TEXT OF PROPOSED REGULATION

Current wording is indicated by regular type.
Proposed deletions are indicated by strikeout.
Proposed additions are indicated by underline.

TITLE 3. CALIFORNIA CODE OF REGULATIONS
DIVISION 6. PESTICIDES AND PEST CONTROL OPERATIONS
CHAPTER 2. PESTICIDE
SUBCHAPTER 1. PESTICIDE REGISTRATION
ARTICLE 3. SUPPLEMENTAL DATA REQUIREMENTS

Amend section 6186 to read:

6186. Efficacy.

() Each application for regigtration or amendment to the labeling of a pesticide product that contains
an efficacy daim that the Director determinesis significantly different from efficacy daims on other
currently registered pesticide products shall be accompanied by data supporting each such efficacy
dam on the pedticide product label.

(b) An€fficacy damis consdered to be "significantly different” from a daim on another currently
registered pesticide product(s), if:

(1) The product contains different active ingredients;

(2) Thelabd of the new product or amendment claims control of a new target pest or adifferent life
stage of the target pest; or

(3) Thelabd dam(s) or use direction(s) of the new product or amendment differs substantidly from
other currently registered products in any of the following ways.

(A) Rates of Application (amount of active ingredient per trestment areq);

(B) Method of Application;

(C) Site of Applicetion; or

(D) Clams increased leve of control of the pest.

(c) Notwithstanding subsection (a), the Director may a any time, require the submission of efficacy
datafor any labd claim on a pedticide product registered or proposed for registration.

(d) If data supporting efficacy sueh dams are in the public domain, and copies of the data are
provided, the submission of such datamay satisfy the requirements of this section.

(e) Sueh Efficacy data studies shdl be ebtained conducted under Cdiforniaor smilar environmentd
use conditions and shadl take into consderation differencesin plants, soils, climate conditions, and
gpplication techniques.

NOTE: Authority cited: Sections 11456, and 12781 14004.5-and-14006-7, Food and Agricultura
Code. Reference: Sections 11501, 12561; 12824, 12825, and 12854, Food and Agricultural Code.




ARTICLE 4. CONDITIONAL REGISTRATION
Amend section 6200 to read:

6200. Conditional Registration.

The dDirector may waive specific data requirementsin this subchapter for a period reasonably
aufficient, not to exceed three years, for the generation and submission of such required data provided:

(8 The pesticide product is registered pursuant to the Federa Insecticide, Fungicide, and
Rodenticide Act, the product is to be used under a Federa Experimental Use Permit, or the product is
for usein Cdiforniaonly.

(b) The applicant has provided the dDirector with al data the applicant has available required by the
U.S. EPA and by this subchapter to support registration of the pesticide product.

(c) No conditiond regigration shall be granted unless the dataincludes dl of the following:

(1) Acute ord and derma LDs data on the product.

(2) Acute LCs, data on products which produce respirable aerosols or gases.

(3) Primary eye and skin irritation data on the product.

(4) When human contact is likely with soils or foliage containing residues, foliar and soil resdue data
as specified in Ssections 6181 and 6182, sufficient to establish safe reentry leve or interval.

(5) Andyticd methods to determine resdues of (1) each active ingredient and (2) each toxic
metabolite that may result from the active ingredient for which a tolerance has been established by the
U.S. EPA inthe Code of the Federd Regulations. Test methods shall, as gpplicable, dlow the
dDirector to determine residues in or on plant tissue, soil, and water.

(6) If required pursuant to section 6186, Pprdiminary efficacy dataindicating the product is effective
for the proposed use.

(d) ThedDirector complieswith Ssection 6158.

(e) That each item of datawaived is for a pecific period.

Such penod shdl be no more than necessay for the appllcam using good faith efforts to develop the

3 * S equired data.

(f) The dDirector makes awrltten flndl ng, supported by substantld evidence, that the use of the
pesticide during the periods while data are being devel oped, is not expected to cause any significant
adverse effect on the environment, that a clear need for the use of the product in Cdifornia exists while
the datais are being developed, and that specified benefits of using the pesticide outweigh specified
risks to human hedth and the environmen.

(9 ThedDirector requiresthe use of the best pest control methods and technology available
including, but not limited to, methods of gpplication to protect human hedth and the environment, and
limitations to mitigate adverse effects to nontarget organisms or aress.

(h) Each registrant be required to submit areport to the dDirector annudly (with product renewa
gpplication if such awaiver extends over January 1 of any year) and whenever specificaly requested by
the dDirector, detailing progress made towards development of each item of the waived data.

(i) Wherethe gpplication isfor a pesticide product containing anew active ingredient, the applicant
has provided the dDirector with the following datain addition to the data required by section 6200(c),
(2)-(6) when required by the U.S. EPA to support the full unconditiona registration of the product
pursuant to Ssection 3 of the Federd Insecticide, Fungicide, and Rodenticide Act and when specifically
requested by the dDirector:

(1) Resaultsof atwo-year feeding study on oncogenicity on active ingredientsin &t least one animal
Species.




(2) Reaults of ateratogenicity study and one generation of a two-generation combined made-femae
reproductive study on active ingredients.

(3) Results of three mutagenicity studies on active ingredients that detect gene mutations,
chromosomal aberrations, and DNA damage/repair.

(4) Datato support medicd management of poisoning or injury.

NOTE: Authority cited: Sections 11456 and 12781, Food and Agricultural Code.
Reference: Sections 11501 and 12824-12825, Food and Agricultural Code.

ARTICLE 8. REEVALUATION CRITERIA
Amend section 6222 to read:

6222. Reevaluation Data Requirements.

(&) During areevduation, the dDirector shdl require submisson of dl datarequired for registration of
anew pesticide by the U.S. EPA and by sections 6159, 6170, 6176-6179, 6180(a), 6181-6192, and
6200 which is are relevant to the focus of the reevauation and has have not previoudy been submitted
to the department. If relevant to the reeva uation, the Director may require the submission of efficacy
data not previoudy reguired pursuant to section 6186. The dDirector shdl alow areasonable time for
the development and submission of such data, not to exceed a period of two years. Notwithstanding
the lack of such data, the dDirector shal act expeditioudy to protect againg risks to human hedth and
the environment.

(b) If information is obtained from an individud or organizationindicating possble adverse effect from
the use of a pegticide, the dDirector shal respond in writing to the individua or organization indicating
the reasons for his or her decision ether to reevauate or not reeva uate the pesticide registration based
upon the information submitted.

NOTE: Authority cited: Sections 11456, $1502-12005-12111-12531.-12561-and 12781, 12976;
12981.-14005-and-14006-+ Food and Agricultural Code. Reference: Sections
11401-12121.126501-12671 - 12751-13102 and-14001-14104; 11501, 12824, 12825, 12825.5,
12826, and 12827, Food and Agricultural Code.




