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|. EXECUTIVE SUMMARY
ORA Pesticides and Chemical Contaminants Science Peer Review Process

In 2001, the former Acting Principal Deputy Commissioner, Bernard Schwetz, DVM,
Ph.D., requested the Office of Regulatory Affairs (ORA) and the Centers to conduct a
“Peer Review” of their program activities. Various gpproaches were used by the
Centersfor conducting their reviews. The Center for Devices and Radiological

Hedth (CDRH) conducted their review by tracing a device from pre-approval to post-
market, while the Center for Food Safety and Applied Nutrition (CFSAN) conducted
an in-depth review of their research programs. ORA chose to conduct an internal
Science Peer review of asingle program areg, in this case, Pesticides in the Food
Supply.

An ORA Science Peer Review Commiittee (the Committee) was created to perform
theinternd review. The Committee conssted of ORA managers and staff who are
knowledgeable over the breadth of ORA operations. The Committee members
possessed significant knowledge of the cross-cutting program needs of other
components. Their expertise covered domestic and import investigations, compliance,
and laboratory science. Since June 2002, the Committee met bi-monthly, then via
weekly conference cdls, held face-to-face meetings, and made Ste viditsto eight
ORA district offices. The Committee focused on pesticides and chemica
contaminants in food programs by examining averticd cut of al operationswithin a
program. The Peer Review was designed to be a scientific review covering
implementation of nationad programs, not one focused on specific offices or
laboratories within ORA.

Objectives

The mgor objectives encompassed areview of the effectiveness of mgor program
activities surrounding ORA pesticide and chemical contaminants programs, such as.

?? Qudlity of Science across our organization in program planning,
ingpections, investigations, laboratory analys's, regulatory actions, qudity
management systems,

?? Adequacy of resources, skills and expertise, technologies, organizationa
gructure;

?? Misson relevance; and,

?? Adequacy and currency of program guidance and palicy.

The Committee concentrated on the underlying science used to make decisions,
policies, guidance, and work associated with ingpections, investigations, sample
collections, laboratory andyses, import activities, and compliance decisons.

ORA's program responsibilities are extremely diverse and interdisciplinary. In order
to approach the peer review process systematically, the Committee reviewed work in
the Pesticide and Chemica Contaminants in Domestic and Imported Foods and
Seafood Programs, the Dioxin and Furans in Food Assgnment and the Totd Diet



Study. Fiscal year 2001 was selected as the period of time for narrowing the
document review for domestic programs. Due to rapid changes occurring in the
import arena, current year 2004 was selected to assess the import operations. The
program review focused on two very important questions. Did the decisons, policies,
procedures, and program activities have the intended effect, impact or outcome? Did
ORA conggently achieve the intended consumer protection outcomes as defined in
the program or assgnment?

ORA has adgnificant body of inditutional memory in avariety of nationd policy,
procedures, and guidance documents available to operationd staff and management.
These documents explain what we do, how we do it, and the expected impacts and
outcomes. In addition, ORA didtrict offices develop loca guidance to further explain
and define program execution. The Committee took al these documents under
consderation while conducting reviews. Furthermore, the Committee developed a set
of criteriato assess the work products.

Review Process
The Committeg’ sreview process consisted of three Strategies.

1. On-gtevigtswith interviews of key technica staff and managers,
2. Review of work products; and,
3. Input through questionnaires from district offices not visited.

The Committee issued acal to dl digtrict offices to gather specific documents
associated with programs and assgnments over a designated time period. The
documents were identified usng FDA’s Fidd Accomplishment and Compliance
Tracking System (FACTS). The Committee devised work product assessment
criteriafor each type of work, e.g. collection reports, anaytical worksheets,
establishment inspection reports, compliance recommendations and actions, and
import entry reviews. Prior to the on-Ste vigts, the Committee reviewed the
assessment tools gpplied to a sdection of work products to normalize the review
process.

The Committee determined the numbers and kinds of program activities to assess.

For example, the Committee decided to review al Laboratory Class 3 (violative)
pesticide andytica packages for imported products in the eight Ste visits. The
sample of laboratory packages reviewed needed to reflect a diversity of imported and
domedtic products. Similar decisions were made through various program areas, such
asinvestigations of pesticide misuse, and chemica contaminations to assure a broad
understanding of the gpplication of the program across dl products.

Database Development

A database to capture the assessment of the work products was devel oped by the
Pacific Region Computer Center aff. The database facilitated the retrievd of data
generated by the work product reviews and the ability to perform trend andysis. The
Committee chose to review at least 10 work products per digtrict office giving priority
to regulatory packages. Three hundred and fifty-seven (357) work products were
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reviewed from 15 ORA didtrict offices and sx ORA servicing laboratories using the
work product assessment criteria.

SitesVisted and Site Teams

The Committee chose to physicdly vigt arepresentative number of ORA didricts
and didrict servicing laboratories. Eght Steswere chosen: Atlanta, GA; Sesttle,
WA; Los Angeles, CA; Kansas City, KS; Jefferson, AR; New York, NY;
Philaddlphia, PA; and Ddlas, TX. Prior to each vist, the Committee sent a schedule
with two questionnaires, one developed for managers and onefor technicd
gpecidists. The questionnaires were the basis for the on-site interviews. Most of the
on-dte interviews were conducted in three days. The on-sSite team consisted of three
to five Committee members from various technica backgrounds. Each vist included
aninitid briefing with management, interviews with key saff and review of the work
products. Interview information was collected from on-ste visits and other offices
not vigted.

Thisfina report was developed from areview and andyss of dl the data gathered
from the Ste vidits, questionnaires, and review of al policy and procedure documents
by the Committee,

Brief Summary of Findings

It became clear during the course of the study, though robust in some aspects, the
pesticides program has not evolved to take full advantage of current science and
technology. Bringing current science into our laboratories and in support of our
policies and procedures will substantialy advance our ability to be more timely,
effident and effective in executing our program.

Through the years, the pesticides program has undergone studies to improve and
focus the work we do. The program aways has benefited from new ideas and a
willingness to advance science and process. There are 39 recommendations from the
identification of issues and findings as aresult of thereview. They cover awide
range of ideas from improvement of methods for testing products, management of the
program, organizationa changes and revision of policies. While modern technology
can improve output in the |aboratory, the science itslf is more precise and reliable;
aso reducing the need for redundancy in analysis. In addition, ORA is certifying dl
labs under 1SO 17025 standards, affording us a greater depth of reliance on the work
produced in the laboratories. Procedura and policy changes digned with the new
science and technology will continue to support our programs and will help us
achieve greater efficiency and impact with the resources available.

Canwe now answer our initid broad questions. Did the decisions, policies,
procedures, and program activities have the intended effect, impact or outcome? Did
ORA conggently achieve the intended consumer protection outcomes as defined in
the program or assgnment? The answer would be yes, to adegree. The program has
waned over the last severa years in the shadow of other important programs.
Although 4ill effective in finding violations, intentiona or unintentiona, and dearly

able to address them, some important aspects are not handled uniformly nor
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efficiently completed. We have lost ground as the sheer volume of domestic and
imported foods continues to expand. However, the recommended changes can
improve our ability subgtantiadly to meet the challenges before us.

. HISTORY

A. FDA PESTICIDE PROGRAM: BACKGROUND AND HISTORY
Pesticidesthru the Years

The use of chemicalsin the United States to control insect infestations can be traced
tothemid-1860s. The predations of the Colorado Potato beetle forced farmersto
consder the use of poison for insect control. The first chemica poison successfully

used was Paris green (copper and arsenic) applied as a powder or water spray. Later,
in the 1880s, London purple (arsenical) also became popular. By 1900, Lead arsenate
replaced both Paris green and London purple as the insecticide of choice,

After World War I1, the introduction of DDT into commercia use began the organic
chemica revolution. Subsequently, organophosphorus pesticides, based on chemica
warfare agents, came onto the scene. The 1980s saw the wide scale introduction of

newer pesticides that do not bio-accumulate and are Significantly less acutdly toxic to
humans and non-target species.

Regulation of Pesticides

In the late 1800s, discussions of arsenic toxicity began to gopear in medica journds
and other forums. The first known limits for pesticides were established in 1903,
when the British established atolerance for arsenic at 0.01 grains per pound.

Prior to the passage of the 1906 Food and Drug Act, there was no federd authority in
the United States to regulate the use of chemica poisons on crops.

The 1906 Food and Drug Act authorized legd action if an added substance was
injuriousto hedth. Thefirg federd seizure of afood contaminated with a pesticide
chemica did not occur until 1925. During the late 1920s, FDA attempted to set
arsenic tolerances for food; however, due to sgnificant politica opposition, was
unableto do so. Findly, the 1938 Food, Drug, and Cosmetic Act granted the Agency
authority to establish tolerances for added poisonous substances. 1n 1954, the Miller
Pegticide Chemicas Amendment to FD& C Act authorized FDA to establish safe and
legd pedticide tolerances for raw agricultura commodities.

In 1970, the Environmenta Protection Agency (EPA) was established and the
respongibility to establish pesticide tolerances was transferred to that Agency. FDA
retained the respongbility to enforce EPA-established tolerances for anima feeds and
human foods other than mests.

In August 1996, Congress passed and the President signed into law, the Food Quadity
Protection Act (FQPA). FQPA represented a mgjor breakthrough in pesticide
regulaion and resolved many of the incons stencies between the two mgjor pesticide
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statutes, Federd, Insecticide, Fungicide, and Rodenticide Act (FIFRA) and Food,
Drug, and Cosmetic Act (FD&C Act). FQPA amends FIFRA and FD&C Act to
mandate a Single, hedth based standard for dl pesticidesin foods, provide specid
protection for infants and children, expedite approva of safer peticides, and require
periodic re-evauation of pesticide registrations and tolerances to ensure scientific
data supporting pesticide registrations remain current.

FDA Pesticide Programs

The modern day FDA pesticide program can trace its roots to 1962 with the
publication of Rachd Carson’s Slent Soring and the enormous palitica turmoil
which resulted. When Slent Soring was published, FDA wasin the beginning of a
technologica revolution from "tumbling with benzene' to "blending with

acetonitrile’ for extraction and from "paper chromatography” to "gas
chromatography” for detection. FDA now was cgpable of anayzing many more
samples for many more residues. The program has evolved steadily over the
intervening 42 years. Today's program is comprised of three mgor components: the
Domestic and Import Pesticide Program, the Totd Diet Study, and the Dioxin
Sampling Program.

The last mgor critica review of FDA'’ s pesticide programs occurred in 1978. The
report from that review, “FDA Monitoring Programs For Pesticide and Industria
Chemicd Residuesin Food: Study Group on FDA Residue Programs’, was
published in 1979. The recommendations from the Study Group resulted in major
changesto al facets of the program, many of which drive the programs today.

Domestic and Import Pesticide Programs

During the three-year period (1963-1966) after publication of Slent Spring, FDA
anayzed over 54,000 food samplesfor pesticides. It isinteresting to note that 49,356
of the 1963-66 samples were domestic and only 3,836 were imports. Through the
1970s and early 1980s, the number of samples remained reasonably constant at about
12,000 per year. The passage of the Pesticide Monitoring Improvements Act of 1988
resulted in adramatic increase in the program to about 19,000 samples per year. A
steady declinein the number of samples occurred from 1992 through 2001, when
only 6,500 samples were analyzed. In 2004, the plan isfor 8,000 samples, 2,700
domestic and 5,300 import foods.

Prior to 1980, domestic produce was collected in 12 sample surveys. The number of
surveys and the identity of crops to be sampled were prescribed in the compliance
programs. Samples were andyzed using only standard multiresdue methods. The
FDA Study Group recognized the vaue of utilizing local knowledge of agriculturd
practices and growing conditions. As aresult, the 12 sample surveys were diminated
and digtricts were given discretion on some of the crops to be sampled. There was il
acore element to the program that included such items as eggs, milk/dairy products,
fish, and grains

Until the mid-1970s, sampling imported foods was a minor part of the peticide
program. FDA recognized the tremendous increase in foods being imported and
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began shifting pesticide program emphasis from domestic to imported produce.
Today, the Agency collects dmost twice as many import food samples versus
domestic food samples.

The Pesticide Monitoring Improvements Act of 1988 not only resulted in an increase
in program size, but dso changed program direction. Pesticide Coordination Teams
(PCTs) conggting of andydts, investigators, and compliance officers were formed in
each didrict to plan each year’s program locally. Digtricts were given greater
discretion on crops to andyze. A new component was added to the program,
Incidence and Level Monitoring, to focus on generating extensive data on selected
crops. The program flourished through the early 1990s.

Budget restraints and shifting priorities through the mid-1990s until today not only
forced reductions in the Size of the program but, more importantly, in scope. The

large datidica surveys of the mid-1990s and the core €lements of the program were
eliminated. An attempt to resurrect the Incidence and Leve Monitoring was made in
2001 and 2002 with the EPA 1000 Sample Survey. However, this sesgment again was
dropped due to budget considerations. In most locations, the Pesticide Coordination
Team concept fdl into disuse concurrent with laboratory consolidation.

Total Diet Study

The Totd Diet Study (TDS) was initiated in 1961 primarily to monitor possible
contamination of foods by radionuclides resulting from atmospheric nuclear tests.
These market baskets also were analyzed for pesticides. Rachel Carson’s Slent
Soring resulted in increased emphasis on the pesticide andysesin the TDS. From
1964 to 1975, 30 market basket samples representative of the diet of a 15-20 year old
male were collected and analyzed per year. In 1975, the number of “adult baskets’
andyzed was reduced to 20 and analyses of 10 “infant-toddler” baskets were added to
the study.

Analyses are conducted using methods generdly 10 times more sendtive than those
used in the routine monitoring programs. Prior to 1970, the collecting district
laboratory performed the andyses. 1n 1971, the analytica work was centrdized a
the Kansas City Didrict laboratory. TDSis unique in that foods are prepared “table
ready for consumption” prior to andyss. The prepared foods then were divided into
food composite groups for analysis. Residue data from the study were used to
caculate dietary intakes of pesticides and other analytes.

In 1982, TDS underwent amgor revison. Analyses of composites were diminated
and andyses of individud food items were initiated. The number of food itemswas
increased from 117 to 234, with each food item representing an aggregate of smilar
foods using food consumption data from the late 1970s. A subsequent revison was
made in 1991, updating the food list based on consumption data from 1987-1988.
The number of food items increased to 260 plus approximately 25 additiona infant-
toddler foods. Mgor changesto the andytica scheme dso were implemented. The
latest revison to the food list was made in 2003 and the number of food items
andyzed has remained unchanged.



Dioxin Sampling Program

Anayses of foods for dioxins were firgt initiated in 1978 a the Dalas Didtrict
laboratory and focused on octachloro-dibenzodioxin (OCDD). Sdlection of samples
for andysis was based on the findings of eevated levels of Polychlorinated Biphenyls
(PCBs). 1n 1980, Detroit Didtrict laboratory was added to the program for the
andysis of tetrachloro-dibenzodioxin (TCDD). Samples of specid concern werefish
from the Great Lakes region, especidly Saginaw Bay in Lake Huron.

In the mid-1980s, Chicago Didtrict |aboratory was added to the program, initidly for
TCDD andyss. In 1987, Chicago was sdected to be the primary dioxin laboratory
and began andyses for 17 coplanar dioxin and furan congeners using high resolution
mass spectrometry (HR-MS). In 1998, this function was transferred to the new
Arkansas Regiona Laboratory.

Through the late 1990s, the program was quite smal, at most, several hundred
samples per year. Renewed concerns on dioxin toxicity changed the paradigm. In
1999, a decison was made to greetly increase the size of the program and total diet
samples were analyzed for thefirg time. The number of samples has stabilized a
about 1,500 per year. Although fish remains one of the primary commodities
anayzed, others have been added to generate basdline data for dioxinsin foods.
Andyses of selected items from the TDS are included in the Dioxin Program.

PESTICIDE PROGRAM DESIGN
A. RESPONSIBLE FEDERAL ORGANIZATIONS

Three Federd government agencies share responghility for the regulation of
pesticides. EPA registers (i.e. approves) the use of pesticides and sets tolerances
which are the maximum amounts of residues permitted in or on afood, if use of a
particular pesticide may result in resduesin or on food. Except for mest, poultry,
and certain egg products, regulated by the Food Safety and Inspection Service (FSIS)
of the U.S. Department of Agriculture (USDA), FDA is charged with enforcing
tolerances in imported foods and in domestic foods shipped in interstate commerce.
FDA aso acquiresincidence and level data on particular commodity and pesticide
combinations and carries out its market basket survey, the TDS.  Since 1991,
USDA's Agriculturd Marketing Service (AMS), through contracts with participating
dtates, has carried out aresidue testing program directed at raw agricultura products
and various processed foods. FSIS reports results of pesticide findings through an
annudly published “Red Book”. The AMS reports their pesticide resdue data
independently through a series of Nationd Agriculturd Statistics Service (NASS)
reports.

B. PROGRAM DEVELOPMENT

FDA'’ s pesticide compliance programs are designed through a cooperative effort with
FDA’s Center for Food Safety and Applied Nutrition (CFSAN), FDA'’s Center for
Veterinary Medicine (CVM) and components of FDA’s Office of Regulatory Affairs
(ORA). CFSAN and CVM have the lead respongbility for program implementation
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and monitoring. The flow of compliance program (CP) development is outlined in
Figure 1.

Center Responsibilities

For domestic samples, CFSAN and CVM have designated individuas to coordinate
exchange of resdue data and other appropriate information, Snce resdue findingsin
feeds and in foods derived from animas often are interrdlated. Information
developed through ORA ingpections, investigations, and sampling activitiesis used to
develop future sampling plans and to make changesin the compliance program.

For imported samples, CFSAN Director, Office of Plant, Dairy Foods and Beverages
(OPDFB), in coordination with other appropriate staff, submits an annua evaluation

of this program to the CFSAN Chief, Imports Branch, Divison of Enforcement and
Programs. Sampling plans subsequently are modified based on previous results and
other pertinent intelligence.

OPDFB prepares an annua report for publication of the findings of the Totd Diet
program. Findings from current samples dictate changes in the direction of the
compliance program.

CVM directs the Agency’ s monitoring of domestic and imported feeds through its
Feed Contaminants compliance program. The CVM Program Manager works with
the CFSAN Pesticides Program Manager to prepare an annua evauation report of
pesticides found in domestic and import programs.



Figurel: COMPLIANCE PROGRAM DEVELOPMENT
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C. PROGRAM IMPLEMENTATION

CP 7304.004- Pedticides and Industrial Chemicalsin Domestic Foods and CP
7304.016-Pedticides and Industrid Chemicals in Imported Foods contain the mgjor
ingructions, guidance and directions for use by the Agency, specificaly ORA, to
complete ingpections, investigations, sample collections, laboratory andyss and
compliance activities. On Dec. 4, 2000, an addendum was issued to the Pesticides and
Industrial Chemicalsin Domestic Foods compliance program involving specid

survey obligations for dioxins and furansin food. CP 7304.839- Totd Diet Study is
designed to study the levels of pesticide and industria chemicasin the average
American diet. This program is normaly not regulatory in nature.

Additiond information regarding ingpections, investigations and sample collections
can befound in FDA's Investigations Operations Manua (IOM). Additional
information regarding laboratory andyss can be found in FDA’s Pesticide Andyticd
Manuas (PAM) and Laboratory Information Bulletins (L1BS).

Other speciadized compliance programs are directed toward specific commodities or
specific gods. These compliance programs include: CP 7303.842-Domestic Fish and
Fishery Products Inspection, CP 7303.803-Domestic Food Safety, CP 7371.003-Feed
Contaminants, and CP 7304.019- Toxic Elements in Food and Foodware, Import and
Domestic.

For the purpose of this report, the committee directed their review towards the mgjor
pesticide compliance programs dealing with human foods, CP 7304.004- Pesticides
and Industria Chemicalsin Domestic Foods, CP 7304.016- Pesticides and Industria
Chemicas in Imported Foods, and CP 7304.839-Totd Diet Study.

D. PROGRAM OBJECTIVES

FDA domestic and import pesticide programs are designed with smilar objectives as
follows

1. Tosample and andyze fresh and processed human and anima foods for
pesticide residues and indugtrid chemicals, and to initiate enforcement action
for shipments found to contain illegal resdues.

2. To generate information on the incidence and levels of pegticide and industria
chemica resduesin human and animd foods.

The scope of ORA’ s gpproach to these programs is designed to be regulatory in
nature with emphass on intelligence gathering, selective sampling, and aggressive
compliance follow-ups. The residue monitoring data devel oped by these programs
aso are very important since they provide information on the overal incidence and
leve of pedticide and chemicd resduesin human and anima foods.

FDA'’s compliance programs direct ORA to maintain surveillance sampling of
domestic and imported products to cover gaps in inteligence information. The
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program emphasizes finding residues of regulatory sgnificance and taking regulatory
actions to control the immediate problems and deter future violations.

The Totd Diet Study Program determines prevailing levels of contaminants rather

than enforcement of tolerances or other regulatory limits. For this reason, the levels of
the analytes that are measured in the Totd Diet Study generdly are much lower than
those in FDA regulatory programs. These analytical data derived are used to caculate
dietary intakes.

The objectives of the Dioxin Monitoring Program are to obtain data on background
levels of dioxin in awide variety of foods so the Agency can determine how to reduce
dietary exposure to protect the public hedth and to improve exposure assessments of
dioxin by providing better exposure data. The Dioxin Monitoring Program is used to
gather surveillance information. Follow-up activity, if necessary, is determined after
the Center reviews the andytical results. Products selected for surveillance sampling
congtantly are updated.

E. INSPECTIONSAND INVESTIGATIONS

Section 570 of the IOM provides guidance concerning domestic pesticide intelligence
gathering operations, ingpections and investigations.

The compliance programs direct digtrict offices to form PCTsthat consst of
investigators, compliance officers and andysts, to manage the digtrict’s pesticide
programs. Teams are ingtructed to coordinate the district's pesticide and other
indudtrid chemicd activities; plan and conduct sample collections and investigations,
review laboratory reports; review data from sources other than FDA; gather
intelligence on pesticide use; and, meet with state and locd officids on loca pesticide
use. Further information on the purpose and respongbhilities of the PCT are outlined
in Field Management Directive (FMD) #134.

Ingpections are not directed by the import pesticide program. The import pesticide
compliance program recommends the didtrict office utilize investigationd timeto
develop, coordinate, and monitor regiona import plans, develop intelligence
concerning foreign pesticide use information; examine import records, investigete
shipping, warehousing and handling practices to uncover potentia routes of
contamination; and, maintain contacts with Custom and Border Peatrol agents,
USDA/APHIS, commodity brokers, shippers, and importers and some of the
important related activities.

Domestic Sample Collections

CP 7304.004-Pesticides and Industrial Chemicalsin Domestic Foods provides
specific directions for collection of samples. Samples may be survellance (those
collected to monitor pesticide use) or compliance (those collected when regulatory
action is anticipated). Compliance samples are required for regulatory enforcement
actions.
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Didtrict offices are directed to develop pesticide sampling plans with specific criteria
in mind. Specid emphasisis placed on collection of food consumed by infants and
children. Commodities of dietary importance are identified in an attachment to the
program. Products, such as pardey and spices, which have little impact on tota
dietary intakes, are not sampled.

Digtrict offices collect surveillance samples of commodities found in their locality.
Collection is based on past violative samples, current andytica findings, information
obtained through intelligence gathering activities, and recent pesticide usage reports
distributed by CFSAN or obtained localy. Coverage aso includes the use of
pesticides and fungicides on crops produced indoors, such as greenhouses,
hydroponic facilities and mushroom beds. The didtrict offices are advised not to
collect surveillance samples a the retail level. Growers or packing sheds are the
preferred sites for fruits and vegetables.

Guidelines for specific products or stuations further enhance the planning direction
for each didrict. Thegod isto maximize use of data available while developing a
comprehensive program, yet remain flexible when new information requires follow-

up.
Import Sample Collections

CP 7304.016-Pesticides and Industrial Chemicals in Imported Foods Programs
focuses sample collection on raw agriculturad commodities of dietary significance
athough processed foods aso can be consdered. A list of commoditiesis provided.

For thefisca year FY 2000-2002 and except when advised otherwise by CFSAN or
CVM, FDA's sampling of imported foods for pesticide residues was on a surveillance
bassto include only items sdected from the following food commodities, in ether

raw or processed form (refer to the domestic sampling food list mentioned earlier). As
with the domestic program, foods consumed by infants and children are represented
well in the sampling scheme. Sampling of foods with problem residuesin a past
Season are emphasized to assure the problem does not persist. When anew product
and/or country combination is presented for entry, the product will be sampled to
gather informetion.

Sample Size and Handling

The IOM Sample Schedule provides the sample size for the mgority of fresh fruits
and vegetables, generdly at 20 Ibs. Sample sze and sampling method have been
adjusted over the years to make the program more efficient while till meeting the
objectives of isolating and identifying violaive resdues. Didtrict offices have the
optionto collect one intact shipping case or atota of 20 Ibs. from one or more large
containers of fresh produce from packing sheds or large produce warehouses.

For the TDS, there are usudly four collectionsannually. Eachisreferredto asa

"market basket", and consists of 261 foods and 25 additional infant and toddler foods.
Each market basket collection represents one of four regions of the United States, e.g.
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south, central, northeast, and west, and consists of three separate samplings of each
food obtained smultaneoudy in the region.

F. LABORATORY ANALYSSOF DOMESTIC AND IMPORTED FOODS

To andyze large numbers of samples, FDA uses andytica methods capable of
smultaneoudy determining multiple pesticide resdues. The multi-residue methods
andyze about half of the gpproximately 400 pesticides with EPA tolerances and many
other pesticides having no tolerances. The most commonly used multi-residue
methods also can detect many metabolites, impurities, and dteration products of

pesticides.

Single residue methods usudly determine one pesticide, while sdlective methods
meesure ardatively smal number of chemicaly-related pesticides. These methods
usualy are more resource-intensive per residue and, therefore, less cost effective than
the multi-resdue methods.

The lower limit of residue measurement in FDA's determination of a specific
pesticide usudly iswell below tolerance levels, generdly ranging from 0.1 to 50 parts
per million (ppm). Residues present at 0.01 ppm and above usudly are measurable;
however, for individua pesticides, this limit may range from 0.005 to 1 ppm. For
FDA, the term "trace” is used to indicate residues detected, but at levels below the
limit of quantitation.

G.LABORATORY ANALYSISIN THE TOTAL DIET STUDY

Selected TDS foods are analyzed for pesticide residues, PCBs, industria chemicals,
Folic Acid and mercury. All TDS foods are andyzed for toxic and nutritiona
elements. Foods from one market basket survey for each year are analyzed for
radionuclides, Folic Acid and moisture. Additiond infant and toddler foods are
andyzed for pesticide residues and lead. Independent quality assurance analyses for
selected dements and radionuclides are performed by CFSAN for a subset of TDS
foods. Selected TDS foods are analyzed for dioxins under the Pesticides and
Industrial Chemicals program, CP 7304.004.

H. DOMESTIC COMPLIANCE AND REGULATORY ACTIVITIES

FDA Compliance Policy Guide (CPG) 7141.01, Section 575.100, outlining FDA's
enforcement policy for pesticides in food, coupled with the guidance found in CP
7304.004 — Pedticides and Industriadl Chemicalsin Domestic Foods and CP 7371.003
— Feed Contaminants, are used to ensure compliance with the provisons of the FD&C
Act.

Domedtic pedticide resdue violations are considered adulterated under the FD&C
Act. Pesticide residues in processed foods are subject to the same adulteration section
as pedticide resdues in raw agricultura commodities. Accordingly, when any food is
found to contain an illegd pesticide resdue as defined in the CPG, the district must

13



charge "it is adulterated under 402(8)(2)(B) in that it bears or contains a pesticide
chemica resdue that is unsafe within the meaning of Section 18 of FIFRA.”

Seizure for domestic food, without prior consultation from CFSAN, is authorized
under the strict conditions outlined in the compliance program. Each sample with a
violative classfication should result in ameeting with the grower/shipper to discuss
corrective action, the issuance of a Warning Letter, or other corrective action unless
the compliance unit determines the resdue is of no regulatory significance.

The most effective way to remove food adulterated with pesticides from domestic
channds has been through voluntary recalls. Where voluntary corrective actions are
not effective, the district may seize the product, ask the state to place the product
under embargo or request the firm to voluntary hold the product. Because thetime
required to process an injunction usually exceeds the period of time where the food
could be sold, it usudly is not the action of choice. However, afirm with alarge
inventory of adulterated food for sde over afew months might be a candidate for this
action.

When an FDA invedtigation or sample andysis reved s pesticide misuse, the didrict
office will notify EPA. Procedures are outlined in FMD #129, “Interagency Pegticide
Referrds between EPA and FDA” and based on a Memorandum of Understanding
between FDA and EPA.

l.IMPORT COMPLIANCE

Actions taken against imported products with violative resdues are different because
they are carried out under Section 801(a) of the FD& C Act (the Act), which directs
FDA to refuse admission of any article that gppearsto be in violation of the Act.
FDA’s CPG 7141.01, Section 575.100, outlines FDA's enforcement policy for
pesticides in food and couples guidance found in CP 7304.016 —Pesticides and
Industrial Chemicalsin Imported Foods and CP 7371.003 — Feed Contaminants to
ensure compliance with the provisons of the Act.

When avioldive resdue for which there is no established tolerance is encountered, a
recommendation for detention without physical examination is forwarded to
CFSAN's Office of Field Programs, Divison of Enforcement and Programs, Import
Branch and ORA’s Division of Import Operations and Policy (DIOP). When the
violation involves a product/resdue combination for which there is a tolerance, the
recommendation goes directly to DIOP. When the recommendation is accepted, an
import dert isissued dlowing detention of the same product from the same country
without physicaly examining or testing the product. This action dlows efficient use
of FDA’s limited resources as it places the burden of demongtrating the problem has
been fixed on the importer. Individua growers can be diminated from the Detention
Without Physicad Examination (DWPE) Import Alert if informetion is presented
indicating they do not have the problem.
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Import Perishable Product Policy

The Regulatory Procedures Manua (RPM) Chapter 9-73 dated 7/10/89, entitled
“Perishable Foods Sampled by the Food and Drug Administration”, outlined a policy
which required perishable imported foods be held while andysis was expedited,
usudly understood to be no more than 24 hours after sample collection. The 1997
and 2004 editions of the RPM do not contain this guidance, which has not been
reissued by ORA; however, many digtrict offices continue to operate under these or
modified guiddines for perishable product andysis.

V. PROGRAM MANAGEMENT

The Committee directed this review toward the mgjor pesticide compliance
programs degling with human foods: 7304.004- Pesticides and Indusirid Chemicas
in Domestic Foods, 7304.016-Pedticides and Indugtrial Chemicasin Imported
Foods; and 7304.839 Totd Diet Study. The mgority of the findings dso may goply
to those portions of other compliance programs which dedl with pesticide and
chemica contamination of human and anima foods, including: 7303.842-Domestic
Fish and Fishery Products Inspection; 7303.803-Domestic Food Safety; 7371.003-
Feed Contaminants, and 7304.019- Toxic Elements in Food and Foodware, Import
and Domedtic.

Nationd management of FDA'’s pesticide and related programsis formaized

through a number of different documents and manuds, including the Compliance
Programs Guidance Manua (CPGM), which contains the CPs; the PAM; CPGs; the
IOM; the RPM; Import Alerts; FMDs; Specid Assgnments; and, the ORA
Workplan.

Effective management of the pesticide program requires the cooperation and
exchange of information among segments of CFSAN, CVM and ORA. Within
ORA, severd organizations are involved in management of the program including:
the Office of Regiona Operations (ORO); the Divison of Fidd Investigetions
(DF1), Divison of Feld Science (DFS); the Divison of Federd- State Relations
(DFSR); the Divison of Import Operations Policy (DIOP); the Office of
Enforcement (OE) and the Office of Resource Management (ORM).

ORA uses a Fidd Food Committee (FFC) conssting of seven to nine ORA
members from field and headquarters organizations to serve as the principa contact
for ORA with CFSAN rdating to program design, implementation, and compliance
drategy. Smilarly, thereisaVeterinary Medicine Field Committee to coordinate
ORA interactions with CVM.

A. COMPLIANCE PROGRAMS
Compliance programs are definitive written plans containing objectives, gods,

guidance and ingtructions which direct the work to be donein the ORA field and
headquarters and describe necessary Center support.

15



Compliance programs are written to:

?? Provide uniform guidance and specific indructions for gathering and
presenting evidence necessary to support various Agency regulatory
operations when noncompliance is encountered in industry and/or products;

?? Gather product or industry information within a specific timeframe to
determine the existence or extent of a problem; and,

2? Accumulate data on a known problem to determine Satigtica long range
trends.

The development and issuance of programs into the CPGM requires cooperation
between the Centers, ORA and, where appropriate, other units, such as the Office of
Chief Counsdl. The responsible Center and ORA collaborate in developing and
preparing the ingpectional and andytical direction of a program with regard to
program objectives, timetables and godls.

The guidance, procedures and policy contained in CPs must be consistent with other
guidance documents, must be redlitic in its expectations and must incorporate sound
ingpectiond and andyticd techniques. The Committee found thisis not dways true.

The Committee found an instance of contradictory policy satementsin the CPs and
the CPG. Specificdly, when afield laboratory finds pesticides in raw agricultura
commodities, the fiedld may recommend the shipper or manufacturer, in the case of an
import, be placed on import dert. Guidance on when the recommendation can be
made on a direct reference bagis, i.e. bypassing Center review, isfound in both the CP
and CPG. In cases where no tolerance has been established, the CP indicates a direct
reference recommendation can be made if, among other things, the pesticide is found
a alevd greater than .05 ppm and the limit of quantitation has been exceeded by at
least 15%. The CPG, in addition to the above, adds additiona and significant criteria
before direct reference is authorized. 1t requires the digtrict to have had an
enforcement action previoudy approved by the Center for the same pedticide in the
samefood. These criteriawould gpply equdly to direct reference domestic seizure
recommendations.

Further, in the absence of timely revisons, attempts to update guidance in the CPs
frequently are made viamemorandum. These may not be maintained as sandard
reference materials on FDA websites and frequently are lost and forgotten. For
example, viaan e-mail dated July 3, 2001, the Director of ORO issued arevison to
the gpplicable criteriafor andytica packages to support regulatory action on
pesticide resdues. The document was developed in conjunction with CFSAN
management. The document outlined significant changes to the required andysis
where there is no established tolerance for a pesticide/lcommaodity combination.
These include imination of an independent quantitative check andyss and
replacement with a quditative confirmatory analysis. The requirement for a
guantitative check analyss in Stuaionsinvolving no tolerance remains, in spite of
this document, amgjor concern of field staff because it continues to be referenced in
other formal guidance documents.
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Recommendation:

1. Update and issue current guidancein both the CPs and applicable CPGs
following the recommendationsin thisreport.

Thereisaneed to rapidly update and issue current guidance in both the CPs and
applicable CPGs. The Committee recommends OE be charged to evauate
criticaly al regulatory and procedura guidance documents associated with the
Pedticide and Chemicd Contaminants programs to identify any and dl instances
of contradictory or outdated guidance. OE and CFSAN then would issueinterim
clarifying ingtructions to field offices and proceed, as needed, to rapidly update
and reissue the guidance documents. While the interim clarifying ingtructions can
take the form of amemo, experience has shown the ingructions must be
incorporated into the CP, CPGs and other guidance materia in order to affect a
systemic change.

Theissuesinvolving the dated andytical guidance in the CPswill be covered
fully in another section of this report.

The organization of CPsis sandardized into the following parts:

Part | isaBackground section outlining the authority of the Agency and its
experience with the issue addressed by the CP.

Part |1 isan Implementation section which outlines the objectives of the CP and
indicates the Agency approach to itsimplementation. For example, it may stress
the need for firm ingpections or sampling of the impacted product(s). 1t may
stress the need for cooperation and coordination with other Federa or State
agencies.

Part 111 isInspectiond guidance. It ingructs field Investigations units of their
respongbilities to accomplish the intent of the CP. It will provide ingtructions, for
example, on specific information to obtain or operationsto investigate during
ingpections. It provides ingtructions on products to sample, the Sze of samplesto
collect, any specid handling ingtructions, and other necessary guidance.

Part IV isAndytica guidance. It identifiesthe servicing laboratories and
specifies the analyss necessary and methodology to support the CP.

Part V isthe Regulatory/Adminidrative Strategy section. It identifiesif the CPis
compliance oriented or designed to gather data (surveillance) without anticipating
regulatory action. It contains guidance on criteria to support compliance actions
and which compliance actions to consder. Part VV of Compliance Programs
specifies the anticipated regulatory intent and strategy of the CP. For example, it
is clear both the Domestic and Import Pesticide and Chemica Contaminant CPs
are regulatory in nature and normd regulatory and adminidrative follow-up
actionsto violative findings are expected. However, the dioxin assignment is
aurvellancein nature. It isclear locd digtrict offices are not to initiate regul atory
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or adminidrative action. Follow-up, if any, isdirected by the program Center. In
generd, CPs and assgnments specify the nature of the work (surveillance or
regulatory). If regulatory, the anticipated follow-up actions are specified, along
with the evidentiary requirements for initiating follow-up action. It dsois
anticipated work products would conform to Agency procedura guidance
contained in documents such asthe IOM, PAM, CPGs, etc.

Part VI outlines References, Attachments and Contacts pertinent to
implementation of the CP.

Part VIl isthe Center Responghilities section. It outlines how the responsible
Center will use the information gathered from the implementation of the CP,

The committee found portions of the field saff either do not read or do not
undergtand al the guidance contained in gpplicable Compliance Programs.

Interviews with field saff, particularly field chemids, indicated they were not
aware of dl guidance available in the compliance programs. For example,
numerous chemists expressed frugtration with the lack of regulatory follow-up by
both CVM and CFSAN on their dioxin findings. When it was pointed out the
program for dioxins clearly is designed to gather exposure data and not regulatory
in nature, the chemists were surprised. Further discussion indicated most saff
only were aware of the portions of their program that gpplied to them (i.e.
chemigts only were aware of the Analytica section of the report). Some field
gaff interviewed were unaware that CPs were available to dl staff on-line. Lack
of understanding of the guidance in the CPsis a serious issue, both in terms of the
field' s ability to implement the compliance program and in avoiding unnecessary
resentments between the field and Centers.

Recommendation :

2. The Committee recommends ORA’s Division of Human Resour ce
Development (DHRD) develop atraining module for the on-line ORA

University to explain the structure and function of Compliance Programs.

Completion of this module will be made mandatory for al ORA fied gaff.
Further, DHRD needs to incorporate a module on understanding Compliance
Programsinto the ORA New Hire Course Curriculum.

Pegticide and Industrial Chemicalsin Domestic Foods

This CP, issued February 16, 2000, was intended to apply to fisca years 2000,
2001 and 2002, but continues as the current operating ingructions for this

program.

18



The program has two objectives:

?? To sample, andyze and, when appropriate, initiate enforcement actions for
fresh and processed domestic foods for pesticide and industrial chemicals,
and,

?? To generate information on the incidence and levels of pesticide residues
in domestic foods.

The CP gives management guidance in dl pertinent areas: ingpectiond, andyticd
and compliance. In addition, to assure local information and experienceis
incorporated into the products sdected for sampling, the program specifiesthe
establishment in each didtrict of PCTs, congsting of representatives of
Investigations Branch, Compliance Branch and the Servicing Laboratories, to
coordinate the digtrict activities under the Pesticides and Chemical Contaminants
program. Thisincludesthe evauation of local pesticide usage data, review of
previous violaive findings and nationd trends and to plan and conduct sample
collections and investigations. The CP givesthe didrict offices wide litude in
selecting what products to sample while directing digtricts to specific focus areas
(i.e. foods of dietary importance, foods consumed by infants and children).

The ingpectiona guidance in the CP, in addition to specifying the crestion of
PCTsand identifying focus areas, dso emphasizes the sdlection of locally grown
products for sampling and identifies 20 broad areas of raw and processed foods
for sampling. It encourages the coordination of intelligence gethering activities
and sampling with state and local counterparts.

Frequently, the pressure to accomplish the workplan resultsin collecting samples
gppearing to be elther contrary to the directions of the CP for pesticides in raw
agriculturd products, or the ingtructions in the CP direct field resources to sample
products that may not be the best risk-based candidates.

It was noted some didricts select sampling sites which include very smdl growers
sling produce from roadside stands. This may be done in part to meet program
requirements for collection of localy grown produce. Violative sample results
from such sources can result in Sgnificant resources spent on foods not shipped in
interstate commerce and which represent avery smal portion of the diet. Further,
it was noted higtorically, a higher pesticide violation rate is found on imported

raw produce when compared to domestically grown produce.

Recommendation:

3. Thedomestic CP should berevised to alter directions on sampling Sites.
The Committee recommends necessary revision of the domestic CP to address
thisissue by: firgt, specificaly excluding smdl roadsde stands operating as
retail entities as gppropriate sampling Stes; and, secondly, to direct sampling

gtesto include food found in retail grocery stores and distribution centers.
We bdlieve, dthough these lots would not be sampled directly at the grower or
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packing shed, they would be more representative of the normal food supply
than samples collected from smdl lots, grown on smdl home farms and sold
a roadsgde sands. Sampling at retail grocery and distribution centers would
alow samplesto be collected throughout the year at any location, providing a
means to insure a more uniform sample flow to the laboratories. Thetrace
back of lots of produce found to contain violative pesticide residue would be
easer. Sampling & retail grocery and digtribution centers also would result in
sampling of additiona foreign produce dready in domestic distribution
centers, thereby increasing the program focus at the demongtrably higher risk
associated with foreign produce.

This change should be made concurrent with the recommended re-issuance of
the domestic CPin March 2005. The Field Food Committee should be
charged to engage with CFSAN to effect this change in program instructions.

The Regulatory/Adminigtrative Strategy guidance clearly reflects the program

is regulatory in nature (as opposed to drictly data gathering). It ingtructs field
officesthat CPG 7141.01, section 575.100, which outlines FDA'’s policy for
pesticides in food, is under revison to reflect amendmentsin the FQPA,
which became law in August 1996. Until the CPG isrevised, didtricts are
ingtructed to use the current CPG coupled with guidance in the CP to ensure
compliance with the Act. At publication of thisreport, it is noted the CPG has
not been revised and its last revision appears to have been in 1995.

The compliance guidance in indtances of violative findings cdls for either a
meeting with the grower/shipper to discuss corrective action, or the issuance
of aWarning Letter or other corrective action, if gppropriate. Also, it
specifies digricts immediatdy notify the regional EPA office when an
investigation reveds possible misuse (ungpproved pesticide or over tolerance)
of pesticides.

Pegticidesand Industrial Chemicalsin Imported Foods

The CP for imports was issued June 14, 2000, and was intended to apply to fisca
years 2000, 2001 and 2002. It continues as the current operating instructions for
the program.

The objectives of this program are the same as delineated in the domestic
program, except they apply to imported foods. The inspectiona, anaytical and
compliance guidance for this program essentidly is smilar to the domestic
program. However, it clearly references the different administrative authority
avalable to FDA involving food in import satus (i.e. Detention, Detention
Without Physical Examination, Refusal).

Asin the domegtic program, individua districts have wide laitude in selecting

products for sampling and analysis. Indeed, the program states, “ The program
must be flexible in order that the emphasis of digtrict import coverage can be
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changed to cover, idedly, problems identified through the Import Alerts and
monitoring results...”

The Committee believes the historicaly higher pesticide residue violation rate for
imported raw agricultura commaodities needs to be recognized further in the re-
issuance of both the import and domestic CPs.

While we recognized, over the past few fiscal years, CFSAN has been diverting
increasing resources from the domestic to the import portion of the Pesticide and
Chemica Contaminants programs, the low rate of violative resduein domestic
produce warrants afurther diversion of resources. As stated above
(Recommendation 3), alowing sampling of foreign sourced raw agriculturd
produce dready in domestic distribution would be one way to affect this change.

Also, additional resources need to be diverted to sampling for pesticide dong the
Canadian border. The current CPG discourages the sampling of “Canadian
Product”. Transshipments, the shipment of food from other countries through
Canadato the U.S., have increased dramatically since the issuance of the CPG,
necesstating an increase in the rate of sampling produce entered via Canada.

Recommendation:

4. Thediversion of field resour ces from the domestic to theimport program
should be made concurrent with the recommended re-issuance of the
Import compliance program in Mar ch 2005.

The FFC should be charged to engage CFSAN to effect this changein
program ingructions.

The CPfor Pegticide and Industrid Chemicasin Imported Foods indicatesin
order to achieve effective and systemic coverage, it is necessary, among other
things, to review data on pesticide usage in foreign countries. While some
digtricts atempt (generdly with little success) to obtain thisinformation, most
did not. The Committee findsit unreasonable, duplicative and grosdy
inefficient for 20 didricts to be charged, and expected, to perform this task

separately.

Recommendation :

5. ORA HQ and CFSAN obtain, organize and disseminate pesticide use data

tothefidd.

The Committee recommends that the Pesticide Steering Committee (PSC), as
proposed in the Science Issues section of this report, be respongble for
providing this information to field digtricts and laboratories. Until such time

as the PSC can be formed, DFS and DIOP, in consultation with CFSAN, will
be responsible for obtaining, organizing into a useful format, and

disseminaing available pesticide use data. Procedural guidance for the
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dissemination of foreign pesticide use data should be incorporated into the re-
issuance of the Import Compliance Program scheduled for March 2005.

The Committee found there is an unnecessary lack of policy and, therefore,
confusion on the part of FDA fidd staff and industry on how to handle
imported food whose shelf life serioudy will be impacted adversdy during the
time product is under analysss.

In the past, the Agency had published a Perishable Food Policy for pesticide
andyss that assumed a one workday turn-around time in FDA |aboratories to
obtain an “in compliance’ finding. Policy dlowed for use of enforcement
discretion in accessing Customs Bond pendties should an importer of
perishable food being tested for pesticides distribute the entry prior to
obtaining FDA release as long as it was held, and not distributed, under the
contral of the importer until 5 p.m. on the day following sample collection,

and the importer made a reasonabl e attempit to retrieve the product from
commerceif it was found to contain ungpproved or above tolerance levels of
pesticides. The purpose of the policy was to ensure imported perishable food
tested for attributes that did not pose immediate public hedth hazards (e.g.
policy would not apply to testing for microbiologica pathogens) and involved
andyssthe Agency could normaly complete within one work day, would not
deteriorate and become unmarketable while being tested by FDA.

This policy was not included as part of the revised RPM in 1997 or 2004 and
since has not regppeared. It has not been replaced by any other policy or
procedurd statement on the part of the Agency. Currently, thereis much
confusion by the field offices concerning whether or not the “ Perishable
Policy” was till current. Most reported their import industry believed it was,
and loca Agency management continued, in most cases, to follow the old
“Perishable Policy.”

In redity, the basis of the old “ Perishable Policy” isno longer operative. Due
to ORA’ s laboratory consolidation project and the frequent need to ship
samples long distance to servicing laboratories, the necessary turn-around
time for pesticide anadlys's envisoned in the Policy may not be achievable.

Recommendation:

6. OE and DIOP initiate areview of the need for a Perishable Policy and
establish it, aswarranted.

The Committee recommends OE as lead, and DIOP, engage CFSAN in
reviewing the need for a Perishable Policy and establishing that policy, if
needed. The Committee urgesapoalicy is necessary to avoid adversdy
affecting perishable product while, at the same time, affording necessary
consumer protection.
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One suggestion is to revise current regulations to require imported product be
held and not distributed pending completion of FDA examination (21 CFR
1.90) by alowing release of certain classes of food pending completion of
andyss when the examination is grictly survelllance in nature. Any violative
findings would result in holding future shipments of the same product from

the same source under a program of DWPE based on the previous violative
finding.

Dioxin Program

On Dec. 4, 2000, an addendum was issued to the Pesticides and Industria
Chemicas in Domestic Foods CP involving specid survey obligations for dioxins
and furansinfood. The objective of the dioxin monitoring program was to obtain
data on background levels of dioxin in awide variety of foods so the Agency can
determine how to reduce dietary exposure and improve exposure assessments of
dioxin by providing better exposure data. The addendum gives management
guidance in dl pertinent areas. ingpectiona, andytica and compliance.

The inspectiond guidance for this addendum is specific and dlowslittle latitude
to didrict offices. Each didtrict is specified a number of samples and products to
collect. Theanaytica guidance pecifies the anaytica methodology and
procedura guidanceto be followed. It dso identifies the laboratories that will
perform anadys's under the assgnment.

The assgnment for dioxin was, and remains, survelllance in nature and no
regulatory action was anticipated based on the assgnment. However, itis
anticipated if any follow-up activity is deemed necessary, its nature would be
determined after Center review of the andyticd results.

The structure and guidance of the dioxin program has not changed substantialy

since the issuance of this assgnment. However, products selected for
survelllance sampling are updated congtantly.

It is noted the dioxin portion of the CP will soon have been gathering background
datafor four years. It appears necessary, at this point, for the responsible Center
to evduate the data to determineif it isyet gppropriate or feasble to establish
action levelsfor dioxin in specified food products.

Total Diet Study

The TDS CP was last updated October 8, 2003, and contains the current operating
ingructions for this program.

The objectives of the TDS are:

?? Determinetheleves of pedticides, industrid chemicds, toxic and
nutritiond dements, salect radionuclides, and folate in foods as consumed.
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27 Cdculate dally dietary intakes of dl TDS andytesfor 14 age and sex
groups.

?? |dentify trends and compare levelsin foods and dietary intakes of TDS
andytes with acceptable levels and recommended intakes established by
FDA, Food Agriculture Organization (FAO) and World Hedlth
Organization (WHO), the Nationd Academy of Sciences, and other
agencies and scientific bodies.

The TDSisavery structured and prescriptive program. Collections are scheduled
four times per year, with each conssting of smultaneous collectionsin three
citiesin a specific geographic area. All collections are sent to the Kansas City
Digtrict laboratory where foods are prepared as consumed. Analyses are
performed at the Kansas City laboratory with the exceptions of folate (sent to
Atlanta Center for Nutrient Analysis) and radionuclides (sent to Winchester
Engineering and Andyticd Center).

. POLICY AND PROCEDURE MANUALS
Pesticide Analytical Manual

The PAM is published by FDA and isthe officia repository [40CFR180.101(c)]
of anadytica methods used in FDA laboratories to examine food for pesticide
residue for regulatory purposes.

While the PAM isformaly amanud published by CFSAN, updating to assure
referenced andyticad methods reflect current, andardized and vaidated science
isajoint responsbility of CFSAN and ORA. In the padt, thiswas accomplished
by appointing a co-editor from each organization and through joint discussions
regarding method needs between ORA (field and DFS) and CFSAN. This
resulted in assgnments to develop and vaidate andyticad methods for inclusion
in the PAM.

Because the pesticide programs, both import and domestic, are regulatory in
nature and presume possible regulatory and adminidtrative actions by the FDA
when violations are noted, the use of standardized and validated analytical
methodology iscritical. It is necessary each FDA laboratory use validated
methodology to assure reproducible results that can withstand scrutiny by the
courts.

In addition, it is critica that andytica packages to support violative samples meet
the criteria outlined under Procedural Requirements in the CPs. The andytica
packages will include the results obtained, reference the methodol ogies and
equipment employed, aswell as document the quaity assurance procedures
followed to assure the accuracy of the results and establish the chain of custody of
the sample while under andysis.

The Committee determined that PAM Volumes| and |1 need to be updated to
reflect current technology in use in FDA laboratories and to include currently
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available sate- of-the-art technology. A full discussion of the PAM isincluded
under the Science Issues section of this report.

Compliance Policy Guides

CPGs are deveoped to provide guidance to the Agency’ s compliance staff and
field investigators on Agency policy on regulatory issues related to FDA laws and
regulations. As guidance, a CPG represents the Agency’ s current thinking on
specific regulatory issues. The CPG manud isarepostory for al Agency
compliance policy. CPGs are prepared from many sources. These include:
statements or correspondence by headquarters offices or Centers; precedent-
etting court decisons, multi-center agreements regarding jurisdiction over FDA-
regulated products; preambles to proposed or find regulations or other Federa
Register documents; and, approved regulatory actions.

As regards the pesticide program, the most pertinent CPG is 7141.01, Pesticide
Residue in Food and Feed Enforcement Criteria. This guidance contains the
criteriafor initiating an enforcement action. It provides the necessary legd
charges for an enforcement or adminigtrative action; specifies enforcement levels
for pesticides for which there is no tolerance and for instances where established
tolerances are exceeded; and, lists action levels for unavoidable pedticide levelsin
food and feed commodities.

The Committee’ sreview determined the CPG needs updating. The current CPG
conflictsin a least one instance with a CP (see Recommendation 1). Further, the
CPG does not recogni ze differences in regulatory standards between domestic and
import products. Specificaly, the CPGs and CPs need to:

?? Recognize the “appearance of aviolation” is aregulatory sandard that can
be applied to import food products when entry decisions are made.

2? Evauate the need for quantitation in no tolerance Stuations and the need
for quantitative check analysis for imports.

The Committee determined that guidance in both the CPs and CPGs does not
recogni ze adequatdly the difference in evidentiary standards between a domestic
legd action (i.e. seizure) and an import related adminigrative action (i.e. refusd).
This resultsin laboratory resources being devoted to potentially unnecessary
check andlysis. Thistime could be better used in testing additiond |ots of
produce, thereby increasing our survelllance rate.

An “gppearance of aviolation” is the standard in the Act that is gpplied to
adminigrative refusa of imported product, as well asto the preliminary step of
detention which is designed to alow for submission of information to “ overcome’
the appearance of aviolation. However, rather than use this standard of proof,
recognized in the Act, the current policy outlined in guidance documents calls for
both quantitation of the pesticide when no tolerance exigts, plus performing a
quantitative check analysis for both *no tolerance” and * exceeds tolerance”
findings for each pedticide violation found. This practice not only diverts limited
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|aboratory resources from testing additiond lots, it delays adminigrative action
againg shipments of the same product from the same grower, which are likely to
exhibit the same pegticide violation.

Recommendation:

7. Develop aregulatory structurefor importsto take advantage of the
resour ce saving achieved using the “ appear ance of a violation” standard
in Section 801 of the FD& C Act.

The Committee recommends OE as lead, with the participation of DIOP, be
charged immediately to engage CFSAN and CVM in development of a
regulatory structure for imports that takes advantage of the resource saving
that can be achieved using the “appearance of aviolation” standard. New
procedurd guidance isto be incorporated into the re-issuance of the CPs
scheduled for March 2005.

I nvestigations Oper ations M anual

The IOM isthe primary source of guidance regarding Agency policy and
procedures for field investigators and ingpectors. It directs the conduct of all
fundamentd invedtigationd fidd activities Adherence to guidanceinthe IOM is
necessary to assure quality, consstency, and efficiency in field operations.

There are many sections of the IOM that impact the pesticide program, e.g.
sampling schedules and procedures to insure the proper collection, storage and
trangport of samples and maintaining sample integrity.

The Committee observed the IOM is currently up to date. Hardcopy IOMs contain
current information when printed; however, ORA/DFI procedures dlow for
updating the IOM ontline when changes are needed. This on-line manud is
avallable through FDA webstesto dl FDA personned.

Regulatory Procedures Manual

The RPM primarily isamanua on “how to” proceed in regulatory matters, both
domestic and imports. It contains procedura guidance on the preparation of legd
and adminigrative documents to Agency personnd. It also contains a summary of
the various laws FDA adminigters.

In terms of the Pegticide and Chemica Contaminants program, it contains
guidance for criteriaand preparation of both domestic legd actions and import
adminidrative actions.

In 1989, the Agency published a Perishable Food Policy (one day laboratory turn-
around) in the RPM. The purpose of this policy was to insure that imported
perishable products would not deteriorate and become non-marketable while
laboratory samples were andlyzed. This policy was not included as part of the
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revised RPM in 1997 or 2004. However, loca management, in many cases,
continues to follow this policy and many importers presume the policy remainsin
effect and demand to be informed of results within those time frames. Those time
frames may no longer be reditic due to the distance of servicing labs, ddivery
time to the lab, and lab work schedules (see Recommendation 6).

Import Alerts

Import Alerts, dong with Import Bulletins, are used to identify and disseminate
import information (problems, violative trends, etc.) and to aid in providing
effective import coverage.

Import Alerts identify problem commodities, shippers, or importers and provide
guidance for import coverage. They aso identify those products or shippers that
have met the criteriafor DWPE based on the information available to the Agency
(i.e results of [aboratory examination, foreign inspection findings,

epidemiological association with food borne illnesses, information from other
domestic or foreign government agencies), or which may require increased
sampling. Import Alerts Sgnificantly improve the uniformity of enforcement in
import problem areas.

Import Bulletins generdly are informationa only. They are used to share
information between field offices regarding findings that do not meset the leve of
an Import Alert, but which field offices may wish to use to focus their import
coverage.

The Committee found an unacceptable time-lag in issuing new or updating
exiging Import Alerts when pesticide violations are found. Delays frequently are
severd monthsin length. The consequent inability to apply atimely policy of
DWPE on subsequent entries of the same product from the same source diverts
limited investigational and laboratory resources continualy to sample and test
these subsequent entries.

Import Alerts are issued when evidence is found of aviolation of an imported
product and it is likely subsequent entries would exhibit the sameviolation. They
are used to communicate instances where an “ gppearance of aviolation” has been
established and future entries may, based on an evauation of the background, be
detained without |aboratory anadyss. Examples are subsequent shipments of the
same product from the same grower when aviolaive pesticide resdue is found;
another example would be the presence of an unapproved food additivein a
processed food.

Above and beyond the extensive anadys's expected to document a pesticide
tolerance violation for an imported product, recommendations from field offices
to place product/grower combinations on Import Alerts reportedly take an
inordinate amount of time to process though DIOP and CFSAN.
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Recommendations;

8. OE and DIOP coordinate areview of current policy and proceduresfor
placing imported produce, found violative for unapproved pesticide
residues, onto Import Alerts.

9. OE and DIOP review the utility of the “ pesticide specific’ charge
currently used on Import Alerts.

Consdering the following points, the review, to be made in consultation with
CFSAN, isto determine:

22 If improvements in science make extensive headquarters reviews
unnecessary;

?? The possible effect of laboratory accreditation on the need for
headquarters reviews, and,

?? The effect of the nature of the * gppearance of aviolation”
requirements of Chapter 801 of the Act.

OE and DIOP aso are to be charged to review the utility of the “pesticide
specific” charge currently used on Import Alerts. The effect of the current
policy is future shipments need only present evidence of the lack of a specific
pesticide to overcome the " gppearance of aviolation”. Evidenceisnot
required to demonstrate the product was tested using the same multi-residue
methods used in FDA laboratories and, therefore, is free of additional residues
identifiable through the methodol ogy.

Field Management Dir ectives

The FMD manud is an additiond mechanism for didtributing procedurd
information and policy on the management of ORA field activities. The
manud isintended asinterna guidance directed to fidd managers.

Some FMDs are directly related to the Pesticide and Chemica Contaminant
Program, induding:

?? FMD #134, Pesticide Coordination Teams;

22 FMD #129, Interagency Pesticide Referrals between EPA and FDA,;
and,

2? FMD #77, Abbreviated Andytica Reporting.

FMD # s 134 and 129 cover important aspects of the overdl pesticide strategy
within FDA. Fed offices compliance with FMD #134, on the functioning of
PCTsand FMD #129, on interagency referras concerning pesticide violaions
between FDA and EPA, was clearly the exception rather than the rule.

Functioning PCTs are avauable tool to focus FDA'’s surveillance sampling
for pesticides on properly risk-based, targeted product. They dso, via
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improved advance communication with servicing laboratories, would help to
eliminate laboratory backlogs that unnecessarily delay the analysis of produce.
PCTswould be charged to assure that the Agency’ s overdl pesticide
survelllance program is implemented in a thoughtful, risk-focused manner.
The PCTsin each didrict would insure program requirements, including
aurvelllance activities, non-redundant reports to nationa program
management, selection of sampling Sites and compliance activities (induding
referrds to EPA and state counterparts), are initiated and properly monitored.

The Committee realizes the previous modd for PCTswill need to berevised
for the current environment. Clearly, reporting to nationa program managers
by 20 districts on information readily obtainable on anationd bassthrough
existing databases requires are-evauation of what reports are needed. Also,
the ORA laboratory consolidation program has resulted in servicing
laboratories that are distant from the districts and which frequently anayze
samples from multiple digtricts. Mechanisms will have to be found to assure
digtricts can collect needed samples to accomplish their workplan, do thisin
coordination with other digtricts serviced by the same laboratory, and
coordinate this work to avoid seasona backlogs in the laboratories.

Recommendations;

10. The Committee recommends that the Deputy ACRA, as soon as
possible, issueamemo to all field offices regarding the need to comply
with FMD #129 and shar e violative pesticide resdue data with EPA.

11. ORO develop an outline of functionsfor field PCTsin the current
environment of national databases and distant servicing laboratories
for field officesto follow.

12. PCTs performing newly established functions be established in each
digrict by FY-06.

Special Assignments

Occasiondly, in response to specific concerns or documented problems, the
responsible Center (i.e. CFSAN or CVM) with the concurrence of ORA, or
ORA onitsown, will issue specid assgnmentsto the field to respond to the

problem or gather information to better eval uate an emerging concern.

CFSAN, CVM, or ORA specid assignments can have a significant impact on
accomplishment of the workplan for Pesticides and Chemicad Contaminantsin
Foods. A recent example under the Pesticides and Chemical Contaminants
program was the series of assgnmentsto collect and andyze Ginseng and
Ginseng-containing products for pesticide contamination.

Field offices expressed concern with the amount of time some specia projects
required and the impact of thiswork on their regulatory activities. Uniformly,
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the analyzing laboratories indicated the required andyses were complex and
took significantly more time to perform than the norma pegticide screenings.
The time to perform the requested analyses was resourced insufficiently and,
therefore, adversdly affected other activities in the program.

The Committee noted frequently, Centersin their Specid Assgnments
mandate special reporting requirements beyond ORA’s FACTS or OASIS
systems. Normadly, these requirements involve information not availablein
FACTS or OASIS, but appear to be designed to allow Centersto obtain data
in amanner with which they are mogt familiar. This practice is not

exclusvdy a problemwith Specid Assgnments.

Dua reporting requirements are time consuming and redundarn.
Recommendations:

13. The Committee recommendsthe FFC, CVM Committee and ORO

critically evaluate all requestsfor data reporting outside of the
FACTSor OASI S systems.

14. DHRD should offer additional training on the FACTSand OASIS
systems so CFSAN and CVM can access needed data from the systems
and avoid duplication of data reporting by field offices.

ORA Workplan

Annualy, in cooperation with program Centers, ORM issues aworkplan that
alocates respongbilities to assure accomplishment of planned work. The
workplan will assign specific numbers of investigations, ingpections and
sample collections to fidd offices and sample andysis responsibilities to field
laboratories. The workplan dso dlocates resourcesto field offices, via
average time modules for work products, to assure field offices and
|aboratories are staffed to accomplish the assigned work.

Upon receipt of the nationa workplan, field offices and laboratories are expected
to develop aloca workplan to assure accomplishment of assigned work during
the fiscd year.

. DISTRICT AND LABORATORY MANAGEMENT

Loca digtrict and laboratory management are expected to have policies and
procedures in place to assure:

2? Locd workplanning is accomplished to implement work assigned under
the nationad Workplan;

2? Work accomplishments conform with Agency policy and procedures and
are gppropriate for use to accomplish the intent of the CP and, when
appropriate, to alow follow-up regulatory and adminigtrative actions,
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2? When there isaneed for regulatory and adminidrative action, the need is
recognized and appropriate follow-up isinitiated; and,

2?2 Work is accomplished in an efficient manner recognizing the
programmatic needs of othersin the Agency.

The Peer Review Committee observed the current domestic and import
compliance programs provide district and |aboratory management with guidance,
athough dated, for program implementation. However, it was noted district and
laboratory management procedures and requirements often deviated from the
compliance program. For example, formation of a PCT, development of local
survelllance data on pesticide usage, and submission of ayearly peticide program
report to CFSAN, seldom were followed.

Severd didricts indicated restrictions on sampling (i.e. focus of foods consumed
by infants, collection directly from growers, specia assgnments, collection

during certain times of the year, etc.) prevented an even flow of samplesto the
laboratories. It should be noted the domestic pesticide compliance program does
suggest 50% of samples should be directed towards foods consumed by infants
and children. Although the program lists a number of products, local discretion
can be used to select additiond foods which would be consumed by infants and
children. Loca management is afforded wide flexibility in deciding which
products to sample based on knowledge of local produce and growing conditions.
It appears local management may not understand fully the laitude in sampling
decisons afforded to them by the CP.

The mgjority of digtricts stated they believed PCTs needed to be reestablished
everywhere. In those digtricts where PCTs are in place or where management
used a amilar team approach, the district appeared to have better control over
implementation of the pesticide program, including amore controlled flow of
samples to laboratories.

The committee determined the mgority of didtricts refer violative domestic
sample results to state regulatory authorities for follow up action. Results of state
regulatory actions seldom are documented. Didtricts do not appear to follow
program guidance which calls for meetings with growers and the issuance of
Warning Lettersfor Class 3 violations. The mgority of didtricts contacted
routingly did not notify the Federd or State EPA when sample andlysisindicated
possible misuse of pesticides.

The Committee determined there is notable and distressing lack of red time
evauation and feedback on findings of the Pesticide and Chemica Contaminants
CPs.

Thisissue involves the need for locd digtrict offices, in order to meet the
expectations of the CP, to incorporate information of pesticide usage, both
domestic and foreign, in their loca sampling program. One of the most important
sources of such information isthe FDA monitoring program. The most current
report on the Agency pesticide program involves FY-01 findings. Interviewswith
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field gaff, including managers, indicated few field saff are awvare of the CFSAN
Annua Pegticide Report. Further discussons indicate there are available
mechaniams to share red time peticide violation data, including regular field
laboratory pesticide cdlls to share violation information, and areport, issued
regularly by DIOP, which ddineates al import Class 3 laboratory findings.

Recommendations:

15.

16.

ORO work with CFSAN to assuretimely issuance of an annual pesticide
report to be used by field staff to direct sampling of agricultural products
for pesticide use.

ORO organize and disseminate all ORA-generated infor mation on
pesticide violations to assur e staff have the information necessary to
direct local sampling plans.

The Committee found there is no single point of contact for ORA fidd unitsto
obtain guidance on current policy interpretation. All field units interviewed
expressed frudration with their ability to obtain timely guidance on
investigationd, regulatory and compliance issues involving the Pegticide and
Chemicd Contaminants programs and to coordinate regulatory response and
develop policy, when necessary. Fidd officesindicated it was difficult to get
guidance from ether ORA or Centers on new or unusud issues.

Recommendation:

17.

A specific individual in OE become ORA’s clearinghousefor all policy
and regulatory issuesinvolving the Pesticide and Chemical Contaminants

Pprogram.

This person would be expected, through in-depth knowledge and consultation
with other Agency units, to supply authoritative answersfor dl fidd questions
inatimey manner.

Committee requests for complete ingpectional/laboratory/compliance
packages for review, dating from FY-01, clearly showed an inability on the
part of many digtricts to retrieve the packages. The Committee suspectsthis
problem is not limited to the Pesticide and Chemica Contaminants programs.
In addition, even when packages were available, the level of documentation
maintained varied sgnificantly between didricts.

In the Science I ssues section of this report, the Committee will recommend
field laboratories, in anticipation of the requirements for |aboratory
accreditation, be designated the officid repogtory of al origina laboratory
records. However, the problems encountered of varying degrees of
documentation being maintained, or perhaps retrievable, by different didtricts
clearly indicates a need to establish sandards of what must be maintained by
FDA didtricts to document compliance activities and consultations and what
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must be maintained to document in-compliance Situations. The need for
review of thisis especidly acutein this era of increased field autometion
(FACTS, OASIS, TURBO) with retrievable databases. There is need to
establish definitivdly which items to maintain in either paper or eectronic
format, and which organizations are responsible for assuring their

mai ntenance.

Recommendation:

18. The Deputy ACRA create a multi-disciplinary task force, including a
Quality Management Systemsr epresentative, to review and establish
standardsto document and maintain recordsfor in-compliance
Stuations.

This task group will make specific recommendations to the ACRA. Those
portions of their recommendetions agpproved by the ACRA will be issued as
guidance to field offices,

V. SCIENCE ISSUES

A. DIRECTION AND LEADERSHIP

Higtoricaly, FDA has been recognized for its pesticide program leedership rolein the
aress of method devel opment research, instrumentation, program oversight, and
technical expertise. This|eadership resded primarily in CFSAN. With time, many
of the influential scentigsin CFSAN retired, program emphasis shifted, and
scientific leadership emerged from ORA scientists located in thefield. Innovations
from the fidd laboratories are exemplified by the Luke methods developed in the Los
Angeles Didtrict |aboratory. ORA now is experiencing aSmilar successon chalenge
with the retirement of severd of itstop pesticide program scientists.

As the Committee conducted Site vidts and interviewed pesticide technica experts
and managers throughout the field, it became clear, despite the loss of many key
scientigts, expertise and program leadership potential exists in the new generation of
andygsin ORA laboratories.  The development of the mass- salective detection
(MSD) procedures and miniaturized extraction methods are examples of this
expertise. To date, such advances have occurred on an individua analyst bagis, with
little forma organizationa attention or Sructure.  Andysts have been appreciated for
their technical capability, but their depth of knowledge in the purposes and directions
of the program itsdf has not been sgnificantly utilized. This became clear to the
Committee during interviews with scientists and managersin fidd |aboratories.

Senior andydtsin severd |aboratories, for example, expressed the need for new
directions in method development and validation, standardization of procedures
among sarvicing laboratories, and new procedures for technica review of andytica
packages.
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Recommendations:
1. Egablish a PSC to address national program issues.
2. Createa National Pesticide Expert within ORA.

The Committee recommends ORA establish aforma mechanism to retain and
fully develop scientific leedership in the program, and incorporate this group into
the program planning and implementation process. Establishment of a PSC would
accomplish thegod. The PSC would consist of four to Sx technical specidists
and two managers from field pesticide |aboratories, one DFS representative and
representatives from CFSAN and CVM. The PSC would be responsible for
nationwide program issues, including sandardizing procedures among pesticide
sarvicing laboratories, specifying uniform use of equipment configurations, and
addressng method vaidation issues.  Scientists on the PSC would possess
aufficient expertise to assist in policy development, serve as a pool of expert
witnesses, and perform regulatory package scientific review functions, when
appropriate.

Another frequently expressed theme heard by the Committee was the need for
directed research in peticide andysis. At one point, thiswas performed by
Pesticide and Industrid Chemicals Research Center (PICRC). Located in
Detroit, PICRC conssted of five research scientists tasked with development and
vaidation of methods to be used by ORA laboratories. At the time of laboratory
consolidation, the function moved to the laboratory in Kansas City; however, as
resources have been reduced, little capability existstoday. The Committee
recommends this function be served by asingle person, serving as afocd point
for scientific leadership in this program.  Thisrole has been assumed unofficidly
and informaly for anumber of years by a senior scientist in aFDA |aboratory,
who soon will retire. Severd other ORA scientists have the knowledge, interest,
and leadership potentia to assume this role, but under current pressure to generate
high sample output, they may not have the time flexibility to devote their efforts

in this manner.

The Committee recommends the cregtion of a Nationa Pesticide Expert position
within ORA with the following features and duties:

?? GS-13 position with potentia for advancement to GS-14 or higher through
the Regulatory Scientist Peer Review process.

2? Reportsto DFS but located in an ORA laboratory.

?? Conductsresearch and coordinates other pesticide research and related
activities throughout the field.

2? Coordinates the vaidation of proposed regulatory methods to fecilitate
their incorporation into regulatory programs.

2? Adtively isinvolved in policy setting and procedure development as a
member (and perhaps Chair) of the PSC.



This position should be developed, advertised, and filled as soon as possible to
strengthen the leadership of this program. It may be amodd for other Science
Nationa Expert postionsin other program aress.

B.METHODS

The latest scientific techniques, such as mass spectrometry (MS), bring new
opportunities for time saving and accuracy in pesticide andyss. Because of budget
condraints and program priority shifts, FDA has been dow to bring these new
techniques into our field laboratories. As aresult, we have falen behind many other
world leadersin pesticide science. Although the shift is occurring in ORA
|aboratories, the officid methods remain the multiple column/detector systems. To
maximize the advantage of technica upgrades, we need to move away from the
antiquated methods developed over twenty years ago.

We are limited by our regulatory policies, which prescribe old, less efficient methods.
The specificity of the newer MS technique is sufficient to be considered the primary
resdue identity technique. Therefore, use of time consuming, multiple
column/multiple detector systems currently required by policy isunnecessary.  This
is particularly important as we test time-sengtive perishable products streaming
through the borders.

Recommendation:

3. ThePSC facilitate continued incor por ation of state-of-the-art pesticide
methodology into official regulatory procedures.

The Committee recognized thet other advances in pesticide methodology,
developed in recent years, should be incorporated into nationa procedures.
Examples are the “QUEChERS’ miniaturized extraction and cleanup procedure
and the new miniaturized sat-out procedures based on LIBs 4110, “Multiresidue
Method for the Analysis of Polar and Nonpolar Pesticides in Fatty Products’ and
4178, “A Multiresdue Andytical Method Using Solid Phase Extraction Without
Methylene Chloride.” These provide smilar recoveries to traditiond methods
while minimizing solvent use, diminaing the use of methylene chloride and
separatory funnels, and saving time. Hazardous waste management is an acute
concern in our laboratories, as wdl as the reduction of costs commensurate with
less need for expensive solvents.  Priority should be given to vdidation and
adoption of these methods.

Many of the new pesticides being introduced, including the so-cadled “third-
generation” pesticides, such as imidazolenones, are not amenable to detection
using current methods.  These pesticides require use of more sophisticated
techniques, such asliquid chromatography-mass spectrometry (LC-MS), a
technique not currently used in FDA'’'s pesticide programs. As resources permit,
LC-MS needsto be incorporated into routine screening procedures. This
equipment is expengve, but FDA needs to make this commitment to state- of-the-
art science.

35



The PSC would monitor development of new techniquesin the five field
laboratories and in coordination with CFSAN and CVM. Through timely
introduction of new gpplications and coordinated validation of methods, FDA
would continue to have state-of-the-art methods required to carry out its
regulatory misson.

C. POLICY

While interviewing ORA laboratory scientists and compliance officids, the
Committee identified instances where regulatory policy appearsto stifle execution of
the program. These policy issuesincluded those related to evidence required for a
regulatory action and records retention.

As scientific methods, information technology applications and instrumentation

advance, and FDA shiftsto an ISO-17025 environment, policy changes are
gppropriate. One necessary change involves retention of analytica records.  Current
policy requires records be sent to the home-district Compliance Branch, where ether
the domestic manufacturer is located or the import entry ismade. 1SO-17025 requires
such records be available to auditors without delay. Thereisno 1SO-17025 housing
location requirement for records of import samples or non-actionable domestic
samples; only that they are retrievable.

Recommendation:

4. Retain analytical recordsin the analyzing laboratory; establish the FACTS
sample summary asthe official regulatory analytical record.

In conducting didirict audits, teams from the Committee often found records
incomplete and, in many cases, missing atogether.  Where [aboratories and
digtrict offices were co-located, this ssddom was aproblem.  With the
consolidation of Iaboratories, movement of records became more confusing.
Since laboratories now service multiple home didtricts, asingle, useful records
retention procedure would best serve ORA.  Severd digtrict Compliance
Branches use e ectronic copies or photocopies of records, while others require the
original worksheet package for final regulatory decisons. The process for
communicating anadytica results to a home didrict needs to be quick, efficient
and reliable. Origind records should be retained by the andyzing laboratory, thus
preventing loss and facilitating retrieval. FACTS sample summaries can
communicate reviewed andytica results for any gppropriate regulatory action or
release of product. Thisdready isthe practice in several ORA laboratories and
digtrict offices, the Committee recommends this to be the standard procedure.

Recommendation:
5. Review requirementsin the CPG for check analysesfor samples containing

pesticideswith tolerances and with no tolerances as part of thereview and
revison recommended in Program Management (section V).
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A second mgor consderation for change in policy isinterpretation of andytical
results and the degree of quantitative evidence necessary to take regulatory action.
Current policy for samples containing “No-Tolerance’ residues (pesticides not
permitted at any level in acommodity) isto quantitate the level of each residue
identified and perform an independent, qualitative, confirmatory anayss. The
policy for samples containing residues that exceed atolerance requires
quantitative origina and check anayses, including spike recovery and reagent
blank determinations. Spike recoveries (fortification of product known standard
and recovery using methods for isolation and identification of the peticide) and
blank injections can increase andysis time ten-fold when multiple resdues are
encountered. Proving arecovered resdueis greater than the limit of quantitation
(LOQ) isaufficient quantitative evidence, in addition to identity confirmation for
regulatory action when no tolerance has been established. Similar logic should be
applied when aresdue is encountered that exceeds a tolerance.

D. DOMESTIC AND IMPORT SAMPLE ANALYSIS

Under current programs, import pesticide samples are andyzed by five ORA regiond
laboratories, domestic samples are analyzed by the same five laboratories, plus
Kansas City District laboratory. The number of samples collected under the peticide
programs declined considerably through the 1990s. Over the last severd years, the
number has stabilized to around 8000 samples per year (5300 import and 2700
domestic). During thistime period, the domestic program was cut disproportionately
compared to the import program, from a 1:1 retio to the current 2:1 ratio.

These resource reductions have impacted the program in several ways. Required core
sampling for staple commodities, such as milk, dairy products, and eggs, was
diminated. The“Statigticd Sampling Assgnments’ and “ Specid Emphasis Surveys’
were diminated. The gatisticd sampling assignments were designed to collect
datigticaly significant numbers of atargeted commodity and andyze a targeted

group of pedticides, including as many pesticides with tolerances as practicd. All
samples were analyzed by a single |aboratory to enable economies of scale. The
gpecial emphasis surveys were intended to provide limited coverage for pesticides not
determined by commonly-used multiresidue methods.

Recommendations;

6. Consolidate all domestic pesticide analyses within two laboratories. Arkansas
Regional Laboratory (food) and Kansas City District laboratory (feed).

7. Consolidate all import pesticide analysesin four laboratories: Northeast
Regional Lab (NRL), Southeast Regional Lab (SRL), Pacific Regional Lab
Southwest (PRL-SW), and Pacific Regional Lab Northwest (PRL-NW). Shift
existing import workload from ARL to PRL-SW.

8. Deveop a national sampling plan for domestic produce tar geting specific

commodities for coverage each year and focusing collectionsto a limited time
period.

37



0.

10.

E.

Reinitiate statistical sampling surveysto includeimport products collected in
domestic commer ce.

Focusthe program in consultation with EPA to providerisk analysis data
needed for tolerance reassessment.

During the course of this Peer Review, the Committee found virtualy unanimous
response from digtrict offices and laboratories that resources of the domestic
program could be better utilized for greater regulatory impact. Severd
respondents recommended terminating the domestic program.  Aswas evidenced
in the work product review, domestic samples are given low priority for collection
and andys's, and laboratories often choose to gpply only abasic pesticide screen
and do not perform analyses for additional classes of pedticides.  Additiondly,
large numbers of samples are sometimes collected a onetime, Straining

laboratory capacity and resulting in lengthy delays in completion of anayses.

Based on these findings, the Committee concluded a mgor redesign and
restructuring of the domestic program is necessary. Terminating the program is
not considered a viable option as under Internationa Trade Tresties, imported and
domestic products must be trested smilarly. Thus, a domestic program must be
maintained to complement the import program. Severd assumptions were used in
the deliberations. the available resources for collection and andyds are congtant,
the total number of sampleswill not decrease, net shift of resources among
laboratories must be minimized, and the net result must enhance program
coverage. The best solution appeared to be consolidating the domestic program
andyses into one or two laboratories and to focus on specific commodities to be
sampled each year. Other laboratories would do only import program analyses.

This solution offers the following benefits:

?? Enhanced productivity by batching smilar samples.
?? Expanded andytical coverage by freeing resources for using sngle resdue
methods.
?? Eliminaing the “summer rush” of domestic peticide andyses.
?? Allowing improved coordination with EPA to fulfill their resdue data
needs. The sdection of commodities to be sampled would be devel oped
in conjunction with EPA data needs for risk assessments.

?? Reducing andyticd turn-around time in laboratories having an import
focus.

INSTRUMENTATION

Traditiondly, lab instrumentation has been funded centrdly, but specified locdly.
Each lab determined the gppropriate configuration and vendor for its individua
operation. The result isamyriad of different indrument configurationsin the various
pesticide |aboratories.
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Theinitid mgor purchase of MSD systems established a new paradigm for
indrument acquisition in ORA. This occurred in 2000, when money originaly
alocated for tobacco enforcement became available for new technology acquisition.
Recognizing the need to incorporate mass spectrometry into pesticide screening
protocols, DFS, in conjunction with severd senior analysts, agreed upon asingle
configuration from a specific vendor and purchased seven instruments for field use,
This has proven beneficid in severa ways, some unforeseen at the time the decision
was made. ORA was able to negotiate a significant discount on the per-unit price and
obtain a commitment from the vendor to include analyst training which otherwise
would have been an additional cost. The Smilarity of configuration has dlowed the
various labsto asss each other in training, data interpretation and troubleshooting,
and the familiarity of labs with the equipment has helped to direct subsequent
purchases to a Smilar configuration.

These multiple benefits have proven the need to continue this gpproach. Asfurther
equipment is needed in the pedticide labs, the configuration for such equipment will

be defined by recommendeations from the PSC and anticipated program needs.
Purchases will continue to be funded by the existing central process, athough savings
from larger group instrument purchases can be expected.

Recommendations:

11. PSC deter mine configurations of equipment to be used in all pesticide labs
utilizing group purchases, whenever appropriate.

12. Negotiate and fund service contractsfor complex instrumentation.

13. The PSC, in development of national protocols, should maximize automation
capabilities of instrumentation.

The Committee reported interviews with laboratory persomne identified another
magor issue: service contracts for new equipment.  Higtoricaly, with smpler
equipment, maintenance was performed by experienced andysts. With today’s
ingrumentation, basic maintenance and troubleshooting can il be performed by
experienced analysts. However, the complexity of the instrumentation requires
serious ingrument mafunctions be diagnosed and repaired by quaified service
engineers. Combined with the high cost of replacement parts, thereis now a need
for service contracts. Two potentia approaches are to buy contracts annually or
to negotiate extended warranty service into the purchase.

Consderation aso needs to be given to efficiency in purchase and use of
ingrumentation. Automation needs to be used to its fullest possible extent.
Autoinjectors are now standard equipment on chromatographs of al types. The
Peer Review Committee observed this capability as underutilized in our labs.
Protocols need to be established to maximize this capability. For example,
calibration runs (to conform to SO 17025 standards) could be performed in the
early morning while samples are being extracted. Sample analysis could proceed
throughout the day using insgrument automation features and throughout the night
on an unattended bagis, if necessary. Data processing aso could be automated
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once Laboratory Automation Management Systems (LAMS) are incorporated.
The PSC should work toward establishing uniform protocols to accomplish these

efficency gans.
F. PESTICIDE ANALYTICAL MANUAL

The PAM isreferenced in 40 CFR180.101xx as the repository of methods used by
FDA for enforcing tolerances for pesticide resduesin foods. Currently, the PAM
conssts of two volumes. PAM Volume | conssts of multiresdue methods. PAM
Volumell contains methods for individua pesticides submitted by registrants as part
of the regigtration process. Both volumes are outdated, as PAM | waslast revised in
2000 and PAM 11 in 1989.

Recommendations:

14. Initiate a fast-track processfor updating PAM | with methodsand
techniques currently used in FDA laboratories.

15. Refocus PAM | as a methods manual, eiminating textbook chapterson
general technologies.

16. Egtablish critical limitsfor adjusting oper ating parameter swhen focusing on
individual pesticides.

17. Establish a schedule for routine updates of both PAM volumes.
PAM I

Although the methods in PAM | are scientifically sound and vaidated, they are,
generdly, resource intensive and specify the use of obsolete technology and
techniques. Exigting methods are written in very prescriptive terms. While thisis
necessary for multi-residue screening, provison is necessary to alow minor
adjustments or changes when the andysis is focused on a specific pesticide. For
example, a specific temperature program must be used for initid anayss, but a
modified program may be necessary to resolve aresdue of interest for a co-extractive
interference or another pesticide that co-elutes under the prescribed conditions.

PAM | dso contains chapters on generd techniques, such as gas chromatography
(Chapter 5) and liquid chromatography (Chapter 6). These “text book” chapters
require consderable effort to write. While these were relevant when written, they
now are outdated. Up-to-date textbooks on generd techniques are available
commercidly to fulfill thisneed. In today’s environment of limited resources, our
efforts would be better spent exclusively on methods issues.

New methods have been devel oped that are much more rapid, use Sgnificantly less

solvents, generate ten times less hazardous waste, and are significantly more efficient.
Additiondly, instrument technology has advanced well beyond that which isincuded
in PAM methods. This new technology, for example, gas chromatography-mass
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spectrometry (GC-MS) and liquid chromatograph mass spectrometry (LC-MS), is
used routingly in FDA laboratories in the pesticide monitoring programs.

The fact these new methods and technologies are not included in PAM | creates
problems when these methods are used in regulatory analyses. Thishasled to
unnecessary complications in compliance Stuations. Other issues regarding PAM |
the Committee identified follow:

?? Requirements for adding new methods to PAM | specificdly are not
defined.
?? No schedule exigts for routine updating of PAM 1.

The process to update PAM | wasiinitiated in March 2004. A new group of PAM
technica advisorswas identified. A conference call, including the new technica
advisors, DFS and CFSAN, was held to discuss and prioritize new additionsto PAM
l. Assgnments were made for drafting updates to include severad new methods.

PAM 11

The issue with updating PAM [l isnot as critical. The last full update wasissued in
1989, however, an updated index of pesticides and methods wasissued in 1999. The
newer registrant methods are available from CFSAN. An updated index is needed on
aregular basis aong with a specific contact point for FDA and other regulatory

(State) laboratories to obtain the methods.

G. DIOXINSPROGRAM

The primary dioxin andytica laboratory for FDA isthe Arkansas Regiond

Laboratory (ARL). Thisisafull cgpability, high capacity lab with Sate-of-the-art
high resolution gas chromatography-mass spectrometry (HR-GC-MYS) and automated
extraction apparatus. ARL has cgpability for usng the CALUX, abiologica
screening method for dioxins and furans. A second dioxin lab was established in the
Kansas City Didtrict laboratory (KAN) in 2002. KAN has limited capacity and
cgpability. 1t does not have high resolution GC-M S or automated extraction systems.

Recommendations:
18. Establish a research effort for dioxin method development at ARL.

19. Reaffirm the need for a second dioxin analytical lab at KAN and equip the
laboratory appropriately with state-of-the-art technology.

The Committee reported ARL currently isthe only FDA laboratory with both the
HR-GC-MS and automated extraction capabilities. The methods developed at
CFSAN use manud techniques for extraction and isolation of analytes. Thus, the
new methods and modifications of existing methods to expand capability to
additional compounds, such as PCB congeners, require sgnificant adaptation for
use a ARL. The automated extraction system has untapped capabilities that
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should be exploited. Other rapid screening methods for dioxins are gppearing in
the literature. The potentia applications of these techniques for foods and feeds
must be investigated. Thus, aresearch effort a ARL focusing on dioxinsis
warranted.

Limited capability at KAN has become an issue because it limits the types of
samplesit can andyze. For example, lack of HR-GC-MS precludes the andys's
of TDS samplesfor dioxinsa KAN. These samples must be shipped to ARL for
andyss. A mgority of samples andyzed requires HR-GC-MS to achieve the
necessary sengtivity levelsrequired for risk assessment. Sincedioxinsarea
ggnificant issue, the Agency must address, in the foreseegble future, the necessity
of a second full capability lab to provide required capacity and redundant

capability.
H. TOTAL DIET STUDY

Andytica effortsfor the TDS are centered at KAN and include analyses for
pesticides, toxic eements, and nutritional dements. Other TDS andyses are
conducted at Southeast Regiond Laboratory (folic acid), Arkansas Regiona
Laboratory (dioxins), and Winchester Engineering and Andytical Center
(radionuclides). Only the pesticide and dioxins components of the TDS were
included in this review.

Recommendation:
20. Implement the GC-M SD method in the TDS.

The TDS program has been ongoing for over 40 years and iswell managed and
conducted. Only minor issues arose during thisreview. The primary issue
identified was the ongoing review of methods and andytesincluded in the TDS.
Some methods included in the current TDS have resulted in very few findings.
New technology, such as the GC-MS methods used in the regular pesticide
program, could replace some existing methods and expand coverage to new

pesticides.
I. SCIENCE DISPUTE RESOLUTION

FDA defines and uses ad-hoc committees to resolve issues for which Agency
precedent is lacking on matters involving complex and difficult enforcement issues,

as described in RPM Chapter 10. Traditionally, ad-hoc committees were convened to
expedite processing of injunctions, planning regulatory procedures, and committing
responsible units to an action plan. These ad-hocs were convened for the regulatory
issues, not technical laboratory issues.

If arecommended regulatory action is overruled by CFSAN or CVM based on a
technica issue, the ORA laboratories have no recourse on the decision.
Implementation of a Science Dispute Resolution Ad-Hoc committee will address the
handling of disputes over technical scienceissues. For example, if CFSAN or CVM
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VI.

turns down a recommendation based on the use of a modification of a PAM method,
thereis no recourse. Under the new modd, an ad-hoc is convened to resolve the
dispute between the Center and the district/laboratory.

Recommendation:

21. Create and utilize Science Dispute Resolution process based on the ad-hoc
procedures described in RPM Chapter 10.

The Committee recommends this very highly. The Science Dispute Resolution

will follow the RPM procedures, with the director of the committee appointed by
the ACRA. The ad-hoc will consst of the Regiond Food and Drug Director
(RFDD), the Director for Compliance, CFSAN/CVM, appropriate CFSAN/CVM
program office directors or designees, and appropriate |aboratory and district
office representatives.

As described in RPM Chapter 10, dl decisions of the ad-hoc committee, indluding
any necessary follow-up actions, will be recorded and disseminated by an
assigned person on the ad-hoc committee,

SUMMARY/CONCLUSIONS

. SUMMARY

The newly designed internd review process afforded the Committee a comprehensive
review of the Pesticide & Industrid Chemical Program for FY 2001 and subsequent
years. From the review, 39 recommendations were identified and are presented in
this report for management consideration. The report identified 18 recommendations
in Program Management and 21 recommendationsin Science.

The recommendations target one or more of the Committee’ s review objectives
outlined in the process:

?? Quadlity of Science across our organization in program planning, inspections,
investigations, laboratory andyss, regulatory actions, and quality
management systems,

?? Adequacy of resources, skills & expertise, technologies, and organizationa
gtructure;

?? Misson rdlevance; and,

?? Adequacy and currency of program guidance and policy.

A number of recommendations from the Program Management and Science reviews
overlap or affect multiple objectives. For example, the recommendation to revive the
Pegticide Coordination Team would have mgor impacts on dl four objectives. It
provides leadership and direction, enhances and fortifies communications between
field offices, and provides a means to introduce enhanced procedures, new
technologies and new science through updated methods.
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Quality of Science

More than haf the recommendations (21/39) focus on the qudity of science.
Opportunities to improve the science, take advantage of emerging laboratory
technologies, as well as eva uate data reporting and dissemination of policiesand
procedures to drive congstency were identified. These factors provided afoundation
for the pesticide program and proved to be a success as the program evolved during
the 1980s, culminating in the Pesticide Monitoring Improvement Act in 1988. Our
previous successes have waned, with our attention being drawn to other prioritiesin
the recent past. Quality Management Systems and 1SO 17025 Accreditation, on the
risein ORA, are sysems that foster consstency and dlow for continuous
improvement and feedback. ORA’s commitment to these efforts through the
implementation of the recommendations will provide a solid foundation and use best
practicesin advancing our science.

Adequacy of Resour ces, Skillsand Expertise, Technologies, and Organizational
Structure

Sixteen of the recommendetions focus on enhancements or better utilization of
resources currently available in field |aboratories. As with other programsin FDA,
the Pesticide & Industria Chemica Programs have cycled through abundant and lean
years of resources. Succession planning was dways a part of the FDA culture asthe
next generation was planted and grown in field organizations. In the early
development of the program, most of the technical expertise and research took place
in the Centers, then was communicated to field laboratories. With the turnover in
personnd and as programs decline, much of the expertise and program knowledge
now residesin the field organizations. With awell coordinated and thought out
program designed to bring new science into our field |aboratories, expertise will be
developed and enhanced. Work planning to execute compliance programs effectively
through targeted and timed sampling programs adlowing for batching samples and
maximizing laboratory automation was a recurrent theme throughout the process.

Mission Relevance

A smdler number of recommendations focus on misson relevance. Many were tied
to assuring program policy and guidance are current. Main themes included sharing
al pesticide-use information, fostering communications with EPA and others, to
provide improved consumer protection strategies, establishing a Peticide Steering
Committee to address nationa program issues, and creating a Nationa Pesticide
Expert pogtion within ORA.

Adequacy and Currency of Program Guidance and Policy

One quarter of the recommendeations addressed this objective, but dso included items
that fell into one or more objectives mentioned above. The most prevaent and
compeling theme in this objective was revisng the Compliance Program,

Compliance Policy Guides, development of aregulatory structure for imports to take
advantage of saving resources by using the “ gppearance of aviolation” standard, and
clarification of the “Perishable Policy” for Imports.
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Based on the Committee' sinterna review of the Pesticide & Indugtrial Chemica
Program, 39 recommendations have been identified and are presented for ORA
management to evauate and implement.

B. CONCLUSION
The Peer Review Process

During the course of thisfirst ORA Peer Review study, the Committee developed
severda gpproaches to evauate the success and identify the flawsin one of ORA’s
mgor programs. Initidly, usng a“fitnessfor use” srategy, we examined the data
bank of work products available for review. Redlizing areview of paper and data did
not tell the whole story behind successes and failures over the years, the Committee
delved more deeply into the history and evolution of the program. Most reveding
were the initid discussons with those implementing the program. The Committee
fdt it was important to not just look a what we had done, but gain a greater
understanding of what field offices understood they were expected to do and what
they thought would improve mission accomplishment, and public hedth. The
Committee developed a series of questions based on rolesin the program. The
combination of work product review and interviews garnered many ideas and
revelations we fed are useful to ORA’ s desire to improve our ability to carry out our
mission of consumer protection. The process developed in the last two years was
very successtul. It will be auseful process for future peer review studies.

When consdering the pesticide program from a broad perspective, the Committee
wanted to answer these questions: Did decisions, policies, procedures, and program
activities have the intended effect, impact or outcome? Did ORA consigtently
achieve intended consumer protection outcomes as defined in the program or
assgnment? As previoudy mentioned, the answer isyes, to adegree. Although the
program has diminished over the last severd yearsin the shadow of other important
programs, it is il effective in finding violations, intentiona or unintentiond, and
clearly able to address them. However, some important aspects are not handled
uniformly nor efficiently completed. We have lost ground as the sheer volume of
domestic and imported foods continues to expand. However, the recommended
changes can improve our ability substantidly to meet the chalenges before us.
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VII.

SUMMARY CHART

L
Pegticide and Industrial Chemical - O
Program Management and Science Issues g Lll—J -
X < O
(Cross reference recommendations within Program Management or Science Sections) |<£ a <DE
L

No. Issue Finding Recommendation Mor S -

#1 | Thereisaseriousneed to Thelast CPG wasissued in Update and issue current M OE,
update Compliance 1995. At least one guidance in both the CPs and CFSAN,
Programs (CPs) and contradiction was found applicable CPGsfollowing CVM
Compliance Policy Guides | between the CP and the the recommendationsin this
(CPGs). CPG. report.

CPwas last issued in 2000.
Sgnificant procedurd
changes have been made by
memo, but not incorporated
into the document.

#2 | Hed gaff isnot dways In severd gtevidts, fidd The Committee recommends M CFSAN
aware of contents of the personnel expressed ORA’sDivison of Human
CPs. frudtration at the lack of Resource Development

compliance follow-up (DHRD) develop atraining
guidancefor thedioxin module for the on-line ORA
program. The CP clearly Universty to explain

dtates the program is Sructure and function of
survallance only, with no CPs.

regulatory enforcemen.

M = Management; S = Science




Pesticide and Industrial Chemical

L
@)
Program Management and Science Issues E L|I_J -
O
(Cross reference recommendations within Program Management or Science Sections) % <DE 9‘:
L
No. | ssue Finding Recommendation M or S -
#3 | Samplingindructionsin Sampling smdl growers The domestic CP should be M CFSAN
CP may not appropriately and roadside stands has revised to dter directionson
direct fidd gaff to sample little impact, and may not sampling Stes. In addition,
highest risk produce or to support 1.S. commerce. it should dlow sampling of
sampling Steswith Sampling retail groceries imported produce aready in
highest impact. and digtribution centers domestic commerce which,
would dlow sample higoricdly, have ahigher
callections throughout the violation rate.
year a any location and
provide meansto ensure
more uniform sample flow
to laboratories.
#4 | Theimport CP should be The current import CPis Thediverson of fidd M DFS, DIOP

updated to include all
policy and procedurd
changes.

The CP should increase
the number of import
sample collections.

outdated and till being
used. The CP needsto
further reflect the higher
violation rate associated
with imported produce
through transfer of
sampling/andytica
resources from the
domestic program.

resources from the domestic

to the import program should
be made concurrent with the
recommended re-issuance of
the import CP.

M = Management; S = Science
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Pesticide and Industrial Chemical

L
@)
Program Management and Science Issues E L|I_J -
O
(Cross reference recommendations within Program Management or Science Sections) % <DE 9‘:
L

No. | ssue Finding Recommendation M or S -

#5 | Currently, thereisno Field offices need dataon ORA HQ and CFSAN M DFS,
dissemination of pedticide pesticide usage in foreign obtain, organize, and CFSAN
usage datain foreign countries for effective and disseminate pedticide use
countries to laboratories systemic pesticide datato thefidd.
performing peticide coverage.
andyss.

#6 | Thebassfor the former Thereismuch confusonin OE and DIOP should review M OE, DIOP

“Perishable Policy” isno fidd offices concerning the the need for a Perishable
longer operative. “Perishable Policy.” Some Policy and establishit, as
field offices fill refer to warranted.

this policy, while others do
not. It hasnot been
included in the revised
RPM in either 1997 or
2004.

M = Management; S = Science
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Pesticide and Industrial Chemical

L

- O

Program Management and Science |ssues IEIDJ L|I_J -

X < o

(Cross reference recommendations within Program Management or Science Sections) |<£ a <DE

L

No. | ssue Finding Recommendation M or S -
#7 | An"“appearance of a Current policy outlined in Develop aregulatory M OE, DIOP

violation” is the sandard
inthe Act applied to
adminigrative refusd of
imported product.

guidance documents cdls
for both quantitation of the
pesticide when no tolerance
exigs, plus performing a
quantitative check anayss
for both “no tolerance’ and
“exceedstolerance’
findings for each pedticide
violaion found. This
practice not only diverts
limited [aboratory
resources from testing
additiond lots, it ddays
adminidrative action
agang future shipments of
the same product from the
same grower, which is
likely to exhibit the same
pedticide violation.

sructure for imports to take
advantage of resource
savings achieved usng the
“appearance of aviolaion”
standard in Section 801 of
the Federal Food, Drug, and
Cosmetic Act.

M = Management; S = Science
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Pesticide and Industrial Chemical

L
@)
Program Management and Science | ssues E L|I_J -
X < O
(Cross reference recommendations within Program Management or Science Sections) |<£ O 9‘:
L

No. | ssue Finding Recommendation M or S -

#8 | Thereisunacceptablelag Delaysto apply timey OE and DIOP coordinate M OE, DIOP
time in issuance of new or policy of Detention without review of current policy and
updating exigting Import Physicd Examination proceduresfor placing
Alertsfor pedticide (DWPE) on subsequent imported produce found
violaions. import entries of the same violative for ungpproved

product from the same pesticide resdues onto
source divert limited Import Alerts.
ingpectiond and laboratory

resources to continualy

sample and test products

from subsequent entries.

#9 | Import Alertsemploy a To overcomean OE and DIOP review utility M OE, DIOP,
“pedticide specific’ “appearance of aviolation” of the “pesticide specific’ CFSAN
violaion charge. on future shipments it is charge currently being used

only necessary to test for on Import Alerts.
presence of the specific

pesticide for which product

previoudy was found

violative. The use of multi-

resdue methods normdly

employed in FDA

surveillance is not required.

M = Management; S = Science




Pesticide and Industrial Chemical

L
@)
Program Management and Science Issues E L|I_J -
O
(Cross reference recommendations within Program Management or Science Sections) % <DE 9‘:
L
No. | ssue Finding Recommendation M or S -
#10 | FMD #129 directs FDA to | Withthededlinein The Committee recommends M Deputy
share violative pedticide Pesticide Compliance the Deputy ACRA, as soon ACRA
resdue data with EPA. Teams (PCTs) ineach as possible, issue amemo to
Digtrict, FMD #129 seldom | dl fidd offices regarding the
is followed. need to comply with FMD
#129 and share violative
The mgority of Didricts pesticide residue datawith
contacted routindly did not EPA.
notify the Federd or State
EPA when sample andlyss
indicated possible misuse
of pedticides.
#11 | Functioning PCTsarea PCTsno longer arepresent | ORO develop an outline of M ORO
vauable tool to focus in most Didrict offices. functionsfor field PCTsto
FDA’s survelllance Many disbanded when follow with respect to the
sampling for pesticides on FDA's laboratories current environment of
properly risk-based, consolidated. national databases and

targeted product. They
aso, viaimproved
advance communication
with servicing
laboratories, would ad in
diminating laboratory
backlogs that
unnecessxily dday
andysis of produce.

distant servicing laboratories.

M = Management; S = Science




Pesticide and Industrial Chemical

L
@)
|_ —
Program Management and Science Issues IEIDJ L|I_J -
X < o
(Cross reference recommendations within Program Management or Science Sections) |<£ O 9‘:
L
No. | ssue Finding Recommendation M or S -
#12 PCTs performing newly M ORO,
established functions be Didrict
Same as#11. Same as#11. established in each Didtrict Offices
by FY-06.

#13 | Dud reporting Frequently, Centers The Committee recommends M FFC, CVM
requirements are time mandate specid reporting FFC, CVM Committee, and Committee,
consuming, redundant, and | requirements beyond ORA ORO criticaly evduate dl ORO
add no value. FACTSor OASISsystems | requedtsfor datareporting

in the Specid Assgnments. outside of the FACTS or
These requirements ask for OASIS systems.

information found in
FACTS or OASIS, and
appear to be designed to
dlow Centersto obtain
datain a manner with
which they are most
familiar. Thispracticeis
not an exclusive problem
with specid assgnments.

M = Management; S = Science




Pesticide and Industrial Chemical

L
@)
|_ —
Program Management and Science Issues IEIDJ L|I_J -
X < o
(Cross reference recommendations within Program Management or Science Sections) |<£ O 9‘:
L
No. | ssue Finding Recommendation M or S -
#14 | Sameasfor #13. Same asfor #13. DHRD should offer M DHRD,
additiond training on the CFSAN,
FACTS and OASIS systems CVM
so CFSAN and CVM can
access needed data from the
systems and avoid
duplication of datareporting
by fidd offices.
#15 | Thereisanotable and Thereisaneed for loca ORO work with CFSAN to M ORO,
distressing lack of red Didrict offices, in order to assure timely issuance of an CFSAN

time evauation and
feedback on findings of
the Pegticide and
Chemicd Contaminants
CPs.

meet the expectations of
the CP, to incorporate
information of pedticide
usage, both domestic and
foreign, inther local
sampling programs. One
of the most important
sources of such information
isthe FDA monitoring
program. The most current
report on the Agency
Pesticide Program includes
FY-01 findings.

annua pesticide report for
use by field Saff to direct
sampling of agriculturd
products for pesticide use.

M = Management; S = Science




Pesticide and Industrial Chemical

L
@)
Program Management and Science Issues E L|I_J -
O
(Cross reference recommendations within Program Management or Science Sections) % <DE 9‘:
L
No. | ssue Finding Recommendation M or S -
#16 | Sameas#15. Same as #15. ORO organize and M ORO
disseminate dl ORA-
generated information on
pesticide violations to assure
geff have theinformation
necessary to direct loca
sampling plans.
#17 | Thereisno single point of All fidd offices Dedgnate specific individud M ORA/OE
contact for ORA fidd interviewed expressed iINOE asORA’s
offices to obtain guidance frudration with ther ability clearinghousefor dl policy
on current policy to obtain timely guidance and regulatory issues
interpretation. on investigationd, involving the Pedticide and

regulatory, and compliance
issuesinvolving Peticide
and Chemica
Contaminants Programs
and to coordinate
regulatory response and
develop policy, when

necessary.

Fdd officesindicated
difficulty in obtaining
guidance from either ORA
or Centers on new or
unusud issues.

Chemicd Contaminants
Program.

M = Management; S = Science




Pesticide and Industrial Chemical

L
- O
Program Management and Science Issues IEIDJ L|I_J -
X < O
(Cross reference recommendations within Program Management or Science Sections) |<£ O 9‘:
L
No. | ssue Finding Recommendation M or S -
#18 | Standardsof which The Committee found The Deputy ACRA create a M Deputy
records to maintain to problems retrieving records | multi-disciplinary task force, ACRA
document compliance to review. induding a Qulity
actions, out of compliance Management Systems

Stuations, €tc., are
unclear. The need to
establish such gandards is
epecidly acute inthisera
of increased fidd
automation and retrievable
databases.

Varying degrees of
documertation are
maintained by different
Didtricts, indicating a need
to establish minimum
standards FDA Didtricts
mus maintain in ether
paper format or
eectronicdly.

representative, to review and
establish standards to
document and maintain
records for in-compliance
gtuations.

M = Management; S = Science
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Pegticide and Indugtrid Chemica

L
@)
Program Management and Science Issues (ED ll.I_J L
@)
(Cross reference recommendations within Program Management or Science Sections) % <DE <D(
i

No. | ssue Finding Recommendation M or S -

#1 | ORA neadsto fully utilize Thereisloss of leadership Edablish aPesticide S DFS,
the knowledge and in the pesticide area due to Steering Committee (PSC) Didrict
experience of itsfied retirement of top pesticide to address nationa program Offices
andyss when nationd program specidigts, and the | issues.
program issues are under shift in program priorities.
discusson. Y et, considerable expertise

dill exigts, which should be
utilized in amore forma
manner.

#2 | Function of the former A need existsfor aresearch | Create a National Pesticide S DFS
Pesticide Research Center scientist to conduct Expert within ORA.
no longer exidsina research, direct other
forma manner. research, coordinate

vaidation of methods, and
provide program input and
guidance.

#3 | Rapid advances are being ORA laboratories are The PSC mudt facilitate S DFS, Fidd
made in peticide incorporating modern continued incorporation of Laboratories
extraction and detection techniquesinto ther state-of-the-art pesticide (PSC)

methods. These methods
generdly are incorporated
into officid regulatory
procedures.

procedures, and submitting
them in andyticd
packages.

methodology into officia
regulatory procedures.
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#4 | 1SO 17025 requires Andytica records Establish procedures for S DFS/OE
andytica records be requested by the retention of andyticd
readily retrievable; Committee for review often | recordsin the analyzing
questions exist asto were incomplete or missng laboratory; establish FACTS
whether the anaytica in fidd offices. Record sample summary asthe
worksheet or the FACTS retention and andytica officd regulatory andyticd
record is consdered the results communication record.
officid regulatory procedures were
anaytica record. inconsstent among field
laboratories and offices.
#5 | Current policiesrequiring There can be ten-fold Review requirementsin the S DFS/OE

originad and check
andyses, plus extensve
quantitation on “no-
tolerance” pesticides result
In excessve ddays.

increase in andytica time
for samples containing “no
tolerance” residues, dueto
current policies requiring
extensve quantitetive
determination plus check
andyss. ldentity
confirmation isthe criticd
issue; quantitetion for “no
tolerance’ pedticides
should be limited to
determination of presence
abovethe Limit of
Quantitation (LOQ).

CPG for quantitation
requirements and check
andyses for samples
containing “no tolerance’
pesticides, aswell as
pesticides with atolerance.
Thiswould be part of the
review and revison
recommended in Section IV
of Program Management.
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#6 | Domedtic pedticide Domedtic pesticide samples | Consolidate al domestic S DFS, DPEM
samples, currently donein are given low priority for pesticide andysesin two
al laboratories, no longer collection and analyss, |aboratories: Arkansas
receive priority focus as compared to import Regiona Laboratory (ARL)
compared to import samples, and often are not for food samples and Kansas
samples, yet are lill screened for al classes of City Didrict Laboratory
important for various pesticides due to resource (KAN) for feed samples.
reasons. iSSues.
#7 | Consolidation of import All pegticide labs, except Consolidate dl import S DFS, DPEM
sample andysisand KAN, have an import pesticide analyses in four
batching samples could pesticide workplan, aswell laboratories. Northeast
lead to increased as adomestic workplan. Regiond Lab (NRL),
efficiency and reductions Sample output often Southeast Regiond Lab
in sample turnaround time. auffers. (SRL), Pacific Regiona Lab
Southwest (PRL-SW), and
Pacific Regiond Lab
Northwest (PRL-NW).
Shift exiging import
workload from ARL to
PRL-SW.
#8 | Domedtic“Statidticd The domestic pesticide Deveop anationd sampling S CFSAN
Sampling Assgnments’ produce sampling plan is plan for domestic produce
and “ Specia Emphasis not flexible and promotes targeting specific

Surveys’ have been
diminated.

sampling low risk
commodities.

commodities for coverage
each year and focus
collections on alimited time
period.
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#9 | Thedomestic pedticide Import food productsin Reinitiate satidticd S CFSAN
program does not include domestic commerce may sampling surveysto indude
collection of import contain pesticides. import products collected in
productsin domestic However, the domestic domestic commerce.
commerce. pesticide program does not
alow for collection of
import produce in domestic
commerce.

#10 | FDA needsto improve FDA should refocus the Focusthe programin S DFS/OE/CF
coordination with EPA in pedticide program to utilize consultation with EPA to SAN
sharing residue data. EPA risk andyssdatafor provide risk analyss data

selection of commoditiesto necessary for tolerance
be sampled. reassessment.

#11 | Traditiond instrument In 2000, FDA established a | PSC should determine S DFSFidd
acquisition procedures new paradigm for configurations of equipment L aboratories
have resulted in awide ingrument acquisition, in to beusad in dl pedticide (PSC)
variety of insrument which DFS and senior |aboratories, utilizing
configurations in various anaysts agreed upon a group purchases, whenever
laboratories. single configuration from a possible.

gnglevendor. This
resulted in asgnificart
cost savings, plus benefits
from consolidated training
and sharing of experiences
among anayds.
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#12 | Service contractsrarely The most complex modern Negotiate and fund service S DFS
are purchased for indrumentation isvery contracts for complex
indrumentation in ORA codlly to maintain and insrumentation.
laboratories. Service repair, causng amagor
expenses are funded from grain on laboratory
|aboratory operating operating budgets.
budgets.

#13 | Full utilization of Autoinjectors are now The PSC, in development of S DFSFied
automation can offer standard equipment on nationa protocols, should Laboratories
magor benefits, including chromatographs of al maximize autometion (PSC)
24-hour processing of types. The Committee capabilities of
sample extracts. observed this cagpability is ingrumentation.

Enhanced efficiency underutilized in some fidd
should result. laboratories.

#14 | ThePedicide Andytica Laboratories, typicaly, Initiate fagt-track process for S DFS
Manua (PAM) is now use methods updating PAM [ with
referenced in the CFR as incorporating more modern methods and techniques
an officia source of extraction and currently used in FDA
regulatory pesticides. determinative techniques to |aboratories.

PAM I, which containsthe | improve efficiency and

multi-residue methods, is
outdated.

increase coverage of
additiona classes of

pesticides.
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#15 | PAM I includes chapters Generd cheptersin the RefocusPAM | asa S CFSAN,
on generd techniques, PAM are not up-to-date, methods manud, DFS
such as“Gas and even if up-to-date, are eiminating textbook
Chromotagraphy.” Up- not considered vauable. chapters on generd
to-date textbooks on such technologies.
generd techniques are
avallable commercidly
and avallable to andydts,
when needed.

#16 | PAM | methods do not | ssues can occur with Egablish criticdl limits for S CFSAN,
alow adjustment of specific samples, such as adjusting operating DFS
instrument parameters, as co-duting pesticide or parameters when focusing
can berequired in certain matrix interferences. These | onindividud pesticides.
specific instances. problems often can be

reedily resolved by
adjusgment of instrument
operating parameters.

#17 | PAMsI and Il are not PAMs| and |1 need Establish schedule for S CFSAN,
updated on a scheduled scheduled annua updates, routine updates of both DFS
basis. smilar to updatesto the PAM volumes.

Investigations Operations
Manual (IOM) or RPM.
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#18 | The ORA dioxin Dioxin methods provided Establish aresearch effort S DFS, ARL
laboratories (ARL and to the two ORA dioxin for dioxin method
KAN) do not perform |aboratories often require development at ARL.
research function in this extensve modification
area. before they can be used.
Opportunities exist for
additiona research and
method evauation to
goprove efficiency, aswdl
as coverage of additiona
compounds.
#19 | Thedecisonto establish Duetoitslack of ahigh- Resaffirmneed for a second S DFS
a back-up laboratory for resolution mass dioxin andytica laboratory
dioxin andyss was made spectrometer, KAN must a KAN, and equip the
severd years ago. Dueto ship many of itssamplesto |aboratory appropriately
funding issues, this ARL to achievetheneeded | with date-of-the-art
laboratory was not fully sengtivity provided by this technology.
equipped with state-of-the- | instrument.
art indrumentation for this
program
#20 | Totd Diet Sudy (TDS) is GC-MSD methods are not Implement the GC-MSD S

wedl-run and managed, but
some methods could be
updated to include
additiond classes of
compounds.

incorporated into TDS
procedures.

method in the TDS.
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#21 | If arecommended Currently, thereisno Create and utilize a Science S DFS, OE,
regulatory actionis forma mechanism to Dispute Resolution process CFSAN,
overruled by CFSAN or resolve conflictson based on the Ad-Hoc CVM
CVM, ORA hasno |aboratory issues between procedures described in
recourse on the decision. ORA and CVM or CFSAN. | RPM Chapter 10.
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