September 17, 2014

The Honorable Barack Obama
President of the United States

The White House

1600 Pennsylvania Avenue Northwest
Washington, DC

Dear Mr. President:

As a group of concerned international scientists and global technology company executives, we write to
respectfully ask your help in resolving an issue directly impacting global and domestic food security; the
ability of scientists to respond to the impacts of human and animal disease, climate change, and the spirit
of invention, innovation and scientific breakthrough, all hallmarks of American ingenuity.

We write to respectfully request FDA issue its final regulatory decision on the AquAdvantage® Salmon,
developed by AguaBounty Technologies Inc., an application which has been before the agency for 19
years this month.

September 19 will mark four years since the FDA Center for Veterinary Medicine’s (CVM) Veterinary
Medicine Advisory Committee (VMAC) met in Washington, DC, to review the AquaBounty
Technologies Inc. application and the underlying scientific submission. The VMAC formally concluded
the scientific data showed the AquAdvantage Salmon® grew faster than conventional Atlantic salmon,
was nutritionally equivalent to conventional Atlantic salmon, and the genetic construct did not harm the
salmon, among other positive findings.

The sponsor company has met or exceeded all federal regulatory requirements and interagency reviews,
including unprecedented FDA publication of and solicitation of public comment on the firm’s
environmental assessment (EA), the latter action not required by federal law. In December, 2012, FDA
released a finding of no significant impact (FONSI), the last step required before the agency may issue its
final decision. After an extension of the original EA comment period, the agency has spent an
unprecedented 16 months reviewing public comment.

Please know we do not write to simply support AquaBounty. We write because the AquaBounty New
Animal Drug Application (NADA) is the first-of-its-kind formal government review of a food animal
enhanced by biotechnology anywhere in the world. The obvious regulatory roadblocks AquaBounty is
experiencing not only undermine our ability to meet the future food needs of the world, but seriously
damage the global credibility of FDA and its objective, science-based approval process, while stifling
innovation in this critical field.

The technology used to develop the AquAdvantage Salmon is the same technology used to develop the
biotech crops planted on over 350 million acres around the globe. The United States led the development



of this technology and our nation was the first to commercialize it in 1994. Biotech crops have enabled
American farmers to become the most productive farmers on the planet; this technology continues to
contribute to making agriculture one of the most dynamic and important sectors of our economy.

Biotechnology enables farmers to increase productivity, even in the face of adverse environmental events,
such as the drought experienced across the Farm Belt in 2012. Thanks to crop biotechnology, farmers use
less pesticides and herbicides, significantly reduce the environmental impact of crop production, and are
better prepared to deal with the challenges of climate change recognized by your Administration’s
initiatives.

As you stated in your April 11, 2014, letter to Julie Borlaug on the occasion of the placement of a statue
of her grandfather, Nobel Peace Prize winner and global plant genetics and world hunger champion Dr.
Norman Borlaug in the Capitol’s Statuary Hall:

“The technological advances pioneered by Dr. Borlaug are a model of the American spirit of innovation
and ingenuity...his support of investment in education and continued research in the biotechnology field
are inspirational as we pursue developing new products that can nourish the world’s vast population...I
share his belief that investment in enhanced biotechnology is an essential component of the solution to
some our planet’s most pressing agricultural problems.”

As you publicly recognize, biotechnology not only benefits Americans, but is increasingly important to
farmers around the world. In 2012, more than 50% of the world’s farmers planting biotech crops were
smallholders in the developing world.

Your Administration has made global food security a high priority, as Secretary of State John Kerry
affirmed during the first-ever African Leaders Summit in Washington, DC. Crop biotechnology and
emerging animal biotechnology are critical tools in global efforts to achieve a sustainable global food
production system.

We firmly believe it is time FDA action give credence to your Administration’s public support of
biotechnology.

The obvious value of biotechnology as a tool for agricultural development must be enabled for use in
aquaculture and livestock production. As the world population grows to 9 billion people by 2050, the
demand for more animal protein grows with it. Biotechnology must be a tool available to the scientists
working to increase animal protein production if we hope to meet the demand for more high quality
protein in an environmentally responsible manner.

The technology used by AquaBounty to develop the AquAdvantage Salmon has a 20-year track record of
safety and efficacy. The genetic changes AquaBounty made to the AquAdvantage Salmon have been
thoroughly and rigorously evaluated and clearly pose no safety or environmental risks. Protests by anti-
technology interests are, we believe, the root cause of the unconscionable delays in FDA approval. These
groups’ criticisms are based on misplaced economic/marketplace concerns and reactionary fears of people
who either don’t understand or choose not to understand the science behind the AquAdvantage Salmon.

Failing to approve the AquAdvantage Salmon NADA will inflict serious damage on the global credibility
of FDA and on the historic United States’ claim its regulatory system is based on objective science. The



inexplicable regulatory bottleneck encountered by the AquAdvantage Salmon gives credence to those
who publicly contend FDA regulation is based on politics and public opinion rather than science.
Further, it lays open every decision made by FDA to be questioned by the public. It simultaneously
undermines your Administration’s on-going efforts to encourage our trading partners to adopt science-
based regulation to ensure free trade of American agricultural products.

Dr. Calestous Juma, professor at Harvard University’s Kennedy School of Government and the respected
former executive secretary of the United Nations’ Convention on Biological Diversity, testified before
Congress, stating:

“It is not this particular fish that is at stake... it sends the message to the rest of the world that science-
based regulatory oversight as embodied in the FDA review process is subject to political

intervention. Furthermore, it signals to the world that the United States may cede its leadership position
in the agricultural use of biotechnology. . .I believe it is imperative the United States stay the course it
has set in not letting politics interfere with its science-based regulatory system, a system that is truly the
envy of the world.”

Mr. President, the saga of AquAdvantage Salmon is clear evidence of a seriously damaged regulatory
process. Domestic and global distrust of this system is leading American scientists and businesses to take
their projects and business ventures away from the United States to countries where there is reasonable
expectation for rational and predictable regulatory outcomes. This distrust also calls into serious question
whether the United States will maintain its position as a global leader in science, innovation and the fight
to establish a safe and sustainable global food supply.

The political forces aligned against the approval of the AquaBounty Salmon are the same groups who
decry the failure of others to recognize the scientific facts underpinning evidence that human activity does
impact global climate change. Selective use of science to further a parochial cause is a slippery slope.
Your Administration’s oft-stated commitment to sound science and the rule of law will only ring true if it
is followed by prompt regulatory action, including actions that may not be politically popular in some
circles.

Therefore, we respectfully request you instruct FDA to move as efficiently as possible to conclude the
regulatory review of the AquaBounty NADA, a review that has now lasted nearly two decades. Issues
ancillary to the approval of this application are philosophical and marketplace issues, and must not be

allowed to further undermine the credibility and trust of FDA.

The American people, and indeed all people everywhere, are best served by a trusted objective regulatory
process truly based on sound science, a system which can be counted upon to evaluate and act on the
applications it receives without fear of political interference.

Any further unexplained delay in moving forward with the FDA regulatory process of this precedent-
setting application diminishes existing and future U.S. investment and innovation across the entire range
of agriculturally important animals and the needed foods they produce. Animal biotechnologies have the
potential to help address the challenges of global food security, mitigate livestock and poultry greenhouse
gas (GHG) emissions, and create jobs at a time when the United States and other countries of the world
could greatly benefit from such innovation.



Thank you for your attention to this important matter. There is much more at stake here than a fish.
Sincerely,
United State Scientists and Technology Executives

Sir Richard J. Roberts, PhD

New England Biolabs

Chief Scientific Officer

Winner, 1993 Nobel Prize in Medicine
United States

Dr. Alison Van Eenennaam

Cooperative Extension

University of California-Davis

Winner, Borlaug CAST Communication Award
United States

Dr. Calestous Juma

Kennedy School of Government

Harvard University

Former executive secretary, United Nations’ Convention on Biological Diversity
United States

Dr. Mark Walton
Feed the Real World
Founder

United States

Dr. Roger Beachy
Washington University Department of Biology
United States

Dr. Dan Carlson
Recombinetics
Laboratory Operations
United States

Dr. L.V. (Val) Giddings
PrometheusAB
United States

Mr. Jerry Pommer
Hematech
United States

Dr. Chris Rogers
Exemplar Genetics
United States



Mr. Robert Blake Russell
ViaGen Inc.

CEO

United States

Dr. John R. Swart
Exemplar Genetics
CEO

Sioux Center, 1A
United States

Dr. Zhongde (Zonda) Wang
Utah State University
United States

Dr. Matt Wheeler
University of lllinois
Animal Science
United States

Dr. Bruce N. Ames

University of California Berkley

Children’s Hospital Oakland Research Institute (CHORI), Director
Nutrition & Metabolism Center

United States

Dr. Gary B. Anderson
University of California, Davis
United States

Dr. Christine M. Bruhn
Cooperative Extension
United States

Phillip J. David
Science 2 Market
United States

Dr. Martin B. Dickman

Texas A&M University

Director, Institute for Plant Genomics and Biotechnology
United States

Dr. John D. Diekman
5am Ventures
Managing Partner
United States

Dr. Eric Nelson
South Dakota State University



United States

Dr. Kenneth G. Odde

Kansas State University

Head, Animal Science & Industry
United States

Dr. Robert Poppenga

School of Veterinary Medicine University of California
Clinical Molecular Biosciences

United States

Dr. Charles (Chuck) G. Sattler
Select Sires

Vice President, Genetic Programs
United States

Dr. Shanthu Shantharam
United States

Dr. Mike Siemens

Cargill, Inc.

Beef Program Development
United States

Mr. Ludwig O. Simmet
Minitube of America
CEO

United States

Dr. Frank H. Buck, Jr.

University of California Agricultural Issues Center
Director

United States

Dr. Amanda Weaver

South Dakota State University
Animal Science

United States

Dr. Alan Young

South Dakota State University
Veterinary Sciences

United States

Dr. Jeffrey H. Zieglar
Select Sires
United States

Dr. Jane Andrews
Frost & Sullivan



United States

Mr. Alan Blake

Yorktown Technologies, L.P.
CEO

United States

Ms. Diane Broek

ViaGen Inc.

Cloning Sales & Marketing
United States

Guy A. Cardineau

The Sandra Day O'Connor College of Law
Arizona State University

Emeritus Professor of Law

United States

Dr. Tom Chen

University of Connecticut
Molecular & Cell Biology,
United States

Mr. Gregory Conko
Competitive Enterprise Institute
Exec. Director/Senior Fellow
United States

Dr. Rex Dunham

Auburn University

School of Fisheries, Aquaculture & Aquatic Sciences
College of Agriculture

United States

Dr. David Edwards
Washington, D.C.
United States

Mr. Jon Entine

The Center for Health & Risk Communications
George Mason University

United States

Dr. David C. Faber
Trans Ova Genetics
President

United States

Dr. Scott C. Fahrenkrug
Recombinetics, Inc.
President & CEO



United States

Dr. Nina V. Fedoroff

The Penn State University

Evan Pugh Professor of Biology, Willaman Professor of Life Science
United States

Dr. Garth Fletcher
Department of Science, Memorial University
United States

Dr. Richard E. Goodman

University of Nebraska Lincoln

Food Allergy Research and Resource Program
United States

Dr. Neal Gutterson

Mendel Biotechnology, Inc.
President & CEO

United States

Dr. Perry Hackett
University of Minnesota
United States

Mr. Keith Heikes
Genex Cooperative
Alliance Development
United States

Dr. T.J. Higgins
CSIRO
United States

Dr. Denneal Jamison-McClung,

University of California-Davis Biotechnology Program
Associate Director

United States

Dr. Ruth Kava
American Council on Science & Health
United States

Dr. Kevin D. Kephart

South Dakota State University

Vice President for Research and Dean of the Graduate School
United States

Mr. Drew L. Kershen, JD
University of Oklahoma
College of Law



United States

Dr. Peggy G. Lemaux
Cooperative Extension
United States

Dr. Charles (Chuck) Long
Texas A&M University
United States

Dr. Elizabeth A. Maga
University of California-Davis
United States

Dr. Gary E. Marchant
Arizona State University
United States

Dr. David G. McLaren
Genus plc
United States

Dr. James D. Murray
University of California-Davis
United States

Dr. Wayne Parrott
University of Georgia
United States

Mr. Marcel Petrutiu
Minitube of America
United States

Dr. Irina Polejaeva
Utah State University
United States

Dr. Randy Prather
University of Missouri
United States

Mr. Thomas Parker Redick

Global Environment Ethics Council LLC
CEO

United States

Mr. Eric Rey
Arcadia Biosciences
President & CEO
United States



Dr. Gilbert Ross

American Council on Science & Health
Executive Director

United States

Dr. George E. Seidel, Jr.

Colorado State University

Animal Reproduction & Biotechnology Laboratory
United States

Dr. Ronald Stotish
AguaBounty Technologies Inc.
President & CEO

United States

Dr. Steve Strauss

Center for Genome Research and Biocomputing
Forest Biotechnology

United States

Dr. Eddie Sullivan

Sanford Applied Biosciences
Vice President

United States

Dr. Jerry Taylor

University of Missouri
Genetics & Animal Sciences
United States

Dr. Bhanu Telugu
United States

Dr. Dallas Weaver
Scientific Hatcheries
President

United States

Dr. Kevin Wells
University of Missouri
Genetics

United States

Dr. Mark Westhusin
Texas A&M University
United States

Dr. Elizabeth Whelan
American Council on Science & Health
President
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United States

Dr. Matt Winkler
Asuragen
CEO/CSO
United States

International Scientists and Technology Executives

Dr. Anna Koltunow
CSIRO
Australia

Dr. Chris Preston
University of Adelaide
Australia

Dr. Graham Plastow
University of Alberta
Director of Bovine Genomics
Canada

Mr. Robert Wager
Vancouver Island University
Canada

Dr. Grant Vandenberg
Laval University
Canada

Dr. Goetz Labile
New Zealand Ag Research
Germany

Dr. Piero Morandini
University of Milan
Italy

Mr. George Slim

New Zealand BIO (NZBIO)
CEO

New Zealand

Dr. William Vivanco
Peru

Dr. Andrew Powell
Asia BioBusiness
CEO

Singapore

11



Dr. Klaus Ammann
University of Bern
Switzerland

Dr. Andrew Roberts
Strategic Trust Initiative
Thailand

Dr. Jonathan Jones
The Sainsbury Laboratory
United Kingdom

CC:

The Honorable Sylvia Matthews Burwell, Secretary of Health & Human Services

Margaret Hamburg, MD, Commissioner of the Food & Drug Administration (FDA)

Valerie B. Jarrett, Senior Advisor and Assistant to the President for Intergovernmental Affairs &
Public Engagement

Cecilia Munoz, Assistant to the President; Director, Domestic Policy Council

Dr. John Holdren, Assistant to the President for Science & Technology; Director, Office of
Science & Technology Policy

Michael Taylor, Deputy Commissioner for Food and Veterinary Services, FDA

Dr. Bernadette Dunham, Director, Center for Veterinary Medicine, FDA

Sam Kass, Senior Advisor to the President for the Healthy Food Initiative

Jo Emily Handelsman, associate director for science, OSTP

Dr. Michael Stebbins, assistant director for biotechnology, OSTP
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