlon held its {rst mee-ing this veek to address the scieptific and
organizational needs for an effective food safety systern.. Asthe Comumivee undertakes ihis
impartant study of the currant mechanisms in place for asswring a sate food supply, I weant to
convey ary support for this important undertaking.

- Al50, T would like to congramlats you ua your recent appointment as Chamum of Liis
Academy Committes. Professionally, it is 4 great honor that you have beer: selectad to chair
this prasngwus Committes, and is A tunmony to the excellence of the