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| NTRCDUCTI ON

The United States has brought to the Wrld Trade
Organi zation's (WO dispute settlenent panel a challenge to the
European Union's (EU) attenpt to protect its consunmers fromthe
ri sks associated with eating neat fromaninmals that have been
treated with growt h-pronoting hornones. The United States cl ains
that the EU s ban on trade in such neat is a discrimnatory
barrier to trade that is not justified by a legitimte health-
protective purpose. However, as described in detail below the
EU s ban is not discrimnatory because it is applied equally to
donestic and foreign products. Mre inportantly, the ban is a
legitimate exercise of the EU s right to protect its people
agai nst a health risk and, as such, is acceptable despite any
effect it mght have on trade.

In light of scientific evidence that residues of growth
hornmones in nmeat may harm human health, the EU has determ ned
that its consumers should be conpletely protected fromthis risk

Al t hough science is an appropriate consideration with respect to
the identification of risk, determ ning the appropriate response
to that risk is a political decision. For that reason, customary
international |aw and GATT protect the EUs right to choose its
appropriate |level of protection froma risk to human health. The
United States cannot, therefore, use a challenge before the WIO
panel to force the EU to change its chosen | evel of protection.

Thus, the United States challenge is essentially a claimthat the



measure chosen by the EU to achieve the zero-risk |evel of
protection is nore trade-restrictive than necessary.

The Agreenent on the Application of Sanitary and
Phyt osanitary Measures (SPS Agreenent) states that a neasure is
not nore trade restrictive than necessary unless there is
another, less-restrictive nmeasure that achi eves the chosen |evel
of protection. Therefore, to prove that the EU s ban is nore
trade-restrictive than necessary, the burden is on the United
States to denonstrate that a | ess-restrictive neasure that woul d
achieve the same |level of protection is reasonably avail abl e.
The United States has not done so. To the contrary, the
foll owi ng analysis of the EU ban denonstrates that the ban is
consistent wth customary international |aw and GATT.

BACKGROUND

G owt h Hor nobnes

For several decades, neat producers have routinely treated
livestock with natural and synthetic hornones to facilitate rapid
growh. The United States Food and Drug Adm nistration (FDA) has
approved six hornones for use in increasing the rate of growh of
beef cattle. These are the three naturally occurring hornones
estradi ol -17p3, progesterone and testosterone, and the three
synt heti c hornones trenbol one acetate, zeranol and nel engestr ol
acetate (MGA). Wth the exception of M3A, these hornones are
approved for administration in the formof pellets that are

inplanted in the ears of cattle. M3A is approved for



administration in cattle feed.' In 1995, 63 percent of all
cattle in the United States and 90 percent of cattle raised in US
feedlots were treated with growth hornones.?

As described in greater detail below, the use of hornones to
pronote growth in livestock results in residues of these hornones
in meat fromsuch |livestock. These residues consist of |evels or
types of hornones that do not naturally occur in neat.

Hor nones, including those used to pronbte growmh in
I ivestock, are known to be related to cancer in |aboratory
animal s and in humans. As docunented in detail below,® there is
extensive scientific data that consunption of hornobnes causes
cancer in |aboratory aninmals and, in sonme cases, in humans. In
addition, the International Agency for Research on Cancer has
noted that hornones may magnify the effects of other carcinogens:

Hor nones may be essential to carcinogenesis by preparing the

background on which tunmours may ultimately arise . -

Hor nrones may stinmul ate carci nogenesis by providing a

background for subsequent tunorigenesis by chem cal,

physi cal or viral agents or by pronoting the growh and

nmet astasi s of tunours once they have been initiated, or in a

variety of other ways."*

Mor eover, the growth hornones used in |ivestock cause estrogenic

effects, including reduction in male human fertility, that are

1. Conversation with John Leighton, US FDA, Center for
Veterinary Medicine, D vision of Toxicology, Aug. 12, 1996.

2. Beef Facts Index -- Gowth Pronotants in Cattle
Production (National Cattlenen's Beef Association, My 1995).

3. Pp. 36-56.
4. 21 | ARC Monographs 62-63.



approxi mately 10,000 tines higher than sone pesticides that have
| ong been recogni zed to be extrenely dangerous to humans because
of their estrogenic effects.’

The risks associated with consunption of growh hornones are
not only theoretical. From 1979 to 1981, approxi mtely 3,000
Puerto Rican infants and children experienced premature sexual
devel opnent and devel oped ovarian cysts.® The victins were found
to have el evated | evel s of estrogen and the synthetic hornone
zeranol in their blood and their synptons were determ ned to have
been caused by the consunption of neat products found to contain
el evated anounts of estrogen. The sane neat products were al so
associated with a contenporaneous increase in the rates of
uterine and ovarian cancers in adult wonen.’
The EU Ban

Anot her incident resulting fromthe presence of hornones in
neat led to the European Union to ban the use of growth hornones.

In 1980, the presence of the hornone diethylstilbene (DES) in

meat used in baby food resulted in clains that infants that ate

5. A L. Fisher et al., Estrogenic Action of Sone DDT
Anal ogues, 81 Proc. Soc. Expt'l Med. 439-441 (1952); WH. Bul ger
& D. Kupfer, Estrogenic Activity of Pesticides and O her
Xenobiotics on the Uterus and Mal e Reproductive Tract, in
Endocri ne Technol ogy 1-33 (J. A Thomas et al. eds. 1985);
Affidavit of Sanuel S. Epstein, MD. (attached), para. 5(f)
(hereafter "Epstein Aff."). See generally Theo Col born, Di anne
Dumanoski & John Peterson Myers, Qur Stolen Future (1996).

6. Sanuel S. Epstein, The Chemical Jungle, Int'l J. Health
Servs. 278 (1990).

7. 1d.



t he food devel oped breasts and that infant girls began
menstruating.® As European consuners became aware of the risks
associated wth consum ng hornone-treated neat, demand for neats
and nmeat products declined.’®

In response to these events, the EU instituted a ban,
effective on July 31, 1982, on the use in European |ivestock
farm ng of substances having hornonal action and on the sale of
animal s treated with such substances or neat from such animals.”
The ban was based on the concern that the use of such substances

"may be dangerous for consuners."™ The ban did not, however,
apply to the use of estradiol-17p, progesterone, testosterone,

trenbol one acetate or zeranol. Instead, the Directive provided

t hat what ever national regul ations concerning these five hornones

8. Bri e and Hornpbnes, The Econom st, Jan. 7, 1989 at 22.

Al t hough DES was known to cause cancer in |aboratory animals
as early as 1938, see Robert N. Proctor, Cancer Wars at 277 n.45
(1995), DES was used both as a growth pronmoter in |ivestock and
as a treatnment to prevent mscarriage in pregnant wonmen until the
late 1970s. In the |ate 1960s, the daughters of wonen treated
wi th DES during pregnancy began devel oping a rare form of vagi nal
cancer. See Robert Meyers, D.E.S., the Bitter Pill at 93-110
(1983); Epstein, The Chem cal Jungle at 277. Despite these
facts, the United States did not ban the use of DES until
approximately 1978. See generally Robert Meyers, D.E.S., the
Bitter Pill (1983). See infra :

9. See EU Meno/95/153 (Nov. 21, 1995).

10. Council Directive 81/602/EEC, art. 2, 1981 O J. (L 222)
33.

11. 1d., preanble.



were already in place, including those that banned their use,
woul d remain in place pending further study."
In 1985, after further study of the five hornones |eft

unregul ated by Council Directive 81/602, the Council determ ned

t hat assessments of the effect of these five hornones on human
health "var[ied]" and decided to extend its ban on the use of
hornmones to fatten livestock to all hornones, including these
five.® In addition, because "it would be difficult to be certain
of correct operation of the [ban] as a whole if animals so
treated [with growth hornones] and the neat from such ani mals
were to be traded,” the Council banned intra-European trade in
hornone-treated nmeat and, effective January 1, 1988, prohibited
"the inportation fromthird countries of aninmals and of neat from
animal s to which have been administered in any way whatsoever."™
The ban thus reflects the EU s decision to expose its consuners
to zero risk fromexposure to residues of hornones that differ in
any way fromthose naturally occurring in nmeat, either in the
formof increased anmobunts of natural hornones or residues of
synt heti ¢ hor nones.

The Codex Alinentarius Conm ssion's Decision Concerning the Use
of Gowh Hornones in Livestock Production

12. Id., art. 5.

13. Council Directive 85/649/ EEC, preanble, art. 5, 1985
O J. (L 382) 229-30.

14. The United States was given an extra year to conply
after it conplained about the ban.

15. Id. art. 6.



The Codex Alinentarius Comm ssion (Codex), which was
established in 1962 by the Wrld Health O ganization (WHO and
the United Nations Food and Agriculture Organization (FAO "to
facilitate the world trade in foods [through] internationally
accept ed standards, "™ has addressed the use of several growh

pronoters in raising livestock. 1In 1995 Codex voted to permt
estradi ol -17p3, progesterone and testosterone, to be used as

growt h-pronoters without any limtation. Codex also voted to
adopt certain maximumresidue limts (MRLs) for the synthetic

gr owt h- pronoti ng hornones trenbol one acetate and zeranol . Codex
has not reached any concl usi on concerning the use of MGA *

There is reason to question whether Codex's action with
respect to growth hornones established "internationally accepted
standards.” Codex has traditionally adopted standards by
consensus, which indicates that the standards are acceptable to
all of the countries that participate in the work of Codex.
Codex' s adoption of the standards for growth hornones, however,
was far fromconsensual. In 1991, the first tine Codex

consi dered adopting standards for the use of growh hornones, it

16. Introducing Codex Alinentarius (FAQ WHO Food Standards
Programme 1987).

17. Report of the Twenty-First Session of the Joint FAQ WHO
Codex Alinentarius Comr ssion, ALINORM 95/37 at 9; Eval uation of
Certain Veterinary Drug Residues in Food, Thirty-second Report of
the Joi nt FAQ WHO Expert Committee on Food Additives at 17-28
(1988) (FAQ WHO Expert Committee 32d Report).

18. Conversation with John Leighton, US FDA, Center for
Vet erinary Medicine, D vision of Toxicology, Aug. 12, 1996.



was unable to reach consensus. |Instead, 28 of 37 participating
countries objected to adoption of the standards and forced a vote
on the issue.” Only 12 countries voted to adopt the standards,
and the matter was postponed.*

Codex considered the issue again in 1995. Although several
countries were of the opinion that additional study was necessary
before reaching a decision, a vote to postpone a decision on the
st andards pending further study was defeated by 31 to 28, with 5
countries abstaining.* Unable to reach consensus concerning the
proposed standards thensel ves, Codex was forced to a vote in
whi ch 33 countries voted in favor of adopting the standards, 29
voted agai nst and 7 abstai ned. *

Thus, the standards for growth hornones adopted by Codex
were consi dered appropriate by less than a majority of the
countries participating in the decision (and only slightly nore
than half of the voting countries). A nearly split Codex vote
hardly indicates a general consensus concerning a purportedly
scientific question. To the contrary, the need for a vote and

the close results clearly show that there was significant doubt

19. Codex Conmission Foils US Effort to Open Markets to
Beef with Hornones, 21:27 Nutrition Wek at 2 (Community
Nutrition Institute, July 12, 1991).

20. |d.

21. Report of the Twenty-First Session of the Joint FAQ WHO
Codex Alinmentarius Conm ssion, Rome, 3-8 July 1995, p. 9.

22. 1d.




concerning the appropriateness of the Codex standards for these
hor nones.

The Codex experience with growth hornones denonstrates the
fundanmental ly political nature of taking action based on
conflicting scientific evidence concerning a potentially harnfu
substance. As WIIiam Ruckel shaus, former Adm nistrator of the
US EPA, has stated, "In science, the mgjority does not rule, as

n 23

the history of science anply denonstrates. However, turning
science into action is an inherently political endeavor.
Conflicting evidence nust be weighed and risks and benefits nust
be bal anced before action can be taken. These are political
deci sions that nust be nade by governnments, which are responsible
to the people who are directly affected by the outcone of the
deci sions. Codex, which is an international body purporting to
use science to advance trade is ill-equipped to make such
political decisions, as the failure to reach a consensus
concerning grow h hornmones nmakes evident. Nevertheless, the
United States argues that the EU should be required to abi de by
t he Codex standards.*

Fortunately, as is described in detail below international

| aw gi ves countries the right to nmake such political decisions by

allowing themdiscretion in selecting their appropriate |evel of

23. W Ruckel shaus, Ri sk, Science, and Denobcracy, in |Issues
Sci. & Tech. at 24 (Spring 1985).

24. European Conmunities -- Measures Concerning Meat and
Meat Products (Hornones), First Subm ssion of the United States,
paras. 141-157 (Aug. 28, 1996) (hereafter "US Subm ssion").



protection against an identified risk. |If a country selects a

| evel of protection higher than that provided by standards
establ i shed by Codex, customary international |aw and the SPS
Agreenent allow it to inplement nore stringent neasures than the
Codex standards woul d provide. To nmake Codex-established
standards a norm from whi ch countries could not deviate would

al |l ow Codex to make political judgnents that nust instead be nmade
at the national level. Neither customary international |aw nor
the SPS Agreenent permits such a result.

The EU s 1995 Scientific Conference

I n Novenber 1995, the EU convened the Scientific Conference
on Gowth Pronotion in Meat Production. The Conference exam ned
the avail able scientific evidence concerning the use of growth
hormones and found that the Iimtations on the use of such
hor nones established in countries using them (such as the United
States) and by various international commttees (such as Codex),
"are a reasonabl e safeguard of public health."*

It is inmportant to note that the EU Scientific Conference's
concl usi on was made in conjunction with its recognition of
numerous risks and uncertainties associated with human

consunption of growth hornones. Although it concluded that

certain growh hornones present no risk to consuners, scientific

25. Report and Conclusions, Scientific Conference on G owh
Pronotion in Meat Production, 29 Novenber - 1 Decenber, 1995 (EU
Scientific Conference Report) at 5.

10



evi dence described in detail bel ow* denonstrates that this
concl usi on was based on several m staken assunptions and ignored
i nportant el ements of risk anal ysis.

In light of these facts, and consistent with the
Conference's overall conclusion that conpliance with certain
[imtations on the use of growth hornones would provide a
"reasonabl e saf eguard of public health,” the Conference's
conclusion is legitimate only as a statenent that, despite
possi bl e risks to human health from consunption of hornone-
treated neat, the limtations established by national and
i nternational organizations are sufficient to attain a certain
| evel of protection -- "reasonable safety” -- fromthose risks.
This level of protection is different fromthe one chosen by the
EU -- zero risk

The risks and uncertainties identified by the Scientific
Conference, as well as a substantial body of other scientific
evi dence described below, indicate that the [imtations
establ i shed by Codex and the FDA do not provide absol ute
protection agai nst such risks. Legal analysis of the EU ban on
trade in hornone-treated neat denonstrates that the ban is a
legitimate nmeans of achieving a zero-risk |evel of protection
against the risks identified by the Scientific Conference, risks
that are well supported by scientific evidence.

LEGAL ANALYSI S OF THE BAN

26. Pp. 48-52.

11



A stated purpose of GATT is to facilitate trade by reducing
or elimnating tariffs. Because nontariff nmeasures may al so
interfere with trade, GATT attenpts to prevent such neasures from
being a substitute for tariffs. The core principle of such
prevention is that inported products nust not be treated |ess
favorably than donestic ones. GATT enforces this nationa
treatnment principle by prohibiting discrimnatory treatnent of
i nported products. The EU ban on trade in hornone-treated neat
does not discrimnate against foreign products. Rather, it is a
| egitimate neasure intended to protect the health of consuners
fromrisks associated with residues of growh hornones in neat.

As described in greater detail below, the customary
international |aw norm of the precautionary principle permts
countries to take steps to protect human health. Consistent with
this principle, GATT allows countries to inplenment nmeasures
genuinely intended to protect against risks to human heal th even
if those neasures constitute a barrier to trade. The Agreenent
on the Application of Sanitary and Phytosanitary Measures (SPS
Agreenent) is intended to distinguish genuine sanitary neasures
fromthose whose only purpose is to disguise attenpts to protect
donmestic products from foreign conpetition

In accordance with international |aw and the SPS Agreenent,
the EU chose to subject consuners to zero risk from hornone
residues in neat. Scientific evidence supports the EU s deci sion
to achi eve a higher level of protection than woul d be provi ded by

nmeasures such as the standards approved by Codex or the United

12



States. The EU inplenented its ban as a neans of achieving its
| evel of protection. Because no |less restrictive nmeasures are
reasonably available to provide zero risk from hornone residues
in neat, the ban is permtted by customary international |aw and
the SPS Agreenent even if it restricts international trade.

1. THE EU BAN ON TRADE | N HORMONE- TREATED MEAT | S NOT
DI SCRI M NATORY AND THEREFORE DCES NOT VI OLATE GATT

Through GATT, menbers of the Wirld Trade Organi zati on have
taken steps to reduce barriers to trade and elimnate
"discrimnatory treatnment in international comerce."® To this
end, GATT contains several requirenents to prevent discrimnatory
treatnment of foreign goods and services. The basic prevention of
discrimnation is provided by the requirenent that the products
of any menber country "be accorded treatnent no | ess favourable
than that accorded to |ike products of national origin in respect
of all laws, regulations and requirenents affecting their
internal sale, offering for sale, purchase, transportation,
distribution or use."® Products inported froma menber country
nmust al so be accorded the sane treatnent as products from any
ot her menber country.®

One GATT panel has explicitly distinguished discrimnatory
nmeasures from nondi scrim natory neasures inplenented on a

nondi scrimnatory basis, such as |abelling requirenents,

27. GATT, preanble.
28. Id. Art. 111(4).
29. 1d. Art. 1(1).

13



i ngredi ent disclosure regul ations, and advertising bans, and
stated that such nondiscrimnatory neasures woul d be consi stent
with Article I11(4).* In addition, the panel stated that
Thai |l and coul d regul ate the overall supply or price of cigarettes
to I essen cigarette use as long as it afforded inported
cigarettes no |less favorable treatnent than donestic ones.™

As in the Thai cigarette case, the EU ban applies to trade
in all hornone-treated aninals and neat; it nakes no distinction
bet ween foreign and donestic products or between US products and
any other foreign products. The ban is therefore a conpletely
neutral neasure and is consistent with the anti-discrimnation
requi renents of Articles | and I11.

GATT provides further protection against discrimnation
agai nst foreign products and services through Article X, which
provi des:

No prohibitions or restrictions . . . shall be instituted or

mai nt ai ned by any contracting party on the inportation of

any product of the territory of any other contracting party.

The United States admits that the EU ban is not a
restriction on inportation, but is instead an internal neasure

that, in the case of inports, is enforced at the border.* This

adm ssi on supports the conclusion that the EU ban is applied

30. Thailand -- Restrictions on Inmportation of and |nternal

Taxes on Cigarettes, 37th Supplenent BISD 200, § 77 (adopted
1990) .

31. Id. ¥ 79.
32. US Subm ssion, para. 180 n. 93.

14



neutrally with respect to donestic and foreign aninmals and neat
and is therefore not a discrimnatory neasure that violates
Article Ill. Moreover, even if the EU ban were considered a
restriction on inports, it would be permtted by international
| aw and GATT which specifically permt a country to take trade
restrictive neasures intended to protect human health.

I11. THE EU BAN ON TRADE | N HORMONE- TREATED MEAT | S SUPPORTED BY
| NTERNATI ONAL LAW AND GATT AS A LEGQ TI MATE SANI TARY MEASURE

A Customary I nternational Law. The Precautionary
Principle

Under customary international |aw, countries have the right

to regulate activities and substances that nmay be harnful to
human health even if no concl usive or overwhel m ng evidence is
avai |l abl e as to whether the activity actually causes that harm

the precise degree of harmor the process by which it occurs.®

33. The precautionary principle has been included in
nunmerous nultilateral international treaties and decl arations.
Exanpl es of these include the Rio Declaration on Environnent and
Devel opnent, UN Conference on Environnent and Devel opnent, U. N
Doc. A/ CONF. 151/5/Rev.1 (1992), reprinted in 31 1.L.M 874 (1992)
("I'n order to protect the environnent, the precautionary approach
shall be widely applied by States according to their
capabilities. Wiere there are threats of serious or irreversible
damage, lack of full scientific certainty shall not be used as a
reason for postponing cost-effective neasures to prevent
envi ronment al degradation.”); the Framework Convention on Cinate
Change, U. N. Doc. A/AC 237/18 (Part 11)/Add.1 (1992), reprinted
in 31 1.L.M 849 ("The Parties should take precautionary measures
to anticipate, prevent or mnimze the causes of climte change
and mtigate its adverse effects. Wuere there are threats of
serious or irreversible damage, lack of full scientific certainty
shoul d not be used as a reason for postponing such nmeasures");
the Mnisterial Declaration of the Second Wrld dinate
Conf erence, Nov. 7, 1990, reprinted in 1 Y.B. Int'l Env'|l L. 473
(1990) (mnisters and representatives of 137 countries agree to
"protect the ozone |ayer by taking precautionary neasures to
control . . . emssion of substances that deplete it"); the

15



This principle, called the precautionary principle, has been a

part of donestic and international |aw for several decades and

has becone a "broadly accepted basis for international action."*
The precautionary principle is based on the prem se that

sci ence does not always provide the information or insights

necessary to take protective action effectively or in a tinely

manner and that undesirable and potentially irreversible effects

may result if action is not taken until science does provide such

insights.® Because of its focus on the potentially serious

i nplications of inaction, the precautionary principle "generally

require[s] a greater obligation to exercise precaution in

proportion to the risk of irreversible permanent damage to human

Second International Conference on the Protection of the North
Sea, Mnisterial Declaration 1 (1987) (mnisters of the EEC and
ei ght countries agree that the North Sea ecosystem shoul d be
protected through the reduction of pollution "even where there is
no scientific evidence to prove a causal |ink between em ssions
and effects ('the principle of precautionary action')"); the
Wrld Charter for Nature, GA Res. 37/7, UN GACR 37th Sess.,
Supp. No. 51, U N Doc. AARes/37/7 (1982), reprinted in 22 |.L. M
455 (1983) ("Activities which are likely to pose a significant
risk to nature shall be preceded by an exhaustive exam nation

t heir proponents shall denonstrate that expected benefits

out wei gh potential damage to nature, and where potential adverse
effects are not fully understood, the activities should not
proceed.").

34. Philippe Sands, The Greening of International Law
Energing Principles and Rules, 1 dobal Legal Studies J. 293, 301
(1994). See generally Interpreting the Precautionary Principle
262 (Tim O R ordan & James Caneron eds. 1994).

35. See E. Hey, The Precautionary Principle in
Envi ronnental Policy and Law Institutionalizing Caution, 4 Geo.
Int'l Env'l L. Rev. 303, 308-09 (1992).

16



life or health."* Carcinogens |ike growth hornones present
precisely this situation, because cancer is frequently
irreversi ble and possible cures are al nost al ways extrenely
costly.

The inportance of the precautionary principle is
denonstrated by nunerous instances in which precautionary action
by governnents prevented serious harm For exanple, by taking
precautionary steps with respect to possible risks fromthe use
of thalidom de, the United States avoided a potentially
di sastrous epidem c of birth defects.

In the 1950s, thalidom de was di scovered to be a very
effective sedative and anti-enetic. Tests in |aboratory animls
showed no negative effects. As a result, thalidom de becane a
favorite non-prescription sleep-aid in Wst CGermany and
el sewhere, even being sold in a liquid formfor children, and was
used by pregnant wonen to prevent nausea. |In subsequent years,
however, sone long-termusers of the drug began conpl ai ni ng of
neur ol ogi cal probl ens.

At about the same tinme, FDA was considering an application
for approval of thalidom de for use in the United States. An FDA
scientist famliar with the fact that drugs can affect fetuses
and newborns conpletely differently fromadults | earned about the

reports of possible side-effects associated with |ong-term use of

36. James E. Hickey, Jr. & Vern R Wal ker, Refining the
Precautionary Principle in International Environmental Law, 14
Va. Env'|l L.J. 423, 436 (1995).

17



t hal i dom de and becane concerned over the proposed use of the
drug to prevent nausea during pregnancy. She therefore requested
nore data to show that the drug was safe during pregnancy.

Bef ore the manufacturer of the drug could provide such
information, reports arrived from Europe noting an al arm ng
increase in the nunber of babies born with deformties and a
Canadi an doctor reported that such effects mght result fromthe
use of thalidom de during pregnancy. Although the precise
mechani sm by whi ch thalidom de affected fetuses was not
understood -- in fact, the nmechani smremained unclear into the
1980s -- FDA took a precautionary approach and refused to approve
the use of thalidomde in the United States.

Thal i dom de is estimated to have been responsible for
deformties in nore than 10,000 babies in the countries in which
it was approved. Through its precautionary action, the FDA
prevented a simlarly devastating experience in the United
States.

The dangers of failing to take precautionary action are not
sinmply hypothetical. The case of DES is a perfect exanple. Wen
DES was first approved by the FDA for use as a growh pronoter in
nmeat aninmals, scientific evidence denonstrated that the hornone
caused cancer in laboratory animals.*® Use of the hornone was

neverthel ess approved on the basis of a determ nation that there

37. Max Sherman & Steven Strauss, Thalidonm de: A Twenty-
Fi ve Year Perspective, 41 Food, Drug, Cosm L.J. 458-466 (1986).

38. Epstein, The Chem cal Jungle at 277.
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woul d be no unacceptable risk to humans as | ong as no DES residue
could be neasured in meat fromanimals treated with DES.* In
1960, Dr. Thomas Carney, vice-president of Eli Lilly & Conpany, a
maj or DES manufacturer, and chai rman of the Pharmaceutica
Manuf acturers' Association's Conmttee for the Study of
Car ci nogeni ¢ Substances, testified before the US Congress in
opposition to legislation that would prohibit the use of
carcinogenic food additives. Dr. Carney testified that
DES's safety in man and aninmals has been fully established
for years . . . . Under the Delaney anmendnent, this
conpletely safe and very val uabl e chem cal could never have
been devel oped and introduced in animal feeds and its many
benefits to farnmers and consunmers woul d never have been
realized . . . . | should enphasize that there is no
detectible residue in beef or sheep which have been fed
[ DES] under recomended conditions; so it cannot cause any
side effects.”
In the early 1970s, the daughters of wonmen treated with DES
during pregnancy began devel oping a rare form of vaginal cancer.®
This caused FDA to reeval uate the evidence concerning the safety
of DES and to determ ne that the drug presented a risk even at
residue | evels below the smallest detectable amounts.” This

finding eventually led to a ban on the use of DES in the United

39. See Margaret Ann MIler & John K Leighton, R sk
Assessnment Strategies for Hornpnes and Hornone-Li ke Substances at
2-3 (US FDA 1995).

40. CQuoted in DE.S., the Bitter Pill at 194.

41. See Robert Meyers, D.E.S., the Bitter Pill (1983);
Epstein, The Chem cal Jungle at 277.

42. D.E.S., the Bitter Pill at 194.

19



States.” However, the failure to take precautionary action in
response to evidence that DES caused cancer in |aboratory animals
resulted in irreparable injury to thousands of people exposed to
t he drug.

As the exanpl es of thalidom de and DES denonstrate, the
precautionary principle is essential if governnents are to be
able to fulfill their responsibility to protect against harmto
human health. Moreover, as a rule of international |aw, the
precautionary principle should guide the interpretation of other
agreenents relating to the protection of human health. The
Vi enna Convention on the Law of Treaties provides that treaties
are to be interpreted in light of "any rel evant rul es of
international |aw applicable in the relations between the

4

parties".* Therefore, the GATT rules relating to the protection
of human health should be interpreted as consistently as possible
with the precautionary principle. Fortunately, as described in
the foll ow ng sections, both the SPS Agreenent and Article XX(b)
of GATT support the right of a country to take precautionary

heal t h- protecti ve neasures by choosing the |level of protection it
determ nes to an appropriate response to a given risk.

B. The SPS Agreenent and Article XX(b)

GATT recogni zes the right of countries to take neasures to

protect human heal th even though such neasures may al so restrict

43. See generally, id. at 189-202.

44. Vi enna Convention on the Law of Treaties, Art. 31.3(c),
U N Doc. AVCONF. 39/27, 8 1.L.M 679 (1969).
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international trade. Article XX(b) of GATT and the SPS Agreenent
both protect a country's right to take steps that are "necessary
for the protection of human, animal or plant life or health" even
if those steps interfere with trade in a manner that woul d
ot herwi se be inconsistent with the GATT.® As one GATT dispute
panel has stated, by creating such exceptions to the general
trade rules, the nenber nations have nmade clear that countries
may "give priority to human health over trade |iberalization."*
The Thai cigarette panel recognized the right of countries to
take nmeasures to protect against risks to human heal th even
t hough such neasures nmight have the effect of restricting trade.”
Simply invoking health risks, however, does not relieve a
country of the obligations of the national treatnent principle of
Article 111 (4). Therefore, GATT includes several provisions
i ntended to distinguish between neasures that are genuinely
intended to protect public health and those that constitute
arbitrary or unjustified discrimnation or disguised restrictions

on trade.

A heal th-protective nmeasure that is discrimnatory -- i.e.,

one that, unlike the EU ban on hornone-treated neat, applies to
donestic products or services differently than to foreign ones --

is nevertheless legitimate as long as it does not discrimnate

45. SPS Agreement, Art. 2(1). See also GATT, Art. XX(b).

46. Thailand -- Restrictions on Inportation of and |nternal
Taxes on Cigarettes, T 73, GATT BI SD 37S/ 200 (Nov. 1990).

47. 1d.

21



n 48

"arbitrarily or unjustifiably. |f the discrimnatory treatnent
is predicated on a genuine need to protect human health and is
applied to all countries equally, the discrimnation is unlikely
to be considered arbitrary or unjustified.® Thus, even if the EU
ban were discrimnatory, it would be legitimte because it is
predi cated on a genuine need to protect against the risk to human
heal th posed by residues of growh hornones in neat and is
applied equally to all countries.

As previously explained, however, the EU ban applies equally
to donmestic and foreign products and therefore i s not
di scrimnatory. Such a non-discrimnatory neasure is legitinmate
under GATT as long as it is not "applied in a manner which woul d
constitute a disguised restriction on international trade. "
This requirenent is not intended to restrict the right of
countries to take legitimate protective neasures, but to avoid
the "abuse or illegitimte use of the exceptions [such as for

n 51

sanitary nmeasures] to substantive [GATT] rules

48. SPS Agreenent, Art. 2(3); GATT Art. XX

49. See United States -- Prohibitions of Inports of Tuna &
Tuna Products from Canada, 29th Supp. BISD at 91 (adopted Feb.
22, 1982) (discrimnation against Canada not arbitrary or
unjustifiabl e because simlar actions had been taken agai nst
other countries for simlar reasons).

50. SPS Agreement, Art. 2(3); GATT Art. XX

51. United States -- Standards for Refornul ated and
Conventional Gasoline, Report of the Appellate Body, AB-1996-1 at
25 (29 Apr. 1996) ("The fundanental thene" of the prohibition
against arbitrary or unjustifiable discrimnation and di sgui sed
restrictions on international trade in the application of Article
XX "is to be found in the purpose and object of avoiding abuse or
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The United States argues that the EU s ban is a disguised
restriction on international trade sinply because the EU has
recogni zed that the ban has effects that restrict trade in a
manner that benefits the EU. Specifically, the United States
points to the EU s recognition that "the ban would hel p reduce
surplus supplies of neat in the EC and | ower the cost of the EC s

n 52

Common Agricul tural Policy. However, the nere fact that a
sanitary nmeasure has effects that restrict trade does not make it
a "disguised restriction on international trade," as the United
States clainms.*” To the contrary, the entire purpose of the

requi renents of the SPS Agreenent is to distinguish between
legitimate and illegitimte neasures that restrict trade -- those
that have a legitimate health-protective purpose as defined by
the Agreenent are permitted despite their resulting trade
restrictions and those that do not are prohibited.

If the mere existence of a trade-restrictive effect were
enough to | abel a neasure a disguised restriction on trade, the
detailed requirenments of the SPS Agreenment woul d have no neani ng.

As noted above, the Thai cigarette panel recognized that
necessary sanitary nmeasures do not necessarily constitute a

di sgui sed restriction on trade sinply because they interfere with

trade. In particular, the panel acknow edged that an across-the-

illegitimate use of the exceptions to substantive [GATT]
rules.").

52. US Subm ssion, paras. 5, 27-31.
53. 1d., paras. 137-140.
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board advertising ban m ght have a disproportionate inpact on new
foreign suppliers that did not yet have a share of the market,

but noted any such effect was unavoi dabl e under the ban, which
was a legitimate sanitary measure. ™

As the Thai cigarette case denonstrates, as long as the EU
ban is a legitimate sanitary neasure under the SPS Agreenent, it
is not a disguised restriction on trade sinply because the EU may
obtain other benefits fromthe ban. The United States has taken
the sane position, stating that, under the SPS Agreenent,

[a]s long as a food safety neasure is consistent with the

ot her provisions of the SPS Agreenment, it is unlikely that

it would constitute a "disguised restriction on trade." The

ot her provisions of the Agreement -- such as the requirenent

to base SPS neasures on scientific principles -- are
designed to ensure that neasures are truly intended to
protect food safety. . . . [I]Jt is inmportant to note that

the nere fact that a food safety neasure nay have a

di sproportionate effect on inporters is not sufficient to

qualify it as a disguised restriction on trade.”

The USTR explained its interpretation by using an exanple
that is analogous to the EU s ban on trade in hornone-treated
meat. The USTR stated that a ban on |isteria-contam nated cheese
-- which woul d affect inported cheese nore than donestic cheese
because the types of cheese nost prone to listeria contam nation
are inported -- would not constitute a disguised restriction on

trade because it "applies equally to US and forei gn cheese

54. Thailand -- Restrictions on |Inportation of and I nternal
Taxes on Cigarettes, 1Y 73-74, GATT BI SD 37S/200 (Nov. 1990).

55. Report on US Food Safety and the Uruguay Round,
Protecting Consuners and Pronpting US Exports at 8 (USTR Report
on Food Safety) (USTR June 1994).
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producers. Li kew se, even if the EU s ban on trade in hornone-
treated neat affects inported neat nore than donestic neat, it is
a legitimte health protective nmeasure that does not violate GATT
as long as it satisfies the requirenents of the SPS Agreenent.

C. The European Union Leqgitimately Sel ected Zero Ri sk as

Its Appropriate Level of Protection Against the Ri sks
of Exposure to G owth-Pronoting Hornones

When a nation identifies a potential risk to human health
froman activity or a substance, it nust decide whether and to
what extent to take steps to protect against that risk. Wile
sci ence plays an inmportant role in identifying the existence of a
ri sk, the decision concerning the appropriate response to that
risk is purely political. It requires weighing the evidence,
which may be conflicting, that the risk exists. Mire
significantly, it requires weighing how nmuch the citizens of the
country fear the particular risk and how much, if at all, they
val ue the benefits that the activity or substance provides.

By bal anci ng concern about the risk against the value of the
activity or substance, the governnment of a country can determ ne
what anount of that risk is acceptable to its citizens and,
therefore, what |evel of protection against that risk it nust
strive to attain. This decision goes to the heart of what
governnents do -- determning a course of action based on the
fears and values of citizens. Because of the essentially

political nature of the choice of a |evel of protection against

56. |d.
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ri sk, customary international |aw and the SPS Agreenent protect
the right of countries to make this choice.

The SPS Agreenent explicitly protects a country's freedomto
choose the |l evel of protection it considers appropriate. The
Preanble to the Agreenent states that the Agreenent is not
intended to require countries "to change their appropriate |evel
of protection of human, animal or plant life or health.” An
amendnent to the final draft of the preanble reinforced this
important principle. Although earlier drafts of the Agreenent
expressed an unqualified desire to harnoni ze national SPS
nmeasures, the final draft was anended to enphasi ze that such
har noni zati on was not intended to require countries "to change
their appropriate |evel of protection of human, animal or plant
life or health."* This anmendnent reflected the agreement of the
negoti ators of the SPS Agreenent that

each governnent is free to choose the levels it considers

appropriate for the protection of human, animal or plant

life or health and of the environnent and that no country
shoul d be prevented fromtaki ng neasures necessary to

achi eve those | evels subject to the requirenent, inter alia,

that the nmeasures are in accordance with the provisions of
the Agreenent. ™

57. SPS Agreenent preanble; conpare Draft Final Act
Enbodyi ng the Results of the Uruguay Round of Miltilateral Trade
Negoti ati ons (Dunkel Draft), GATT Doc. MIN. TNC/ WFA, sec. L, pt.
C, p. L.35 (Dec. 20, 1991).

58. Letter fromPeter D. Sutherland, GATT Director-Ceneral,
to Anbassador John Schm dt, Chief US Negotiator, Dec. 15, 1993.
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The freedom of each country to choose its |evel of
protection is enphasized in the Agreenment's definition of
"appropriate |level of protection”

The | evel of protection deenmed appropriate by the country
establishing [the SPS] neasure to protect human, animal or
plant life or health within its territory. Note: Many
parties otherwise refer to this concept as the "acceptable
|l evel of risk."*

Pursuant to its right to do so, the European Uni on has
selected zero risk as its appropriate level of risk with respect
to exposure to residues of growh hornmones in neat. The United
States’ own interpretation of the SPS Agreenent supports the EU s
choice of its |evel of protection. The United States has
recogni zed that the SPS Agreenent's definition of appropriate
| evel of protection

explicitly affirms the right of each governnent to choose

its levels of protection, including a "zero risk" level if

it so chooses. A government may establish its |evel of
protection by any neans avail able under its law, including
by referendum In the end, the choice of the appropriate

| evel of protection is a societal value judgnent. The

Agreenent inposes no requirenent to establish a scientific

basis for the chosen | evel of protection because the choice
is not a scientific judgnent.®

59. SPS Agreenent, Annex A para. 5.

60. The Uruguay Round Agreenents Act, Statenent of

Adm nistrative Action at 89 (US Statenent of Administrative
Action). See also USTR Report on Food Safety at 4, 6 ("[T]he
requi renent for a scientific basis applies to SPS neasures; it
does not apply to the |l evel of food safety that those neasures
are designed to achieve. . . . [T]lhe Agreenent specifically
preserves the right of governnents to choose the level of risk
they find acceptable" (enphases (both bold and underline) in
original)).
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The United States argues that the EU has not really chosen a
zero risk level of protection because the EU s ban permts the
use of natural growth hornones for therapeutic purposes.®™ This
is incorrect, however, because the ban explicitly regul ates the
t herapeuti c use of hornones to ensure that such use will not
result in hornone residues that differ fromthose that occur
naturally in neat.

The hornones approved for therapeutic uses are those that
occur naturally in neat -- estradiol, progesterone and
testosterone.® Hornones used for therapeutic treatnent may only
be administered by a veterinarian.® This ensures that the
hormones are not adm nistered inproperly. Mst significantly,

the animals to which the hornones are adni ni stered for

The Uruguay Round Agreenents Act Statenment of Adm nistrative
Action

represents an authoritative expression by the Adm nistration
concerning its views regarding the interpretation and
application of the Uruguay Round agreenents, both for
purposes of U S. international obligations and donestic | aw
Furthernore, the Adm nistration understands that it is the
expectation of the Congress that future Adm nistrations wll
observe and apply the interpretations and commtnents set
out in this Statement. Moreover, since this Statenment wl|
be approved by the Congress at the tinme it inplenments the
Uruguay Round agreenments, the interpretations of those
agreenments included in this Statement carry particul ar
aut hority.

US Statenent of Administrative Action at 1.

61. US Subm ssion, para. 155.

62. Council Directive 85/649/EEC, art. 2, 1985 O J. (L 382)
229- 30.

63. I1d., art. 3(b).

28



t herapeuti c purposes are to be clearly marked and may not be
sl aught ered before the end of a waiting period.*” This practice
ensures that any neat from animals receiving therapeutic
treatment with natural hornones will not contain residues of
hornmones that differ fromthe hornones that are naturally present
in the neat. These requirenents ensure that the therapeutic
adm nistration of naturally occurring growth hornones does not
contravene the EU s objective of achieving zero risk from hornone
residues that differ fromthose that naturally occur in neat.®
The United States has not clainmed that the EU should permt
the inportation of neat that has been therapeutically treated
wi t h hornones pursuant to the regul ati ons descri bed above or that
it has such neat available for export to the European Union.
Instead of limting its challenge to therapeutically treated
nmeat, the United States has challenged the EU ban in its
entirety, arguing that the EU should be required to allow inports
of neat fromanimals treated with hornones to pronote gromh. As
denonstrat ed bel ow, using hornones to pronote growh results in
resi dues of hornones that pose risks to human health. These
ri sks are not present when hornones are used therapeutically
under the restrictions inposed by the European Union. Therefore,

the EU s ban, including the restrictions on the therapeutic use

64.

d.

65. See Epstein Aff., para. 6.
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of hornones, is consistent with the EU s choice of zero-risk as
its level of protection.

The SPS Agreenent states that, in choosing their appropriate
| evel of protection, countries "should . . . take into account

n 66

the objective of m nimzing negative trade effects. An early
draft of the Agreenent required countries to consider the effect
on trade of the level of protection they chose, but the countries
rejected a mandatory requirenment in favor of a hortatory one.”
The use of the non-mandatory | anguage reflects the Agreenent's
enphasis on countries' right to take the steps necessary to
choose the appropriate |evel of protection against risk and the
political, not economic, nature of that choice.” Al though the EU

could mnimze the effect on trade of its concern over the risks

associated with growt h hornones by selecting a | ower |evel of

66. SPS Agreenent, Art. 5(4) (enphasis added).

67. See Draft Final Act Enbodying the Results of the
Uruguay Round of Multilateral Trade Negotiations, GATT Doc.
MIN. TNC/ W55/ Rev. 1, p. 167 ("Contracting Parties shall . . . take
into account the objective of maxim zing trade opportunities.").

68. The SPS Agreenent nakes clear that, with respect to
human health risks, econom c factors such as "l oss of production
or sales”" if the potentially harnful agent enters the country's
territory, "the costs of control[ling]" such entry and "the
relative cost effectiveness of alternative approaches to limting
risks" are irrelevant to risk assessnent or the determ nation of
the appropriate nmeasures to be used to protect against that risk.

Conpare SPS Agreenent, Art. 5(2) (setting forth the factors
enunerated in the text above) with id., Art. 5(3) (making
econom c factors relevant in "assessing the risk to animal or
plant life or health" (enphasis added)). The United States
agrees with this position. See US Statenent of Adm nistrative
Action at 92 ("The factors in [paragraph 18] apply only with
respect to [SPS] nmeasures to protect animal or plant |ife or
health, not to human life or health.").
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protection, it cannot be required to do so when it has determ ned
t hat considers a higher |evel of protection is appropriate.

The SPS Agreenent thus requires that the EU s choice of a
| evel of protection be respected. The WO panel should not allow
the United States to use a challenge under the SPS Agreenent to
force the EU to accept the United States' chosen | evel of
protection, which is lower than the level that the EU has
determ ned to be appropriate. To do so would not only be
inconsistent with the SPS Agreenent, it would make that Agreenent
an obstacle to a country's right to take precautionary sanitary
measures. This would violate international |aw, which requires
that the SPS Agreenent be interpreted as consistently as possible
with the precautionary principle.®

D. There is Anple Evidence of Risk for the EU to Miintain

a H gher Level of Protection than Codex's Standards
Wul d Provi de

The EU Scientific Conference recognized certain risks and
uncertainties associated with human consunpti on of hornone
treated neat. These risks are supported by a substantial body of
other scientific evidence. Despite this evidence, the EU
Scientific Conference neverthel ess determned that the
[imtations on the use of growh hornones established by certain
domestic and international bodies, such as Codex, are a

"reasonabl e saf eguard of public health."” "Reasonable safety" is

69. See supra n. 44.
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a level of protection that is lower than the EU s zero risk |eve
of protection.

If the EU had wanted to obtain | ess than absol ute protection
agai nst these risks, it mght have decided to do so by applying
t he standards adopted by Codex. However, the risks associated
Wi th consunption of hornone-treated neat that were recogni zed by
the Scientific Conference and are supported by scientific
evidence indicate that the limtations established by Codex and
t he FDA cannot provi de absolute protection against such risks.
The EU has chosen to achieve a higher |evel of protection than
t hose standards woul d achieve, i.e., a zero-risk |evel of
protection. Therefore, it has used a nmeasure that is intended to
achieve that level of protection -- a total ban on trade in
hor none-treated neat.

The SPS Agreenent is not intended to require "the upward or
downwar d harnoni sati on of technical regulations or standards as a

n 70

result of international standardi sation activities. Ther ef ore,
as the United States has recogni zed, the choice of a nmeasure that
is different frominternational standards "does not in itself,
create any adverse presunption concerning that neasure."”™ To
this end, the Agreenent explicitly recognizes the right of

countries to

70. Letter fromPeter D. Sutherland, GATT Director-Ceneral,
to Anbassador John Schm dt, Chief US Negotiator, Dec. 15, 1993.

71. US Adm nistrative Statenent at 92.
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i ntroduce or maintain [ SPS] nmeasures which result in a

hi gher | evel of [SPS] protection than woul d be achi eved by

nmeasures based on the relevant international standards .

if there is a scientific justification, or as a consequence

of the level of protection a Menber determ nes to be

appropriate in accordance with the rel evant provisions of

par agr aphs 16 through 23.7

The SPS Agreenent explains that there is a scientific
justification for adopting a neasure resulting in a higher |evel
of protection than afforded by international standards if

on the basis of an exam nation and eval uati on of avail abl e

scientific information in conformty wth the rel evant

provi sions of this Agreement, a Menber determ nes that the

rel evant international standards, guidelines or

recomendati ons are not sufficient to achieve its
appropriate |evel of protection.”

Thus, under the requirenents of the SPS Agreenent, the first
step in analyzing an SPS nmeasure that provides a higher |evel of
protection than international standards is to evaluate the
avail abl e scientific information through a risk assessment.™ |f
the scientific evidence shows that a risk exists, the country may
i npl enent neasures necessary to achieve its chosen | evel of
protection against that risk.

1. The Use of Growth Hornones in Livestock Presents a
Real Health R sk Justifying Protective Measures

Under the SPS Agreenent, risk assessment is "the eval uation

of the potential adverse effects on human . . . health arising

72. SPS Agreenent, Art. 3(3).

73. 1d., Art. 3(3) n.2.

74. The only "rel evant provisions of [the SPS] Agreenent”
that apply to the exam nation and eval uation of scientific

evidence are Article 5, paragraphs 1-7, which set forth the
requirements for risk assessnent.
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fromthe presence of additives, contam nants [or] toxins . . . in
food. " "
The United States contends that "presumably, the |evel of
any risk, if one could have been identified, would have been
related to the I evel of residue" of hornones in neat.” However,
t he SPS Agreenent does not make any distinction based on | evels
of risk. The Agreenment's focus on assessing the risk of the
"presence" of additives, instead of a certain anmount or
concentration of additives, makes clear that risk assessnment is
i ntended to determ ne whether such risk exists at any anount or
concentration. Therefore, the determnation that a particul ar
additive constitutes a risk does not depend on the anmpbunt of the
additive required to cause harmor the anobunt of harmlikely to
be caused.
The United States position in its subm ssion is inconsistent
with its own previously stated position:
| nportantly, "risk assessnment” as used in the Agreenent is
not limted to quantitative risk assessnent, which is a
particular type of risk assessnent used to eval uate the
potential for carcinogenesis.”

The USTR reiterated this point while defending the Del aney

Cl ause as a neasure that satisfies the requirenents of the SPS

75. SPS Agreenent, Annex A, para. 4.
76. US Subm ssion, para. 127.

77. US Statenment of Administrative Action at 95. See also
id. at 92 (risk assessnent neans eval uating "whether a particular
substance or product, including a process or production nethod,
poses any risk to human, aninmal, or plant life or health"
(enmphasi s added)).
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agreenent. Under the Delaney C ause, the United States prohibits
residues in processed foods of additives that concentrate in such
foods and that have been "found to induce cancer when ingested by
man or animal."™ Al though the USTR recogni zed that "sone
scientists mght argue that small amounts of [certain chem cals
banned under the clause] pose very little cancer risk,"” it stated
that the Del aney Cl ause is neverthel ess

conpletely consistent with the SPS Agreenent. Congress

decision that U S. consuners should not be subjected to any

ri sk from cancer-causing chemcals in foods is a val ue

judgment that is fully protected under the Uruguay Round

[ SPS] Agreenent.”

Determining that a risk exists al so does not require proving
that the substance or process in question will cause harm This
is clear fromthe definition of "risk"”™ -- "exposure to the chance

n 80

of injury or |oss. Therefore, the possibility that a substance
or process may cause harmis sufficient to permit a country to
institute nmeasures to protect against that risk. The United
States has agreed with this interpretation: "The determ nation
that a particul ar substance poses a risk of cancer is a
scientific determ nation, based on an evaluation of the potenti al

n 81

for a substance to induce cancer. In other words, with respect

78. 21 U.S.C. § 348(c).

79. USTR Report on Food Safety and the Uruguay Round 4
(emphasis in original). See also id. Executive Summary at i.

80. Random House Dictionary of the English Language 1660
(2d ed. unabridged 1987) (enphasis added).

8l. US Statenent of Adm nistrative Action at 95 (enphasis
added) .
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to hornone-treated neat, the EU nay choose a | evel of protection
and i npl ement nmeasures to achieve that |evel of protection unless

there is absolutely no possibility that the use of such hornobnes

could be a risk to human heal th.

Defining risk assessnent in this manner is consistent with
t he precautionary principle. |f SPS nmeasures could only be
instituted to protect against risks that were absolutely certain
to occur or that would occur only upon exposure to a certain
amount of a substance, nations would not be able to inplenent
protective neasures where there was conflicting or inconplete
scientific evidence of possible harm

In assessing risk, the SPS Agreenent requires countries to
take into account

avail abl e scientific evidence; rel evant processes and

production nethods; relevant inspection, sanpling and

testing nethods; preval ence of specific diseases or pests;

exi stence of pest- or disease-free areas; relevant

ecol ogi cal and eqvironnental conditions; and quarantine or
other treatnent.”®

3

Contrary to the United States' assertion,® consideration of these
factors denonstrates thatthe EU s ban is based on an assessnent
of risk and is supported by scientific evidence that the use of
growt h hornones in neat animals constitutes a risk to human
heal t h.

a. Meat From Aninals Treated with Growt h
Hor nrones Cont ai ns Resi dues of those Hornones

82. SPS Agreement, Art. 5(2).
83. See US Subm ssion, paras. 5, 102-110.
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As the follow ng evidence denpnstrates, the use of each of
t he growt h-pronoti ng hornones approved by Codex and the FDA
results in residues of these hornones in neat fromthe animals in
which they are used. These residues are greater than the anounts

that naturally occur in such neat.

Estradiol -178B

A Joint Food and Agriculture Organization (FAO/Wrld Health
Organi zati on (WHO Expert Comrittee on Food Additives found that

the use of estradiol-173 as a growth pronoter in |ivestock

i ncreases the natural |evel of that hornone in edible aninmal
tissues to two to five tinmes the levels at which it is naturally
f ound. *

A study submtted to the FDA indicated that the
adm ni stration of Synovex-S, a conbination of estradiol and
progesterone that is approved for use in the United States,

resulted in estradiol-173 residues that were six to 23 tines as

great as those naturally occurring in aninmal tissue.® Moreover,

t he use of a second Synovex-S inplant, which is al so approved by
the FDA, nearly doubled the estradiol-17p residues in fat and

nmuscl e of the treated aninmals.® The use of Revalor-H an FDA-

84. FAOQ WHO Expert Committee, 32d Report at 18.

85. Freedom of Information Sunmary for Synovex-S (Estradiol
Benzoat e/ Progest erone), NADA No. 009-576 at 3, FDA Center for
Veterinary Medicine (Aug. 19, 1994).

86. 1d. at 4.
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approved conbi nation of estradiol and TBA, also results in
resi dues of estradiol that are greater than those naturally
occurring in animal tissue.”

Pr ogest er one

The FAQ WHO Expert Committee found that there is as nuch as
tw ce the amount of progesterone residue in the edible tissues of

progesterone-treated aninmals as in the tissues of untreated
animal s.*® The sane is true when progesterone and estradiol-17f8

are adninistered in conbination.®

Test ost erone

The FAQ WHO Expert Conmittee found that adm nistration of
testosterone in conmbination with estradiol-17p results in
testosterone residues fromtwo to 13 tinmes the normal anmounts in
the edible animal tissues.® Studies subnmitted to FDA indicated

that inplantation in steers of a conbination of estradiol and

testosterone resulted in testosterone residues in edible tissues

87. Freedomof Information Summary for Revalor-H
(Trenbol one Acetate and Estradiol), NADA No. 140-992 at 6, FDA
Center for Veterinary Medicine (Dec. 13, 1994). See also Epstein
Aff., para. 3(a).

88. FAOQ VWHO Expert Committee, 32d Report at 20.
89. I1d. at 21.
90. I1d. at 22.
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that were as nuch as 30 tinmes higher than normal background
|l evel s. ™

Tr enbol one Acetate (TBA)

The FAQ WHO Expert Commi ttee found that residues of TBOH, a
carcinogeni c netabolite of TBA, occur in the edible tissues of
animals treated with TBA * Studies subnmitted to the FDA
i ndi cated the sane.®” TBOH does not occur naturally in aninmal or
human tissues. *

Zer anol

The FAQ WHO Expert Conmittee found that treatment with
zeranol results in residues in the edible tissues of the treated
animal s.* Zeranol does not occur naturally in animal or human
ti ssues. ™

Mel engestrol Acetate (MGA)

91. Freedomof Information Summary for Synovex-H, NADA No.
11-427, FDA Center for Veterinary Medicine (undated). See also
Epstein Aff., para. 3(b).

92. FAOQ VWHO Expert Commttee, 32d Report, at 23-24.

93. Freedomof Information Summary for Finaplix (Trenbol one
Acetate), NADA No. 138-612 at 13, FDA Center for Veterinary
Medi ci ne (approved July 2, 1986); Freedom of Information Sunmary
for Reval or-S (Trenbol one Acetate and Estradiol), NADA No. 140-
897 at 5, FDA Center for Veterinary Medicine (Nov. 27, 1991).

94. See Epstein Aff., para. 3(c).
95. FAO VWHO Expert Commttee, 32d Report at 26
96. 1d. at 23. See also Epstein Aff., para. 3(d).
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Studi es submtted to the FDA indicate that edible tissue
fromaninmals treated with MGA contain residues of that hornone.”
MGA does not occur naturally in animal or human tissues.®

b. Consunption of G owth Hornones Presents a
Ri sk to Human Heal th

The evidence described in this section denonstrates that
grow h pronoting hornones, including all of the hornones approved
for use by the FDA and Codex, are known to cause cancer in humans
and |l aboratory animals. As explained below, this risk is
exacerbated by the fact that these hornones are frequently
adm ni stered inproperly, increasing their concentration in neat.

Moreover, there is not a practical nethod of testing neat before
it is sold or consuned to ensure that it does not contain
resi dues of hornonal additives. There is therefore nore than
sufficient risk of harmto human health to justify SPS neasures
to protect against those risks.
(1) Hornones Approved by the Codex

Al i nentarius Conmm ssion and FDA
Constitute a Risk to Human Heal th

Estradiol -178B

The International Agency for Research on Cancer (1ARC) has

deternmi ned that exposure to sex hornones causes cancer. The | ARC

97. Freedomof Information Summary for MGA 100/ 200 Preni x
MGA 500 Liquid Prenmi x (Ml engestrol Acetate), NADA Nos. 034-254
and 039-402, FDA Center for Veterinary Mdicine (June 29, 1994).

98. See also Epstein Aff., para. 3(e).
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has determ ned that exposure to estrogeni c hornones, including
estradiol - 178, * causes human cancer.'™ As the | ARC stated:

The adm ni stration of oestrogens (including [DES]) to adult
wonen is causally associated with an increased incidence of
endonetrial cancer. There is also a possibility that the
ri sk of breast cancer is increased by such therapy.™

These effects are increased both with exposure to | arger doses of

estrogens and with increased duration of exposure to snal

2

doses. '™ Exposure to estradiol-17p has been found to cause

mammary, pituitary, uterine, cervical, vaginal, testicular,
| ynphoi d, ki dney and bone tunors in experimental animals.'

The FAQ WHO Expert Committee on Food Additives al so found

that high levels of estradiol-173 "can increase the incidence of

n 104

tunmours in experinental aninals. Estradi ol -173 was found to

99. The I ARC concluded that the carcinogenic potential of

estradiol -178 is conparable to that of DES and that the
carci nogenic properties of DES are due to its estrogenic activity

(i.e., the same activity caused by exposure to estradiol-178).
See 21 | ARC Monographs 131. This finding is significant because
DES is a potent carcinogen that causes vagi nal cancer and serious
reproductive problens in the daughters of wonen to whomit has
been adm ni stered during pregnancy. The | ARC has unequivocally
concl uded that DES causes cancer. | ARC Monographs, Supp. 7 at
273. In fact, the carcinogenic effect of DES caused the FDA to
ban its use in livestock production.

100. | ARC Monographs, Supp. 7, Preanble and p. 280.
101. 21 | ARC Monographs 133.

102. | ARC Monographs, Supp. 7 at 280.

103. | ARC Monographs, Supp. 7 at 284.

104. FAOQ WHO Expert Committee, 32d Report at 18.
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i ncrease the incidence of certain brain tunours in experinental
m ce.

Exposure to an excess of estrogen has al so been tied to male
reproductive disorders. A recent report fromthe US Nati onal
Institute of Environmental Health Sciences states:

The mal e reproductive systemis very sensitive to the

i nfluence of an excess of estrogen; therefore, estrogen-like

effects in the environment are a primary suspect for causing

the increased reproductive disorders of nmen and wildlife

ani mal s. '

Pr ogest er one

The | ARC has concl uded that progesterone, which studies have
shown to increase the incidence of ovarian, uterine and mammary
tumors in nmice, may cause cancer in |aboratory animals. The
FAQ VWHO Expert Conm ttee on Food Additives found that
progesterone increased the incidence of tunors of the manmmary
gl and, ovary, uterus and vagina in |aboratory ani mals.™

The 1 ARC has al so stated that there is

evi dence that | ow doses of progesterone adm ni stered over

| ong periods act in conbination w th carcinogenic agents,

such as some viruses or chem cals, to enhance t umour
devel opnents. In part, therefore, long-termadm nistration

105. 1d. at 27. See also Epstein Aff., para. 1(a).

106. Jorma Toppari et al., Ml e Reproductive Health and
Envi ronnent al Xenoestrogens, 104 Env'|l Heal th Perspectives Supp.
4, p. 760 (Nat'l Inst. of Env'l Health Sci. Aug. 1996).

107. | ARC Monographs, Supp. 7 at 296.
108. FAQ WHO Expert Committee, 32d Report at 20.
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of synthetic progestins may produce a conparable hazard b
i ncreasing the incidence of tunours due to other agents.®

Test ost er one

The | ARC has determ ned that testosterone is "probably

n 110

carci nogeni ¢ to humans. This is based in part on the I ARC s

findings that "testosterone may be involved in the genesis of

1

[prostatic] tumours” in humans™ and that there is "sufficient

evi dence for the carcinogenicity of testosterone in mce and
rats. "'

The FAOQ WHO Expert Committee on Food Additives found that
hi gh doses of testosterone caused a "surprisingly high" incidence
of uterine tunors and an increased | evel of prostatic tunors in

experi mental animals.™

Tr enbol one Acetate (TBA)

The FAQ WHO Expert Committee on Food Additives found that

|l ong-termfeeding of TBA to rats and m ce caused liver

4

hyperpl asia and an increase in tunors.™ Studies considered by

109. 21 I ARC Monographs at 132. See also Epstein Aff.,
para. 1(c).

110. | ARC Monographs, Supp. 7 at 96 (identifying
t estost erone and ot her androgenic steroids as Goup 2A
car ci nogens) .

111. 1d. at 96.

112. 21 | ARC Monographs 132; | ARC Monographs, Supp. 7 at
97.

113. FAO WHO Expert Comm ttee, 32d Report at 22. See also
Epstein Aff., para. 1(b).

114. FAQ VWHO Expert Committee, 32d Report at 24.
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the FDA indicated that | ong-term consunption of TBA caused
"significant increases in hepatic proliferative |esions
(neopl asia and hyperplasia) in nale and fenale [mce] -- and an
i ncreased incidence of pancreatic islet tumors" in rats.™ In
addi tion, when TBA was adm nistered to two successive generations
of mce, it was found to "have an emascul ating effect” on nale
mice and to cause female nmice to devel op mal e characteristics.™
Zer anol
The |1 ARC has noted that zearal enone, which is produced when

117

zeranol is consuned, has a carcinogenic effect in experinental

8

animals.™ The | ARC found that the inclusion of zearal enone in

the diet of such animals caused effects including
atrophy of the sem nal vesicles and testes, squanous
nmet apl asi a of the prostate gl and, osteopetrosis,
nmyel of i brosis of the bone marrow, cytoplasm c vacuolization
of the adrenal gl ands, hyperkeratosis of the vagina and
endonetri al hyperplasia, . . . pseudopregnancy [and]
infertility. ™

I n addi tion, consunption of zearal enone by pregnant animals

caused a reduction in fetal weight and an increased preval ence of

skel etal problems and incidence of stillbirths.™

115. Freedom of Information Sunmmary for Finaplix
(Trenbol one Acetate), NADA No. 138-612 at 5, 7, 8-10, FDA Center
for Veterinary Medicine (approved July 2, 1986).

116. 1d. at 6-7. See also Epstein Aff., para. 2(a).
117. Epstein Aff., para. 2(b).

118. 56 | ARC Monographs 431; 31 | ARC Monographs 287.
119. 56 | ARC Monographs 417.

120. 1d. at 421-22.

44



The FAQ WHO Expert Committee on Food Additives found that
zeranol caused brain tunors in |aboratory mice.™

Mel engestrol Acetate (MGA)

Mel engestrol Acetate (M3A) is a growth hornone that the FDA
has approved for use as a feed additive in livestock. Codex has
not considered the safety of this hornone. Docunents submtted
to FDA by the manufacturer of M3A indicate that the hornone
causes a "significant increase" in rapidly invasive breast
cancers in experinmental aninmals and induces liver and pituitary
tunors in male rodents. ™

As these facts make clear, the hornones that have been
approved for use by the FDA and Codex constitute a risk to
consuners.

Ef fects of Hornobnes on | nfants and Neonat es

The carcinogenic effects just described are magnified with

respect to infants and newborns, who have been shown to be nore

121. FAOQ WHO Expert Committee, 32d Report at 27; see al so
Epstein Aff., para. 2(b). The FAO WHO Comm ttee noted, however

t hat estradiol -17p3 caused an even greater increase in brain
tunors than did zeranol. FAQ WHO Expert Committee, 32d Report at
27. This finding appears inconsistent with Codex's concl usion
that a mninumresidue |imt is necessary for zeranol but not for

estradi ol -178.

122. CGoyings et al, M3A Tolerance Studies with I CR and
C3HAn/f M ce, Report No. 610-9610-LSG 71-7 (Upjohn Co. June 7
1972); Menorandum J.H Mark, Acting Directory of Bureau of
Veterinary Medicine to Tuco Products Co., Division of Upjohn Co.,
Nov. 28, 1967. See also Epstein Aff., para. 2(c).
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susceptible than adults to a w de range of carcinogens.
Substantial scientific evidence denonstrates that neonatal
rodents are nore sensitive than adult rodents to the carcinogenic
effects of natural and synthetic hornones, both individually and

4

in conbination. For exanple, the I ARC noted that "neonat al

exposure of mce to progesterone plus estradiol-17p resulted in

n 125

an increased incidence of mammary tunors.

Hor none Conbi nati ons

Growt h- pronoti ng hornones are conmonly adm ni stered to
livestock in conmbination. For exanple, each of the commonly-
used, FDA-approved inplants Reval or-S, Reval or-H and Synovex-S

contai ns a conbination of two different hornones. '

123. See Perinatal and Miultigeneration Carcinogenesis, |ARC
Scientific Pub. No. 96 (L. Tomatis & H Yamasaki eds. 1989);
Nat ural Resources Defense Council, Intolerable Risks: Pesticides
in Qur Children's Food, Feb. 27, 1989. See also, Epstein Aff.,
para. 1(d).

124. See, e.g., H A Bern et al., Use of the Neonatal nouse
in Studying Long-term Effects of Early Exposure to Hornobnes and
O her Agents, J. Toxicol. Env'l Health Supp. 1 at 103-116 (1976);
T. Mori et al., Long-termEffects f Neonatal Steroid Exposure on
Manmary d and Devel opment and Tunorogenesis in Mce, 57 J. Nat'l
Cancer Inst. 1057-1062 (1976); H. A. Bern & L. A Jones, Long-Term
Ef fects of Neonatal Treatnent with Progesterone Alone, and in
Conbi nation with Estrogen, on the Mammary d and and Reproductive
Tract of Female Balb/cfC3H M ce, 37 Cancer Res. 67-75 (1977);
| ARC Monographs Supp. 7 at 272-308 (1987).

125. |1 ARC Monographs Supp. 7 at 303.

126. FDA Freedom of Information Sunmaries for Revalor-S
(NADA No. 140-897 (Nov. 27, 1991)), Revalor-H (NADA No. 140-992
(Dec. 13, 1994)), Synovex-S (NADA No. 009-576 (Aug. 19, 1994)).
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The | ARC has noted that exposure to estrogens conbined with
ei ther progestins or androgens (such as testosterone) can cause
"[ masculinization of the external genitalia in fermal e foetuses”
and that conbining synthetic progestins with estrogens "seens to
enhance [the progestins'] carcinogenic potential."” The | ARC
has al so concluded that oral contraceptives that use a
conmbi nati on of hornones cause cancer in humans.” As noted
above, the | ARC has recogni zed the carcinogenic effects in mce

of neonatal exposure to a conbination of progesterone and
oestradiol -17p. **

(2) Non-approved Hornones
Nuner ous non- approved hornones are sold on the black markets
for use in neat production.* One such hornone is DES, which, as
descri bed above, was once considered safe for use both as a

growt h- pronot er and by pregnant wonen. Anot her category of non-

127. 21 | ARC Monographs 65, 132.
128. | ARC Monographs Supp. 7 at 297.

The EU Scientific Conference qualified its final conclusions
with the caveat that there was not sufficient evidence concerning
the effect on humans of conbi nati ons of hornones and therefore
there is "need for further study of the effects of grow h-
pronoters adm nistered in conbination; the presence of one
[ hornmone] may disturb the netabolismof others.” EU Scientific
Conf erence Report at 4.

129. |1 ARC Monographs Supp. 7 at 303.

130. Brie and Hornones, The Econonmi st, Jan. 7, 1989 at 22;
EU Scientific Conference Report at 7.
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approved hornones are B, agonists,™ with respect to which the EU

Scientific conference found that

[t]here is currently substantial concern about the potenti al
ri sks to consuner-health at the high doses [of p,-agoni sts]

necessary for growh pronotion, since [J,-agonists] are

phar macol ogi cal | y potent substances. Since 1990, there have
been at |east five cases of mass intoxications after
consunption of liver and neat containing high |evels of [one
of these substances].

Acute toxic effects observed in animals and man incl ude
nmuscl e trenor, tachycardia, palpitations and nervousness.

The clinical consequences for consunmers continuously
exposed to residues of potentially highly active f,-agonists

are still unclear. The use of highly active f,-agonists as
grow h pronoters is not appropriate because of the potential
hazard for human and ani mal heal t h. **

O her studies have denpnstrated the risks associated with
B,-agonists. A report prepared by the FDA stated that "f,-

agoni sts have been associated with the induction of . . . benign

n 133

tumours in rats. Mor eover

t here have been reports of acute poisoning in humans

foll owi ng consunption of |iver containing residues of the
bet a- agoni st, clenbuterol. The largest confirmed outbreak
of this type of poisoning occurred in Spain between Mrch

131. These hornones are quite likely to be used as growh
pronoters, given the EU Scientific Conference's finding that
there "seens no doubt that the hornones called B,-agonists bring
about a marked increase of the proportion of |ean neat to fat as
wel |l as inproved efficiency of food conversion.” Report of the
EU Scientific Conference at 6. An FDA report also stated that
"the growth pronoting action of [beta-agonists] has been well
denonstrated in several species." M Mller & J. Leighton, Risk
Assessnent Strategies for Hornmones and Hor none- Li ke Subst ances
(US FDA 1995).

132. EU Scientific Conference Report at 16.
133. Mller & Leighton at 13.
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and July of 1990, and involved 135 people. Adverse clinical
effects of nmuscle trenors, tachycardia, palpitations,
nervousness, cephalgia and nyalgia, occurred 30 mn to 6 h
post consunption of beef liver and | asted for about 40 h.
Anot her report inplicated clenbuterol residues in an
acut e poi soni ng episode in France which affected 22 people
who consuned beef |iver containing 375 - 500 ppb of
cl enbuterol . ™

(3) The Conclusions of the EU Scientific
Conf erence, Codex and the FDA Concerni ng
the Safety of G owth Hornones Are Based
on M staken Assunptions
The agenci es that have approved the use of growt h-pronoting
hornmones in nmeat ani mals have done so on the basis of several
m st aken assunpti ons.
Two of these mi stakes concern the conclusion that "[t]he
dai |y production of sex hornones by humans is nmuch hi gher than
t he amobunts possibly consuned from neat, even in the nost
sensitive humans (prepubertal children and nenopausal wonen)"
and, therefore, that consunption of neat with residues of natural

5

sex hornmones coul d not harm humans. ™ The first nistake
concerning this conclusion is that it does not take into account
the effects of such consunption on the naturally occurring
hornmone levels in the body. Scientific evidence indicates that
consunption of meat products containing residues of specific
growt h hornones increases the |evels of those hornones in the

6

body of the consumer. Such increases in naturally occurring

134. 1d.

135. EU Scientific Conference Report at 15.
136. Epstein Aff., para. 5(a).

49



hor nones di sturbs the conpl ex patterns of normal hornonal bal ance
in the body, which in turn poses carcinogenic hazards. "’

The second m stake concerning the relationship between the
| evel of hornone residues in neat and the anmount of hornones in
humans is that prepubertal children and nenopausal wonen are not
t he segnents of the human popul ation that are nost sensitive to
the increnental effects of the consunption of hornone-treated
meat. Rather, infants produce the | owest anount of natural

hor nones. **

As noted above, infants are particularly sensitive
to the carcinogenic effects of hornones.

A third error nmade by agencies that have approved the use of
growm h hornones in neat production is that they have anal yzed the
effects of individual hornones in isolation. As noted above,
growm h hornones are frequently adm nistered in conbination and
such conbi nati ons have been denonstrated to have carcinogenic
effects. Mreover, evidence that xenobiotic pesticides induce
synergistic estrogenic effects that are approximately 1000 ti nes
greater than individual exposure to those pesticides nmakes it
likely that the consunption of conbinations of growth hornones

9

has a sinmlarly extreme effect.”™ These effects may be further
exacerbated by the interaction of growth hornones with

xenoestrogeni ¢ pesticides and other industrial chem cal

137. 1d.
138. 1d., para. 5(b).
139. 1d., para. 5(d).
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contam nants in neat products, which have been shown to have
serious effects on humans, including increasing reproductive
di sorders in men. ™

Because of the increased risk associated with such possible
synergistic effects, the EU Scientific Conference qualified its
concl usi on concerning the risk of consunption of hornone residues
by "emphasi[zing] the need for further study of the effects of
grow h-pronoters adm ni stered in conbination; the presence of one

n 141

may di sturb the netabolism of others. The Conference al so
noted the need for further research into the "pharmacodynanm c and
phar macoki netic interactions of conbinations of growth pronoters

n 142

and ot her concomtantly used xenobiotics. Despite its
recognition of the possible relevance of such considerations, the
EU Scientific Conference neverthel ess reached concl usi ons w t hout
obtaining scientific evidence on this point. Likew se, neither
Codex nor the FDA has considered the possibly serious
consequences of exposure to growth hornone residues in

conbi nation with residues of other growth hornones or

cont am nant s.

140. 1d., para. 5(e); Jorna Toppari et al., Mile
Reproductive Health and Environnental Xenoestrogens, 104 Env'l
Heal t h Perspectives Supp. 4, p. 760 (Nat'|l Inst. of Env'l Health
Sci. Aug. 1996).

141. EU Scientific Conference Report at 4.
142. 1d. at 24.
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The United States has stated that there is evidence that the
use of estradiol-17p, progesterone, testosterone, trenbol one

acetate (TBA), zeranol and nel engestrol acetate (M3A) present no
risk to humans at the levels found in hornone-treated neat.
However, the existence of scientific evidence suggesting that
there is no risk does not negate the legitinmacy of an SPS neasure
as long as other scientific evidence indicates that a risk
exists. The United States' own position concerning conflicting
evi dence of risk supports this interpretation:

It is clear that the requirenent in the [SPS] Agreenent that
neasures be based on scientific principles and not be

mai ntai ned "wi t hout sufficient scientific evidence" would
not authorize a dispute settlenment panel to substitute its
scientific judgnment for that of the government naintaining
the [ SPS] neasure. For exanple, by requiring nmeasures to be
based on scientific principles (rather than, for instance,
requiring nmeasures to be based on the "best" science) and
not to be maintained without sufficient scientific evidence
(rather than, for instance, requiring an exani nation of the
"wei ght of the evidence"), the [SPS] Agreenent recognizes
the fact that scientific certainty is rare and many
scientific determ nations require judgnents between
differing scientific views. The [SPS] Agreenent preserves
the ability of governnents to make such judgnents. '

Because there is evidence that these hornones nay cause serious
heal th probl ens such as cancer, the EUis justified in
i npl enenti ng measures to protect against this risk.

C. M suse of G owh Hornmones Presents a Risk to
Human Heal t h

143. US Statenent of Administrative Action at 90, 95
(enphasis in original). See also USTR Report on Food Safety at
ii; id. at 15 ("[D]ispute settlenent panels will not be
responsi bl e for choosi ng anong conpeting scientific views, but
will only determ ne whether a particular SPS neasure has a
scientific basis" (enphasis added)).
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Scientists have determned that it is common for there to be
hi gh concentrati ons of hornone residue in neat "due to the
wi despread illegal use of nultiple ear and, worse still, of
muscle inplants."" The EU s Scientific Conference found that

sonme producers apparently use injections, rather than

i npl ants, of steroid hornones, which is an inpedinent to

their detection at slaughter and potentially allows the sale

of meat containing very [high] concentrations of hornones. '
FDA documents show that in the United States in 1986

as many as half of all cattle sanpled in feedlots as |arge

as 600 animals were found to have hornones illegally

inplanted in nuscle rather than the ear skein, to induce
further increased growth.

These common abuses of growth hornones can result in
extremely high hornone concentrations in neat. As the | ARC has
recogni zed, the risks from consum ng growth hornones that are
descri bed above are much greater when the concentration of the

148

hornones i s increased. This increased risk nmakes protection

agai nst exposure to these hornones even nore inportant.

144. S. Epstein, How Safe |Is Hornone Beef, June 17, 1996

145. Report of the Scientific Conference at 7. See also
id. at 15 ("[i]ntramuscul ar injection of [grow h-pronoting
hormones] could result in high residue concentration at
injections sites in edible tissue).

146. Epstein, The Chemi cal Jungle at 279.

147. See EU Scientific Conference Report at 15
("I'ntramuscul ar injection of these substances could result in
hi gh resi due concentration at injection sites in edible tissue");
Epstein Aff., para. 4.

148. See | ARC Monographs, Supp. 7 at 280 (carcinogenic
effects of estrogen exposure are increased as doses increase).
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Mor eover, routine nonitoring cannot identify nmeat that has been
affected by intranuscular injection of growth hornones.

d. bstacles to Protecting Against Harmfromthe
Consunption of Grow h Hornones

Protecting consuners against the risks associated with
growt h hornones is conplicated by the | ack of adequate nethods
for monitoring the presence of such hornones and the conmon
practice of m xing the hornones adm nistered to |ivestock.

| denti fying the presence of growth hornones in neat is an
extrenely conplicated process that is inpractical in the market
context. There are no avail able practical nethods for detecting
natural or synthetic growth hornones such as those approved for

9

use in the United States.'™ The excess of these hornones over
nor mal background | evel s, whether due to overapplication of the
hornones or intramuscul ar inplantation, can only be identified by
using highly specialized tests that are not suited for routine
moni toring of nmeat sanples intended for the market.™

The Joi nt FAOQ WHO Expert Committee on Food Additives has

recogni zed this, stating that although

nost net hods of analysis for estradiol-178 . . . may be
satisfactory for neasuring estradiol-175 levels in

149. Epstein Aff., para. 3.

150. 1d. Such tests include radio-inmune assays and gas
chr omat ogr aphy, both of which require conpl ex preparations and
t he use of sophisticated and expensive | aboratory equi pnent.
Conversation with Sanuel S. Epstein, MD. Because of the
conpl exity and cost of such experinents, these nethods are not
technically or economcally feasible for routinely nonitoring the
presence of hornmones in nmeat intended for the market.
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experinmental situations, inmprovenents would be needed if

routi ne anal ytical nmethods for the control of residues were

required. *

The FDA has al so recogni zed the absence of practical
nmoni tori ng nmet hods. Al though FDA approval of veterinary drugs
requires that there be a practical basis for nonitoring for the
presence of such drugs, the FDA has waived this requirement with
respect to growth hornones and has relied instead on the
conplicated, time-consum ng |aboratory tests undertaken by the
manuf acturers of the hornones. ™

The absence of practical testing nmethods nmay explain the
fact that the United States apparently does not nonitor for the
presence of growth hornones in neat, despite the FDA s adm ssion
that el evated |l evels of these hornones coul d have "adverse
effects.” 1n 1993, the US Departnent of Agriculture' s Food
Saf ety and I nspection Service (FSIS) nonitored neat for residues
of animal drugs and pesticide conpounds, but, with the exception
of M3A, did not nonitor at all for the presence of residues of

growt h hor nones. **

151. FAOQ WHO Expert Committee, 32d Report at 19.
152. Epstein Aff., para. 3.

153. See Donestic Residue Data Book National Residue
Program 1993 (FSI'S Dec. 1993).

Even if it had nonitored for the presence of growth
hornmones, the FSIS s nonitoring programis of marginal value in

preventing exposure to harnful residues. 1In 1993, the FSIS
nmoni tored 39, 128 sanples, representing 0.005% of the 129.8
mllion head of |ivestock and seven billion birds raised in the

United States. 1d., Summary. Wth respect to MGA, the FSIS
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The common practice of m xing growmh hornones used with
Iivestock increases the difficulty of protecting consuners
agai nst the risks associated with these hornones. As the EU s
Scientific Conference noted, there is
evi dence from many European countries and from el sewhere for
the illegal use of growt h-pronoting substances, often in the
formof m xtures of recogni sed substances or of others which
are not at present approved for use in any countries. These
practices will not always be detected by standardi sed
screeni ng techni ques. ™
In light of this evidence, the Conference concluded that
[i]t mght be nore difficult to control use of prohibited
growt h pronoting substances in a situation where certain
substances are permtted because veterinary inspection to
identify animals treated with prohibited substances m ght be
more difficult.™
Thus, despite the nunmerous clearly identified risks
associated wth the consunption of growth hornones, as well as
the insufficient evidence to anal yze many ot her possible risks,
there are no practical nethods for protecting consunmers from
unwittingly eating nmeat that has been raised using such hornones.
The evi dence descri bed above denonstrates that the use of

growm h hornmones in livestock results in residues of those

hornones in neat. |In addition, there is evidence that
consunption of such residues -- whether of those hornones
approved for use in the United States or other hornones -- at any

nmonitored only 22 sanples, of which one, or 4.5%tested positive.
Id., Appendi x.

154. Report of the Scientific Conference at 7.
155. |1d. at 23.
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| evel may pose a risk of harmto human health. This risk is
exacerbated by the fact that common m suse of growth hornones
results in elevated hornone concentrations in neat, which in turn
increases the risk of harmto human health. These risks are
sufficient to support the EU s decision to protect against them
conpl etely through neasures that achieve zero risk from hornone
residues that differ fromthose naturally occurring in neat.
2. Uncertainties Concerning the Ri sk from Consum ng

G owm h Hornones Support Provisional Health-

Protective Measures

The SPS Agreenent allows countries to adopt provisional SPS

measures "where relevant scientific evidence is insufficient."™
As the United States has put it, this neans that "a country may
choose to err on the side of caution when the science is

i nconcl usi ve. "’

The EU s Scientific Conference identified nunmerous areas in
whi ch the scientific evidence concerning the risk to human health
fromthe consunption of growh hornones is inconclusive. For
exanpl e, the Conference qualified all of its conclusions with the
statenment that there is very little scientific evidence
concerning the actual effect of growth hornmones on humans:

[ Most studies of grow h-pronoting substances . . . rely on

studies with [ aboratory animals, where it is comon practice

to determine a | evel of adm nistration of the substance
concerned bel ow which no untoward effects can be found; this

is called the No Qbservable Effect Level (Noel). :
[When the Noel is defined by ani mal experinents al one,

156. SPS Agreenment, Art. 5(7).
157. USTR Report on Food Safety at 5.
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directly extrapolating it to people . . . would take no
account of the unknown physiol ogical differences of the
responseiaof peopl e and the species of the |aboratory
ani mal s.

Codex has itself noted the uncertainty inherent in assessing

ri sks to human health
Human data of insufficient extent may be considered in the
setting of [a Codex Acceptable Daily Intake] on the basis

that extrapol ation of data fromaniml studies will contain
greater uncertainty.™

158. Report of EU Scientific Conference at 3-4.

159. FAQ WHO, Food Standards Programre, Codex Alinentarius
Comm ssi on, Risk Assessnent Procedures used by the Codex
Alinmentarius Conmi ssion and its Subsidiary Advisory Bodies
(1993).

In light of the uncertainties concerning the simlarities
and differences between |aboratory animals and humans, humans,
scientists, including those involved in the EU Scientific
Conference, routinely apply a 100-fold safety factor in
attenpting to convert the results of experinents with ani mals
into results that are relevant to humans. See EU Scientific
Conference Report at 3-4. However, even the choice of the safety
factor is perneated with uncertainty, as expressed by scientists
at the FDA:

[T]he margin of safety is a reasonabl e approach to the
matter, but its acceptance should not fool researchers
and/ or the public into believing that there is any
experinmental or theoretical basis for its existence.

R MColl, Biological Safety Factors in Toxicological Risk
Assessnent, in A report produced for the Environnental Health
Directorate Health Protection Branch Health and Wl fare Canada at
8 (March 1989). Codex concurs:

Uncertainty in the safety evaluation process is primarily
addressed through the use of safety factors. Their
respective values are arbitrary and have no neasured

bi ol ogi cal significance, however, their appropriateness is
somewhat borne out by experience.

FAOQ WHO, Food Standards Programme, Ri sk Assessnent Procedures
Used by the Codex Alinentarius Conmmi ssion, and its Subsidiary and
Advi sory Bodies 11 (June - July 1993).
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Finally, the I ARC has noted that

Epi dem ol ogi cal studies to eval uate possible
carcinogenic effects of adm nistered oestrogens and
progestins in humans suffer fromtwo major difficulties.

Firstly, the interval between the commencenent of

adm ni stration and the possi bl e appearance of cancer may be

long. Secondly, to detect a small or noderate change in

ri sk, observations on |arge nunbers of subjects are

required.

An addi tional shortcom ng of scientific evidence concerning
the risk of consum ng growth hornones was expressed by the EU
Scientific Conference's Wrking Goup on the Assessnent of Health
Ri sk, which found that "[t]he [acceptable daily intake (AD)]
nodel has been devel oped to establish safe | evels of exposure to
a single conpound, whereas in practice humans are exposed to

m xtures of chemicals. That circunstance needs further

n 161 162

attention. As noted above, the Conference qualified its
final conclusions with the caveat that there needs to be further
study concerning the effects on humans of conbinations of growth
hor nones.

Anot her area of insufficient scientific evidence concerns
the effect of consunption of growth hornones on human DNA. The
EU Scientific Conference stated that its concl usi ons concerning
the Acceptable Daily Intake (ADI) ampbunts for growh pronoting
hornmones did not take into account the potential for |ong-term

damage to human DNA because

160. 21 | ARC Monographs 133.
161. Report of EU Scientific Conference at 14.

162. See supra note 128.
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[t] he ADI concept is not appropriate in the risk-assessnent

of hazards involving | ong-term damage to human DNA

(otherw se call ed "genotoxic" hazards), perhaps |leading to

cancers of various ki nds.

The ADI nodel does not predi ct quantitative risks and is not

applicable to genotoxic (damaging to DNA) carcinogens, for

whi ch presumably no threshold | evels can be established.

These substances need a quantitative risk assessnent, based

on their nodes of toxic action.'™

When, as here, the scientific evidence concerning risk is
i nconcl usive, the SPS Agreenent permts a country to inplenent
precautionary protective neasures as long as the country seeks to
obtain additional information and review the SPS neasures within
a reasonable tinme."™ The EU Scientific Conference did this by
identifying "a nunber of priority areas where further research
shoul d be undertaken and where actions should be initiated" with
respect to the assessnent of the risk to human life and health
from consunpti on of hornone-treated foods. ™

Wiile the EU gathers the information necessary to fill the
gaps in the existing scientific evidence concerning the risk from
consunption of hornone-treated neat, paragraph 22 of the SPS
Agreenment permts it to inplenment precautionary neasures to

protect against this risk.

163. Report of EU Scientific Conference at 4, 14.
164. SPS Agreement, Art. 5(7).
165. Report of EU Scientific Conference at 24-25.
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E. The EU s Ban on Trade in Hornone-Treated Meat |s Not
Mbre Trade Restrictive than Required to Achi eve the
EU s Zero Ri sk Level of Protection

By claimng that the EU nust accept neat raised using the
grow h hornones approved for use in the United States, the United
States is in essence arguing that the neans that the EU has
chosen to achieve its chosen | evel of protection are broader than
necessary to do so. As the preceding di scussion denonstrates,
the United States has no other ground for chall enging the EU ban
than to argue that the ban is nore restrictive than necessary to
achieve the EU s zero-risk level of protection. The ban is not
discrimnatory. It is intended to protect against a risk that is
supported by scientific evidence. The United States cannot ask
the WIO panel to substitute its judgnment for the EU s concerning
t he wei ght of the evidence of risk or the appropriate |evel of
protection against that risk. Therefore, the United States is
arguing that the EU can achieve its zero risk |level of protection
while at the sane tine permtting the inportation of aninmals and
nmeat treated with hornones approved for use by the United States.

The SPS agreenent explains that a neasure is not nore trade
restrictive than required

unl ess there is another neasure, reasonably taking into

account technical and economc feasibility, that achieves

the appropriate | evel of protection and is significantly

|l ess restrictive to trade. ™
During the negotiation of the SPS Agreenent, the Director-Ceneral
of the GATT indicated that the WO nenbers

166. SPS Agreenent, Art. 5(6) n.3.
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felt it was obvious from other provisions of the Agreenent

that the Agreenment does not concern itself with

insignificant trade effects nor could a nmeasure be
considered nore trade restrictive than necessary in the
absence of a reasonably available alternative.

GATT di spute panels that have interpreting the necessity
requi renent of Article XX have reached the sanme conclusion. In
the Thai cigarette case, the panel concluded that a neasures is

"necessary" in terns of Article XX(b) only if there [are] no

alternative nmeasures consistent with the General Agreenent,

or less inconsistent with it, which [the country] could
reasonably be expected to enploy to achieve its health
pol i cy objectives.™
Anot her panel interpreted the sanme requirenent in the context of
anot her GATT exception (Article XX(d) for nmeasures "necessary" to
secure conpliance with other laws) not to require a country to
change its substantive law or its desired | evel of enforcenent of
that law. Rather, where a country can reasonably secure that
| evel of enforcenent through other nmeans consistent with GATT, it
must do so. ™

The SPS Agreenent places the burden on the United States to
denonstrate that another neasure is reasonably avail able, taking
into account technical and econom c factors, that achieves the

EU s zero-risk level of protection and is significantly |ess

167. Letter fromPeter D. Sutherland, GATT Director-
CGeneral, to Ambassador John Schm dt, Chief US Negotiator, Dec.
15, 1993.

168. Thailand -- Restrictions on Inportation of and
Internal Taxes on Cigarettes, 37th Supplenment BI SD 200, 73
(adopt ed 1990).

169. United States -- Section 337 of the Tariff Act of
1930, 36th Supp. BISD 345, 393, T 5.26 (adopted Nov. 7, 1989).
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restrictive to trade. By stating that "a neasure is not nore

trade restrictive than required unless there is another neasure”

t hat achi eves the chosen | evel of protection and is |ess

170

restrictive, the Agreenent creates a presunption that the
nmeasure in question is the least trade restrictive neasure that
wi |l achieve the chosen | evel of protection. This presunption
can be rebutted by show ng the existence of "another neasure"
that is less trade restrictive. The burden is thus on the

chal  engi ng country to show the exi stence of such a neasure. To
require the country that has inplenented the nmeasure to prove
that there are no less restrictive nmeasures would be to require
it to prove an unlimted nunber of negatives -- it would have to
show that it had considered every possible alternative and that
none of them coul d achieve the chosen | evel of protection.

The United States has proposed no alternative neasure that
woul d achieve the EU s | evel of protection. Rather, the United
States has argued that the EU ban is nore restrictive than
necessary because it "is not intended to achieve any particul ar
| evel of sanitary protection fromany identified risk."'"™ As set
forth above, however, the EUs ban is intended to achieve a zero
risk Ievel of protection fromthe risk of possible harmto human

health resulting from hornone residues in neat.

170. SPS Agreenent, Art. 5(6) n.3 (enphasis added).
171. US Subm ssion, para. 127.
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There are no reasonably avail able alternative neasures that
woul d achieve the EU s zero risk level of protection. Permtting
trade in neat treated with the hornones approved for use in the
United States woul d not achieve that protection because of the
scientific evidence, described above, that those hornones may
har m human heal t h.

In addition, the EU Scientific Conference and others have
noted that the common m suse of hornones increases the risks
associated wth consum ng hornone-treated nmeat and nmakes it nore

difficult to prevent the use of other hornones, such as B,-

agoni sts. "

Because there is no reasonably avail abl e neans of
monitoring for the presence of hornmones in meat, banning the use
of all growth hornmones and trade in neat treated with such
hornones is the only reasonabl e nmeans of protecting against the
m suse of growth hornones.

Theref ore, because there are no alternative neasures that
woul d effectively achieve the EU s zero risk |l evel of protection
agai nst the risks associated with consunption of hornone-treated
neat, the EU ban is a legitimate sanitary neasure that is
permtted under GATT and customary international |aw

CONCLUSI ON
Customary international |aw and GATT both strongly protect

each country's right and responsibility to nake the politica

j udgnments necessary to determ ne the appropriate |evel of

172. See supra p. 55.
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protection against a given risk. The precautionary principle
allows a country to determine that it will protect against
possi ble risks to human health even if no concl usive or
overwhel m ng evidence is available as to whether the activity
actual ly causes that harm GATT permts neasures legitimtely
i ntended to achi eve the chosen | evel of protection as |ong as
they do not discrimnate agai nst foreign products and are not
nore restrictive of trade than necessary. The SPS agreenent sets
forth standards for determ ning whether health-protective
nmeasures are legitimte and may be inpl enented despite any
incidental effect on international trade.

The EU s ban on trade in hornone-treated neat is not
di scrimnatory because it applies equally to donestic and foreign
meat products. The EU has legitimately chosen zero risk as its
appropriate |l evel of protection against the risks associated with
t he consunption of hornone-treated neat. This choice is
supported by a substantial body of scientific evidence indicating
that the use of growth hornones in neat animals results in
hor none residues in neat and that consunption of such residues
may cause cancer in humans.

Because international |aw respects a scientifically-
supported choice of an appropriate |level of protection, the only
chal  enge available to the United States is that the EU s ban is
nore restrictive than necessary to achieve the EU s chosen zero-

risk Ievel of protection. The United States has failed to
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suggest any less-restrictive nmeasure that would achieve this
| evel of protection.

For these reasons, the EU ban satisfies the requirenents of
the SPS Agreenent. Any other conclusion would be inconsistent
with the customary international |egal normof the precautionary
principle and would inperm ssibly restrict the EUs right to
protect consunmers fromthe risks associated with the consunption
of hornone-treated neat. The WO panel nust therefore uphold the

ban.
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