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, [BE£EHD)
[Federal Register: February 10, 1994]

DEPARTMENT OF HEALTH AND ‘HUMAN SERVICES
Food and Drug Administration [Docket No. 94D-0025]

Interim Guidance on v
the Voluntary Labeling of Milk and Milk Products From Cows
That Have Not Been Treated With Recombinant Bovine Somatotropin

AGENCY: Food and Drug Administration, HHS.
ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is publishing interim guidance on
the labeling of milk and milk products from cows that have not been treated with
recombinant bovine somatotropin. Several States and industry and consumer
representatives have requested guidance from FDA on this issue. This interim guidance is
intended to respond to these requests.

DATES: Written comments by March 14, 1994,

ADDRESSES: Submit written comments on the interim gﬁidance to the Dockets
Management Bvranch (HFA-305), Food and Drug Administration, rm.1-23, 12420
Parklawn Dr;, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT: Shellee A. Davis, Center for Food Safety
and Applied Nutrition (HFS-306), Food and Drug Administration, 200 C St. SW,
Washington DC 20204, 202-205-4681.

SUPPLEMENTARY: INFORMATION: On November 5, 1993, FDA approved a new
animal drug application providing for the subcutaneous use of sterile sometribove zinc
suspension (recombinant bovine somatotropin (rbST) or a recombinant bovine growth

hormone (rbGH)) in lactating dairy cows to increase the production of marketable milk
(58 FR 59946, November 12, 1993). FDA approved the product because the agency had
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determined after a thorough review that rbST is safe and effective for dairy cows, that
milk from rbST-treated cows is safe for human consumption, and that production and use
of the product do not have a significant impact on the environment. In addition, the agency
found that there was no significant difference between milk from treated and untreated ,
cows and, therefore, concluded that under the Federal Food, Drug, and Cosmetic Act (the
act), the agency did not have the authority in this situation to require special labeling for
milk from rbST-treated cows. FDA stated, however, that food companies that do not use
milk from cows supplemented with rbST may voluntarily inform consumers of this fact in
their product l‘abels or labeling, provided that any statements made are truthful and not
misleading. Several States and industry and consumer representatives have asked FDA to
provide guidance on the labeling of milk and milk products from cows that have not been
treated with rbST.

FDA agrees that, with the expiration of the congressional moratorium on the
commercial sale of rbST on February'& 1994, the issuance of guidance would help prevent
false | 6r misleading claims regarding rbST. FDA views this document primarily as
guidance to the States as they consider the proper regulation of rbST labeling claims.

Given the traditional role of the States in overseeing milk production, the agency
intends to rely primarily on the enforcement activities of the interested States to ensure
that rbST labeling claims are truthful and not misleading. The agency is available to
provide assistance to the States. '

The guidance presented here reflects FDA's interpretation of the act and may be
relevant to States’ interpretation of their own similar statutes. This document does not
bind FDA or any State, and it does not create or confer any rights, privileges, benefits, or
immunities for or on any persons. Furthermore, this document reflects FDA’s current
views on this matter. FDA may reconsider its position at a later date in light of any
comments it receives on this guidance document. |

Interested persons may, on or before March 14, 1994, submit to the Dockets
Management Branch (address above) written comments on the interim guidance. Two
copies of any comments are to be submitted, except that individuals may submit one copy.
Comments are to be identified with the docket number found in brackets in the heading of
this document. Received comments may‘be seen in the office above between 9 am. and 4

p.m., Monday through Friday.

The text of the interim guidance follows:
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Appropriate Labeling Statements

At the Federal level, statements about: rbST in the labeling of food shipped in
interstate commerce would be reviewed under sections 403(a) and 201(n) of the act.
Under section 403(a) of the act, a food is misbranded if statements on its label or in its
labeling are false or misleading in any particular. Under section 201 (n), both the presence
and the absence of information ‘are relevant to whether labeling is misleading. That is,
labeling may be misleading if it fails to disclose facts that are material in light of
representations made about a product or facts that are material with respect to ‘the
consequences that may result from use of the product. Thus; certain labeling statements
about the use of rbST may be misleading unless they are accompanied by additional
information. This guidance is based on the use of the false or misleading standard in the
Federal law, which is incorporated in many States” food and drug laws. States may also
have additional authorities that are relevant in regulating such claims.

Because of the presence of natural bST in milk, no milk is “bST-free,” and a
“bST-free” labeling statement would be false. Also, FDA is concerned that the term
“rbST-free” may imply a compositional difference between milk from treated and

untreated cows rather than a difference in the way the milk is produced. Instead, the
concept would better be formulated as “from cows not treated with rbST” or in other
similar ways. However, even such a statement, which asserts that rbST has not been used
in the production of the subject milk, has the potential to be misunderstood by consumers.
Without proper context, such statements could be misleading. Such unqualified statements
may imply that milk from ﬁntreated cows is safer or of higher quality than milk from
treated cows. Such an implication would be false and misleading.

FDA believes such misleading implications could best be avoided by the use of
accompanying information that puts the statement in a proper context. Proper context
could be achieved in a number of different ways. For example, accompanying the
statement “from cows not treated with rbST" with the statement that “No significant
difference has been shown between milk derived from rbST-treated and non-rbST-treated
cows would put the claim in proper context. Proper context could also be achieved by
conveying the firm's reasons (other than safety or quality) for choosing not to use milk
from cows treated with rbST, as long as the label is truthful and nonmisleading.

States should evaluate any labeling statement about rbST in the context of the
complete label and all labeling for the product, as well as of any advertising for the product.
Available data on consumers’ perceptions of the label statements coﬁld also be used to

determine whether a statement is misleading.
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Substantiation of Labeling Claims

There is currently no way to differentiate analytically between naturally occurring‘
bST and recombinant bST in milk, nor are there any measurable compositional differences
between milk from cows that receive supplemental bST and milk from cows that do not.
Therefore, to ensure that claims that milk comes from untreated cows are valid, States
could require that firms that use such claims establish a plan and maintain records to
substantiate the claims, and make those records available for inspection by regulatory

-officials. The producer of a product labeled with rbST claims should be able to
demonstrate that all milk-derived ingredients in the product are from cows not treated
with rbST. Failure to maintain records would make it difficult for a firm to defend itself in
the face of circumstantial evidence that it is using rbST or selling milk from treated cows.
In some situations (e.g., dairy cooperatives that only process milk from untreated cows),
States may decide that affidavits from individual farmers and processors are adequate to
document that milk or milk products received by the firm were from untreated cows.

States should consider requiring that firms that use statements indicating that their
productis “certified” asnot from cows treated with rbST be participants in a third party
certification program to verify that the cows have not been injected with rbST. States
could seek to ensure that certification programs contain the following elements:
Participating dairy herds should consist of animals that have not been supplemented with
rbST. The program should be able to track each cow in the herd over time. Milk from
non-rbST herds should be kept separate from other milk by a physical segregation,
verifiable by a valid paper trail, throughout the transportation and processing steps until
the finished milk or dairy product is in final packaged form in a labeled container. The
physical handling and recordkeeping provisions of such a program would be necessary not
because of any safetjr concerns about milk from treated cows but to ensure that the
labeling of the milk is not false or misleading.

Dated: February 17, 1994, ‘ ;
Michael R. Taylor,
Deputy Commissioner for Policy.

[FR Doc. 94-3214 Filed 2-8-94; 9:27 am]
BILLING CODE 4160-01-F
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[BEEHO)
THE rBGH SCANDALS

In trying to get rBGH to market, Monsanto and government agencies became involved
in a number of scandals. Anyone who has ever wonder how big business does business

should find the following instructional;

Three British scientists who anaylzed data on rBGH for Monsanto charged that the
company has tried to block publication of their research. Erik Millstone, Eric Brunner and
Tan White said the company blocked publication of their 1991 paper on the hormone’s links

to increases in somatic cell (pus and bacteria) counts as a result of mastitis.

In an article in the British scientific journal Nature, the scientists said they found a much
higher white blood cell count in milk from cows treated with rBGH than reported by
Monsanto looking at the same data. The article concludes, “Until those data are in the
public domain, some important questions about the effects of BST on animal health will

~ remain unsolved.”

Monsanto will not allow the researchers to publish their results. A report released in
October 1994 concluded that Monsanto violated federal law by illegally promoting rBGH
prior to FDA approval. According to the report, issued by the Inspector General of the
Department of Health and Human Services which oversees the FDA, the FDA’s Center
for Veterinary Medicine warned Monsanto in 1991 about improper promotion of the
hormone and cited 24 instances of the company making promotional statements. One was
labeled “BST Worksheet” and was designed to help dairy farmers figure their profits from
using the drug.

Despite the warning, Monsanto continued bending or breaking the anti-promotion rules
from May 1991 through October 1993. The report faulted FDA for not issuing a warning
or sanctioning Monsanto. Instead, the FDA sent the company letters that would have been

interpreted as excusing the conduct.

In late 1993, when Congress was debating final approval of rBGH, Monsanto used its
government action on the drug. According to confidential documents obtained'by The
Foundation on Economic Trends (FET) and then turned over to The New York Times,

Monsanto used chief strategist for the Democratic National Committee Tony Coehlo’s
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friendship with then-Agriculture Secretary Mike Espy to try to influence the outcome for

its product.

At the time, Congress had imposed a ninety-day moratorium on the sale of rfBGH and

was demanding further study of its economic impact on small dairy farmers.

Concerned, Monsanto President Robert B. Shépiro called Coehlo for help. Coehlo is a
former California Congressman and house majority whip who left that post in 1989 amid
accusations that he had improperly used his political contacts to arrange and finance a ‘
$100,000 junk-bond investment for himself. Coehlo had become a New York investment
banker and, because he remained very well-connected, President Clinton selected him as

chief strategist for the Democratic National Committee in 1994.

Coehlo called the U. S. Department of Agriculture (USDA) to find out who was blocking
approval of rBGH. He spoke with Espy's senior aide, Kim Schnoor. Coehlo has strong ties
at USDA. Now disgraced, then-Agriculture Secretary Mike Espy won his first race for
Congress in 1986 with substantial financial help from the Democratic Congressional
Campaign Committee, which was then headed by Coehlo. Further, President Clinton's
selection of Espy as Agriculture Secretary came at Coehlo’'s recommendation. And before
the just-appointed Espy picked his new staff, Coehlo proposed that Espy take Kim Schnoor,
Choehlo’s former Congressional aide as Espy's senior aide. Schnoor had been providing
Monsanto officials with critical information regarding White House and Office of
Management and Budget (OMB) strategy regarding rBGH.

One memorandum obtained by FET, written by Dr. Virginia V. Weldon of Monsanto,
entitled, “Coehlo Talking Points for Espy Dinner”, and dated Sept. 21, 1993, advised other
Monsanto officials that, based on information provided to the company by Schnoor, ‘
Monsanto had drafted appropriate talking points for Coehlo to present to Espy at a dinner.
The Weldon memo also said that Coehlo should “ask Espy to talk personally with Mr.

(Leon) Panetta (then-OMB head and another Coehlo friend) to persuade him to duck
[Congress'] request to study the ‘social impact’ of BST".

“The Weldon memo” goes on to. suggest that to persuade the Administration to
champion rBGH a Monsanto lobbyist (Coehlo) should “Let Secretary Espy know that
companies like Monsanto will likely pull out of the agriculture biotech are if the

Administration will not stand up to persons like Senator Feingold”.

(Sen. Russ Fiengold [D-WI] had been responsiblé for organizing Congressional
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opposition to the hormone and had asked for the economic impact study.)

The Coehlo “talking points” also included a proposal to Espy to “Develop, in coordination
with the U.S. dairy industry, a proactive plan to ensure consumers of the safety of milk and
dairy products that have been produced with supplemental BST. Such an effort should be
coordinated with the National Dairy Board and the International Dairy Foods
Association.” FET publicized the memoranda and as a result, the Coehlo-Espy dinner

meeting never took place.

A few months later, however, OMB said it had completed its study and concluded that
the economic effects of the hormone would be minimal;, Congress then gave its final
approval and rBGH was marketed. FET petitioned the Justice Department to investigate
possible conflict of interest involving the USDA, Monsanto, and Coehlo, and asked fro

Espy’s resignation. Soon after, Espy resigned as the result of another, unrelated scandal.

A Government Accounting Office (GAO) report cleared three FDA officials accused of
conflict of interest and ethical misconduct in the approval of rBGH, to the shock and
disbelief of FET and three members of Congress who had brought the accusations. The
report concluded that there was only minor rule-breaking by former employees and

associates of Monsanto, who, as employees of the FDA had key roles in approving rBGH.

The GAO report takes 30 pages to document how a former Monsanto lawyer, Michael
Taylor; a former Monsanto scientist, Margaret Miller; and a student of Monsanto's top
scientist, Suzanne Sechen, all played key roles in helping the FDA decide that rBGH is safe

for cows and people and that it need not be labeled.

* Taylor, for example, who was Deputy FDA Commissioner at the time, had been, until
199], a leading Washington, D.C, layer representing Monsanto and the International Food
biotechnology Council for many years, specializing in food labeling and regulatory issues.
While at the FDA, Taylor wrote the policy exempting rBGH and other biotech foods from

special labeling.
Taylor’s former law firm, which continued to represent Monsanto, field lawsuits against
two dairies that had labeled their milk rBGH-free only days after Taylor's guidelines were

finalized. In March 1994, FET had petitioned the FDA and the Department of Health and

Human Services to investigate the matter.

Three members of Congress then asked the GAO to investigate. After FET filed its
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complaint, Taylor was mysteriously transferred out of the FDA and now heads the
USDA’s Food Safety Inspection Service. Jeremy Rifkin, President of FET, called the GAO
report, which revealed even more than FET had originally discovered, “devastating” and

a “significant scandal.” “It has confirmed my worst suspicions about the FDA,” he said.

Vermont Congressman Bernie Sanders (I-VT) also disagrees with the report’s verdict
and said its findings actually prove “the FDA allowed corporate influence to run rampant

in its approval” of the drug.

In November 1994, the Canadian Broadcasting Corporation (CBC) program Fifth Estate
televised a one-hour documentary reporting that Monsanto had tried to bribe Health
Canada (Canada’s version of the FDA), offering to pay as much as two million dollars
undér the condition that Monsanto receive approval to market rBGH in Canada without

being required to submit data from any further studies or trials.

According to journalists who worked on the documentary, Monsanto tried to kill the
show, arguing through its lawyers that CBC had maliciously rigged interviews. But CBC

stuck to its guns and ran the program.

The National Farmers Union is investigating possible illegalities in Monsanto's practice
of enlisting agricultural veterinarians in promoting rBGH. The group has noted that many
states, including New Ydrk, have laws prohibiting veterinarians from taking direct or
indirect compensation from phafmaceutical companies to promote their products. Until
recently, Monsanto had been issuing $150 vouchers for veterinary care to farmers who
initially ordered rBGH. But some veterinarians who had promoted rBGH very hard signed
up some fifty to one hundred farms each. “Now we're talking about many thousands of
dollars,” said Bruce Krug, a New York dairy farmer and coordinator of the New York

Farmers Union. “This is a blatant kickback to the veterinarians”.

Monsanto has underwritten joint promotional campaigns with veterinary clinics in an
effort to sell farmers on rBGH. “Not only were vets being compensated through
Monsanto's voucher program, they are also profiting handsomely from their clients’ rBGH

usage because the drug is making so many animals sick”.

H L ¢ http://www.organicconsumers.org/text4.html
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The Revolving Door : The Edmonds Institute

The Old Revolving Door

At the Sixth Meeting of the Open-Ended Ad Hoc' Working Group on Biosafety, meeting
under the auspices of the Convention on Biological Diversity in Cartagena, Colombia, in
February, 1999, the Institute distributed an announcement- about persons whose job
assignments had changed. We regretted our failure to pdst a complete list and we noted
our willingness to share whatever was brought to our attention. With the help of many
people, we were able to correct some notable omissions. Unfortunately, with insufficient
time and resources to validate the many suggestions sent to us from around the world, we
were able to share in alphabetical order, only a very incomplete set of interesting changes

in job assignments. That list has been updated, thanks in part to the readers of this website.

David W. Beier .. .fofmer head of Government Affairs for Genentech, Inc., . . .now chief
domestic policy advisor to Al Gore, Vice President of the United States.

Linda J. Fisher . . former Assistant Administrator of the United States Environmental
Protection Agency's Office of Pollution Prevention, Pesticides,” and Toxic
Substances, . . .now Vice President of Government and Public Affairs for Monsanto

Corporation.

Michael A. Friedman, M.D. . . former acting commissioner of the United States Food and
Drug Administration (FDA) Department of Health and Human Services . . .now senior
vice-president for clinical affairs at G. D. Searle & Co. a pharmaceutical division of

Monsanto Corporation.

L. Val Giddings .. ‘.‘ former biotechnology regulator and (biosafety) negotiator at the United
States Department of Agriculture (USDA/APHIS), .. now Vice President for Food &
Agriculture of the Biotechnology Industry Organization (BIO).

Marcia Hale . . . former assistant to the President of the United States and director for

intergovernmental affairs, . . now Director of International Government Affairs for

Monsanto Corporation.
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Michael (Mickey) Kantor. . . former Secretary of the United States Department of
Commerce and former Trade Representative of the United States, . . .now member of the

board of directors of Monsanto Corporation.

Josh King . . . former director of production for White House events, . . . now director of

global communication_ in the Washington, D.C. office of Monsanto Corporation.

Terry Medley ... former administrator of the Animal and Plant Health Inspection Service

(APHIS) of the United States Department of Agriculture, former chair and vice-chair of
the United States Department of Agriculture Biotechnology Council, former member of
the US. Food and Drug Administration (FDA) food advisory comxhittee, ... and now
Director of Regulatory and External Affairs of Dupont Corporation’s Agricultural
Enterprise. ’ '

Margaret Miller . . . former chemical laboratory supervisor for Monsanto, . . now Deputy

Director of Human Food Safety and Consultative Services, New Animal Drug Evaluation

Office, Center for Veterinary Medicine in the United States Food and Drug Administration
(FDA) * '

Michael Phillips . . . recently with the National Academy of Science Board on
Agriculture . . . now head of regulatory affairs for the Biotechnology Industry

Organization.

William D. Ruckelshaus ... former chief administrator of the United States
Environmental Protection Agency (USEPA), ...now (and for the past 12 years)amember

of the board of directors of Monsanto Corporation.

Michael Taylor ... former legal advisor to the United States Food and Drug
Administration (FDA)’s Bureau of Medical Devices and Bureau of Foods, later executive
assistant to the Commissioner of the FDA, . .. still later a partner at the law firm of King
& Spaulding where he supervised a nine-lawyer group whose clients included Monsanto
Agricultural Company, . . . still later Deputy Commissioner for Policy at the United States
Food and Drug Administration, ... and later with the law firm of King & Spaulding. . .. now
head of the Washington, D.C. office of Monsanto Corporation.*

Lidia Watrud . . . former microbial biotechnology researcher at Monsanto Corporation in

St. Louis, Missouri, . . .now with the United States Environmental Protection Agency
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Environmental Effects Laboratory, Western Ecblogy Division.

- Jack Watson ... former chief of staff to the President of the United States, Jimmy

Carter, . . .now a staff lawyer with Monsanto Corporation in Washington, D.C.

Clayton K. Yeutter ... former Secretary of the U.S. Department of Agriculture, former
US. Trade Representativé (who led the US. team in negotiating the US. Canada Free
Trade Agreement and helped launch the Uruguay Round of the GATT negotiations), now
a member of the board of directors of Mycogeri Corporation, whose majority owner is Dow

AgroSciences, a wholly owr;ed subsidiary of The Dow Chemical Company.

Larry Zeph ... former biologist in the Office of Prevention, Pesticides, and Toxic
Substances, US. Environmental Protection Agency, ... now Regulatory Science Manager

at Pioneer Hi-Bred Intérnational.

*Margaret Miller, Michael Taylor, and Suzanne Sechen (an FDA “primary reviewer for all
rbST and other dairy drug production applications”) were the subjects of a U.S. General
Accounting Office (GAO) investigation in 1994 for their role in the US. Food and Drug |
- Administration’s approval of Posilac, Monsanto Corporation’s formulation of recombinant
bovine growth hormone (rbST or rBGH). The GAO Office found “no conflicting financial
interests with respect to the drug's approval” and only “one minor deviation from now

superseded FDA regulations” . (Quotations are from the 1994 GAQO report).

Higk © http://www.edmonds-institute.org/olddoor.html
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