













































































The opportunities you provided through the Federal Fleet Conversion Task Force back in
1993 were significant. Now, however, we are in an unprecedented position to make
major progress by adopting and implementing serious air pollution control strategies to
improve Texas’ air quality. [ want to do everything in my power to move that ball as far
and as fast as possible while the opportunity is present! Thank you for the chance to
continue at EPA that important work.

With that in mind. and knowing something had to give somewhere in what was rapidly
becoming an insanely over-committed schedule, I had previously decided that, when my
term as a member of your Presidential Advisory Council on HIV/AIDS (PACHA)
expired on December 31, 1999, I would ask that I not be re-appointed to the Council. It
has been a singular and distinct privilege and honor to serve you, this Administration,
and, most importantly, people with HIV/AIDS throughout the world for the past four
years as a PACHA member. I am profoundly grateful for that opportunity.

The Members of the Council are some of the most dedicated, talented, committed,
selfless and passionate (as well as just plain funloving!) people I have ever had the
pleasure of working with -- on any issue, at any time. They have, over the past four
years, become very much “family” to me, and I love, admire and respect each one, in his
or her own special way, immensely. In addition, Sandy Thurman, Todd Summers, Daniel
Montoya, Sean Maloney and others, both in the Office of National AIDS Policy and the
White House, as well as many capable and dedicated people at the Department of Health
and Human Services, among them Kevin Thurm, Dr. Eric Goosby and Dr. David Satcher,
contribute daily to this important effort. They serve you and those of us infected with or
affected by HIV/AIDS well.

Secretary Shalala, in her address to the Council at our most recent meeting in Washington
early last month, referred to PACHA as the *“single most critical group of official
Presidential Advisors in history”. Deserved or not, that is neither a moniker we shirk nor
a description for our work which causes us great concern. In fact, aggressively agitating
for the focus, resources and action needed to end the AIDS epidemic is a task we have
taken on willingly and with great relish. I thank you for affording me the opportunity for
my voice to be heard loud and clear on these issues at the highest levels. (I'm sure there
are days when you see me coming with another note in hand, that you have second
thoughts about your judgment in that regard, but thanks, nonetheless!).

During your Presidency, much has been accomplished in the AIDS arena of which you
can be justly proud. Focusing world attention on the issue with your “White House
Conference on HIV/AIDS”; appointing persons of special dedication and talent to head
your Office of National AIDS Policy; securing unprecedented increases in funding for
AIDS research and treatment; and committing our nation to the goal of developing and
disseminating an AIDS vaccine within a decade, to name just a few, are major
accomplishments and should be viewed by all as such. However, your recent initiative to
deal with drug pricing, in addition to its obvious merit for the general populace, is in my
view, THE SINGLE most important issue which must be dealt with in order to ensure



adequate access to early HIV treatment. You may recall that we specifically raised this
issue with you in our meeting last December.

Progress is clearly being made, but, oh, Mr. President so much remains to be done! We
have advanced very little toward your stated goal of “reducing new infections until there
are none”. In fact, we have accomplished little in even reducing the number of annual
new infections, in the United States alone, from its current relatively steady level of
40,000. We have not done nearly well enough in making the case that one of the most
effective means of stemming the rising tide of new infections is by tackling head-on the
issue of substance abuse and its relationship to HIV infection.

In fact, the Secretary of Health and Human Services has not even done a very effective
job of simply disseminating the clear and uncontradicted scientific evidence that
programs like needle exchange actually work to reduce new HIV infections without
increasing illicit drug use. We must do all in our power to lay out the facts, the real
science, and to make sure that the truth is not drowned out by voices of ignorance or
intolerance. Accomplishing that may require special efforts to educate some even within
the Administration, particularly Drug Policy Director Barry McCaffrey.

As the epidemic expands to encompass more African-Americans, Latinos, Native
Americans, Asian-Americans and especially, more women, new ways of dealing with
those infected with, at risk for and affected by this disease must constantly be found.

And we must not forget that a whole new generation of young, gay men who have not
experienced the horror of watching all their friends and peers go through the agony of
living and dying with AIDS, now face the daunting reality of dealing with their sexuality
-- particularly their gay sexuality -- in a world where one mistake or one impulsive action
can change their lives forever.

Because so much remains to be done, both at home and abroad, deciding to leave the
Council at this point has been a very difficult decision for me. But [ believe it is time to
pass this torch to someone else; to give another person the huge opportunity you have
given me to be involved at the highest governmental levels of this fight. New
perspectives, greater commitment of resources, new ideas and new vigor are needed to
end the HIV/AIDS epidemic.

With that in mind, I would like to recommend your serious consideration of Mr. Eugene
Sepulveda of Austin to fill my vacancy on the Council. Eugene is himself HIV+ and has
been actively involved with AIDS issues in our community for many years. He
previously served as Chair of our local HIV Planning Commission and of Leadership
Austin. He has served on the Board of Governors of the Human Rights Campaign and as
Chief Financial Officer of Minco Technology Labs, and is currently with
PricewaterhouseCoopers in Austin. He would be an excellent choice to bring new
perspective, vigor and commitment to the Council.

Additionally, one specific “new idea” that occurred to me as I was watching hurricane
news coverage while in the hospital, was that the Federal Emergency Management



Agency (FEMA) really DOES understand and regularly practice crisis-management in
ways that other federal agencies have simply never experienced. With hurricane season
winding down for this year, maybe detailing someone from FEMA who truly understands
how to mobilize people, resources, community good-will and other crucial elements of
successful natural disaster relief programs, from FEMA to the Department of Health and
Human Services for a 6-month- or- so stint could help HHS in its efforts to focus on
dealing with AIDS crisis management. This could significantly help in cranking up the
efforts of the Surgeon General and others to attack the epidemic in the most effective
ways possible. Such cross-fertilization of ideas and methodologies could prove very
useful.

The Scriptures say that for everything there is a season. For those of us living with
HIV/AIDS, the season for fighting AIDS will continue for the remainder of our lives.
But just as the seasons of the year change, bringing new challenges and new perspectives,
so too must our “seasons” change in continuing the fight. I believe now is the time for
my “‘seasonal” role to change.

Thank you again for the challenging opportunity to serve as a member of your
Presidential Advisory team on HIV/AIDS for the past four years. I look forward to
continuing this battle, with you and others, in whatever new role or roles present
themselves. (And I’m sure it won’t come as any great shock to you or others when |
continue from time to time to offer my two-cents-worth, solicited or not!).

Please don’t forget, Mr. President, there is still plenty of time left during the remainder of
your term to further strengthen your legacy regarding overcoming AIDS. I know you
well enough to know that you would never want it said that you and your Administration
settled for too little, when you could have gotten more. I don’t expect that to be the case.

With greatest respect and warmest personal regards, | remain

Sincerely yours,

T
B. Thomas Henderson

Member

Presidential Advisory Council on HIV/AIDS

Cc: Sandra Thurman
Todd Summers
Daniel Montoya
Kevin Thurm
Dr. R. Scott Hitt, Chair
Members. Presidential Advisory Council on HIV/AIDS





























































































6. Undermining Democracy. Nuclear weapons undermine democracy by placing the
power to destroy the world as we know it in the hands of a very few individuals. No one should
have this much power. If these individuals make a mistake, everyone in the world will pay for it.

7. Secrecy from Public. Decisions about nuclear weapons have been made largely in
secrecy with little involvement from the public. In the United States, for example, nuclear
weapons policy is set forth in a Presidential Decision Directive, which is not made available to the
public. On this most important of all issues facing humanity, there is no informed consent to
presidential policy.

8. Drain on Resources. Nuclear weapons have drained resources, including scientific
resources, from other more productive uses. A recent study by the Brookings Institution found
that the United States alone had spent more than $5.5 trillion on nuclear weapons programs since
the beginning of the Nuclear Age. The United States continues to spend some $25-335 billion
annually on maintaining, testing and developing its nuclear arsenal. All of these misspent
resources represent lost opportunities for improving the health, education and welfare of the
people of the world.

9. Warnings by Distinguished Leaders. Distinguished leaders throughout the world,
including generals, admirals, heads of state and government, scientists, and Nobel Peace
Laureates, have wamed of the dangers inherent in relying upon nuclear weapons for security.
These wamnings have not been heeded by the leaders of nuclear weapons states.

10. It Is Our Responsibility. We have a responsibility to our children and grandchildren
to end the threat that nuclear weapons pose to humanity. If we do not accept responsibility to
speak out and act for a world free of nuclear weapons, who will?

* David Kirieger is president of the Nuclear Age Peace Foundation, and a founder of
Abolition 2000, a Global Network to eliminate Nuclear Weapons. He can be contacted at
Nuclear Age Peace Foundation, PMB 121, 1187 Coast Village Road, Suite 1, Santa Barbara, CA
93108, or by email at dkrieger@napf.org. Further information on achieving a nuclear weapons
free world may be found at the Nuclear Age Peace Foundation web site at
www.wagingpeace.org.
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Robert J. Samuelson

We Don’t Need
This Trade Pact

[f ever there was a pointless meeting, the gathering of the
World Trade Organization in Seattle scheduled for this week
scems to be it. The meeting's stated purpose is to start a new
round of trade negotiations. which—if launched—might last
between three years and eight years (the last one took 7%2 years).
But world trade doesn't need a new agreement, and the meeting
could be a public relations disaster. Hordes of protesters are
descending on Seattle, and the main result may be a mountainof
nusinformation about trade and its side effects.

In this debate. the protesters do not occupy the moral high
zround. Trade has been an enormous force for good. Since 1950
the world economy has expanded six-fold to about $30 trillion of

output. and trade has grown 14 fold to about $5.5 trillion of sl 5o = o LBt

exports. Countless countries (starting with Japan) have benefited i L

through lugher incomes, better diets and longer life expectancies. distinctions have blurred. Europeans say they subsidize farmers to
No one contends that trade created these benefits preserve countryside. Although the argument may rationalize

singde-handedly. But trade helped drive economic modernization protectionism. it's not entirely unreasonable.

by providing ways (imports, intemational investment) for The point 1s that trade issues increasingly infringe upon what

countries to acquire new products, technologies and management people—in many countries—have viewed as domestic matters. In
sills, Nor does anyone say that trade is all good and nobad. There  the United States. Labor unions and environmentalists believe that

arc often nasty side effects: chaotic urbanization, environmental the WTO should be used to promote humane “labor standards™
degradation and socal tension, Still, gains overshadow losses. and strong environmental policies. Countries that didn't abide by
According to one study, developing countries with “open” trade the rules might lose trade benefits. Naturally, poorer countries
policies grew three times as quickly between the mid-1970s and object to this sort of arm-twisting.
11ud-1990s as countries with restrictive policies (the eager traders Countries may cede some economic sovereignty to the WTO.
grew about 6 percent a vear; the others, 2 percent). They—and this includes the United States—are less willing to
It's also claimed that poorer countries’ gains have come at the cede political and socal sovereignty. As a result. any new
expense of richer countries. which have lost well-paying agreement might not contain many concessions. Conceivably. it
manufacturing jobs to “cheap” imports. This is a misleading might weaken the WTO by dragging it into areas (labor
exaggeration. Yes, job losses afflict some industries. A few (steel, standards, environmental regulation) where its authority and
for instance) have high wages. But most involve low wages and competence are weak. The more the WTO wanders from trade.
low skills (textiles and apparel, for example) because these are the  the more it risks nationalistic backlashes.
industries where poorer countries enjoy an advantage. The reason that these problems aren't crippling is that trade
The notion that trade “drains away” U.S. jobs consistently liberalization is occusring without a new agreement. Gains from
collides with reality. Despite a rising trade deficit, unemployment trade now seem so obvious that many poorer countries want to
now hovers around 4 percent. What mainly determines U.S. get into the WTO. This requires them to cut taniffs, reduce quotas
unemploviment is the health of the domestic economy. The huge and, in general. move toward open trade. At present, 32 countnes
trade deficit reflects two factors: First. the U.S. economic boom have applied for WTO membership. with China being the largest.
ieeds the demand for imports: and second, other countries want The second factor driving liberalization is the competition for
dollars—the major global currency (this raises the dollar's international investment. In 1998 there was $644 billion of
exchange rate and makes imports cheaper). coss-border investment (including mergers), estimates the
And then there are trade's gains. Americans can buy United Nations. Countries increasingty see this as a source of
less-expensive imports and export advanced products. About a technological vitality and job growth. But with some exceptions
third of LS. exports are “capital goods.” from computers to (China is one, because it's so big), companies won't go places with
tractors. Jobs in these industries are genereally well paid. Finally, a hostile business climate. They want to be able to export and
competition from imports improves the quality and restrains the import easily; they want sound banking systems and easy
prices of products made at home. Low inflation prolongs communications; they don't want regulations that favor domestic
©CONOMIC expansion. companies. Many countries—rich and poor—are spontaneously
veil, o trade's 50 good. vohy wouldn't another global trade discarding rules that restrict compettion or discriminste against
agreement make it better? After all, there's still much foreigners to attract investment.
protectionism—in farm products. for example. But a new trade This is a healthier process politically than having change
agreement might not matter much. imposed from the top through a WTO agreement. Countries are
Once upon a ime, the dividing line between “trade barriers” acting in their own perceived self-interest. It is also—for the
and demestic cconomic and socal policies was clear. To moment—a lot faster. At best. the spectacie in Seattle may starta
oversimplify a bt: tariffs (taxes on imports) and quotas (limits on process that, in many years, could be helpful. At worst, it may bea
imports) were trade barriers; everything else wasn't. Now dramauc waste of time.

The Washington Post

Moxpay. NoVEMBER 29. 1999
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FACSIMILE MESSAGE

TO: Sean Maloney

DATE: 11/29/99 TIME: 14:28:15 PAGES: 1 + Cover

FROM: Kiersten Todt
FAX: 202-395-6641
PHONE: 202-395-6370

Comments:
Mr. Maloney —

Attached is a letter to be distributed at the awards luncheon of the
Community Anti-Drug Coalitions Association (CADCA) conference this
Friday, at which Director McCaffrey will be the keynote speaker. Director
McCaffrey would like to read this letter at the luncheon and include it in a
packet that each conference participant (roughly 1,200 participants in
attendance) will receive. We are requesting approval by Thursday morning.

Please call or email me to confirm receipt. Thank you for your assistance.



December 3, 1999

Dear Colleagues:

Thank you for participating in the 10" annual CADCA National Leadership
Forum and for your admirable leadership in addressing the serious threat of youth drug
abuse. This conference has brought together over 1,200 community leaders, local and
state government officials, and national organizations to learn about innovative programs
and to frame a national agenda for combating drug abuse. Each of you has dedicated
time and effort to saving this nation’s youth from the dangers of illegal drugs. This
country is truly fortunate to have leaders like you.

Community coalitions are critical to confronting this nation’s drug problem,
particularly among our youth. Coalitions gamer the strength of a community and its
resources to help solve drug abuse one community at a time. Your work across this
nation 1s making a tremendous difference. Recognizing the importance of community
coalitions and through the hard work of Drug Policy DirectorMcCaffrey, I signed into
law, with bipartisan support, The Drug-Free Communities Act on June 27, 1997. This
program now provides support to over 215 coalitions, representing 45 states, Puerto Rico,
the Virgin Islands, and fifteen Native American comrnunities.

The success of community coalitions in stemming youth drug use and taking
drugs off our streets has benefited from strong bipartisan support. Under the leadership of
Senators Joseph Biden (D-DE) and Charles Grassley (R-IA) and Representatives Sandy
Levin (D-MI) and Rob Portinan (R-OH), the Drug-Free Communities Act passed the
Congress and continues to play an important role in communities throughout the country.
We are grateful for their leadership.

We appreciate your commitment and recognize the invaluable efforts of your
coalitions and organizations. The work you are engaged in through this forum will lead
this country in a continuing trend of recovery from the harmful effects of drug abuse on
our people and especially our youth. On behalf of the American people, I thank you for
your dedication to our children.

Best wishes,

William J. Clinton
President of the United States



















































process of genetic engineering posed no inherent risk, the policy determined that regulation should
continue to be based on product uses, applying the existing standards with respect to health and
environmental risks of new products. Should the existing standards be found insufficient for a given

class of new products, agencies would promulgate regulations under their existing authorities. For
example:

e USDA promulgated regulations requiring developers of bioengineered crops to obtain a permit
before planting such crops in the field. After USDA obtained significant experience with certain
bioengineered crops, a more streamlined notification system was established for them. USDA
regulations focus on risks that the bioengineered crops might pose to agriculture and the
environment. [f USDA determined from its review of the resulting data that the crop posed no
unacceptable risk, it would classify the crop as a non-regulated article and allow it to be planted
with no subsequent USDA involvement.

e FDA promulgated no new regulations, but did publish a statement of policy indicating that new
substances bioengineered into foods would be subject to premarket approval as food additives if
those substances differed significantly from substances commonly found in the diet. It went on to
note, however, that most, if not all, substances that were being considered for introduction into
foods through bioengineering were substantially the same as other substances found in the diet and
therefore would not need premarket approval. FDA encouraged firms to consult with it on safety
issues prior to marketing, which firms have been doing. This policy has been challenged in
litigation that is pending in the District Court for the District of Columbia.

e EPA promulgated rules for the regulation of bioengineered microbes, as new substances, and for
the regulation of pesticidal substances introduced into plants. EPA examines both environmental
and human health risks of the microbes and pesticides.

Current US Government Perspective. Federal regulatory agencies remain confident that bioengineered
crops and foods sold in the U.S. are safe, although some agencies believe that bioengineered species
used in agriculture may pose environmental risks justifying enhanced Federal oversight. The U.S.
Government (USG) position on labeling of genetically engineered or modified agricultural crops and
products has been to oppose any mandatory labeling of such products. This position is based on the
Food & Drug Administration's conclusion that genetically engineered foods are substantially
equivalent to their conventional counterparts. However, the FDA requires labeling of food, including
that which is bioengineered, whose composition has been significantly altered, whose nutritional
values or intended use is different from conventional food, or which has allergenic properties. While
this interpretation and policy is based on sound science, it has not entirely succeeded in quieting the
demands of some NGOs and consumers for labels and other information about the bioengineered
content of food . Some other NGOs privately admit that they are not concerned about biotechnology
but will not say so publicly because of the politics of the environmental community. The strength of
the U.S. regulatory system is its independence from political interference in decisions affecting health,
safety or environment. Indeed, the EU is seeking to replicate such a system. Steps here that appear to
be undermining our regulators’ independence would adversely affect public trust and provide
arguments for those in Europe who want to block such a system.
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International Considerations. Even though the large majority of bioengineered com and soybeans are
used for domestic purposes, the intemnational considerations are substantial. The EU is proving
increasingly problematic, in part due to recent food safety scares unrelated to biotechnology.
Last June, the EU Environment Council decided to require that agni-biotech products be proven to have
no environmental or health risks before being placed on the market and that the EU Directive regarding
biotechnology regulation (90/220) be revised to include additional procedures for handling already-
approved biotech seeds and bulk commaodities. No products would be approved until the completion of
this process, which the EU admits could take at least three more years. US producers are being
adversely affected by this effective moratorium on regulatory approvals of bioengineered products.
Comn growers are losing up to $200 million per year in exports because the EU has refused to approve
seven US-approved com varieties that are co-mingled with the sole EU-approved variety.

US producers are concemed that additional countries, such as Japan, Korea, Australia, and New
Zealand, are following the EU’s lead in mandating labeling of biotech foods, as foreign food retailers
and processors are beginning to demand GMO-free foods to protect their brand image and avoid loss of
market share without much regard to the validity of their claims and despite recognition that

genetically engineered food is safe. This is generating uncertainty among American farmers and
concern about the added segregation and testing costs. As a result, the Administration is working to

promote fair market access for US exports and sound approaches by foreign govemments to biotech
issues on several fronts, including:

o Technical cooperation and information sharing in the OECD and Transatlantic Economic
Partnership in projects initiated at this past June’s G-8 and US-EU Summits as well as through the
National Academy of Sciences and it’s British counterpart, the Royal Society;

e A high-level US-EU governmental dialogue that was initiated in your recent meeting with EU
Commission President Prodi for the purpose of securing more predictable regulatory approval

processes in Europe and resolution of outstanding market access issues, including blocked US com
exports;

e Preparation of US negotiating objectives for the Seattle WTO Ministerial aimed at focusing any
discussion about biotechnology in the new trade round on ensuring the continuing application of
existing trade disciplines to biotech trade and promoting greater predictability to regulatory
approvals based on sound science;

e Active participation in the 156-member CODEX Alimentarius Committee on Food Labeling
Biotech Working Group, which is scheduled to report in May 2000 on guidelines and
recommendations on labeling of biotech food and additives, and may reconfirm that biotech foods
are equivalent to conventional foods and need not be labeled; and

¢ In the January 20 - 28 high-level negotiations in Montreal on the Biosafety Protocol, cooperation
with our Miami Group allies to ensure that the talks do not produce an unworkable agreement that
unduly restnicts trade or imposes high costs without commensurate environmental benefits.

Domestic Considerations




e Consumers. Although US consumer perceptions of agri-biotech products remain largely positive,

the situation is fluid. In its September 1999 edition, Consumer Reports magazine advocated

labeling of bioengineered food products, while advocating that such products are safe. W
And US advocacy groups are intensifying media and public education campaigns. Some contend that ‘?
bioengineered foods should be subject to formal FDA safety approval before being marketed, labeled \& ¢~
as bioengineered, and examined more thoroughly for potential environmental risks. A number of them \Y
filed a lawsuit last year against FDA, alleging that it is violating the law by not requiring such labeling
and premarket approvals. Another lawsuit has been filed against EPA, alleging that its oversight of
certain pesticidal substances in bioengineered crops and foods is inadequate. However, these efforts
have not, so far, influenced the vast majority of U.S. consumers to demand labeling.

e Industry. Bioengineered corn, soybeans, cotton and canola are widely grown and consumed in
foods here, and American consumers retain a generally benign view of the technology.
Nevertheless, companies are increasingly concerned that public acceptance could erode in the face
of media questions and activists' representations that the technology poses unknown long-term
risks. And companies fear that international resistance to the products, especially in Europe, could
eventually spill over into the US market. If this were to occur, an extremely valuable technology
would be jeopardized. Industry has not reached a consensus on what direction the U.S. should take
to address the problems of commodity segregation and consumer product labeling. Food
processors and their trade organizations (e.g. Grocery Manufacturers Association, National Food
Processors Association) are opposed to the labeling of GMOs mainly because of the increased cost.
They are also concerned that efforts to facilitate or promote voluntary labeling domestically would
ultimately lead to mandatory labeling and foster the perception that engineered foods are less safe
than their conventionally-derived counterparts. However, some have recently begun quietly
suggesting that some degree of greater engagement by the government would be desirable,
including additional public education, a requirement that companies notify FDA of new
bioengineered products before marketing them, and work by USDA and FDA to help farmers,
companies, and consumers deterrnine what constitutes a non-biotech product, which, so far, no
country has been able to do.

e Medical and Scientific Community. The medical and scientific community, both academic and
industry, is concerned that steps the Administration takes regarding bioengineered foods may have

spill-over to public perceptions about the safety of pharmaceuticals and therapeutics developed
through biotechnology.

e Fammers. Perhaps the most pressing aspect of the issue is the uncertainty facing farmers, who fear
development of a two-tier price system with discounts for biotech crops and a shortage of
conventional seeds next spring. Many of our farmers in recent years switched to bioengineered
crops because of their enhanced traits, reduced costs of pest/disease control, and environmentally
friendly attnbutes. However, growing demand for non-GMO commodities is expected to add costs
due to segregation and handling, in the range of 12% to 17% more for non-GMO bulk
commodities. This figure could increase substantially if very stringent thresholds were adopted by
countries and companies (e.g., the EU has recently proposed that any product containing more than
1% of bioengineered product be considered bioengineered), suggesting that the US has a major



commercial stake in how such decisions are made. Currently, farmers are receiving a modest
premium for non-GMO com and soybeans. However, growers must also self-certify that their
crops are GMO-free and must retain full liability for the commodity throughout the marketing

chain, even in the absence of uniform and reliable standards, segregation methods and testing
capabilities.

¢ Environment. Finally, agricultural genetic engineering could have significant environmental
impacts, both good and bad. Examples of projected benefits include reduced pressure to clear
tropical rainforests for farmland (due to enhanced agricultural productivity), quicker, more
effective clean-up of oil spills (with genetically engineered plants and microorganisms) and less use
of harmful pesticides. Examples of potential risks include the development of “super-weeds™ (if
genetically modified plants hybridize with wild relatives), adverse impacts on non-target species
(such as the monarch butterfly) and disruption of ecosystems (for example, by the unintended
release of “super-growth” salmon into the marine environment). It is important to note that most, if
not all, of these risks are not new to food production systems. In several recent cases, agencies
have identified environmental nisks from GMOs and responded accordingly. In 1997, EPA
expressed concern about hybridization of certain genetically-modified cotton crops with wild
relatives in certain parts of Florida and Hawaii, and denied approval for planting in those areas.
EPA is currently considering guidelines to protect monarch butterflies in the planting of Bt corn,
while the Fish and Wildlife Service is reviewing its potential effects on the Kamer Blue butterfly, a
species listed under the Endangered Species Act. In other cases, the regulatory authorities for
addressing environmental impacts of GMOs may be less clear. FDA, for example, is currently
considering applications for the approval of genetically-modified salmon that grow faster and
larger than native species. Although FDA is considering the ecosystem impacts of an unintentional
release of the modified salmon as part of a NEPA review, it is not clear that FDA’s legal authorities
would allow the agency to deny approval based on adverse ecosystem impacts if any were found.

Options

An NEC High-Level Group on Biotechnology was created last spring to assess these developments and
consider their implications for public policy. Principals, Deputies and staff have met and conducted
outreach with the producer and NGO communities. Following are policy options that have emerged
from this process for your consideration. The first three options (enhancing public education;
strengthening FDA and environmental regulatory oversight; and facilitating voluntary efforts to
provide consumer product information, including voluntary labeling) have broad support among
agencies. The key issue for decision relates to the third option, which recommends that USDA and
FDA initiate processes to provide guidance for voluntary efforts to segregate and label non-GMO
products for the purpose of reducing uncertainty and confusion for farmers, companies, and consumers
as the pnivate sector sorts out the labeling issue. USDA would develop suggested standardized testing
methods and GMO tolerance levels on which to base GMO-free claims, and FDA would provide
guidance on what would constitute a truthful and not misleading GMO-free product label. FDA,
USTR, and, with respect to FDA'’s role, Commerce believe that even this limited step is inadvisable in
that it might have the unintended effect of energizing those who oppose the products and call for their
mandatory labeling, thereby undermining public confidence in them. The fourth option, mandatory
approval and labeling of biotech products, attracted no agency’s support.
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It should be noted that HHS believes that any decisions affecting FDA policy should not be made until
FDA has completed three public meeting scheduled between November 18, 30, and December 13,
reviewed the comments received, and reported to HHS and the White House on what it learned. In
addition, none of the options in this paper would directly facilitate access for U.S. products in other
countries. Countries that are requiring approval and labels, such as the EU, have their own regulations
(which they have not been able to implement), and U.S. products must meet their regulations.

1. Enhancing Scientific Discussion and Public Education and Outreach to Strengthen US and
Foreign Consumer Confidence

e Domestically, engage in greater outreach to emphasize the scientific basis of US regulation and
convene public sessions and meetings for the purpose of soliciting broad public and scientific input
on whether additional regulation (for food safety, food labeling, environmental safety) is
appropriate. Panels also could be set up to provide a forum for discussing non-scientific (e.g.,
cultural and social) issues of public concemn.

¢ Intensify international educational, cooperative scientific, diplomatic, and technical assistance
activities to explain US regulatory policies and work toward more consistent policies.

These activities would enable the regulatory agencies to hear public concerns, receive scientific input,
dispel inaccurate inforrnation, and influence regulatory decisions in foreign markets. All agencies are

supportive of these steps, and many, including USDA, FDA, EPA and State, are undertaking them
presently.

2. Maintaining and Strengthening Confidence in the US Regulatory Framework

a) Require Companies to Notify FDA 90 Days before Biotech Products Are Introduced into
Commerce. In 1992, FDA issued a policy statement to provide industry with guidance on Federal
requirements that must be met before feed and food products derived through recombinant DNA
techniques can be introduced into commerce. This policy statement did not mandate pre-market
notification or approval, but encouraged consultations between industry and FDA. To date, all new
feed/food products have gone through this voluntary consultative process; however, critics point to
the voluntary nature of this process to make the claim that FDA’s oversight of GMO food is based
on an honor system. In an attempt to address this criticism, FDA has launched a series of public

listening sessions over the next month in part to explore what if any modifications to its policies
might be warranted.

This step would provide an added level of assurance that government is aware of all products
marketed and that all regulatory questions are answered prior to marketing. It would build public
confidence in FDA oversight, responding to criticism that current systemn is an honor system in
which industry voluntarily engages FDA in its safety evaluation, and possibly provide an opening
to work in a more cooperative fashion with the Europeans on biotech issues. At the same time, it
would not directly address the principal criticism that bioengineered foods are not subject to
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mandatory premarket approval and may provide ammunition to opponents of the technology, who
may portray this requirement as evidence that bioengineered foods pose special risks not associated
with other foods.

All agencies are generally supportive; however, FDA has noted that going forward with mandatory
premarket notification would require development of a legal rationale that does not undercut the
US govermment’s scientific assessment that foods from bioengineered plants are not inherently
different from or less safe than foods from conventionally derived plants.

b) Direct CEQ/OSTP to Organize an Interagency Process to Examaine the Adequacy of Federal
ﬁq\ironmental Monitoring Activities and Regulatory Authorities with Respect to Biotechnology.
This proposed process would look at the adequacy of our environmental monitoring activities and
capabilities as well as the sufficiency of the existing regulations. It would build on the the outreach
processes already underway by USDA and EPA, through the creation of an independent standing
committee of experts under the aegis of the National Academy of Sciences and the establishment of
regional pest management centers. Analysis would begin with case studies of how the existing
system applies to different transgenic organisms. Work would be designed to identify strengths
and weaknesses of the current system and, in combination with scientific information, establish a
foundation for future recommendations. New directions might include recommendations for
additional environmental monitoring and risk assessment activities. Initial reccommendations
would be likely within six months. This policy option would help address questions about the
environmental implications of agricultural and other biotechnology and bolster public confidence
that the federal government is taking them seriously. It is supported by all agencies; however,
some concern was expressed that care would have to be taken to avoid the impression the

Administration did not have complete confidence in the U.S. regulatory system or had concerns
about biotechnology.

3. Facilitating Voluntary Disclosure of Consumer Product Information through Non-Biotech
Labeling and Other Means (i.c., defer 1o the private sector on product segregation, tolerance-setting,
and choice of mechanism for providing consumer information, including non-biotech labeling, but

engage with it in a process to reduce uncertainty and confusion for farmers, companies, and

consumers )

This option would create a process of public outreach and technical research through USDA and FDA
to support an orderly process of voluntary product segregation and non-biotech labeling to the extent
one emerges in the private sector. USDA would develop suggested standardized testing methods and
GMO tolerance levels for use in substantiating GMO-free claims, and FDA would provide guidance on
what would constitute a truthful and not misleading non-GMO product label. The aim would be to
reduce uncertainty and confusion on the part of farmers, companies, and consumers as the private
sector sorts out the labeling issue. These steps would build on the three planned FDA hearings, the
purpose of which is to share the agency’s approach regarding safety evaluation and labeling of food
products denived from bioengineered plant varieties, solicit views on whether FDA's policies or
procedures should be modified, and gather information on appropriate means of providing information
to the public about these products.

















