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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY <
BEFORE THE ADMINISTRATOR

In the Matter of

Rohm & Haas Company, FIFRA Docket No. 613

Petitioner

Federal Insecticide, Fungicide and Rodenticide Act - Conditional Regis-
trations - Denial of Registration - Entitlement to a Hearing

Where the Agency had concluded a special review of dicofol peéti-
cides in May of 1986, setting forth requirements for the continued regis-
tration of such products and it was undisputed that Petitioner's techni-
cal dicofol complied with those requirements and was substantially similar
within meaning of § 3(c)(7)(A) to a currently registered technical dicofol
product and'presented no significantly different qualitative risk compared
to cufrent]y registered pesticides, letter, stating in effect that Aéency
needed a minimum of six months to reéonsider risks of dicofol and reiniti-
ate cbnsu1tation with the O0ffice of Endangered Species prior to decision
on application for registration, was held to be a denial of registration,
entif]ing Petitioner to a hearing in accordance with §§ 3(c)(6) and 6(b)
of the Act, notwithstanding failure to follow procedural requirements for
denial established by § 3(c)(6) of Act, and regulation, 40 CFR § 162.7(f).

Federal Insecticide, Fungicide and Rodenticide Act - Conditional Regis-
trations - Special Review - Incremental Risk

Where it was undisputed that Petitioner's product met all of require-
ments for continued registration determined after conclusion of special

review and Agency conceded Petitioner's product presented no significantly
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~different qualitative risk compared to currently registered pesticides
and Agency's published policy (47 FR 57624 (1982) and 48 FR 34000 (1983))
is not to conduct incremental risk assessments for identical or substan-
tially similar products, because, inter alia, granting additional regis-
trations for such products would not increase pesticide usage, Agency's
refusal to approve application for conditional registration complying
with requirements for conditional registration in 40 CFR § 162.167(a),
while it conducted incremental risk assessment to determine whether
granting the registration would expand use and risks of the pesticide,
was held to be improper as a perpetuation of double standard conditional
registration was designed to prevent.

Federal Insecticide, Fungicide and Rodenticide Act - Conditional Regis-
tration - Special Review - New Information

Where it was undisputed that Petitioner's product met all require-
ments for continued registration enunciated after conclusion of special
reyiew and Agency conceded Petitioner's product presented no significantly
different qualitative risk compafed to currently registered pesticides
and application appeared to comply with all requirements for conditional
registration set forth in 40 CFR § 162.167(a), Agency's refusal to approve
registration while it studied alleged new information as to risks of
pesticide and reinitiated consultation with Qffice of Endangered Specfes
was held to be »improper, where Agency, in effect, acknowledged new
information would not, at present, warrant jnitiation of special review

in accordance wifh § 3(c)(8) of Act.
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Federal Insecticide, Fungicide and Rodenticide Act - Rules of Practice -
Accelerated Decisions

Provision in Rules of Practice (40 CFR § 164.91) that ALJ may render
écce]erated decision in favor of Respondent appears designed only to pre-
clude dismissal in Petitioner's favor without a hearing and was held not
to be a bar to an accelerated decision for Petitioner, where it appeared
that no material facts were in disputevand that, as a matter of law,

Petitioner was entitled to have its application for registration approved.

Appearance for Petitioner: Charles A. 0'Connor, III
' McKenna, Conner & Cuneo
Washington,. D.C.

Appearance for Respondent: William L. Jordan
‘ : Office of General Counsel
U.S. EPA
Washington, D.C.

OPINION AND ORDER
DENYING MOTION TO DISMISS AND
GRANTING MOTION FOR AN ACCELERATED DECISION

This is a proceeding under § 6(b) of the Federal Insecticide,
Fungicide and Rodenticide Act, as amended (FIFRA) (7 U.S.C. 136d) to
require the conditional registrations of dicofol products manufactured

and marketed by Rohm & Haas -(Petitioner) under the trade name Kelthane.
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The specific product at issue is Kelthane Technical.l/ Petitioner alle-
ges and Respondent denies that the registration has been denfed. The
following recitation of facts, culled principally from Petitioner's
motion for an expedited hearing and an accelerated decision and accompany -~
ing exhibits, filed February 26, 1987, appears to be largely undisputed.

Rohm & Haas' Kelthane products have been registered under FIFRA for
 over 30 years; having been first registered in 1956. The principal uses
of dicofol pesticides are as a miticide on cotton fn California and on
citrus in Texas and Florida. More than 75% of Petitioner's sales and
uses ofrsuch products are in April, May and June. Appkoximate]y 80% of
these sales are of Kelthane MF. Rohm & Haas appears to have enjoyed
approximately 80% of tﬁe market for dicofol pesticides. The only current
registrant of aytechnica] dicofol product is Makhteshim-Agan {America),
Inc., an Israeli .company, which sells technical dicofol for conversion
ihto end-use products.

Because of concerns over its DDTrZ/ content, EPA began a Special Re-
view of dicofol in December 1983. Notice of the initiation of the Special

Review was published on March 21, 1984 (49 FR 19569). ~ On October 10, 1984,

1/ Although Rohm & Haas asks for the entry of an order granting
registrations of Kelthane Technical and Kelthane MF, an agricultural
miticide formulated from Kelthane Technical, the registration package
for Kelthane MF was apparently not completed until February 26, 1987
(Affidavit of Edwin F. Tinsworth, Director, Registration Division, dated
March 13, 1987, Attachment 2 to Respondent's Motion To Dismiss and Oppo-
sition To Petitioner's Motion For Expedited Hearing and Accelerated
Decision). Rohm & Haas has also filed applications for the registra-
tion of five other products formulated from Kelthane Technical. These
applications are conditioned upon the registration of Kelthane Technical
and will be completed if, and when, the mentioned product is registered.

2/ DDT and related impurities are referred to as DDTr.
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EPA published Propoged Notice of Intent To Cancel Registration of Pesti-
cide Products Containing Dicofol (49 FR 39820). Rohm & Haas participated
actively in the Special Review process while Makhteshim relied on Rohm &
Haas' presentation. The Special Review process included consultation with
the Office of Endangered Species (OES) of the Department of Interior.

On August 13, 1984, OES issued a biological opinion concluding that
the use of dicofol was l1ikely to jeopardize the continued existence of the
endangered peregrine falcon. EPA and the Scientific Advisory Panel (SAP)
- considered this opinion, and data from the registrants to the effect that
within approximately two years after conclusion of the Special Review, the
DDTr content of dicofol could be reduced to 0.1 percent. EPA concluded
that if this were accomplished, the benefits of continued use of dicofol
would outweigh the risks. EPA reinitiated consultation with OES and
after lengthy consideration and reconsideration, which it is unnecessary
to recount here, OES issued a revised biological opinion in March of
1986. The opinion concluded that in all parté of the U.S., except
California, jeopardy to the peregrine falcon could be avoided by reducing
the DDTr contamination levels to 0.1 percent or less no later than Decem-
ber 31, 1988, after which only dicofol containing 0.1 percent or less
DDTr could be sold. With respect to the use of dicofol in California,
OES determined that either the use of all such products containing more
than 0.1 percent DDTr should be banned immediately or to compensate for
the negative effects of continued‘use of dicofol having a DDTr content
in excess of 0.1 percent during the period until the use of such products

were prohibited, dicofol manufacturers should be required to fund a
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portion of the nest manipulation work of the Santa Cruz Predatory Bird
Research Group (SCPBRG).3/ EPA terminated the Speéia1 Review on May 29,
1986 (51 FR 19508-25), finding that dicofo] products can heet the statu-
tory standard for continued registration, provided the level of DDTE
contamination was initially reduced to less than 2.5 percent and there-
after to 0.1 percent or Tess and the labels of dicofol were amended- to
require the wearing of gloves while handling the product (1d. at 19517).
Registrants were reqﬁired to immédiate]y amend their registrations to
certify an upper limit of DDTr éontaminants equivalent to 2.5 percent (or
less) of the technical grade material. Continued sale and distribution
of dicofol containing between 0.1 percent and 2.5 percent DDTr was allowed
until Decémber 31, 1988. Registrants were informed that they had 30 days
from publication of the notice in the Federal Register or receipt of the
notice,lwhichever was later, to amend their confidential statements of
formd1a to establish an upper certified 1imit of DDTr equal to or less
than 2.5 percent of the amount of technical grade dicofol in the product.
Confidential statemenfs of formula were to be accompanied by information
showing that the registrant Ean produce the product with no more DDTr

than the amount certified as the upper limit. Registrants were informed

3/ To assist the recovery of peregrine falcons, SCPBRG removes eggs
laid in the wild, artificially incubates the eggs and releases the hatch-
lings into falcon nests. OES indicated that $25,000 in 1986 and $75,000
for each of the following four years would be sufficient. Rohm & Haas
and Makhteshim agreed to furnish these sums in equal shares and on May 15,
1986, entered into an agreement to provide such funding with EPA and The
Peregrine Fund, Inc., agent for SCPBRG.
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that if the applications were otherwise acceptable, applications would be
approved conditiona]]y,i/ |

Rohm & Haas supplied EPA with an amended confidential statement of
formula and supporting product chemistry along with certification of
~compliance with the 2.5% DDTr standard. The product chémistny statement
apparently included newly identified impurities in Kelthane Technical.
According to Rohm & Haas, EPA had not previously defined or considered
these impurities as DDTr. Also, according to Petitioner, EPA redefined
DDTr to iné]ude these impurities without notice to it, and by letter,
dated September 24, 1986, informed Rohm & Haas that its registrafions,had
been canceled by operation of law as of June 29, 1986, for failure to
comply with the less than 2.5 percent DDTr requirement. Although Peti-
tioner did not agree with EPA's conclusion as td the DDTr content of Kel-
thane Technical,®/ it took immediate steps to reduce all impurities in
Kelthane Technical to the less than 2.5 percent limitation for.DDTk as

defined by EPA.

4/ 51 FR 19518. The notice further stated that "EPA is particularly -
concerned that dicofol independent of the effect of DDTr contaminants,
may pose a risk to the environment. If this is confirmed or if new data
strengthen the evidence of the carcinogenicity of dicofol, EPA will
consider further regulatory action." (Id.) These concerns were based in
part on a "small body of data" suggesting that dicofol may be metabolized
by some avian species to DDE or that dicofol, itself, may cause eggshell
thinning (Id. at 19512).

5/ If inclusion of the impurities as DDTr were, in fact, a redefi-
nition, without notice to Petitioner, the contention that the registra-
tions were canceled by operation of law as of June 29, 1986, is question-
able indeed. Rohm & Haas has, however, acquiesced in the cancellations
amed blhhaa e - s a2
alu o i IJ L
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On October 17; 1986, Petitioner'filed the applications for condi-
tional registration referred to at the beginning of this opinion. By
letter, dated December 5, 1986, EPA's Product Manager for Dicofol, Dennis
E. Edward;, Jr., informed Rohm & Haas that f[w]e have compIeted our
review of your application for registration of the subject product [Kel-
thane Technicall." The 1letter, however, requeéted additional product
chemistry data and other information, which Rohm & Haas appears to have
satisfactorily supplied by 1letters, dated December 11 and 15, 1985.
Enciosed wifh Mr. Edwards' letter was a copy of a memorandum, dated
November 21, 1986, from Ms. Susah V. Hummel, Chemist, through Edward
Zager, Section Head, Residue Chemistry Branch, Hazard Evaluation Division,
which reviewed Petitioner's product chemistry. The memorandum states
that "Ke1thané Technical 1is similar to, but not identical to Mitigan
Technical [Makhteshim's product]. The two products contain differing
amounts of the active ingredients and fmpurities. We defer to TOX and
EEB for incremental risk assessments of these differences. No further
information is required, TOX and EEB considerations ﬁermitting;"

Rohm & Haas asserts {Motion at 11), that the Registration Division
determined not toA conduct an incremental risk assessment, because the

differences between the two products are minor and pose no incremental
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risk to the environment.®/ The Agency claims that its attempt to deter-
mine whether gfanting Petitioner's application would increase the overall
use of dicofol is an.incremental risk assessment.’/

On Décember,30, 1986, Rohm & Haas submitted 62 studies in_response
to EPA's data call-in of December 1983. These studies were not submitted
to comply with any requirement for conditional registration. According
to Rohm & Haas, the studies relate to risks of using dicofol having no
more than 0.1 percent DDTr, present no information regarding differential
risks of Petitioner's and Makhteshim's dicofol pfoducts and provide no
informétion indicating that Kelthane Technical or Kelthane MF fail to

comply with requirements for conditional registration.

6/ The preamble to the proposed regulations governing the condi-
tional registration of pesticides (47 FR 57624, et seq.) (1982) states
that the concept of incremental risk assessment is central to the condi--
tional registration program (Id. at 57626). Conditional registration
addresses the incremental risks of a proposed product or use, while
risks associated with current uses of a pesticide are addressed through
the registration standards program and, if necessary, the Rebuttable
Presumption Against Registration (RPAR), now Special Review, program.
The concept is that the risks and benefits of conditionally and pre-
viously registered pesticides will be assessed at the time a registration
standard is developed. In explaining the test to be employed in deter-
mining whether an application for conditional registration complied with
the requirement of § 3(c)(7)(A) that the new product or use "would not
significantly increase the risk of unreasonable adverse effects on the
environment," the Agency indicated that the focus would be on any incre-
ased exposure that might result from conditional registration of the
pesticide (Id. at 57626-27). It was further stated that "[ilncremental
risk becomes significant only when conditional registration would involve
either exposure to non-target populations not previously exposed, or
increased exposure to the populations that are at risk from current pesti-
cide usage." Because the market for a particular pesticide is considered
essentially finite, the Agency made it clear that granting additional
registrations for identical products would not increase the usage of
such pesticides or increase exposure risks (Id. 57627).

7/ Statement of William L. Jordan, counsel for Respondent at the
second prehearing conference, held March 23, 1987.
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By letter, dated January 27, 1987, the Director of the Registration
Division, EdWin F. Tinsworth, informed Rohm and Haas that:

"We have completed a preliminary review of the
additional physical chemistry information (vapor
pressure and melting point) submitted in support of

~ the subject product

On December 30, 1986 your company submitted a
number of studies in response to the registration
standard for dicofol issued December .30, 1983. We
have determined that some of these studies need to
be reviewed prior to our decision regarding the
registerability of the subject product. We believe
a review of these data is prudent because they pro-
vide us with new information which should answer
some of our concerns regarding the impact of d1cofo1
on the env1ronment

In add1t1on, EPA has previously consulted with
the Department of Interior's Office of Endangered
Species (OES) concerning dicofol. Since EPA has
received new data, we believe it is appropriate to
reinitiate consultation in this matter.

. We anticipate our review will take approxi-
mately 5 months to complete. The OES consultation
as you are aware could take up to six months after
we have initiated the consultation."
The position stated in the referenced letter was reaffirmed by the
Director of Office of Pesticide Programs on February 6, 1987, and by the
Assistant Administrator for Pesticides and Toxic Substances. on Febru-

any 13, 1987.§/ Makhteshim's dicofol product, Mitigan Dicofol Techni-

cal, continues to be registered and it is undisputed that there are no -

8/ In a letter, dated February 19, 1987, to Mr. Blaine H. Holcomb,
an operator of an orchard and nurseries in Mission, Texas, responding to
concerns over the availability of Kelthane miticide for the current
season, the Assistant Administrator for Pesticides and Toxic Substances,
John A Moore, stated that "* * the Agency has obtained new information
indicating that dicofol itself causes eggshe]] thinning, and thus may
pose unreasonable risks to the environment." Mr. Holcomb was informed
that until the Agency completes its review of pertinent data, there would
be no new r‘nn1c+r-a+1nnc of anyv oroducts rnni-:nn-nng dicofal ag tha active
ingredient, regard]ess of the 1eve1 of DDT and related contaminants con-
tained therein. The 1letter pointed out, however, that one product
containing dicofol (Lanco Dicofol 4 RC) remains registered for post -bToom
(March 15 - May 1) control of the citrus rust mite.
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significant differences between Makhteshim's product and Kelthane Tech-
nica1.2/i Petitioner says that it has been informed by Makhteshim that
Makhteshim will take steps to éupp1y all domestic'dicof01 needs if Kel-
thane is not registered. '

Respondent concedes that Petitibner's Technical dicofoT appears to
pose the same qualitative risk as Makhteshim's product (Opposition at 15).
Based on information from Rohm & Haas, it asserts,‘however, that Makhtes-
him, and registrants formulating end-use products from its product, Miti-
gan Technical, would, at best, be able to supply 1éss.than half of the U.S.
demand for dicofol. Alluding fo Rohm and Haas' alleged claim that it
. Wwill be able to satisfy any deménd for dicofol not fi]]ed by Makhteshim,
Respondent states that it is attempting to determine whether the ex-
pansion in the use of dicofol that would 1ikely result from granting
Petitioner's application would constitute a significant increase in the
risk of unreasonable adverse effects on the environment.

As indicated (note 4, supra), Respondent had concerns over the
environmental effects of dicofol independent of its DDTr content prior
to conclusion of the Special Review. Since that time Respondent has
received information based on studies involving screech owls and ring
doves, which purport to show that dicofol having a DDTr concentration

of less than 0.1 percent caused the laying of fewer and thinner eggs.lg/ ‘

9/ EPA has acknowledged that Kelthane s substantia11y similar to
the currently registered product, Mitigan Technical and its use or uses,
within the meaning of § 3(c){7)(A) (Affidavit of Edwin F. Tinsworth at
3)'

10/ Although EPA had preliminary information on the results of these
studies prior to the conclusion of the Special Review, the screech owl
study has apparently yet to be completed in final form (Affidavit of
Larry W. Turner, a biologist in the Office of Pesticide Programs, Attach-
ment 1 to Opposition). .



12

Another study, based on- 28 days of exposure to dicofo] by‘b]Uggi]] sun-
fish, reported dicofol concentrations 10,000 times higher than the am-
bient water concentration and, that an equilibrium concentration had
not been reached. Still another study‘invo1v1ng rats led to the conclu-
sion that dicofol and its technical formulation are powerful inducers
of hepatic mixed function oxidases and, because other studies had associ-
ated reproduction alterations in birds exposed to DDT, PCBs, or dieldrin
with decreased estrogen levels resulting from induction of monooxygenases,
it was suggested that the effects oftinduction may bevas important as egg-
shell thinning in the population declines of some raptor species.ll/
These studies assertedly increased EPA's concerns as to the risks of
dicofol. |

Respondent says that if is‘feviewing on an expedited basis the four
mentioned studies and a number of other studies submitted by Rohm & Haas
in December 1986 in response to the registration standard. Thesé studies
involve, inter alia, the fate of dicofol in the environment and the po-
tential for dicofol to harm non-target wildlife. The review involves over
40 studies and is scheduled for‘comp1etion on May 27, 1987. Respondent
notes, hdwever, that additional time will be needed to review a final
report on one of the studies, apparent]yr1nvo1ving'ring doves (note 10,'

supra), from the University of California at Davis, which is not presently '

11/ Rohm & Haas says that the bio-concentration or accumulation
study merely confirms information known to the Agency from previous
studies and that the results of the University of California at Davis
study discussing hepatic microsomal metabolism have been known for at
least two decades (Petitioner's. Opposition To Respondent's Motion To -
Dismiss and Reply To Respondent's Opposition To Motion For Expedited
Hearing and Accelerated Decision, dated March 18, 1987, hereinafter
Petitioner's Reply, at 36, 37). In fact, Rohm. & Haas asserts that it
submitted data concerning hepatic microsomal metabolism to the Agency
in 1984,
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avai]ab1é. On March 3, 1987, EPA reinitiated consultation with OES,
which under its regulations, has 90 days in which to respond.

Respondent estimates that it may be in a position to determine
whether to approve or deny Rohm & Haas' application by the fall of 1987
(Tinsworth Affidavit). It cautions, however, that fhe data may be incon-
clusive as to the regiétrabi]ity of Kelthane and that additional data
may be necessary. Respondent also points out that its data reviews and

the OES response may indicate the need for labeling changes.

ARGUMENTS OF THE PARTIES

Rohm & -Haas contends that it has complied with all of the require-
ments for conditional registration of Kelthane Technical, that the Agency
has unlawfully denied its application and that this denial, while at the
same time allowing the continued registration of Mitigan Technical,
perpetﬁates the very double standard the conditional registration process

was designed to prevent.
Section 3(c)(7)(A) of the Act (7 U.S.C. § 136a) provides:

“(7) Registration under special circumstances--
Notwithstanding the provisions of subsection {(c)(5)
of this section--

(A) The Administrator may conditionally register
or amend the registration of a pesticide if the
Administrator determines that (i) the pesticide and
proposed use are identical or substantially similar to
any currently registered pesticide and use thereof, or
differ only in ways that would not significantly
increase the risk of unreasonable adverse effects on
the environment, and (ii) approving the registration
or amendment in the manner proposed by the applicant
would not significantly increase the risk of any"
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"unreasonable adverse effect on the environment. An
applicant seeking conditional registration or amended
registration under this subparagraph shall submit such

~data as would be required to obtain registration of a
similar pesticide under subsection (c¢)(5) of this
section: Provided, That, if the applicant is unable to
submit an item of data because it has not yet been
generated, the Administrator may register or amend
the registration of the pesticide under such condi-
tions. as will require the submission of. such data not
later than the time such data are required to be
submitted with respect to similar pesticides already
registered under this Act."

Implementing regulations (40 CFR § 162.167(a)) set forth four re-
quirements for the approval of conditional registratioh.lgf It is
undisputed‘that Petitioner's app]ication complies with three of these
requirements and the only requirement at issue here is § 162.167(a)(3),
i.e., "[t]he use of the product will not cause a significant increase in

the risk of unreasonable adverse effects on the environment."

12/ Section 162.167(a) provides:

(a) Criteria for approval of conditional registration.
The Agency will approve a request for conditional registration
under FIFRA Sec. 3{(c){(7)(A) or (B) if it determines that, when
considered with any restrictions or conditions imposed:

- (1} The product is not misbranded, as defined in FIFRA
Sec. 2(q), and its labeling complies with § 162.10; and

(2) The test data and other materials required to be
submitted comply with the requirements of the Act, § 162 163, §
162.165, and Agency procedures;

(3) The use of the product will not cause a significant
increase in the risk of unreasonable adverse effects on the
environment; and :

(4) Any tolerance, food additive regulation, exemption or
other clearance required by the Federal Food, Drug, and Cosmetic

Act (including clearance for pesticide uses wh1ch are also drug
uses) has heen obtained,
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Rohm & Haas asserts that EPA has already conc]udgd in the Special
Review that Kelthane will not cause a significant increase in the risk of
unreasonable adverse effects on the environment (Motion at 28). Moreover;
it argues that EPA has no sound basis for concluding. otherwise. Citing

National Coalition Against The Misuse Of Pesticides v. Thomas, F.2d

(D.C. Cir. 1987), Petitioner says that EPA may not alter the
requirements for'continued registration of products containihg dicofol,
reached after a lengthy special review, without a reasonable factual
basis fdr doing so. Rohm & Haas asserts that it is unaware of any facts
upon which EPA could base a determination that the 1986 registration
standard for dicofol is no longer valid and that, in any event, EPA
would have to wmodify the decision in accordance with special review
procedures.

Rohm & Haas points out that EPA performs an incremental risk assess-
ment to determine whether the use of a pesticide will cause an unreason-
éb]e risk of adverse effects on the environment and that no incremental
risk éséessment is performed where a product is identical to a currently
registeredkproduct {note 6, supra). This is becausé‘the market for pesti-
cides is considered to be finite and granting additional registrations
for identfca] products would not increase pesticide usage or exposure
thereto. Although Kelthane Technical is not identical to Mitigan Techni-

cal, it is undisputed that the differences are minor.13/

13/ Dr. Robert H. larkin, Manager of ‘the Agricultural Chemicals
Registration and Regulatory Affairs Department for Rohm & Haas, states
the dicofol products of his company and those of Makhteshim are sub-
stantially similar and have essentially the same labels and uses (Exh 2
at 11). See also Hummel memorandum, ante at 8. The preamble to the
final regulation on Conditional Registration (48 FR 34000-007, July 26,

1983), provides that the Agency would not require additional data to
approve the registrations of substantially similar products (Id. at
AANNIDN
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Supporting its motion to dismiss, Respondent points out'that a denial
fs a statutory prerequisite to a hearing (§ 3(c)(6)) and argues that,
because there Has been no denfaT, there éan be no hearing. It contends
that a refusal to'register pending a review of data does not constitute a
denial and that Congress clearly did not mean to provide a right to a
hearing to eveﬁy applicant who receives notice that the Agénqy will not
act on an application within the applicant's time frame. Respondent says
that the conditional registration regulation reflects the distinction
between review and denial, pointing out that 40 CFR § 162.167(e)14/ pro-
vides‘for denial in two instances: where the application for conditional
registration fails to méet any of the requirements of § 162.167(a) or, if
there are insqfficient data to make the required determination. It argues
that both grounds }equire a determination which cannot be made until neces-
sary data reviews are complete.

Respondent says that it is concerned approval of Petitioner's appli-
cation would result in the use of between two to five times as much dicofol

as would take place, if the product were not registered.li/ It asserts

14/ Section 162.167(e) provides:

(e) Denial of conditional registration. The Agency
will deny conditional registration if the application for
conditional registration fails to meet any of the require-
ments of § 162.167(a) or if there are insufficient data to
make the required determination. Denial of conditional
registration will be in accordance with the provisions set
forth in § 162.7(f)(1) through (4).

15/ Responding to a comment which had objected to the suggestion
that EPA might require the submission of marketing analyses or projec-.
tions for a product for the purpose of assessing increased exposure from
its registration, EPA stated "While fully recognizing that marketing
projections are speculative and subject to possible error, the Agency
believes that it {¢ sound policy to reguire such information when no
better data are available to evaluate the increase in exposure which is
often an important part of the assessment of incremental risk." (48 FR

34002). :
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that such an expansion of use of dicofol would significantly increase the
risks of unreasonable adverse effects, if dicofol, itself, is likely to
cause adverse effects on the environment. In view of the studies alluded
to, ante at 10, 11, indicating adverse effects from dicofol exposure, Re-
spondent says that conéern for protecting the environment requires an
attempt to evaluate whether environmental Tlevels of dicofol will be
sufficiently high to cause any of the adverse effects indicated by the
new studies. Respondent argues that such an.eva1uation is consistent
with the statute and regulations.’

Respondent disputes Petitioner's contention that EPA's finding of
substantfa] similarity between Kelthane Technical and the currently regis-
tered product, Mitigan Technical, constitutes, in effect, a finding that
registration of Kelthane will not cause a significant increase in the
risk of unreasonable adverse effects on the envfronment (Opposition at
© 22).. It points out that the statute (§ (3)(c)(7)(A)) requires the Agency
to make two separate determinations, bofh of which fequire a finding
that approval of the application would not lead to a significant increase
in the risk of‘ adverse effects on the environment and that only the
first of these, § (3)(c)(7)(A)(i), involves a comparison of the appli-
cant's product. with currently registered products. Respondent asserts
that § 3 (c)(7)(A)(ii) requires the Agency to go beyond a comparisoﬁ of |
product composition and compels the consideration of other wéys in which
registration of Kelthane Technical might increase the risk of unreason-
able adverse effects on the environment. I£~argues that clearly one way

- in which a decision to register Kelthane Technical might increase this
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risk is by expanding the amounf ofvdicofo1 being used, therefore, being
placed into the environment. According to Respondent, it'is' entirely
consistent.with the statute for EPA to consider dicofol usage in assess-
ing its risks prior to acting on Petitioner's application. As indicated,
ante at 11, Respondent dieputes Makhteshim's capacity to supp1y all
domestic dicofol needs. | |

Acknowledging that the purpese of conditional registration is to
eliminate the double standard between the treatment of new applications
and current registrations of substantially similar products, Respondent
points out that the plain Tanguage of § 3(c)(7) requires the Agency to base
the decision as to whether to conditionally register a pestfcide on the
risks of unreasonable adverse.effects on the‘environment and thet this
purpose must take precedence over the anticompetitive effects of which
Rohm & Haés complains. Respondent also acknow]edges that generally
CEPA's policy is to regard additional conditional registrations as leading
only to a redistribution of an existing market rather than an increase
in use, but contends that the assumption there will be no increase in
exposure appears inappropriate and that accordingly, the policy described
in the preamble (note 6, supra) need not be followed.

Emphasizing that it is well established that an Agency may change its
position, if warranted by new information, Respondent refers to the asser-
tedly new information as to the risks of dicofol obtained since the con-
clusion of the Special Review, and rejects, as patent1y incorrect,
Petitioner's contention the Agency 1§ required to conditionally register

products complying with the notice of May 29, 1986 (Opposition at 24).
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Respondent reiterates the assertion that it is appropriately reviewing
Petitioner's application to determine whether it meets the criteria for:
conditional registration, argues that such a review does not constitute
a -denial of registration and that, until EPA determines either that Rohm
‘& Haas has not satisfied the criteria for registration or, that the
Agency needs additional data to decide that question, Rohm & Haas has no
grounds for an adjudicatory hearing under FIFRA. Relying on the Tinsworth
affidavit, Respondent claims that a decision Petitioner was entitled to
a hearing based on the letter, dated January 27, 1987, could severé]y
disrupt the pesticide registration program by diverting limited resources
to conducting hearings réthér than consideration of applications and
other regulatory actions (Opposition at 25).

Respondent contends thét the Tinsworth letter is nothing but a status
report and not a denial of registration, because if was not proceeded by
a notification of intent to deny, it was not published in the Federal
Register, and Tlacks information_fequired by regulation to apﬁear in a
notice of denial.16/ According to Respondent, it is obvipus that the

January 27, 1987, was not intended as a denial.17/

16/ Such information includes the product name, name and percentage
by weight of each active ingredient, proposed patterns of use and proposed
c1ass1f1cat1on (40 CFR § 162.7(f)(3)).

17/ Opposition at 27. Respondent states that Petitioner has not
alleged and the record would not support a finding that EPA was unreason-
ably withholding a notice of denial after a determination that the appli-
cation will not be approved. Moreover, Respondent says that even if such
a situation existed, it is questionable whether Rohm & Haas could compel
a hearing under FIFRA.
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Even if a denial is found and Rohm & Haas' request for a hearing
granted, Requndent says that at least the following facts are in dispute
and that the schedule sought by Petitioner'(a decision by March 30, 1987)
cannot be met:

1) Makhteshim‘and its formulators will be unable to supply
enough dicofol to meet substantially all of the U.S. demand for the
pesticide;

2)  New information has been received by EPA since the May
1986 Notice of Intent to Cancel raiéing serious concerns -about
possible adverse effects on the environment from dicofol, itself;

3) New information regarding the possible adverse effects of
dicofol on the environment raise legitimate concerns about a poten-
tially significant increase in the risk of unreasonable adverse
effects on the environment that might result from approval of Rohm
& Haas' applications; and

4) New information on the possible adverse effects of dicofol
on the environment warrants reinitiation of consu]tatidn with OES
concerning the impact of expanded dicofol ‘use on threatened and

endangered species.”

Responding to these arguments, Petitioner points out that Respon-
7 dent's refusal to grant Vconditional registration for Kelthane for at
Teast six months haS the effect of keeping these miticides off the market
in 1987 for the first time in more than 3Q years and jeopardizes their

Tong-term viébi]ity as pesticides for controlling early season mites on
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citrus in Florida and Texas and cotton in California (Petitioner's Reply
at 2). It also points out that under the decision of May 29, 1986,
Petitioner's products with more than 0.1 percent DDTr content may not be
sold or used after December 31, 1988 (Id. at 10, 11). Petitioner asserts
that the grounds cited by EFA for not granting the registration, i.e.,
the.need to review data and consider the environmental risks of dicofol
per se are not relevant to the conditional registration process and
that these facts compel the conclusion that its registrations have been
effectively denied.

Petitioner contends that the Agency cénnot hide behind its own pro-
cedural failures to deny a hearing when refusing conditional registration
under § 3(c)(6). It %urther argués that the only issﬁes in tHis proceed-
ing, that is whefher the Agency can refuse conditional registration while
it evaluates additional risk concerns'about dicbfo]iper se or assesses
the environmental risks with and wfthout Kelthane miticides on the market,
are entirely legal questions. Petitioner emphasizeé the Agency's conclu-
sion at the termination of the Special Review that dicofol containing no
more than 2.5 percent DDTr can meet the statutory standard for conditional
registration and Respondent's concession (Tinsworth Affidavit) that Peti-
tioner's products present no significantly differeht qualitative risk com--
pared to currently registered products. Petitioner aTso-notes that EPA's "
risk assessment procedufes provide that the Agency is prepared to approve
app]icatidns for identical and substantially similar products for new and
amended registrations without individual risk assessments provided that-
other requirements for conditional registration are met (47 FR 57627).

Rohm & Haas argues that the Agency cannot arbitrarily depart from its
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established procedures in order to determine if Ke]fhane miticides will
incréase oVera]] usage of dicofol. Moreover, it contends that such a
departure would defeat the purpose of conditional registration and rein-
troduce the double standard which the enactment of § 3(c)(7) was designed

to prevent (Reply at 8).

DISCUSSION

Measured against the standards EPA has enunciated it will follow in
considering and acting upon conditional registrations, there can be no
escape from the conclusion that the Rohm & Haas application has been
effectively denied. First, the Agency concedes that Petitioner's pro-
ducts present no signfficént]y different qua]itativé risk compared to
currently registered products (Tinsworth Affidavit). As indicated, note
6, supra, the Agency's.policy is that grantfng additioné] registrations
for pesticides identical or substantially similar to those currently
registered will not increase overall usage of such pesticides, because
the market for a particular pesticide is considered essentially finite.
Moreover, the Agency has flatly stated (note 13, éupra) that ft will not
require additional data in order to approve registrations of substantially
similar products. Second, Mr. Tinsworth's letter to Rohm & Haas, dated
January 27, 1987, indicates that the Agency will need a minimum of six
months to decide whether to approve Petitioner's registration. His
affidavit, however, pushes that schedule even further into the future,
stating that the Agency may possib]y»be in a position to decide the regis-

trability of Kelthane by the fall of 1987, but cautioning that the reviews
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may be inconclusive and that additional data may be necessary. These
facts, plus the Assistant Administrator's letter to Mr. Holcomb (note 8,
supra), stating flatly that there will be no new registrations of products
'containing dicofol as an active ingredient until the Agency completes its
review of pertinent data, compel the conclusion that Pétitioner's appli-
cation for the registration of Kelthane has been effectively denied.18/
It follows that Respondent's motion to dismiss_this proceeding lacks merit
and must be denied.

Having concluded that Petitioner's application has been denied, it
should go without saying that the Agency may not rely on its failure to
follow procedural steps required for a denial by § 3(c)(6) of the Act and
regulation (40 CFR 162.7(f)), e.g., notification of denial and publication
in the Federal Register, in order to deny Rohm & Haas a hearing. Any
other conclusion would render the remedy envisaged by § 3(c)(6) of the
Act 111usory.l§/

It is undisputed that Kelthane Technical complies with all of the
requirements for conditional registration enunciated by the Agency at
the conclusion of the Special Réview in Méy of 1986 and with three of the
four requirements for approval of requests for conditional registration
set forth in 40 CFR § 162.167(a) (note 12, supra). It is also undisputed

that Kelthane is substantially similar to registered dicofol products and '

18/ The regulation (40 CFR § 162.167(e)), note 14, supra), mandates
a denial if there are insufficient data to make the required determina-
tion and under the Agency's view that it may need additional data to
decide Petitioner's application, a denial is seemingly required, which,
of course, would also entitle Rohm & Haas to a hearing.

19/ This is not to say that every case of delay in the determination
of an application for registration will be equated with a denial, en-
titling the applicant to a hearing. Respondent concedes that this is an
unusual situation (Transcript of Second Prehearing Conference, Tr. at
42) and the untoward effects on the registration program, which concerns
Respondent (ante at 19), are unlikely to occur.
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poses no significantly different qualitative risks. The only requirement
at issue is that of § 162.167(a)(3) for a determination "[t]he use of the
prbduct will not cause a significant increase in the risk of unreasonable
adverse effects on the environment."20/  Rohm & Haas cohtends that the
undisputed facts referred to above plus the Agency pronouncements (notes
6 and 13, subra) as to how it would treat applications for substantially
similar products proposing no new uses, mean that as a matter of law the
Agency has made the required determination and that it is entitled to
have its registration approved. Petitioner says that the need to study
data and consider the environmental risks of dicofol per se are irrele-
vant to the conditional registratidn process as defined by the Agency.
Otherwise stated, the goal of the conditional registration program, that
substantially similar products be treated equally, requires that the Rohm -
& Haas registration be approved and that environmental concerﬁs be ad-
dressed through registration standards, data call-ins, special reviews or
other procedures, 'which, if warranted, effect current registrants as

well.21/

20/ Respondent's argument (ante at 16) that the Act requires the
Agency to make two separate determinations that approval of the appli-
cation would not cause a significant increase in the risk of adverse
effects on the environment, only one of which involves a comparison of
the applicant's product with currently registered products, appears
correct from the language of § 3(c)(7)(A), but has not been carried
over to the regulation, 40 CFR § 162.167(a). See 47 FR 57626-27,
December 27, 1982. : -

21/ The goal of the conditional registration program was equal
treatment for 1ike products. See Senate Report No. 334, 95th Congress,
1st Session (1977) at 108 "There has been general agreement among all
interested groups, including the Administrator's Pesticide Policy Advisory
Committee, that the double standard should be eliminated, and that 1like
products should be treated in a 1ike manner until reregistration subjects
all products containing the same active ingredients to new requirements.”
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Respondent, on the other hand, contends that the incrementa]rrisk
assessmeht it says it is conducting as to whether approval of Rohm &
Haas' application would expand the use of dicofol is mandated by the
Act.22/ 1t relies on a statemenf in Senate Report Nb. 334 (note 21,
supra) at 10, referring to conditional registrations of "me-too" prd—
ducts and new. uses of established pesticides and providing: "In eaéh
of these cases, the conditional registration>wou1d be granted only éfter
a determination by the Administrator that the registration would not have
vunreasonab]y adverse effects on the environment and that there would be
no major increase in the total amount of the material used." Respondent
also quotes House Report'No. 633, 95th Congress, 1lst Session (1977) and
an identical statement in fhe cited Senate Report at 20: "In most cases,
conditional registrétion of products identical to those already on the
market could be expected to have no significant environmental effect,
but would simply a]fer the marketing structure with respect to the parti-
cular product." |

ﬁespondent alludes to the general ru]e.that an égency.may depart from
an established policy provided it has a reasoned basis for doing so and
asserts that here it has articulated compelling reasons for conducting
an incremental risk assessment, even though its general policy is not to
do so (Respondent's Reply at 6, 7). Respondent acknowledges, hbwever,
that Kelthane poses no significantly dffferent qualitative risk than cur;
rently registered dicofol pesticidés. The Agency has also acknowledged,

in'effect, that it does not at present have'a valid basis for initiating

22/ Respondent's Reply To Petitioner's Opposition To Respondent's
Motion To Dismiss, dated March 23, 1987, at 4-6.
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a new special review on dicofol in accordance with FIFRA § 3(c)(8)
(Tr. 5, 6). The incremental risk assessment the Agency claims to be
conducting appears then to be largely, if not solely, concerned witﬁ
the alleged expansion in the use of dicofol that will résu]t from grént-
ing of Petitioner's registration (Tr. 6, 7). This, of course, is pre-
cisely what the Agency has repeatedly said if will not do.23/

Rohm & Haas cites testimony of Agency officia1'before Congress to
refute what it regards as an isolated quote ffom the legislative history/
of § 3(c)(7)(A) upon 'which Respondent' relies (ante at 25).3&/ The
mentioned quote from the Senate Répoft is ‘seemingly at odds wfth the
purpose of conditional registration and, if applied in every instance,
would effectively negaté the program. Moreover, as already demonsfrated,
the quote is flatly contrary to Agency pronouncements on conditiohaT
registration. It js therefore concluded that the quoted statement from
the Senate Report does not support the Agency's action here, that is,

conducting an incremental risk assessment, the primary purpose of which

23/ In addition to the statements in the preamble to the regula-
tions cited previously (notes 6 and 13, supra), see 47 FR 57626 "Until
these risks [known and unknown] can be identified and addressed systemati-
cally through the registration standards process, and if necessary, the -
RPAR [now special review] procedure (see 40 CFR 162.11) little or no
environmental protection is achieved by discriminating between products
registered prior to 1975 and other prospective  pesticide products.”

24/ Petitioner's Reply at 33; Tr. 44, 45. Assistant Administrator
Jellinek is quoted as stating "[W]e have stipulated, in essence, that we
are not going to review data. We are going to assume that decisions made
on existing pesticides were made correctly even though there are data
gaps and even though we have not reviewed some of that data recently.”
Extension of Federal Insecticide, Fungicide and Rodenticide Act: Hearings
on H.R. 7018 Before the Subcomm. on Department of Investigations, Over-
sight, and Research of the House Comm. on Agriculture, 96th Cong., 2d
Sess. 95 (1980).
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appears to be a determination of whether approving Petitioner's applica-
tion would expand the use of dicofol, and reinitiating consu]tation with
the OES, prior to acting upon Petitioner's app1ication.g§/ It should
be emphasized that the Agency's apparent view that refusing Petitioner's
application will 1imit the use of dicofol is tenuous indeed.26/

While the conditional registration program is discretionary, the
Agency may not refuse or‘deny applications for conditional registration
complying with 40 CFR § 162.167(a). As we have seen, the only one of

the four requirements of § 162.167(a) in controversy is (a)(3), that is:

25/ 1 am aware that the Joint Explanatory Statement Of The Com-
mittee Of Conference on the Federal Pesticide Act of 1978, Commmittee On
Agriculture, Nutrition and Forestry, U.S. Senate, 95th Congress, 2d
Session (1979), provides at 20: "The conferees have agreed to the inclu-
sion of new sections 3(c)(7)(A), (B) and (C) in FIFRA to authorize the
Administrator to register pesticides conditionally on a case-by-case
basis." The Agency has indicated, however, that only applications under
3(c)(7)(C), conditional registration of pesticides containing new active
ingredients, will be handled on a case-by-case basis (47 FR 57626).

26/ A letter, dated March 23, ‘1987, from counsel for Makhteshim -
Agan {America), Inc. (MAA) to Petitioner's counsel provides in pertinent
part:

As you are aware, the Taw of the United States establishes
considerable restrictions on the sharing of information of the
sort you request among competitors. We are authorized to state,
however, that MAA is well aware of the size and significance of
the United States dicofol market, and that the continued use of -
dicofol in other world markets is dependent, to a Tlarge extent
on the continued vitality of the United States market. At this
time, MAA is planning to allocate all of 1its product capacity
over the coming months to the United States market. In addi-
tion, MAA is exploring ways to increase its dicofol capacity in
the future. For example, MAA 1is giving most serious considera-
tion to marketing in the United States, under MAA's label, tech-
nical material MAA would have obtained from Rohm & Haas, and
expects to proceed to do so upon confirmation that product pro-
duced by Rohm & Haas meets the characteristics set forth in
MAA's Confidential Statement of Formula, and upon completion of
a mutually satisfactory commercial arrangement with Rohm & Haas,

~within the framework of regulatory reguirements.
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"[tIhe use of the product will not cause a significant increase in the
risk of unreasonable adverse effects on the environment." The Agency
has set forth the requirements for continued registration of dicofol
at the conclusion of the Special Review in May of 1986 and if is un-
disputed that Kelthane complies with those requirements. It is also
undisputed that Kelthane is substantially similar to currently regis-
tered dicofo]Iproducts and poses no significantly different quaiitative
risk; The Agency has acknowledged, in effect, that the new information
it isjc0nsidering does not, at present, provide a valid basis for re-
initiating a special review. Under these circumstances, it is concluded’
that the required finding has been made, that the purported factual dis-
putes set forth by Respondent, ante at 20, are not relevant to con-
ditional registrétiongz/ and that Rohm & Haas is entitled as a matter of
Taw to have its application for the registration of Kelthane approvéd.

Section 164.91 of ‘the Rules of Practice (40 CFR § 164.91) provides
in part that "[t]he ALJ in his discretion, may at any time render an
accelerated decision in favor of Respondent as to all or any portion of
the proceeding * *." While no background or history for this provision.
appears to be available, -a reasonable conclusion is that it is designed
only to preé1ude dismissal in Petitioner's favor without a hearing. So
construed, the provision is not a bar to a decision in favor of Peti-
tioner here, where no material facts appear to be in dispute and Peti-

“tioner is entitled to have its registration approved as a matter of law.

27/ Counsel for Rohm & Haas has stated that Rohm & Haas is request-
1ng a hearing, not because it considers that there are any material facts
in d1spute, but because under the Act and regulations, that is its avenue
for relief {Tr. 31j.
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Even if a hearing were considered necessary prior to a decision 1in
Petitioner's favor, the two prehearing conferences might qualify as

'such.28/
ORDER

Respondent's motion to dismiss is denied. Having been determined

to comply with 40 CFR § 162.167(a), Petitioner's application for regis-

tration of Kelthane Technical2%/ should be épproved forthwith.30/

Dated this 2/ 7

day of March 1987.

Spencéf T. Nissen

Administrative Law Judge

28/ Cf. Environmental Defense Fund, Inc. v. Costle, 631 F.2d 922
(D.C. Cir. 198@) (accelerated decision following prehearing conference
and final order of Administrator on extensive documentary record held to
constitute a public hearing within meaning of FIFRA § 16(b), thus confer-
ring jurisdiction on Court of Appeals to review final order).

29/ Mhile Rohm & Haas contends that the application for Kelthane
MF is complete, there appears to be some confusion as to the precise
status of the application (Tr. 3-5). Accordingly, this decision is
limited to Kelthane Technical. It is assumed, of course, that after the
registration of Kelthane Technical is approved, approval of other Kelthane
registrations will follow.

30/ In accordance with 40 CFR § 164.91, this decision has the
effect of an initial decision, which unless appealed in accordance with
§ 164.101 or, unless the Administrator orders review as therein provided,
will become the final order of the Adminisirator in accordance with
§ 164.90(b).




