- 21 UNITED STATES ENVIRONMENTAL PROTECTION AGENGY
m 8 WASHINGTON, D.C. 20460
d\@'
4 E

December 23, 1993 .

OFFICE OF
PREVENTION, PESTICIDES 2~

PR NOTICE 93-12 TOXK SUBSTANCES

NOTICE TO PRODUCERS, FORMULATORS, AND REGISTRANTS
OF PESTICIDE PRODUCTS

ATTENTION: Persons Responsible for Registration of Pesticides and Petitions for
Tolerance

SUBJECT: Status of Dried Hops under the Fedaral Food, Drug and Cosmetic
Act

Lhis notice announces a change in KPA guidelines with respect to the classification
of dried hops under the Federal Food, Drug and Cosmetic Act (ITDCA). Under this -
revision, hops will be considered for regulatory purposes as a raw agricultural commodiry
in both the fresh (green) and dried forms, Previously, green hops have been considered a
raw agricultural commodity (RAC), while dried hops have been lassified as 2 processed
food. EPA intends to apply this revised classification in all furure regulatory actions
involving hops, including those under the Federal Insccticide, Fungicide and Rodenticide
Act (FIFRA).

I. BACKGROUND

Under the EFDCA, EPA sets tolarances for pesticide residues in RACs under
section 408 and in processed foods and feeds under section 409, If pesticide residucs
concentrate in a processed food above the RAC tolerance level, the "Hlow-through”
exception of section 402 does not apply, and a section 409 rolerance is needed. Under
section 408, EPA may cstablish 2 section 408 RAC tolerance based upon risk/benefic
principles, However, under the Delaney clause of section 409, EPA may not establish 2
section 409 tolerance for a pesticide that induces cancer in man or animal in 2 processed
food, regardless of the level of sk presented by the pesticide residues.

Under longstanding EPA (and prior FDA) policy, hops have been treated as 2 RAC
in their fresh form, and as a procsssed food in their dried form. Thus, when residues
concentrate in the drying process, the dried hops require a section 409 tolerance. If the
pesticide in question inducss cancer in man or animals, the Delaney Clause prohibits the
establishment of the section 409 rolerance for residues in dried hops. Moreover, under
current EPA policy, if a section 409 talerance is needed on the (processed) dried hops, but
cannot be granted, EPA will neither establish 2 tolerance on the green hops nor register the
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pesticide under FIFRA for use on growing hops. The practical resulr is that, without

needed tolerances on dried hops, a pesticide may not be registered for use on growing
hops.

II. HOPS

EPA has been considering for some time whether dried hops are properly classified
as 2 procassed food. The FFDCA defines a RAC as "food in its raw or natural state,
including all fruits that are washed, colored, or otherwise treated in their unpeeled natural
form prior to marketing.* Rlsewhere the FFDCA lists canning, cooking, freezing,
dehydration, and milling as examples of processing activities for RACs,

Haps are 2 unique commodity, used almost exclusively as flavoring agent for beer.
Harvested in a fresh form (green hops), they are immediarely dried in kilns. This on-farm
drying is necessary to prevent spoilage and always occurs prior w the shipment of the
dried hops to beer manuficturers. While the drying of hops is, in the most general sense, a
form of dehydrarion, both EPA and FDA have traditionally treated many forms of dried
or partially dried food as RACs, ¢.g., peanuts, grains. Hops growers, both domestic and
international, have asserted that drisd hops should be considered 2 KAC because the drying
process takes place immediately upon harvest, before the hops leave the farm or enter
commerce, i.e, “prior to markering.*

II1. CONGRESSIONAI. DIRECTIVE

On October 28, 1993, President Clinton signed Public Law 103-124, the
appropriations act including EPA funding for FY%94, which contains language directly
addressing the status of hops:

Noze of the funds provided for in this Act may be used within the
Envircamental Protection Agency during way period of fiseal year 1994 1o
classify or conducr any activities resulting from t dawification of hops 15
a processed commodity for the purposey of administering regulation
pursuanl Lo the: Federal Food, Drug, and Cosmerie Act . . | 1ad the Pedera]
Insecticide, Fuugicide, and Rodeaticide Act . . .,

In the Congressional Tepart accompanying the bill, the Senarte Appropriations
Commiree clearly indicated its belief that EPA has erroneously construed existing law in
classifying dried hops 2s & processed food:

Dried hops have been misclassified by EPA for years as a processed
commodity in the administration of regulations dealing with pesticida use,
rather than what the Committee believes to be their proper classification as
3 raw agricultural commedity. ... The provision in the bill is designed to
correct the raisclassification of dried hops by EPA and rightly classify dried
hops a5 a raw agricultural commedity . . .,
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IV. EPA ACTIONS TO IMPLEMENT ‘I'HE CONGRESSIONAL DIRECTIVE

Because EPA agrees with Congress’ view of the proper interpretation of the term
RAC, EPA is by this notjce changing its classification of dried hops. This scetion explains
the regulatory and procedural implementation of this classificatjon,

A. Revision of Pesticide Assessment Guidelines, By this notice, EPA is revising its
Pesticide Assessment Guidelines (Subdivision Q) to specify thar dried hops are 2 raw
agricultural commodity.

B. New peritions for tolerance. EPA will review petitions for tolerances for dried hops
under the provisions of FFDCA sec. 408. This means that:

1. New petitions for hops tolerances should be submitted in accordance wirh
procedures in 40 CFR 1807, including appropriate fees under § 18033,

2. Residue data are no longer required for green hops; residue dara are required for
dried hops only. EPA intends 1o establish tolerances only on the RAC dried hops
in the future, and no longer needs residue dara oz both o derermine whether
residues concantrate or not upon drying of the green hops.

C. Pending petitions for tolerance. EPA will evaluare currently pending petitions for
section 409 tolerances for dried hops under FFDCA sec. 408 (40 CER Part 180),

petitioners are not required ro take a0y action to modify such petitions, such as submirting
revised proposed tolerances. No fees are required. Tf a current petition proposes
tolerances separately for green and dried hops, EPA will establish only the dried hops
tolerance under section 408. Ar least two pesticide petitions for hops~for foseryl-Al and
bifeathrin—are currently pending, and have been for some time awaiting resolution of the
classificarion of hops. FPA intends to propose these tolerances under section 408 in the
very near furure.

D. Ezisting tolerances for green and dried hops. EPA intends to replace section 409
rolerances for dried hops with secrion 408 tolerancas as time and resources permit.

Until that time, section 409 tolerances will remain in effect for enforcement. purposes.
Dried hops bearing residues at or below the established section 409 tolerance level in Part
185 will not be considered adulrerarad under che ITDCA. Any person secking to replace a
section 409 tolerance in Part 185 with a section 408 RAC tolerance in Part 180 may submir
a petition to establish such a tolerance, and may concurrently request the revocation of the
section 409 tolerance.

E. FIFRA scction 18 exemptions. EPA's reclassification of hops will be applied in all
regulatory actions, including those under FIFRA. In 2 policy issued on May 7, 1993, EPA
announced that it would deny certain pending section 18 exemprions and revoke existing
section 18 exemprions. EPA ‘adopred this policy because, as explained in Section I above,
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the Delaney Clause prohibition on establishment of section 403 tolhcr-mces for pest:ladcs
that induce cancer in man of animal precludes a demonstration of "progress tovg{a; "
registration” for such pesticides, as required by EPA regulations implementing sec,
18 (40 CER 166.25). Today's notice does not change that policy.

However, because of the reclassification of dried hops as a RAC, the reason for the
denial of emergency exemptions for hops under the May 7, 1993, policy no longer exists.
Seares who seek section 18 exemptions for use on hops are no longer precluded from -
demonstrating progress toward registration. Accordingly, EPA's policy of May 7 no
longer applies to requests for sxemptions for hops uses. EPA may deny such section 18
exemptions for other reasons, but will not deny them because of Delaney prohibrions.

V. IMPLEMENTATION

EPA will consider this revised classification of hops in all future regulatory decisions
involving hops. Before amending any existing regulations or establishing new tolerances
for hops, EPA will seek public comment.

VI. FOR FURTHER INFORMATION

®General questions on this policy may be directed to Jean F ol :
Projects Scaff, Office of Pasticide Programs, at cied 1o Jean Frans, Policy and Specil

® Questions concerning individual pestici trion: . |
Managers in the Registration Diuria;ipc’e:s:l-mdJe petitions should be directed to Product
® Questions mﬁ section 18 exempti
- tiong be di
Emergency Fesponse and Min °ste S‘:;ifonf directed to Rebecca Cool of the

Registration Division, at 703-308-8417.
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