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Subject: Draft Minutes for National pesticide phone call Feb 9, 2016

Date: Wednesday February 10, 2016 2:56:13 PM
Attachments: e e -

opp fmgmg§ FY14-15x1sx

**************************************DRAFT*******************************

Please review and send me your corrections and comments by the end of the week.

Thanks,

Chris

Date: February 10, 2016

Attendance: PNW, PSW, KAN, ARL, SRL, NRL, PEV, CFSAN, CVM

Agenda
1. ORA Update (Moh)
2. CFSAN Update (Sack)
3. Update (Sack)
4. ample Amounts (Lane/Ingram)
5. LCMS Analyte extension (Thompson)
6. Lab classification for OPP

Around the Horn

(b) (5)

ORA Update (Moh)

. (b) (5) -

o He finished reviewing the glyphosate assignment
. (b) (5)

Old Business (Sack)
e Sample Amounts: In the January pesticide phone call we discussed the confusion about the quantity of
pesticide sample investigators are directed to collect in the IOM (IOM Sample Schedule 3: PESTICIDE
SAMPLES).

e Timeframes for actionable samples:
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Document history

1 This document establishes and describes the standard operating procedure

Summary (SOP) for the approval and tracking of Foods and Veterinary Medicine (FVM)
Program analytical method development proposals for implementation in U.S.
Food and Drug Administration (FDA or the Agency) laboratories for regulatory
compliance, enforcement and surveillance purposes. An important
component of this process will include coordinated alignment of the method(s)
to be developed with Center and Program needs and with identified Agency

priorities.
2. . This SOP applies to all method development activities across the FDA FVM
Scope/Policy laboratory science enterprise comprised of the operating units of the FVM

Directorate [the Office of Foods and Veterinary Medicine (OFVM), the Center
for Food Safety and Applied Nutrition (CFSAN), and the Center for Veterinary
Medicine (CVM)], in conjunction with the foods and veterinary medicine
operations of the Office of Regulatory Affairs, ORA. The FVM Science and
Research Steering Committee (SRSC) will provide direct oversight to all
Cross-Center Project Collaborations and all Multi-Laboratory Validation (MLV)
processes deemed necessary through the appropriate Research Coordination
Group (RCG).

Preliminary, short-term or exploratory investigations that focus on the
feasibility of a new method and/or technology and any subsequent Single
Laboratory Validation (SLV) study may be managed wholly by the respective
Center and Office line management structure; however, any and all such
activities are expected to be processed within the Component Automated
Research Tracking System (CARTS).

All relevant presentations and publications associated with method
development research will be electronically attached to the appropriate
CARTS entry.
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FVM Program (CFSAN, CVM, or ORA) line management will ensure that there
is appropriate communication and collaboration between the applicable
technical advisory groups (TAGS) (e.g. Bacteriological Analytical Manual
(BAM) Council, Pesticide Steering Committee, etc.) and that the investigator
reviews CARTS for similar research projects before any studies are proposed
and entered into CARTS. This type of communication is especially critical in
emergency response activities.

The FDA FVM enterprise recognizes it must demonstrate (through defined
validation studies) that all methods used to support regulatory actions meet
agency requirements and are fit for their intended use. However, this SOP is
a forward-looking document; the requirements described here will only apply
to newly developed methods and not existing methods. Whereas most of
FDA FVM analytical methods currently employed for regulatory applications
have not been validated by the new standards described herein and in the
methods validation guidelines (see links to methods validations guidelines in
Section 6), their documented performance over the course of many years of
use provides the necessary evidence to support their reliability. Previously
developed and validated methods met the quality standards defined and
required at the time they were developed and adopted for use and have been
demonstrated through time and application for their intended use. However,
this document defines criteria for methods development and validation as of
the effective date. Moving forward, the continued assessment of current
methods, future method needs (i.e. modifications, extensions, and the
incorporation of advanced technologies) will require the RCGs, associated
TAGsSs, and the respective Methods Validation Subcommittee (MVS) to make
recommendations on validation criteria to be fulfilled and what past methods
may be subjected to reevaluation.

This SOP is intended to provide guidance and instructions to FDA staff and
represents current Agency thinking on this topic. It does not create or confer
any rights for any person and does not operate to bind the FDA or the public
in any way. An alternative approach may be used if such approach satisfies
the requirements of applicable statutes and regulations. It is intended for use
by FDA personnel, but may be made available electronically to the public.

3. o FVM Program Executive Council, FPEC:
Responsibilities e Provides real and visionary strategic direction to the SRSC, and
constituent components of the FDA Foods and Veterinary Medicine
Program (CFSAN, CVM, and ORA)
o Provides approval of the Annual Methods Development Plan (AMDP)
o Acts as an oversight body
¢ Involves the FVM Governance Board in decision-making, as appropriate
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OFVM Science and Research Team
¢ Resides within OFVM
o Responsible for providing strategic direction and leading methods
development activities across CFSAN, CVM and ensuring integration
of Center research and methods development with corresponding
ORA activities
¢ Responsible for assembling and tracking progress of the AMDP

FVM Program Science and Research Steering Committee, SRSC:

¢ Acts as the final decisional body in cases that cannot be resolved at the
RCG level

¢ Reviews overall method development and validation work twice a year
to ensure alignment of activities with FVM Program and Agency goals

¢ Provides summary reporting on method development and validation
activities to the FPEC on an annual basis

e Ensures overarching coordination of methods development and
validation efforts across the FVM Program

Research Coordination Group, RCG (e.g. Microbiology, Chemistry, etc.):
o Ensures AMDRP is aligned with the FVM Strategic Plan and provides
clearance for submission to the SRSC
e Ensures recommendations from the RCG and TAGs are communicated
to respective Centers and office line management

RCG Methods Validation Subcommittees, MVS:

e Has an oversight responsibility for MLV studies. Refer to FVM document
titled, “FDA Office of Foods and Veterinary Medicine Method Validation
Subcommittees Charter”

o Charged with prioritizing method validation needs based on
recommendations made by the appropriate RCG

Respective Center and Office Line Management:

o Ensures that there is appropriate collaboration between the Center(s)
and ORA

o Ensures that the investigator reviews CARTS for similar research
projects and consults with the appropriate TAG, if applicable, before
initiation of any method development activities

o Ensures CARTS project entry, progress reporting, and tracking activities
are completed in a timely manner

Technical Advisory Groups, TAGs:
o Acts collaboratively without Center or Office bias as a technical advisory
body to the RCGs, MVSs, and the SRSC
¢ Collectively represents the subject matter experts (SME), state-of-the-art
knowledge base, including knowledge of any best practice(s), for a
technical area within the FDA
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Investigator(s):
¢ Perform methods development research and method validation studies
to improve analytical capabilities of the program including, as
appropriate, service to stakeholders
¢ Must be cognizant of all quality assurance (QA) and quality control (QC)
criteria that must be met for any method to be considered suitable for
regulatory use
4. The process for identifying and prioritizing the annual listing of method
Procedures

development/validation needs; and, for the review and approval of the AMDP
are described below and illustrated in Attachments 1 through 5. Briefly,
Attachment 1 illustrates the coordinated oversight roles of the FPEC, SRSC,
RCGs, and MVSs in the method development process. Attachments 2
through 5, provide more detailed depictions of the entire method development
enterprise (Attachment 2); the process defined for the individual Center level
(Attachment 3); the MLV study level (Attachment 4), and ORA implementation

phase (Attachment 5).

4.1 General Policy and Program Guidance

Identification and Prioritization of Method Development and Validation

Needs

The SRSC will oversee the assembly and prioritization of an annual list of
method development and validation needs derived from activities
associated with the Annual FVM Program Research Prioritization
Conference; and, on an ad hoc basis. This will include all aspects of the
FVM science and research enterprise. This listing will be periodically
updated and disseminated to all FVM Program-related research centers as
it is recognized that these activities will require substantial cross-center
collaboration for successful development, validation and implementation.
Proposals to address these needs can be submitted at any time through
Center-specific review processes and then into CARTS for consideration

and tracking.

e The RCGs, or appropriate subcommittees, will assemble an AMDP,

based on the yearly prioritization process

¢ Method development/validation work in response to emergent situations
(e.g., melamine, foodborne disease outbreak, natural disasters, etc.)

may take priority over other activities.

Exploratory Investigations

Individual Center/Office personnel may explore new technologies or
develop new methods (up to and including an SLV study) under their
independent discretionary investigations and research process, however:

This document is uncontrolled when printed: 09/30/2014
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It is line management’s responsibility to ensure that the proposed
project has programmatic value

Line management will ensure appropriate collaboration between the
Center(s) and ORA in identifying a recognized methods gap, and
defining the proposed method’s “fit-for-purpose” criteria, including
relevant quality standards

Line management will ensure that the investigator performs a thorough
search of active and archived projects in CARTS to prevent duplicative
efforts and to identify potential opportunities for collaboration

It is recommended that line management and the investigator consult
with all appropriate RCG(s) and/or TAG(s) prior to the initiation of any
new methods project

It is recommended that line management and the investigator, in
coordination with the appropriate RCG and/or TAG chair, establish a
timely process for review, comment and concurrence of submitted
project proposals

All research projects will be submitted and approved through CARTS
Outcomes of exploratory investigations must be reported in CARTS

Cross Center Collaborations or MLV Initiatives

All regulatory MLV activities intended to address specific needs
identified by the SRSC must be jointly developed by appropriate
collaborators

Methods that are deemed suitable for regulatory application and that
have been successfully evaluated at the single laboratory validation
level will be considered for a MLV study in accordance with current
FVM Program validation protocols

All MLV studies will be coordinated with and overseen by the
respective MVS

Line management and the investigator, in coordination with the
appropriate RCG and/or MVS chair, should establish a timely process
for review, comment and concurrence of submitted MLV proposals and
the associated action plans

All approved MLV activities MUST be entered, into CARTS and
tracked

The SRSC will be the final decisional body in cases that cannot be
resolved at the MVS or RCG level; disputes will be handled as per the
conflict resolution clause in the SRSC Charter

Implementation of Validated Methods

Methods that have successfully completed the MLV stage are
acceptable for official analyses

Upon successful completion and approval of an MLV, the method will
be communicated in the appropriate on-line guidance manual and
compliance program guidance

This document is uncontrolled when printed: 09/30/2014
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¢ ORA will manage the integration of newly approved methods into the
field laboratories, and be responsible for developing and implementing
guality assurance and training plans; implementation may include, but
not be limited to, the following items:

Plan for purchasing instruments (if necessary)

Training plans

Assure QA & QC criteria are addressed and satisfied

Proficiency testing plan

Assessment and reporting of method performance/program

impacts

arwdOE

Reporting & Oversight

e The Chairs of the Chemistry, Microbiology, Toxicology and
Nanotechnology RCGs will make presentations to the SRSC on a
semi-annual basis, at a minimum. These presentations will include
MVS reviews and evaluations of overall method development and
validation progress to ensure alignment with FVM strategic program
goals and priorities

e Progress reports will be submitted through CARTS on a semi-annual
basis

e Respective Center scientific leadership will review and evaluate
method development and validation progress and outcomes on an
annual basis. Actions may include redirection or termination of studies
that are not making sufficient progress or have been identified as no
longer consistent with current strategic priorities or needs of the FVM
Program

e SRSC will report updates on method development and validation to the
FPEC on an annual basis.

4.2 ldentifying and Prioritizing Method Development and Method
Validation Needs

Center components of the FVM Directorate and ORA are responsible for
identifying and documenting a prioritized listing of strategic method
development and validation needs for their respective programs annually. It
will be left to the discretion of each individual component as to the process by
which annual methods development and validation priorities are established.

The SRSC will announce yearly submission deadlines and will not be less
than 60 days prior to the Annual FVM Program Research Prioritization
Conference.

Method development and validation needs that are provided by Center
components of the FVM Directorate and ORA will be consolidated, reviewed,
and discussed by scientific and programmatic leaders invited to the Annual
FVM Research Prioritization Conference with the goal of providing an overall
strategic plan for the upcoming fiscal year.
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Investigators, with line management approval, are encouraged to develop and
submit cross-cutting proposals in support of the methods development needs
identified during the Annual FVM Research Prioritization Conference.

Emergent or unplanned program needs can be identified and communicated
to the SRSC at any time throughout the year.

4.3 Development, Review, and Approval of the Annual Methods
Development Plans

RCGs will develop a prioritized list of method development needs following the
Annual FVM Program Research Prioritization Conference. The RCGs will
work with the SRSC to ensure that the methods development needs are
aligned with FVM and Agency strategic goals and objectives. This activity will
be part of the yearly plan formally presented to the FPEC for review and
approval. Following FPEC approval, the SRSC communicates the plans to
the FVM regulatory science enterprise. As needed, these plans may be
updated by the RCGs with review and approval by the SRSC.

4.4 Development, Review, and Approval of the Annual Methods
Validation Plans

MVSs for each RCG will develop a prioritized list of method validation needs
in consultation with the appropriate RCG following the Annual FVM Program
Research Prioritization Conference. The RCGs will work with the SRSC to
ensure that the validation needs are aligned with FVM and Agency strategic
goals and objectives. This activity will be part of the yearly plan formally
presented to the FPEC for review and approval. Following FPEC approval,
the SRSC communicates the plans to the FVM regulatory science enterprise.
As needed, these plans may be updated by the MVS with review and approval
by the respective RCG and the SRSC.

4.5 Implementation of Multi-laboratory Validated Methods

Successful completion of collaborative multi-laboratory validated methods
shall provide a full and sufficient basis for implementation of the method in
compliance programs and in ORA laboratories for regulatory applications.
ORA shall facilitate appropriate Quality Management System (QMS) and line
management approvals, coordinate Compliance Program Guidance revisions
as necessary, and then implement and benchmark new methods in regulatory
applications. ORA shall communicate method implementation results to FVM
Program stakeholders — internal and external, as appropriate.

S. Annual Methods Development Plans
Records

Annual Methods Validation Plans
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CARTS entries (proposals, status and final reports, etc.) related to individual
methods development and validation activities
Original Data & Method Validation Files and Approvals
Reports of Implementation of New Methods
6. _ Office of Foods and Veterinary Medicine Method Validation Guidelines for
Supporting Microbial Pathogens
documents
Office of Foods and Veterinary Medicine Guidelines for the Validation of
Chemical Methods
Office of Foods and Veterinary Medicine Microbiology Research Coordination
Group Charter
Office of Foods and Veterinary Medicine Chemistry Research Coordination
Group Charter
Office of Foods and Veterinary Medicine Method Validation Subcommittees
Charter
Membership of Foods and Veterinary Medicine Research Coordination
Groups and Technical Advisory Groups
Foods and Veterinary Medicine (FVM) Science and Research Steering
Committee (SRSC) Charter
ORA Laboratory Manual
7. Attachment 1. Summary Diagram — Part 1: Development and Approval of the
Attachments

Annual Methods Development Plan and Oversight of Foods and Veterinary
Medicine Program Method Development Activities through the Science and
Research Steering Committee, Research Coordination Groups and the Foods
and Veterinary Program Medicine Executive Council

Attachment 2. Summary Diagram — Part 2: Method Development Processes.
Separate Processes for New Method, Technology Exploration, or Single
Laboratory Validation Activities and for Joint Collaborations or
Regulatory/Multi-Laboratory Validation Efforts with Implementation in
Regulatory Laboratories

Attachment 3. Proposal, Review, Approval, and Reporting of Methods
Development and Validation Activities: Single-Center activities
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Attachment 4. Proposal, Review, Approval, Reporting, and Implementation
of Methods Development and Validation Activities: Multi-Laboratory Validation
and Collaborative activities

Attachment 5. Office of Regulatory Affairs Implementation of a New Method
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Attachment 1. Summary Diagram — Part 1: Development and
Approval of the Annual Methods Development Plan and Oversight
of Foods and Veterinary Medicine Program Method Development
Activities through the Science and Research Steering Committee,

Research Coordination Groups and the Foods and Veterinary

Medicine Program Executive Council
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This summary diagram illustrates the development and approval process of the Annual
Methods Development Plan. The diagram also depicts the integrated and coordinated
relationship between the FVM Program Executive Council (FPEC), the Science and
Research Steering Committee (SRSC), the Research Coordination Groups (RCGs) and
their Validation Subcommittees. ldentification of method gaps and the establishing
priorities for their development is a major focus for the SRSC during the annual FVM

Program Research Prioritization Conference and relies on considerable input,

evaluation, and approval from the operational organizations (CFSAN, CVM, ORA), the
RCGs, and the FPEC, respectively, with additional appropriate representation from the
National Center for Toxicological Research, the Office of International Programs, and the

Office of the Chief Scientist.
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This summary diagram highlights the sequential steps for evaluating the need for a new method,
associated planning and research activities, method validation, and the implementation process.
This diagram also illustrates the overarching role of the Component Automated Research
Tracking System (CARTS) throughout the process.
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This diagram shows the development of a new method, technology and/or project,

through to implementation, at the single laboratory validation level. The identification of
methods gaps include many consultative aspects that include, but are not limited to, the
investigator, line management (Center, Office, Division) and technical advisory group(s).
Such method development activities will remain a Center-specific concern through the
Single-Laboratory Validation (SLV) stage.
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This diagram illustrates those procedures and processes for performance evaluation of
methods at the Multi-Laboratory Validation (MLV) level. The decision for any newly-
developed method to proceed to a MLV is the sole responsibility of the Science and
Research Steering Committee (SRSC) and will be made in consultation with the
appropriate Research Coordination Group (RCG) and Method Validation Subcommittee
(MVS), as well as any appropriate TAGs. Disputes will be handled as per the conflict

resolution clause in the SRSC Charter. All MLVs will be managed by the appropriate
MVS.
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The implementation phase of a hewly developed, successfully validated method will be guided
by the principles and practices establish by ORA as published within the ORA laboratory
manual. This includes adherence to Quality Management System (QMS) such as proficiency
testing programs to ensure uniform analytical performance across ORA field laboratories.
Methods will become officially adopted by FVM compliance programs and available in the
appropriate analytical compendia (e.g. Bacteriological Analytical Manual).
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Sheet1

		FY		ProdCode		SplNo		SplDescr		Found		VioCode		Tolerance

		2015 		07G07 		891027 		FRUIT FLAVORED SNACKS 		0.393				10

		2015 		20G04 		904022 		FRESH LEMONS 		3.320				10

		2015 		20K04 		900768 		LEMON JUICE KOSHER SELECT 		0.047				10

		2015 		20N01 		884855 		REGENT APPLES 						25

		2015 		20N01 		884856 		CORTLANT APPLES 						25

		2015 		20N01 		884857 		HARALSON APPLES 		0.012				25

		2015 		20N01 		884859 		HONEYCRISP APPLES 		0.013				25

		2015 		21G07 		891441 		FRESH NECTARINES 		0.028				5

		2015 		21G07 		891468 		FRESH NECTARINES 		0.020				5

		2015 		21G07 		914706 		NECTARINES FROM NEW JERSEY. LABEL WITH WHITE AND BLUE MARKINGS. 		0.016				5

		2015 		21G13 		895113 		FRESH PEACHES 		0.010				20

		2015 		22A01 		896417 		PERISHABLE CANTALOUPE MAG MELONS 		1.000				125

		2015 		24F20 		885963 		GHERKINS IN BRINE 

		2015 		24T13 		800113 		5 POUNDS OF BULK LOOSE COLLARD GREENS 		0.006

		2015 		24T21 		892901 		ITALIAN PARSLEY 		0.011

		2015 		24T99 		912179 		SEAGATE OLIE LEAF EXTRACT 		0.092		N 

		2015 		24U05 		911562 		BROCCOLI STALK 

		2015 		25N01 		875135 		CARROTS, IN A CLEAR PLASTIC BAG WITH BLACK, WHITE, GREEN, PURPLE AND ORANGE PRINT. 		0.050				20

		2015 		25P99 		924950 		1 10 LB CARDBOARD TYPE CASE OF BUTTON MUSHROOMS WITH PRODUCT PICTURES , SEE CONTINUATION. 		0.011

		2015 		70A02 		871645 		CRACKED CORN. 		0.014

		2015 		70A02 		894143 		BULK FLAKE CORN INTENDED FOR THE MANUFACTURING OF ANIMAL FEED 		0.010

		2015 		70A02 		919842 		SHELLED CORN IN BULK 		0.008

		2015 		70A08 		913330 		SWEET BRAN FOR BEEF CATTLE FEED RATION 		0.185

		2015 		70A10 		902952 		COTTON SEED BURRS 		0.022

		2015 		70C01 		902928 		BULK CORN SILAGE INTENDED FOR THE MANUFACTURING OF ANIMAL FEED 		0.219

		2015 		70M01 		871644 		BROEKER MIX CATTLE FEED. 		0.018

		2015 		70Y99 		880459 		BROWN PELLETS OF CATTLE FEED. 		0.009

		2014 		20A13 		868121 		RASPBERRIES, FROZEN 		0.085

		2014 		20G02 		842579 		GRAPEFRUIT PACKED IN WHITE CARDBOARD CASE WITH LIGHT BLUE, DARK (SEE REMARKS) 		0.266				10

		2014 		20G06 		833131 		CLEMENTINES 		0.005				10

		2014 		20S01 		877321 		100% APPLE JUICE 						25

		2014 		20S01 		877341 		KID'S APPLE JUICE COCKTAIL 						25

		2014 		21G07 		842610 		FRESH NECTARINES 		0.007				5

		2014 		21G13 		869733 		PEACHES 		0.013				20

		2014 		22A01 		849419 		PERISHABLE CANTALOUPE MELONS 		2.600				125

		2014 		22A01 		876062 		FRESH WHOLE CANTALOUPES WITH GREEN AND WHITE FONT ON LABEL (STICKER) 		0.010				125

		2014 		24F07 		832100 		GREEN BELL PEPPERS STORED IN CARDBOARD CASE W/ WHITE OUTSIDE & RED & GREEN TEXT 		0.026				10

		2014 		24F20 		779165 		CUCUMBERS 		0.055				10

		2014 		25P03 		865779 		DEHY MUSHROOMS 6 10 MM 

		2014 		25S09 		858015 		BLACK FUNGUS LARGE 		0.100		N 

		2014 		28B08 		846953 		GROUND CHILLY 		0.029		N 

		2014 		69A84 		744361 		SMALL PELLETS OF FEED 		0.008

		2014 		70A02 		868026 		WHOLE CORN 		0.018

		2014 		70A02 		871638 		CRACKED CORN STORED IN A BROWN PARCHMENT BAG. 		0.008

		2014 		70B03 		846213 		COASTAL HAY GROWN ON DAIRY FARM LAND 		0.031

		2014 		70C02 		846217 		HAY SILAGE GROWN ON FEEDLOT'S CROP FARM IN ERATH COUNTY 		0.278

		2014 		70M03 		871636 		CHICK SCRATCH ANIMAL FEED STORED IN A WHITE PARCHMENT BAG. 		0.012

		2014 		70Y99 		824415 		SHEEP GROWER FEED PELLETS 		0.043

		2014 		71J04 		784138 		CITRUS PULP 		0.035				10

		2014 		72B05 		861093 		N&D DOG ANCESTRAL POLLO & MELOGRANO 800 GRAM 		0.006		N 
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		Commodity		Tolerance

		Apple		25

		Cantaloupe (NMT 10 ppm in edible portion)		125

		Carrot, roots		20

		Cherry		5

		Citrus fruits		10

		Cucumber		10

		Lemon		10
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		Pepper, bell		10

		Peach		20

		Pear		25

		Pineapple		10

		Plum, prune, fresh		20
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CFSAN update (Sack)
o Glyphosate assignment under final review at CFSAN.

e Aot of interest in glyphosate right now. All the agencies are posting talking points. CFSAN got an FOIA
request.
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Always a pleasure working with you,

Chris





