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The enclosed Final FY 2008 ORA Field Workplan is based on the Center’s compliance program
forecasts and incorporates input of the Centers and the Field Committees during their review of
the draft Workplanning Sheets. The Workplan is based on the FY 2008 FDA Appropriation
Request submitted to Congress in February 2007. The ORA Field Workplan includes Part I -
Planning Guidance and the Servicing Laboratories Table, Part II - the Workplan Summary of
Operations and Positions Reports, and Part III - FY 2008 Program Forecasts.

The FY 2008 ORA Field Workplan is based on ORA’s planning level of 1,747 Operational

(3,100 Total) FTEs. This represents an overall reduction of 101 Operational FTEs from the FY

2007 Workplan.
Foods and Cosmetics

There are 974 Operational FTEs for FY 2008. This is a reduction of 39 Operational FTEs from
FY 2007. Significant changes include:

Domestic Fish and Fishery Products (03842): Inspections decreased from 2,330 to 1,900.
Foreign Inspections (03R233): Inspections increased from 100 to 150.
Contract Management (03R843): Planned time reduced by 6 FTEs.

Pesticides and Industrial Chemicals (04004): Domestic sample collections and analyses reduced
from 2,400 to 1,100; import sample collections/analyses reduced from 5,300 to 3,000.

Chemotherapeutics in Seafood (04018): Additional time planned for nitrofuran analysis.

Mycotoxins (07001): Sample collections/analyses reduced.



Biologics

There are 110 Operational FTEs for FY 2008. This is a decrease of 11 Operational FTEs from
FY 2007. Significant changes include:

Blood Banks (42001): Inspections decreased from 1,130 to 1,060.

Human Drugs

There are 323 Operational FTEs for FY 2008. This is a reduction of 31 Operational FTEs from
FY 2007. Significant changes include:

Good Laboratory Practices (48808): Inspections decreased from 50 to 39.
Institutional Review Board (48809): Inspections decreased from 123 to 85.

ANDA Pre-Approval Inspections — Domestic (52832): Inspections increased from 110 to 132;
methods validation time was eliminated.

ANDA Pre-Approval Inspections — Foreign (52832): Methods validation time was eliminated.

Drug Process Inspections — Domestic (56002): Chemist on inspection hours increased from
7,574 to 10,450; microbiologist on inspection hours increased from 1,538 to 1,995; domestic
sample collections decreased from 450 to 350; certification hours for audits planned under
investigations.

Drug Process Inspections (Gas Manufacturer) — Domestic (56002E): Inspections decreased from
158 to 127.

Foreign Drug Inspections (56002): Inspections reduced from 174 to 161.

Drug Product Surveillance — Imports (56008H): Import entry review hours reduced from 14,700
to 10,992; import investigations hours reduced from 7,510 to 6,650.

Enforcement of the Prescription Drug Marketing Act (56022): Inspections decreased from 41 to
21.

Internet, Health Fraud, and OTC Monographs (63001 A/63D012): Inspections increased from 32
to 48; investigation hours reduced from 3,325 to 1,900.

New Drugs Rx (Prescription) without Approved NDAs (63002): Inspections increased from 47
to 60; investigation hours increased from 950 to 1,425.

Animal Drugs and Feeds

There are 111 Operational FTEs for FY 2008. This is a reduction of 12 Operational FTEs from
FY 2007. Significant changes include:



NADA Pre-Approval Inspections (68001): Inspections reduced from 38 to 5; foreign inspections
reduced from 47 to 20.

Good Laboratory Practices, Sponsor-Monitors (68808, 68810): Inspections decreased from 43 to
30.

Animal Drug Manufacturing/Type A Medicated Articles (71001): Inspections reduced from 194
to 151; domestic sample collections reduced from 76 to 50; domestic sample analyses micro
were eliminated.

Feed Manufacturing (71004): Inspections reduced from 220 to 141; VSIP inspection hours
increased from 238 to 743.

Illegal Residues in Meat and Poultry (71006): Domestic sample analyses chem hours increased
from 600 to 850; domestic sample analyses micro hours decreased from 500 to 250.

Ruminant Feed Bar/BSE Program (71009): BSE partnership inspections decreased from 895 to
595; domestic investigation hours reduced from 2,850 to 2,670; import investigation hours
reduced from 3,800 to 3,610; import sample collections/analyses reduced from 855 to 400.

Pandemic Preparedness (71R852): Program eliminated.

Devices and Radiological Health

There are 229 Operational FTEs for FY 2008. This is a decrease of 8 Operational FTEs from FY
2007. Significant changes include:

Inspection of Medical Device Manufacturers (82845P): Accredited persons inspections
decreased from 24 to 13.

BSE Assignment (82Z005): Program eliminated.
Condom Assignment (82Z002): Import sample collections/analyses decreased from 315 to 110.

Manufacturers and Importers of Surgical/Examination Gloves (82Z003): Import sample
collections/analyses (ENG) physical decreased from 225 to 142; import sample
collections/analyses (CHEM) physical decreased from 680 to 429.

Medical Device Premarket Approval and Postmarket Inspections (83001): Domestic (non-
MDUFMA user fee) pre-approval inspections were eliminated.

Medical Device Premarket Approval and Postmarket Inspections (83001 A): Foreign post-
approval inspections reduced from 27 to 21.

Mammography Facilities Inspection Program (85014, F): Domestic inspections of certified
mammography facilities decreased from 213 to 156; investigation hours changed from PAC
85014F to 85014C.

Imported Electronic Products (86007): Entry review hours decreased from 7790 to 6872; import
investigation hours decreased from 1620 to 1400.
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The “FY 2008 Workplan Changes” spreadsheets provide a listing of programs compared to the
FY 2007 ORA Field Workplan, and will enable you to identify where specific resource shifts and
programmatic cuts occurred.

The FY 2008 Servicing Laboratories Table continues to reflect the laboratory servicing changes
consistent with ORA’s Laboratory capabilities determined by the Division of Field Science.
Please review this table carefully before shipping any samples and note the latest changes.

The FY 2008 Workplan has been published to a CD format. Your CD is non-wrtable and
cannot be used to store or save data; however you may save any of the files to your PC system or
to another media, i.e., zip drive, diskette, etc. You may make and distribute as many copies of
this CD as needed. For further instructions, consult ‘A User’s Guide — READ ME FIRST’
located on the CD. If you have any technical questions, please e-mail Anita McCurdy at
amccurdy(@ora.fda.gov.

Any questions about the attachments or programs in the Field Workplan should be addressed to
the program/project’s planning analyst identified on the workplanning sheets (Form FDA 2622).
Policy concerns should be directed to Michael W. Roosevelt at (301) 827-1638.

Michael

Michael W. Roosevelt

Attachments- See “FY 2008 Workplan Changes” files



FOODS AND COSMETICS

FY 2008 WORKPLAN CHANGES

WORKPLAN | WORKPLAN|  FTE .
FTEs FTEs DIFFERENCE
FY 2007 FY 2008
PAC PROGRAM/ASSIGNMENTS
03003,A Import Acidified and Low Acid Canned Foods 14.8 14.8
03037,D Domestic and Imported Cheese and Cheese 297 24.1 14
Products
03803A Domestic Acidified and Low Acid Canned Food 14.7 16.4 1.7
03803,B Domestic Food Safety 96.1 86.3 0.2
03819A,B Import Foods - General 2771 267.1 -10.0
03842,B Domestic Fish and Fishery Products 69.7 56.4 -13.3
03844,B Import Seafood Products 80.3 83.4 3.1
03847H Juice HACCP Inspection Program 10.0 9.4 -0.6
03R233 Foreign Inspections/Assessments 42 5.7 1.5
03F098 Import/Domestic Micro Assignment 21.9 22.1 0.2
03R843 Contract Management 14.0 8.0 -6.0
03R845 Food Defense ‘ 38.0 38.0
03R816 Methods Validation/Development Program 12.5 11.0 -1.5
03 Foodborne Biological Hazards 676.0 652.7 -23.3
04004A,D Pesticides & Industrial Chemicals in Domestic & 77 1 50.7 A7.4
Import Food
04018 Seafood Chemotherapeutics Sampling 252 327 7.5
04019AB,C Toxic Elements in Foods & Foodware (Domestic & 17.7 19.0 13
Import)
04839 Total Diet Study 23.4 23.4
04F800 Field Assignments for Chemical Contaminants 6.7 7.8 1.1
04R816 Methods Validation/Development Program 10.0 9.5 -0.5
04R838 Forensic Evaluation and Sample Analysis 12.0 12.0
04 Pesticides and Chemical Contaminants 172.1 164.1 -8.0
07001 Mycotoxins in Domestic and Imported Foods 25.3 14.6 -10.7
07R816 Methods Validation/Development Program 4.5 4.5
07 Molecular Biology and Natural Toxins 29.8 19.1 -10.7
09006A,B  |Imported Foods-Food and Color Additives 11.6 13.6 2.0
09 Food and Color Additives Petition Review 11.6 13.6 2.0
18002 Retail Food Protection- State Program 23.0 23.0
18003 Milk Safety Program 19.1 20.3 1.2
18004 Molluscan Shellfish Evaluation Program 13.0 12.0 -1.0
18029AF lnte@t'ate Travel Program Conveyances & Support 227 20.7 20
Facilities
18 Technical Assistance: Food & Cosmetics 77.8 76.0 -1.8
21002 Medical Foods - Domestic and Import 43 4.3
21005 Domestic & Import NLEA 9.3 9.3
21006 Infant Formula Program 4.3 5.4 1.1
21008 Dietary Supplements 15.9 16.9 1.0
21839 Selected Nutrients in Foods - Total Diet 3.4 3.4
21R816 Methods Validation/Development Program 1.0 1.0
21 Food Composition, Standards, Labeling, & Econ 38.2 40.3 21
28001 Cosmetics Program - Imported and Domestic 7.6 8.4 0.8
29 Colors and Cosmetics Technology 7.6 8.4 0.8
Total Mission Direct: Pre and Annual Planned 1013.1 974.2 38.9

FTEs




BIOLOGICS

FY 2008 WORKPLAN CHANGES
WORKPLAN| WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2007 FY 2008

PAC PROGRAM/ASSIGNMENT
41002 Tissue Establishments 18.5 19.5
41808 Good Laboratory Practices ¥ *
41808 Institutional Review Board * *
41810 Sponsors, CROs, Monitors > *
41811 Clinical Investigators 7.4 54 2.0
41 Human Cellular, Tissue, & Gene Therapies 26.9 24.9 -2.0
42001F,G  |Blood Banks 59.5 53.0 8.5
42002 Source Plasma Establishments 9.9 94 -0.5
42007 Exam of Blood/Components - Import 3.0 25 0.5
42008.A Licensed Viral Marker Test Kits 3.0 25 -0.5
42809 Institutional Review Board * *
42810 Sponsors, CROs, Monitors > *
42811 Clinical Investigators 3.5 35
42811 Foreign BIMO Inspection b o
42845A,B,C |Medical Device Manufacturers (Biologics) 1.0 0.5 0.5
42848AF,G |Plasma Derivatives of Human Origin 3.0 3.0
42 Blood & Blood Products 829 74.4 -8.5
45809 Institutional Review Board ¥ *
45810 Sponsors, CROs, Monitors * *
45811 Clinical Investigators 8.0 6.0
45848A,F,G |Licensed Allergenic Products 12 0.7 0.5
45848B,C,D |Vaccine Products 4.0 4.0
45 Vaccines & Allergenic Products 1.2 10.7 -0.5

:$§ Mission Direct: Pre and Annual Planned 121.0 110.0 1.0

* BIMO: 41808, 41809, and 41810 are planned under 41811; 42809 & 42810 are planned under
42811; 45809 & 45810 are planned under 45811.
** Foreign BIMO Inspections include GLPs and Clinical Investigators in PPS 41, 42, & 45 and are
planned under 42811.



HUMAN DRUGS

FY 2008 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2007 FY 2008
PAC PROGRAM/ASSIGNMENTS
46832B,C NDA Pre_-ApprovaI Inspections/investigations 123 9.6 27
{Domestic)
46832B,C NDA Pre-Approval Inspections/Investigations 15.0 14.0 10
(Foreign)
46 New Drug Evaluation 273 236 3.7
48001/A  |In Vivo Bioequivalence (Domestic) 5.0 6.0 1.0
48001/A  |Foreign Inspections (In Vivo, GLP, Cl) 3.0 3.0
48808 Good Laboratory Practices 5.0 4.0 -1.0
48809 Institutional Review Boards 8.0 5.0 -3.0
48810 Sponsors, Contract Research Orgs, Monitors 2.7 3.0 0.3
48811 Clinical Investigators 28.3 283
48 Bioresearch Monitoring 52.0 49.3 2.7
52832 ANDA Pl;e-Approval Inspections/Investigations 15.0 13.1 19
(Domestic)
52832 ANDP} Pre-Approval Inspections/Investigations 9.0 83 07
(Foreign)
52 Generic Drug Evaluation 24.0 214 -2.6
53001A,B |Enforcement of the Adverse Drug. Exp. Rpt. Regul 9.0 9.5 0.5
53 Postmarket Surv. & Epidemiology 9.0 9.5 0.5
56002A-F |Drug Process Inspections-Domestic 1205 106.0 -14.5
56002E Drug Process Inspections - Gas Manufacturers 5.0 40 -1.0
5B8002A-F |Foreign Drug Inspections 15.0 12.5 2.5
56008A,C |Drug Product Surveillance (Domestic) 257 25.7
56008H |Drug Product Surveillance (Import) 345 30.5 -4.0
56021A,B |Drug Quality Reporting Systems-DQRS 4.0 40
56022 Enforcement of Rx Drug Marketing Act 2.0 20
56D015  |Pharmacy Compounding Assignments 4.0 4.0
56R838  |Forensic Evaluation and Sample Analysis 10.0 10.0
56 Drug Quality Assurance 220.7 198.7 -22.0
63001 Internet, Health Fraud, & OTC Monographs 6.0 45 -1.56
63002 New Drugs (Prescription) Not Covered by Approved 3.0 40 10
NDAs
63 Unapproved & Misbranded Drugs 9.0 8.5 -0.5
88— Shelf Life Extension Projects 12.0 12.0
88 Interagency Cooperative Activities 12.0 12.0
';?_tEasl Mission Direct: Pre and Annual Planned 354.0 323.0 31.0




ANIMAL DRUGS AND FEEDS

FY 2008 WORKPLAN CHANGES
WORKPLAN [ WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2007 FY 2008

PAC PROGRAM/ASSIGNMENT
68001 NADA Pre-Approval Inspections 5.7 2.3 -3.4
68808 (Pre-Market) GLP and Spon/Mon/Com 2.9 2.0 -0.9
68810* Sponsors Contract Research Orgs./Monitors 5 *
68811 (Pre-Market) Clinical Investigators 2.1 2.5 0.4
68 Pre-.A.pproval Eval. of Animal Drugs & Food 10.7 6.8 3.9

Additives
71001A,B** Animal Drug Manufacturing Inspections 9.6 8.0 -1.6
71003A-J Feed Contaminants 14.2 14.2
71004A Feed Manufacturing 6.1 5.3 -0.8
71006 llegal Drug Residues in Meat and Poultry 12.0 12.0
71009, 71R844*** |Ruminant Feed Ban Rule (BSE) Program 59.5 543 -5.2
71R816 Methods Validation/Development Program 5.0 5.0
71R831, 71R838 |Forensic Evaluation and Sample Analysis 1.0 1.0
71v800 Center Initiated Assignments 1.0 4.5 3.5
71R852 Pandemic Preparedness (CANCELLED) 4.0 -4.0
7 Mon_itoring of Marketed Animal Drugs, Feed, & 112.4 104.3 8.1

Devices

:_:IJ_:SI Mission Direct: Pre and Annual Planned 123.1 111.1 12.0

* 68810 planned under 68808
** 71005 / A planned under 71001
*** [ncludes 71R833, 99R833, and 71R824



MEDICAL DEVICES AND RADIOLOGICAL HEALTH

FY 2008 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE]
FY 2007 FY 2008
PAC PROGRAM/ASSIGNMENT
81010 Med Dev Problem Reporting-MDR/DEN F/U 0.5 0.5
81 Postmarket Assurance: Devices 0.5 0.5
82008 Monitering Device of Foreign Origin-iImports 28.1 28.1
82845A,B,C,G,S |Inspection of Medical Dev Mfgrs: GMP Domestic 88.4 87.4 -1.0
828458 Inspection of Medical Dev Mfgrs: GMP Foreign 13.7 13.7
82845P inspection of Accredited Persons: MDUFMA 20 1.0 -1.0
828454 Audits of Accredited Persons 0.3 0.3
827002 Condom Assignment 41 3.6 -0.5
827003 Mfgrs & Importers of Surgical/lExam Gloves 7.6 6.5 -1.1
827005 BSE Assignment (CANCELLED) 0.2 -0.2
827800 Center Initiated Assignments 1.5 1.5
82R816 Methods Validation/Development Program 2.0 2.0
82R838 Forensic Evaluation and Sample Analysis 0.3 0.3
82 Compliance: Devices 148.2 144.4 -3.8
83001/A Med Dev Premkt/Postmkt Insp Domestic 8.1 71 -1.0
83001/A Med Dev Premkt/Postmkt Insp Foreign 31 2.6 -0.5
83808-11 Bioresearch Monitoring Domestic 24.5 24.5
83810-11 Bioresearch Monitoring Foreign 0.8 0.8
83 Project Evaluation: Devices 36.5 35.0 1.5
842002 Test Method Development & Evaluation 37 3.7
84R816 Methods Validation/Development Program 1.0 1.0
84 Science: Devices 4.7 4.7
85014 Mammography Facilities Insp Program Domestic 14.8 14.5 -0.3
85014 Mammography Facilities Insp Program Foreign 0.1 0.1
85 Mammography Quality Standards Act (MQSA) 14.9 14.6 0.3
86001 Inspection of Mfgrs of Laser Products Domestic 42 4.2
86001 Inspection of Mfgrs of Laser Products Foreign 0.2 0.2
86002 Field Implementation of Sunlamp Products 0.3 0.3
86003 Field Compliance Testing of Diag X-Ray Equip 9.0 8.5 -0.5
86004 Field Compliance Testing of Cab X-Ray Equip 1.0 0.5 -0.5
86006A,B,D,E Compliance Testing of Elec Prod at WEAC Domestic 31 3.1
86006 Compliance Testing of Elec Prod at WEAC Foreign 0.8 0.8
86007 Imported Electronic Products 8.2 7.2 -1.0
86008 Med Dev & Rad Hith Use Control & Policy 34 3.0 0.4
Implementation
86009 Emergency Planning & Response Activities 2.0 2.0
86 Radiation Control & Health Safety Act (RCHSA) 322 29.8 2.4
'll:'_?t;sl Mission Direct: Pre and Annual Planned 237.0 229.0 8.0
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GENERAL PLANNING GUIDANCE

A. PLAN OVERVIEW

1. OBJECTIVE

The purpose of this workplan is to provide field managers with resources and output projections
deemed necessary to carry out FDA's mission in the field during the period, October 1, 2007 to
September 30, 2008.

The workplan is designed to be an effective management tool which can be revised to
accommodate emergency situations and unforeseen changes in program priorities. The goals
provided in the workplan should be interpreted as statements of intent rather than as rigid
requirements. Ideally, field offices should accomplish all planned operations and use all planned
resources. If it is determined during the early months of the fiscal year that the planned operations
will not require the use of the resources planned for a project or program category, alternative
plans should be developed for the accomplishment of additional work in the same project or

program activity.

Whenever it is determined that a region is unable to complete a significant portion of the workplan
obligations because of emergencies or other unforeseen circumstances, the RFDD should inform
the Director, Office of Resource Management, in writing, identifying the problem(s) and the
recommended course of action. ORA management will work with the appropriate center
director(s) to resolve the situation.

2. AN OVERVIEW OF FDA's PROGRAM AND PROJECT STRUCTURE (PPS)

The Field Workplan is developed within the framework of FDA''s Program and Project Structure
(PPS) formerly Program Management System (PMS). This system utilizes a structure of programs
and projects to provide a common language for planning and strategic decision-making in FDA.

More specifically, the PPS is used as the common denominator for tactical and strategic operations
including:

e Long-range planning

e Budgeting

e Operational planning

e FDA accounting system

e Developing financial operating plans

o Satisfying HHS reporting requirements

e Implementing evaluation programs

e Center and ORA project reporting of obligations



2. AN OVERVIEW OF FDA's PROGRAM AND PROJECT STRUCTURE (PPS)
(Continued)

The PPS assures that appropriate types and levels of resources can be allocated, reported, and managed by
means of a system of organized priorities and objectives.

All budgeted field operational resources are accounted for in the projected compliance programs and
assignments. .

A significant portion of the allocated resources is covered by general guidance programs that provide
the flexibility necessary for the Regional Food and Drug Directors to respond properly fto emergencies
and problems indigenous to their regions and districts.

3. TERMS AND DEFINITIONS

During FY 2008, the Program and Project Structure (PPS) will function under the following framework:

TERM DEFINITION EXAMPLE
Budget The broadest of classifications, this is the basic breakdown  Foods
Activity of FDA's areas of activity used in developing and
implementing the FDA budget and ancillary justifications.
Program A general mission-oriented activity comprised of one or Food and Cosmetics
Activity more projects.
Projects A group of compliance programs/assignments which 03 Foodborne Biological
together form a work effort towards a common objective. Hazards

Each project is identified by a two-digit code.

Compliance Informative and instructive documents concerning field
Programs operations (prepared by centers and ORA).
a. General Guidance Programs: contain Import Foods - General

instructions as to general approach and requirements  Program
in carrying out certain operations. These programs

do not include assignments relating to specific

establishments or products. Instead, they provide

resource and output projections by district, thus

giving field managers latitude to meet particular

problems unique to their region or district.

b. Specific Action Programs, Assignments
and/or Special Surveys:

(1) Industry and Product Regulatory Survey Import and Domestic Micro
and Action Programs - provide guidance and ~ Assignment
direction in approaching certain problems and
an operational schedule with specific
assignments to the field.



3. TERMS AND DEFINITIONS (Continued)

TERM DEFINITION EXAMPLE

(2) Surveys — provide guidance and direction to Drug Product Surveillance-
enable the field to perform surveys accordingto  -Center Initiated Surveys
a specific operational schedule.

In general, the compliance programs and assignments serve
the following purposes:

a. Recognize and deal with problem areas.

b. Determine the degree of noncompliance with
respect to recognized problems.

c. Gather data for the promulgation of regulations
or establishing administrative guidelines.

d. Direct numbers/hours, and kinds of operations to

be performed by field offices.
Operations The quantifiable activities to be done by field personnel. Inspections, Sample
' Collections, Samples to be
Analyzed, etc.

Appendix I lists all FY 2008 PPS Projects.
4. WORK ASSIGNMENT TO FIELD LABORATORIES

The basic policy followed by the ORA planning staff is to plan analytical work to the designated servicing
laboratory for a specific collecting district or, if appropriate, national coverage. The designation of a
servicing laboratory may in part be predicated on specialized equipment or expertise in that particular
laboratory or the designation of that laboratory as a national servicing Iab in a smaller program.

Appendix III represents the current capabilities of ORA''s laboratories. Changes should be noted in relation
to the FY 2007 ORA Field Workplan.

5. RELATION TO OTHER PLANS

The FY 2008 ORA Field Workplan is the product of a series of planning and budget operations. It
represents the conversion of objectives and directions effected by Congress, OMB, HHS, PHS, OC,
Associate Commissioners, the Centers, and the ORA organization into projected program outputs and
resource allocations.

a. Annual FDA Program Planning Process: The objective of this planning activity is to provide the
basis for the development of future budget requests for FDA. Projections are provided for
accomplishment objectives at various levels of funding. The results of this planning process are used
to provide support for the development of FDA priorities, budget requests to DHHS, and FDA
planning.

The planning process proposes and develops initiatives or strategies for Agency use in the
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budget process. The strategies reflect the Commissioner’s intentions for the future of FDA.

b. Annual FDA Congressional Budget Request: The primary basis for this Workplan is the FY 2008
FDA budget. This budget outlines the planned Agency direction and objectives in relation to each of
the major budget categories. Resource levels expressed in the budget provide the basis for the
development of compliance programs and assignments. Work assignments projected for each district
and region in these compliance programs provide the matrix against which staffing guidelines are
developed. The requestto Congress is not the level at which FDA is funded. The final appropriation
amount, usually not known until just before the new fiscal year, historically is lower than the requested
level except for special areas.

B. FY 2008 GUIDANCE

This section provides guidance in relation to programmatic objectives and operational requirements related
to the FY 2008 Workplan.

1. COMPLIANCE POLICY AND PHILOSOPHY
Formal methods of issuing FDA compliance policy/philosophy are:

e Federal Register Anmouncements and the Code of Federal Regulations
e Compliance Policy Guides Manual
e Regulatory Procedures Manual

Less formal methods of issuing FDA compliance policy/philosophy include:

Regulatory action recommendation memoranda from centers to the field
Letters and speeches to industry and other outside associations or individuals by the centers or
other FDA units

e Memoranda issued by centers or other headquarters units on specific current activities

e ORA Conference calls

All of the above sources should be monitored and referred to for FDA compliance
policy/philosophy and all are used in the development of the ORA Field Workplan.

2. ORA CONTACTS FOR WORKPLAN-RELATED PROBLEMS

General inquiries or problems experienced by field managers concerning programs in the workplan
should be addressed to the planning analyst identified in the Workplan (Form FDA 2622) as
responsible for the program/project. Policy concerns should be directed to Michael W. Roosevelt
(HFC-41), 301-827-1638.

ORA management will work with the appropriate center to resolve any planning problems
identified by the field.

3. FY 2008 RESOURCE ACTIVITIES
The FY 2008 ORA Field Workplan is based on a FTE level of 3,100 FTEs which is a decrease of 100
FTEs from the FY 2007 ORA Field Workplan level of 3,200 FTEs. The FY 2008 FTE level is the
result of the budget and staffing reductions faced by ORA.
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4. PRODUCT CODE

Whenever possible, the Industry Code portion of the Product Code (the first two code characters) is
included on the Form FDA 2621 for guidance and assistance in planning.

5. NATIONAL EXPERTS

6.

The Field Workplan includes program operations to be performed by personnel designated as
"National Experts". National experts are investigative personnel who perform foreign and domestic
inspections that require specialized knowledge and experience.

TEAM BIOLOGICS

Team Biologics is a partnership between the Office of Regulatory Affairs (ORA) and the Center for
Biologic Evaluation and Research (CBER). This partnership uses the diverse skills and knowledge of
both ORA and CBER staffs to focus resources on inspectional and compliance issues in the biologics
area. The goal of Team Biologics is to ensure the quality and safety of biologic products and quickly
resolve inconsistencies and bring products into compliance.

ORA has established a cadre of specially trained investigators whose principle focus will be biological
products inspections. The ORA Field Workplan includes program operations to be performed by
members of this cadre.

7. EMERGENCIES

a. Impact on Plan: Time is made available for handling some emergencies through the
workplanning process. However, no workplan can include full provision for unforeseen
emergencies or critical situations requiring significant amounts of personnel in varying
programs/locations. Should these problems arise, the Field Workplan provides a tool for the
establishment of priorities and the organized revision of programs and workloads to meet the
field's most urgent obligations.

b. Efficient Use of Field Resources: In some emergency situations, field offices must stop or curtail
activities in certain lower priority program areas to redirect resources to meet the emergency
situation in the most efficient manner. Investigational and analytical staff may be called on to
assist or perform activities (interchangeably) to maximize the efficient utilization of available
resources. Personnel may be deployed from district to district, region to region, and if necessary,
laboratory workloads may be reassigned to assure work accomplishment.

C. REPORTING REQUIREMENTS

1. REPORTING OF OPERATIONS

Projections in the FY 2008 ORA Field Workplan are expressed in terms of either operations and
hours or only hours per compliance program within each Program and Project Structure project.
Please note that many compliance programs may involve multiple projects, and should be reported
as such.



2. PROJECTS WITH NO PLANNED FIELD RESOURCES

Appendix I details those projects for which no resources have been planned for FY 2008. No
activities should be planned for these projects unless specifically directed by an assignment from
the responsible center.

3. DATA REPORTING

4,

The Agency relies on the data in the Field Accomplishments and Compliance Tracking System
(FACTS), and Operational and Administrative System for Import Support (OASIS) to provide
information regarding resource expenditures and operational accomplishments to the Department
of Health and Human Services, Office of Management and Budget, Congress, consumer
organizations, state agencies, and other federal agencies. Monthly and quarterly reports prepared
from this data are also used by ORA and other headquarters units for planning, preparing budget
resource requests, and evaluating field accomplishments in relation to planned work. In addition,
ORA planning personnel use the FACTS and OASIS data for the development of the Field Work-
plan. Therefore, it is important for data reporting to be both accurate and complete.

HARD COPY REPORTING

During FY 2008, ORA will continue, through the development of compliance programs, with the
cooperation of the centers to limit hard copy report requests to only those cases of absolute need.
At the request of ORA, the centers will identify, on all compliance programs and assignments
requiring hard copy reports, a central place to which all reports bearing on that center should be
routed. Please assure that all reports are submitted in accordance with the instructions in the
compliance programs and field management directives (e.g., FMD 71 and 92).



D. REVISIONS TO THE FY 2008 FIELD WORKPLAN -
PLANNING BULLETINS

Planning bulletins are issued to notify the field of workplan changes. Such bulletins may be issued asa
result of requests for changes concerning workload, availability of products, etc., addressed during the
field's critique of the workload analyses and the final Field Workplan. Planning bulletins are also
issued for inter/intra center midyear resources reprogramming needed to adjust significant resource
overburn in program(s) resulting from emergency situations or changing priorities. '

The Planning bulletins are used to convey and explain workplan changes to the field and will include
the following:

1. PartIIL
a. Operational changes
b. New compliance programs or assignments
¢. Canceled compliance programs or assignments
d. Changes in resources or issuance dates, etc.

2. New Part II to reflect new district office resources resulting from changes in work
assignments.

3. New Part I as necessary.

E. OFFICIAL ESTABLISHMENT INVENTORY (OEI) DEVELOPMENT AND
MAINTENANCE

1. One of FDA’s basic responsibilities is to have complete and accurate information on the
establishments for which we have regulatory responsibility. This allows us to effectively and
efficiently:

a. Assessand then communicate to the Executive Branch and Congress our responsibilities and
resources needs; in terms of money and FTEs in order to enforce the laws under FDA
jurisdiction.

b. Allocate resources to district offices in direct proportion to their share of the establishment
workload; for the various compliance programs and assignments identified in the annual
ORA Field Workplan.

c. Provide other governmental organizations and the public under the Freedom of Information
Act data about the types and numbers of firms FDA regulates.

2. Field Management Directive FMD-130, OEI Development and Maintenance Procedures, provides
guidance to field and headquarters units on all facets of OEI development and maintenance.



APPENDIX 1

PROGRAM AND PROJECT STRUCTURE
FY 2008 PROJECT LIST

FOOD AND COSMETICS

MICROBIOLOGICAL SAFETY OF FOODS

03 Foodborne Biological Hazards

18 Technical Assistance: Food and
Cosmetics

CHEMICAL SAFETY OF FOODS

04 Pesticides and Chemical
Contaminants

07 Molecular Biology and Natural

Toxins

09 Food and Color Additive
Petition Review and
Policy Development

NUTRIENT QUALITY AND FOOD LABELING

21 Food Composition, Standards,
Labeling, and Economics

COSMETICS SAFETY AND LABELING
29 Colors and Cosmetics Technology

BIOLOGICS
41 Human Cellular, Tissue and Gene
Therapies

42 Blood and Blood Products
45 Vaccines and Allergenic Products

HUMAN DRUGS

46 New Drug Evaluation

48 Bioresearch Monitoring: Human
Drugs

52 Generic Drug Evaluation

53 Postmarketing Surveillance and

Epidemiology: Human Drugs

56 Drug Quality Assurance

61 Over-The-Counter Drug Evaluation

63 Unapproved and Misbranded Drugs

ANIMAL DRUGS AND FEEDS

68 Pre-Approval Evaluation of Animal
Drugs and Food Additives

71 Monitoring of Marketed Animal
Drugs, Feeds, and Devices

MEDICAL DEVICES & RADIOLOGICAL
HEALTH

81 Post-Market Assurance: Devices

82 Compliance: Devices

83 Product Evaluation: Devices

84 Science: Devices

85 Mammography Quality Standards
Act (MQSA) Authority

86 Radiation Control and Health Safety
Act (RCHSA) Authority

NATIONAL CENTER FOR TOXICOLOGICAL
RESEARCH

*34  Integrated Research For Health
Protection: NCTR
*35  Methods Development For
Regulatory Needs: NCTR

ORA PROJECTS FOR FIELD REPORTING
PURPOSES ONLY

88 ICA (Interagency Cooperative
Activities)
*99 General

*No Resources Planned in FY 2008
OCTOBER 1, 2007



APPENDIX II

SCHEMATIC
PROGRAM AND PROJECT STRUCTURE
FY 2008 FY 2007
NO. NAME NO. NAME
FOOD AND COSMETICS
Microbiological Safety of Foods
03  Foodborne Biological
Hazards
18 Technical Assistance:
Food and Cosmetics
Chemical Safety of Foods
04 Pesticides and Chemical
Contaminants
07  Molecular Biology and
Natural Toxins
09  Food and Color Additive
Petition Review and
Policy Development < No Change

Nutrient Quality & Food
Labeling

21  Food Composition,
Standards, Labeling and
Economics

Cosmetics Safety & Labeling

29  Colors and Cosmetics
Technology




APPENDIX II

SCHEMATIC
PROGRAM AND PROJECT STRUCTURE
FY 2007
NO NAME
< No Change
< No Change

FY 2008
NO. NAME
BIOLOGICS
41 Human Cellular, Tissue
and Gene Therapies
42  Blood and Blood Products
45 Vaccines and Allergenic
Products
HUMAN DRUGS
46  New Drug Evaluation
48  Bioresearch Monitoring:
Human Drugs
52  Generic Drug Evaluation
53  Postmarketing
Surveillance and
Epidemiology: Human
Drugs
56  Drug Quality Assurance
61 Over-the-Counter Drug
Evaluation
63  Unapproved and

Misbranded Drugs




APPENDIX II

SCHEMATIC
PROGRAM AND PROJECT STRUCTURE

FY 2008 FY 2007
NO. NAME NO. NAME
ANIMAL DRUGS AND FEEDS
68 Pre-Approval Evaluation

of Animal Drugs and Food

Additives < No Change

71 Monitoring of Marketed
Animal Drugs, Feeds and
Devices

MEDICAL DEVICES & RADIOLOGICAL HEALTH

81 Postmarket Assurance
82 Compliance: Devices
83 Product Evaluation:
Devices
< No Change
84 Science: Devices

85 Mammography Quality
Standards Act (MQSA)
Authority

86 Radiation Control and
Health Safety Act
(RCHSA) Authority




FY 2008

APPENDIX II

SCHEMATIC
PROGRAM AND PROJECT STRUCTURE
FY 2007
NO. NAME

NO. NAME

NATIONAL CENTER FOR TOXICOLOGICAL RESEARCH

*34 Integrated Research for
Health Protection: NCTR

*35  Methods Development for
Regulatory Needs: NCTR

ORA

88 ICA (Interagency
Cooperative Activities

*09 General

* No Resources Planned in FY 2008

< No Change

< No Change

< No Change



Appendix Il

FY 2008

SERVICING
LABORATORIES

=, & e

B

THE FOLLOWING PAGES SHOW THE SERVICING
LABORATORIES FOR EACH COLLECTING DISTRICT
AND FOR EACH COMPLIANCE PROGRAM OR SUB PART

OCTOBER 2007



T#II1
‘paisii sqe ay) Aq pazhjeur aq (M Zy 10 YD U] pejIs||od sejdues UWNOD ZV B VO - QIMS
‘pEys|| sqe] ey Ag pazijeue aq |(Im WN 4o X1 u) pejoe|jod sejdwies 100 WIN 8 X1 - IMS

(0FL-DH) S YIM H93YD S91s|a Bup9s|(on X [BUOREN ++
sapiojelage) jo 35| ioj wieifold soueydwion s3g - dwipys papealg Jo) 1deoxg (opi-04H) S4Q UNM ¥08YD s)o|5s|q Bupas|jon ipedxg jeuopeN  +

(-vam- 'B'e) STHSYA HLIM QILYDIIQNI SEVT ONIDINEIAS TWIDFdS B TYNOLLYN

NYS N¥S N¥s | THY Td¥ WV Jdv WY | T84S WS NS JHS | TN TN TNV 130 JHN TV YN | TN TaN 10062 SOLLAAS0D JAINOT
SDILIWS0D 6Z)
“NWM- NWM- CNYOE | = = N~ NI -NYM- [NV -NWY- NYYE CNY [ SNYH NWIE "N NYE NWDE "N "N | "N NS 6EBIZ  AJANNS UOOJ NI ULON LOTTAS
“THST  -THST ST | THST  CTHS-  -TMSe THSS STHS- | WS <THSE STHSe ~THS- | CTMSe  -THS- THS-  <THS-  <THS- THS-  -HS- | -THs- -us- 80012 SINTWATIINS AMVIAI
“THS- -HSt CTHS- [ THS STHS- -MHS HSS = [ FHS IHST (THS- CHHSS | -TdSsT ST -THSS -HS. CTHST TS -dSse | -Tds- -ds 90012 JALNOT VINWHOS INVANT
=TdS-  -THST  -THS- [ -HS- THS: STMS- -THSS = | HS CTHSS TS THS- | THSS —  THS- S THSH CTHS-  -HSS | -S- -Tus 50012 JT INTWADHOINT VATIN
s NS s | - = =TS~ -~THS- TS [ -7HS-  -7HS- -THS- -MS- | THSs TS THSe -THS- -MSe -THSe -TMSt [ ~TMs TS 50042 WO INTWIDHOANT VEIN
“TdS- WS- Hse |~ = “THS- THS  JHS: | -HS -THS® THST  THS- [qMS- -THST TS CTHS- IMS- CTMST -S| s s 20012 $A00J TVIITAN
NOD3 7 138¥1 5415 dJW0D 0003 12
NVS NVS NvS - = NSO N3d N3O | NFS THS WS THS | TN — WY 130 N HY N | AN 1EN 420860 Saav @) ALTAVS @ Woda
NYS NYS Nvs = = N3G N3G N3G [ NFS NPs TS WS | TN — TdY 13a 98N THY JUN | TN TEN 3's0860 (10TOD) ALAAVS 41 WO
NYS NVS NVYS | N3O N30 N3Q N3G N3Q | NFS  NPS  THS TS | TuN — HY 130 TN T¥Y  THN | TIN  THN 990060 (H0'102) SUOOL LHOIN
NYS NVS N¥S | N30 N3G N3d N30 N30 | THS  THs  JHS NS | THN s THY 130 JUN NV THN | TN TN 90060 (saav @) Sqo0d JHOJNI
S3AILITOY HOT0D 8 0004 60]
-TdS- ~1dS- St | -THS- -TMS- -JHS TS~ -1HS- | -jHS- -JHS- ~1HS- -JHS- | ~THS- -THS- -jHS-  THS  ~JHS-  ~Jus- -JuS- | -18S  -Tus- 100Z0 (AMNS DALS) ST JAT ODAW
Nudd Nud N¥d [ N NYM  NYM NvM  NYM | 748  HS T84S  THS | TUN TN  THS 184S  THN  HS  THN | TN TiN 10020 (NI'TNLVd ‘NOd) Sai JAT 0DAN
Ndd Nud Nud | NM  NuM  NYM  NYM NVM | 7898 7845 NYM TS | THN TN 4SS  HS TN THS  THN | TUN TN 10020  (VHHDO) SQI JNI SNIXOLODAW
"NYM- "NW -NYY [ "NWM- NWE sNYE -NYH -NWY- | -NWY- =N SNUE NYSE | -NYE -NWY -NWYE -NUX- NYE NWS- SN | -NYSE -Nw- L00L0 (AN SAA JNT SNTXOLOD AW
Nud Nud Nid [ NYY  NVM  NYM NvM NuM [ T84S 748 T¥S dS | M5 TS THS 88 WS  THS  THE | TN TN 10020 (V714V) SUd JNI SNIXOLODAW
Nidd Nud  Ndd = [ NYM NYM NYM [ HS THS THS T¥S | TN TIN  T¥S  THS  THN S TN | TMN TN 10020 - (NIINLYVA'NOQ $A1 WOU ODAN
Ndd Nud Nud = - NYM NvM N | NvM  NYM  NYM  NuX | THN TMN NvY NYM THN NvM THN | THN TN tooLo  (VHHOO) SG4 WOA SNIXOLOD AN
“NYM- NV N | - = "NUM- NWMs CNUME | NWM- -NWM- CNYDE NUME SN NWYYS SNWE NWHS SN CNYHS N [N -NYS- 10020 (AN SAI WOd SNIXOLODAW
STMS- TMS- qMs- | - = CTHS- TS -HS- | -HST  CTHS- WS- THS [ -THS -TUST  -TMST -THST TS S -THS [ -Hs -Ts 10020 (V714V) SQI WOA SNIXOLODAW
SNIXOL IvHNLYN ® Oi8 10l 10]
NYA CNWM- N | — = "NUM NV N [-NWM- -NWY- "NV NYW- [ "NV -NW- "NWDFF NUX SN -NWE -NYE [N NS 6E8FD AQNIS IA1d TVIOL
“VEM- -¥EM- VAWM [-VEM- -VEM- -VEM- VEM- -V3M- [-VEM- VEM- CVEM- CVEM- VAW -VEM- VEM- VEM -VEM- VM- -VEM- |-YEM- -vEm- 0610F0 1/@-$QA NI STEAFTINNOIAVYE
NYS NVS S¥d | NYM NYM  NYM NYM NYM | JHS 4S8 1HS  HS | 78S HMS  NYM  NYM  T¥S  NuM¥  THS | THN TN 861010 VA-ZAVA YOP 141 W14 DIX0L
NYS NVS NYS | NYY NuM Nvy¥ NvM N [ 4S8 4S8 THS | THS TdS NVM  NvM  THS  NvM  HS | TN TiN YELOKO I S NIWTE D1IX0OL
NMd S¥d Sud | SHd THY NYM  NvM = qHS WS WS S | s = THY  HY ]S WY IHS | TMN EN VrOOK0  QOOUVAS SIMOLLSAL - SA4 I
Ndd SHd SHd | SHd THVY Y THv - THS WS WS WS | qus - THY  HY ™S HY @S | THN JEN LTOLT STAIDLLSA - SA00d JAI
B 1 1 R Y = THV-  CTHY- THY- | STHY- Y- Y STHY- | STHYe STHY- <Tdy- STy STHY- -THY- <THY- | -Tev- -Tdv- arooro SISATVYNY NIXOId
Ndd sHd  sud - - NYM  NYM  NO | JHS  T8S  q¥s s | THS  T¥S THY THY MS MY THS | TN TN Ypooyo  @IVAS ¥ SOOI WOd WAHD ¥ 153d

‘WYLNOD WIHD 8 S30101153d ¥0

Ndd NVS Sdd | Sid 1HY NvM N3O THY | NBG TdS 184S S | 7N 004 ©00d 004 NYM VaM VIM | TN 1N SPBYED Tuoqyduy) ASNAAId GO0
N¥d NVS Sud - = THY Y Y | HS  HS TS IS | WS TS ¥S  HS THS TS WS | TN TN HLVBED JO0VH HOIOr
Nyd - = - - - - - - - - - - - - = - - - TN THN obYBED ++ SISATVNV DILJATONVIHO
N¥d NYS Sdd | S8d "THV  THY  HY - THE  THS  ¥S MS | TuN - Y WY JMS WY TMS | TN TEN Ov¥BED a0¥d 00JAVIS THOJINT
Ndd Sdd SHd | sud WV JHY  HvY - THS WS WS THS | TN - THY WY IS MY MS | TN TEN avrFBED aoud A00AVIS THOINT
Nud - - - - - - - - - - - - - - - - - - TN THN 22v8e0 + SISATVNY DILJTTONVOUO
Ndd NYS  sud - == TY MY THY [ MS l¥S TMS THS | TAN THN WY MY TMS TMY TMS | TUN TN 2ZYBED aoud AYAHSIE ¥ HSIE Woa
Ndd sud  sud = - Y WY Y [ HS WS HS TMS | TN N WY WY WS WY TS | TN TN gzpseo  (unnd) 4O AMTHSII *» HSII WO
SHd S¥d SHd | S¥d MY WY AV TMY | NS MS NS s | 13a@ 13 130 130 130 130 130 | TN TN g618g0 (1334 |V) TVHANED SO ALIOINI
Ndd NYS Sid | SHd Tdv NvM N3a - THS WS  JHS WS | WN — qHY WY WS WY THS | TN THN 26180 AVHANTD SAI GALIOINT
Ndd S¥d SHd | SHd THY NV N34 - WS WS WS THS | TN — THY Y T¥S TYY THS [ JEN N velago (Wi TVHENTD SAd GELAOIN
Sdd Sd¥d  Sud - - HY WY Y | THS WS WS WS | 430 130 130 130 130 130 13d | HN IEN 280880 (W22s311y) ALFAVS OO DILSANOA
N¥d NYS  S¥d - - NYM N3G NvM | THS TS TS TS | THN  THN TNV MY TMS MV HS [ AN aN DE08E0 ALHIVS 4O0A DILSAWOA
Ndd Su¥d SHd = - Ny N3G NvM [ T84S T¥s  T¥S  THS | THN TN WY WY THS ¥V HS | THN N geoaco  (WNKD ALFIVS QOO0 DLLSANOA
Ndd Nvs sud - - Ny¥ N3O N3G | TS THS TS TS | THN N WY N3G TYS Y THS | THN THN \£08£0 @ NV @DV 1Ay Wod
Ndd NVS SHd | NHd THY N3G N3G N3G | S THs THS  THs | MS - WY MY T¥S WY HS | THN TS 618050 (ymnd) SIONAOU ASHAHD JNT
Ndd NVS SHd | SHd  1HY  NvM N3 - THS  HS WS IHS | THN - THY MY TS WY JHS | THN TN V'E00E0 @1 NV dIDY TV LHOJAI
SAYVZYH D010I8 INNO8J00d £0]
ZVIVO  WNTXL SOLLAWS0D % Q004
Vv3S NUS SO1 [OIMS QMS NvM N3G wa [ NPS JON  ViId LV | IHd PMWN  NIW 130 NI IHD 178 | MAN  3MN <<<<<<<IORLISIA ONIIDATTOD
o1410Vd 1STMHLNOS 1SvaHINOS TYHLNTD 1SVIHLYON <=L < <<<<ENOIOTY

SLSIDOTOIA/SLSIDOTONWOLNA / SLSINIHD

800¢ Ad
uI xipusddy SHIFMOLVIHOI VT ONIDIAMAS



2-1III

‘pajs|| sqe- ay) g pazkjeur aq {ImM ZV 10 ¥O U] pa3Iafjod sIjdwes [uwnjod Zv B vO - AIMS
*pajsy] sqeT] 2y} Aq pazAjeue aq [||m WN 10 XL Ul pajosjlod sajdwes uwnjod WN 8 X1 - QIMS
pajdwes Bnip o)yjoads yoka 1o} ge) Bnip jo asiuadxs uo paseq (oFL-04H) $4a Aq paubisse aq |j|m asue(j[PAINg Jonpold Bnig 'H/ve009s 1Bpun palae)io) sajdwes o) sajiojeloqe Bujzijeuy ayl

(-vam- *6'3) SIHSYA HLIM GILVOIANI SEVT ONISIAYIS TVIO3dS ' TYNOILYN

Ny¥d  Nid  Nud = = NYM N3G N3d [ NFS 8§ 184S S [ iHd  Hd IHd 130 IHd IHd IHd | TdN  IHd Y100e9  ONOW 510 'anvid "13NYILNI £9]
N¥d Nud Nud = o NI N30 N3G | NFS NFS NFS NFS | IHd I1Hd IHd 1Hd I1Hd IHd [Hd | TdN TN V'zz003g (VNG IOV DIMIW DHa X4
Ndd N¥d  N¥d = = NId N3G N3G | NFS NPS  lHS HS | IHd IHd  13a 43 Hd  I3a  Hd | TMN EN | a'vizoss LAY JATY Id VaN/suoa
“Nid~ -Nid- -N¥d- [-N¥d- -Nud-  — = —  |-Nud* -Nud- -Nid- -N¥d- |-N¥d- -NHd- -N¥d- -Ndd- -Nid- -Nid- -Nid- |-Nyd- -Nid- HB009% AOVSOQ QAHSINIA $da
Ni¥d NMd S¥d [ N3 N3 — == - NPS NPS NPrS S [ IHd  (Hd  13@ 13@ Hd 13d IHd | TMN  HN HB0D8g 1V 8dd
Nidd Nud  Sud - - NYM N3O N3G [ NFS TS NPrS  T¥S | IHd  I1Hd I1Hd 130 [Hd IHd IHd | TiN TN V80099 (8d@ ATAUNS AOUI DA
-NPS- -NPS- -NPS- | -Nrs-  -NPs- -NPs-  =NPS-  -NPS- | -Nrs-  ~NPs-  -NPS-  -Nrs- | -NrfS- -NrS-  -NPS- -NrS- -Nr's=  -Nrs-  -Nrs- | -Nirs- -NPs- V80095 (dv) AFAUNS A0™d 94a
Nidd Nvs sud = | N N3O N3O | NFS THS TS S | iHd  Hd  IHd  13d 294  Hd IHd | THN  IHd | V20099 JSNT WIHD NOIZH0d
Nud Nud  Nud - - N3O N3O N30 [ NS TdS HS WS | IHd  IHd  IHd  13a  iHd  IHd  IHd | TMN  TdN | 2V Z0039 (vsa) dJSNISSADIOUI HNAA
NYd Nud  sud = = NvM N3G N30 | NPS TMS WS  TMS [ IHd  Hd  13a  13@ JHd 130  IHd | TMN  TWN | -V Z00ss JSNI NO WAHD 140
- JONVENSSY ALIVND 9n¥a 95)
TUN NN TN == = TN TN N | N AN AN N | AN AN N N N TN N | TAN N | D'ezeszs ATA0UI NOITHOL dddV aud
Ndd Nud Sud = = Ny N3O N3Q [ NFS T84S T¥S T¥S | Hd |Hd |Hd IHd IHd [Hd [Hd | TN TN 2829  JSNIWIHO NOITJOA HddV THd
004 004 004 - - 904 904 004 | TN TN TUN TN | 904 004 004 004 904 004 004 | THN  HN | O'8zeszs FTA0UI AUV TU NID
N¥d NVS  SHd - - NvM N3G N3d | NPS THS T84S  THS | IHd  IHd  Hd  13d 204 IHd  |Hd | T8N TN z£829 JSNI INAHD VANY
2 NOILVNTVAS SNya oHan3s zg)
TN TN N = = TdN TN TEN | TN TEN N TN | TN TEN TEN TEN TAN TEN TUN | TN TeN | O'azeasy ATAOU NOIATHOI AddV Tdd
N¥d Nvs  sud & - NYM N3G N3Q [ NPS S S WS | Hd  IHd  IHd  IHd 0904 IHd [Hd | TN TN Zeggy  JSNI WAHO NOITHOL HddV Tdd
004 004 D04 - - 004 904 9924 | THN  TWN  TMN NN [ 994 004 004 004 004 004 004 | TMN  TMN | O'Gzessy ATLAOH TVAOUIAV THd
N¥d  Nid  S¥d - - Ny N3d N3G [ NFS  HS THS  MS | IHd  Hd 130 130 904 130 IHd | THN TN _Ze8ay JdSNI WAHD VAN
NOLLYNTVAS ©nyd M3N 9¥|
ZvvY0 WNEXL SO NVIWAH
VaS NYS SOT |QiMS aMS NvM N3G va | NPS  TTON  vid Y | (Hd PMN NN 13d  NID HO 178 | MAN  3MN <<<<<IORILSIA ONLIDATTOD
21d1ovd 1S3MHLNOS 1SVaEHLNOS IVHLNZD 1SYIHLYON <L INOTOTY

1 xipuaddy

SLSIDOTOIL/SLSIDOTONOLNE / SLSTNAHOD

800Z Ad
SHOLVHOLEVT ONIOIAYES



E-III

‘paisy sqe) oy Aq pazjeue aq ||im Zy 10 YO uj p2309]00 SA|dWES UWNIOD ZV B YO - AIMS
‘P81 sqe] 2y Aq pazAleue aq (1M WN 10 X1 U] P2193]jod sajdwes uwnjod WN B X1 - AIMS

(-vam- '6'@) SIHSYA HLIM GILVOIAN] S8V ONIDIAYES TVIOAdS B TYNOILYN

“VAM- -VAM- -VIMS VAWM VM CVEM- -VEM- -VEM- | SVEM- -V3M- VM- -VEM- [SYEM- -V -VEM- -YEM- -VAM- -VEM- -VAM- [-VaM- -Yam- | 008Zzs NOWWIOIAVH NDSV LINI 4LD
VAM- -VIME CVAME [TYEM -VEM -VEMS -VEM- -VEM- |-YEMe VAWM -YaM- -VEM- |FYEM- -V3me -VEMS -YEM VAEM- -VYEM- -VEM- |-Y3M- -WV3M- | 008228 DVAWLM ISAL NODSV LINI 41D

~SHd" -SHd- -SHd- |-SHd- - -S¥d- -SHd" -SHd- -SHd {-VAM- -VIM- -V3IM- -VAM- [FVYIM- -YAM- -VEM- -VEM- -VEW- “vam- £00Z28 SHAOTO WYX TVOIDANS
“SHd- -S¥Md* -SHd- |-SHd" -SY¥d- -SHd" -Sid- -S¥d- |-VAM- -VIM- -VIM- -VIM- [-VIAC -YAEM -VEM- VAWM VAWM -VAM- -VaM- |-YaM- -Yame Zoozze AT/ NOd DISSY WOANOD
N3O N3IQ N3d | N3O N3d N3IQ N3Id NIA [-VAM- -VAM- -VAEMS CVIM- [-YEM- VM- -VIM- -VAM- VAM- -VAM- -VAM- (-YEM- -YaM- | ostezs TVAIDOINDAUIANL - SHIW
"N3d- -N3Id- -N3d- |-N3Q- -N3@- -N3a- -N3Id- -N3G- [-N3G- -N3a- -N3d- -N3d- (-N3O0- -N3G- -N3g- -N3a- -N3a- -N3a- -N3G- |-N3g- -N3g- | osvais TVAIDIYOGS - SHIN
VAM- -YAM- -VEM- |CVEM: SVEM- -VEM- -YEM- -VAM- [VAMe -YEM- -YEMe VEM- [FYEM- -YEAY -VAM- -YEM- -VEM- -VEM- -VEM- -V3M- -Yam- | 0svezs OULIA NI - SHIN
“VAM- CVIMS -VAM- VM- VAM- -YIM- -VAM- -VAMS [-VAM- VM- VM- -VEM- [-VEM- -VEM- -VAM- -VEM- -VAM- -VAM- -WEM- [-VaM- -vam- | osteze SLNVOVIY - SUaN

S3IOIAIA :FONVITINOD Z8§]

VIM- -VEM- -VEM- CVEMS -YEMe VEME -VEM -VAM- VM- VEMS -YEMS VA [-YaAMC -YAM- -VEMe -VEM- VAWM -VEM- -VEM- |[-V3EM- -Yame oLois SAAITINNOIAVA (/4 NIWAd

VAM CVIM- CVEM [-VEM- -YEM- VAWM CVEM -VEM- |FYEM- -VEM -VEM- YA [-YAM- VAWM -VaM- VM -VAM- VAWM -YEM- [-VEM- -YEM- oLois LSEL ¥AS ¥ HO (/4 NIAMd
S30IA30 ‘IONVHNSSY LMNLSOd 18
HLTH dV¥ ¥ ATd TVOIGIN
Nidd sSud S¥d | WY TV N3Q NI N3G | WS TS THS S | TN THN WY Y S MY RS | TN Nid 60011 LAOdI WVID0Ad ASH
Nidd Sud Sud = o N3a N3 N3O | TS €S THs WS | TN TEN THY Y RS WY S | TN TEN 60012 OILLSTNOd WVdD0dd dsd
*N3ag- -N3a- -N3Ia- - = "N3d- -N34- -N3Q- [-N3Q- -N3I4- -N343- -N3J- |-N3d- -N3g- -N3d- -N3d- -N3G- -N3d- -N3ag- |-N3g- -N3g- 9004L NOILVAITVA QOHLIN
“N3a- -N30T- -N3a- - - “N3@- -N3IG- -N30- |-N3G- -N3IG- -N3Q- -N3G [-N3IQ- -N34G~ -N34- -N3IaT -N3d- -N3aG -N3a- (-N3C- -N3a- 900kL  AYILTd ® LVAW SANAISAH T
-N3g- -N3ad- -N3IT- - - "N3g- -N3d- -N34- |-N30- -N3a- -N33- -N3d- |-N3d- -N240- -N3d- -N34- -N3a- -N3g- -N3a- |-N3g- -N3a- S001LL SATOLLEV QAW V4 JdAT
-Nag- -N3d- -NIa- = i "N30- -N3Q- -N30- [-N3Q- -N3Q- -N3d- -N3g- | -N3d- -N30- -N3g- -N3Q- -N3a- -N3g- -N34- | -N3g- -N3a- voolL SAATS AALVOIAEN
STy Y- Y- | -THY- T sTHye STHYe STV | Y- T MY b | e Saee oTHY- Y- -Teye T STy | Y- e | DE00RL /D ATVNV NIXOIQ INOO dEdd
“N¥d- -Nid- -N¥d* | -Nd¥d- -Nid- -Nid* -Nid- -Ndd- |-Nid- -Nud- -Nid- -Nid- |-Ndd- -Nd¥d- -Nid- -Nud- -N¥d- -Nid- -Nid- |-Ndd- -Nid- | O€00bL USNIXOLODAW LNOD Q334
Nud Nid Nud - - NYM  N¥M  NYM | 78S TdS WS HS | N¥dd  Ndd  NHd  Ndd  N¥d  Ndd  Nid | N¥d  Nid Je001L WSNIXOLODAW INOD a3dd
NvM  NvYM  NvM [ NvM  NvM NYM NuM NuvM | THS THS TS TS | TN TN NvYM  NvM  Tds NvM  THS | TN TN ge001L STVLIW INOD 334
NHdd Sdd Sdd | Tdv WY NvM  NuM  Nv¥ | THS  Td¥s  TH¥S  THS | TN TdN NvM  THvY TS NvM TdSs | 76N THN VE0OLL NIWV.LNOD Qi3 JNI/NOd
Nid  Nid = Nud = = Ny NuM NuM | THS  TUS  THS  THS | THS TS NvM  NYM TS NvM  THS | THN THN L00LL SNOLLDAJSNI S§HD0Ud DOHA
$0334 $90 IVWNINY NOW ¥ddv 1s0d 14}
Ndd Nid Nud = = Nv¥ N3 NvY | THS TdS TS THS [ NvM THS v v NvM TdY NuM | TN THN 80889 TVIINITO NON 41D
N¥d Nid N¥d * ne NYM N3a N3Q [ T¥S s TS  TdS | NvM NvYM  NvM  NYM  NYM  NvM  NvM [ T9N TuN loogss NOLLVAI'TVA (IOILLAN
Ndd Nid = Nud e 2 Ny NYM  NvY [ THS  THS WS WS | NvM  NvM  NuM  NYM NuM  NuM NYM | THN THN 10089 dSNI TYAQHddV THd VAVN
50334 SO0 TYWINY NOW dddY 3ud 89|
ZVIYO WNTXL SAAdd ¥ SONAd TYWINY
VS NvVS SO7 |AIMS QIMS NvM N3d vad | NFS  TON viI1d LV [Hd AN  NIN 130 NID 1HO 178 | MAN  3MN <<<<< [HHISTA ONIIDHTTOD
Qld10vd 1samHLINOS 1SvaHLNOS IVHLINGD 1SV3HLHON LRI L=< SN OTOTY
SLSIDOTOIF/SLSIDOTONO.LNA / SLSINAHD
8002 Ad

SATHOLVIOIV'T ONIDIAYAS

111 xtpuaddy



(-vam- '6'a) SIHSYA HLIM QILVOIANI SAVT ONIDIAYES WIDIdS '8 TYNOILYN

p-III

*pa)s|| sqeT ayy Aq pazfjeue aq jjjm Zy 10 ¥ U pajaajiod sejdwies (UWNjoD Zv B VO - AIMS
"pajs|i sqeT ay) £q pazfjeue aq |jimM WN 10 X1 u] pe3oaljod sajduies uwnjod WN B XL - dIMS
‘MS-Td 0} 0B sisfjeue ways Aue Bupinbas sajduies “sajdwes yjds oN ‘MN-THd 03 0B Ajuo sisAjeue o13jw 10} pajda|jod sa|dwes 7y 3 ¥o QIMS ‘spood podu),

NYS _ NUS _ NUS | — -  Ndd__Ndd_ _N3d | MS WS WS WS | Jds  J§s JaN JHN J8s N 8S | UN | JEN 10089 $ON¥A INTInanvad £9]
NYS NvS Nus | - ~ NI N3d N3 | WS s s 1ds | 4§ 1S TN TN S GuN HS | TIN TN | 9'vizoss 1aad LuTIV C1d vansaoa
NUS NUS NYS | ~ -~ N3O N30 N3G [ NS NS TMS  JHMS [ ¥§ M€ TUN  TUN M€ THN HS | TuN TWN | wsooss ATANNS 40U DNUA
NYS NVS  Nvs | ~ -~ N3G N3O N3 | NS TMS TS TMS | M5 M5 TIN AN TS MN HS | N TN 20099  JSNIWAHO/VSA *dSNI DO¥d HOud
FONVHNSSY ALITVND Onud 98]
SHANA NVIIH
NYS NYS _Sud | N30 N3d__Nad__Nad_ Nad | 1ds  qus  Jds WS | WS WS WV lav jus | Wy HS | AN TuN 10062 HO100/SOILIWSOD JWINOA 63)
g -us-  us- | — EIS TS Y-S FT-o [ YIS VTS WIS VTS [ TS T N N N N s Nl G e 1Y 68812 TANSVE TATAVIN
. AAAMNS AOO0J NI HLAN 1LDATAS
“Ts- s use | - ~ S~ THS- THS- | -THS-  THS-  STMS-  -JHS- | -THs- -THS- -THS-  -THS- THS- -THS-  -THS- | -dS-  ~Tds- 20012 JWI/NOQ VININHOA LNVANL
S-S~ us- | — = NS~ IS~ -Hs (NS~ <Ms- -MS-  <MS- TS~ -THS- ~MS- TMS-  -TMS-  -THS-  -THS- | -JHS-  -THS- zookz JNUINOU STO0d TVIITII
NOD3 '8 138v71 SA1S dIW0D ao0d —N_
Ndd  Nad  Ned | - = N3ad N3G N3G | s WS WS WS | WS WS 8V §v . l9s Tev WS | TaN TN | 4vezoah 1INVS TEAVEL ALVISHALNI
NYS NUS N¥S | - - N3G N3G N3G [ S  HS S NS | NS NS MV MV NS MY THS | TN TN £0081 INVEO0Ud A194VS HTIN
NHd  NVS  SHd | — =  N30__N3d_ N3d | Jus 195 WS ¥S | WS WS Jds  uv J¥s  8S S | JuN 1aN $OILIWS0D & 004 15155V HOIL 8]
Ndd  NYSs  sud | - ~ N30 N30 N3Ia | ™S s WS s | WS us  lds | eS| ds WS WS | TN 8N | ALPeso ID0VH FoINT
N¥d N¥S SHd | SMd THVY N3G N3G N3G | HS TS TMS NS | TN TS TS THS TN CTHN N | 1MN MM | aysuco (woqydwy) ASNTIFA AOOL
Nyd NYS SHd [ N3G MV N30 N3G N3G | TMS TS IHS  TIHS | THS TS THS  THS  TMS  IMS  T¥S | TMM 1¥N | Bsodso NSISSV OYOIN DLISTINOA JNT
N¥d NYS SHd |SMd MY N3G N3A N3G | S THS TS  TMS | TN — v v THS  TMY THS | TN YN | awvsso AO¥d AOOIVES LIOJNI
N¥d NYS Sud | - ~ N3O N3G N3G | HS HS S HS | TAN TN MV WV TMS gV TMS | TUN TaN | azpsco 04 AMAHSLA 7 HSLY WOa
N¥d N¥YS SMd | 4N TMN  N3d N3A N3Q | HS  THS  TMS  TMS | TMS — Wy TV TMS MY WS | TMN WS | algogo SLONUON ASTTHD JNI
Ndd NYS SHd | - - N3G N3O NIO | MS MS WS TS | WS WS WV WY HS WY s | AN s | azeoso SLONAO¥d ASTTHD WOa
N¥d NYS SHd | NMd MV N3O N3G N3O | TS TS TS THS | TN — N3A N3@ S N3A O THS | TN TMN | D6leco YIVHENED SA00d dNT
NMd NVS sHd | - - N3G N3G NIQ [MS S TMS TS | TMS NS MV MY Ms v WS | TMN TaN | asosso ALFAVS 00 DLISTNOT
“Tds- -qHs- -S- | -~ = S~ -HS-  HS- [-Ms- Ms- IMs- MS- [ -MS- -MSE STS- S-S -TMS- -THS- | -THs- -us- | weosso NLAMALAd LVEH AH0dS
N¥d NvS SHd | - ~ N3G N3G NIQ [ MS MS MS S | TUN  TMN MV MY HS MY HS | TIN TWN | weosso @4 NYO dIDV LIV Wod
N¥d NYS SHd | S¥d  Tdv N3G N3G N3O | TMS TS THS  THS | TN — WY TV ¥S MY T¥S | TMN TN | v'eooso OV VAV IHOJNI
SAQ¥VYZYH 907018 ANY03a0o0d eo
ZUTVD WNPXL SOITAWS0D » Ao0od
VIS NVS SO |QMS QMS NY¥ N3G Wva | NPS O ION  WId UV | IHd PN NIN 13a  NID  HO 118 | MAN  3MN | <<s<<<<<<<IIINISIA ONLIDATIOO
ald10vd 1SaMHLNOS LSVEHLNOS IVHLINTD LSVEHLMON TLLReSSs<<<SNOIOTH
SLSIDOTOIF0YDIN
8002 Ad

111 xipuaddy

SHIMOLVIOA VT ONIDIAYHAS



S-III

"paist) sqe] auy Aq pazhjeue aq M Zy 10 YD U| P3}23)100 53dWES UWN(OD ZV B YO - AIMS
‘paysy) sqe auy Aq pazfjeu ag Jm WN S0 X1 Ul pa13aljod sajduies UWINED WN B X1 - GIMS

VAM-_-VAM-_-VAM- VAN VAN VEA VM- VAWM [ VAWM YVOM V3N VaN- | VIM- VAN VM VA VAN VaM- VEM- |-VaM- Vamn: | 200Zr8 NOTLVATIVA SGOHIIA
SSOIAT0 ‘3ONTIOS 78

VM- VAM- -V3M- [-VEM -VIM- -VAM -VEM- VAWM |-VEM VEM- VAW -VaNe | VAW -VAM- VAN VAN -VIMr VM- -VEM- [-VAM- -VaNT | 008228 154 VIQAW-NOSV LINI 0D
-VAM- VAM- VM- (VM- -VEM- VM- VAWM -VEM- (VM- VM- -VEM- V3M [-WEMS -VAM- -VEM- -YEM- -vEM -VEMe -WEM- |-vam- -V3m- | 008Zz8 HLLS-NOISSV LINT HLOD
“YIM -WIM- VAW |-VEM- -VEM- VM- -V3M- VM- |-VAM- -VEM- -YEM- -VEM- [-VEM- -vEM- VM- YEM YAM vEM -YEM- |-vame -vam- | ogpezs HVIA OULIA NI-SHIN
YIM VAM- VAM- [-VEM- -VIM- VM cV3M- -VIM- |-V3M- VEM- CY3MS GYEM- [-V3M- -vEM- -UEM- VEM YAM VAW -vame |-vame -vam- | osvezs VHES-TINV-STAN
-N3Q- -N3Q- -N3Q- | - -  -N3C- -N3C- N3G~ |-NIG- -NAG- -N3Q- -NICQ- |-NEQ- -N3G- -N3G- -N3G- -NIG- -NIQ- -NIQ- |-NIG- -N3o- | ogpses DAANISIA-SUAN
YAM- -VAM VAW [-YEM- -VEMS VM -V3M -VEM- |-VIM- VIM- CVEMS CV3IMC [-VEM- -vam- -UEM- WEM- VAWM VAWM -YaMe |-vame -vam- | ssvazs HOLYDIANIOIE DA GIN
“YIM- VIM- VAW |-VEMS -VEAY -VEM- VM- -VEM- |YEM- YEM- SYEM- SYEM |-vame -vame -vame -vame VM vEMe VEM- |-vAM- -vamc | Sebeze  NAQUNEOIE DAW AGd QEW
-VIM- -VIM VM- [-vAM- -vaM -vEM- -vaM VEM- (VM- YEM- -VEME V3M [-vaMe -vam -vEM- -YEM- -vSM- -VaMe -vEM- |-vame -vam- | sovazs ALITINALS DAW ARG GAW
-VIM: VAM- VEAM- [-VAM- VAM- VM- -VAM- -VEM [-VEM- VM- -VEMS VEM [vame -vam -vame -vame vame -vaMS Y3M [V3Me -vam- | 80028 ITIMELS-NDITHOL ARG NOW
S3JIA30 :SONVIIdWOD 28|

“V3M-_-VaM- VAWM |V3W _-VaM VaM -VaM- -VaM" |-VEAC VIAC VEMC -VIA | VAW VIM- YaN- VIAN- -VEAY -VaNT VENT |-VAM- -VEAM- | 01018 ALITTAALS -V NAGHMA 0d
S30INIAIONVUNSSY IHWLS0d 18]

HITH AV P ATd TVOITAW

-Nag- -nNEg- -Nag- | - = -N3G- -Nagd- -NIa- |[-N3G- NI N3G~ -NIG- | N3G -NSd- -NIG- -N3G- -N30- NS0~ -N30- | ‘N3G N3a- | 900K NOILVArivA QOHLAN
-N3Q- -N3G- -N3Q- | - - -N3g- -N3G- -NEO- [-N3G- -N3Q- N3G~ -NEO- |-N3Q- -N3Q- -N3g- -NIG- -NIQ- -N3Q- -N3Q- |-N3@ -N3G- | 800LL  AMLINOLLVIW NI STA TTI
-N3g- -N3@- -N3IQ- | - - -N3g- 'N3a- N3Q- |-N3gG- -N3IG- -N3G- -NIC- [-NIC- -NIG- -NIG- -NIG- -NIQ- -NIG- -N3Q- |-NIQ- -N3a- | sookz SHIOLLEV QW V. HdAL
-N3Q- -N3G- -N3T- | -~ - -NFO- -N3G- -N3C |-N3G- -NIG- -NIGQ- -NEO- [-NIO- -N3@ -NIQ- N3G -NIG- -N3IQ- -N3C- |-NIQ- -NFO- | poDEL SIS AILVOIQIN
NVS NVS NvsS | Td¢Y ¥y N3d N3G N3O | TS NS TYS  MS | TMS  TMS  NIQ WY TMS  N3Q  I¥S | N N | 3so0bs 10 SINVNIWV.INGD UFad
NvS  NVS  N¥s | - - N3O N30 N3G | NS IS WS WS | TMS WS NE3A N3G MS N3G §S | NN TMN | 100K.  NOLLDEASNI SSED0HJ DING
S0 SONHA TVININY NOW ¥ddv 1504 1Z]

ZVRYD NTXL AHAA B §ONUA TVHINY

VIS NvYS SOT |QMS QIMS Nvd N3G Tva | NPS TON W14 LV | Hd  PMN NIW 130 NID HO 178 | MAN  3mN << JIOIMISIA ONLIDTTIOO
ol41ovd 1SIMHLNOS 1SV3HLNOS TWLINTD LSVYIHLYON SRR SNOIDTY

SLSIDOTOIFOUDIN
800¢ Ad

111 x1puaddy

SHIIOLVIOAVT ONIDIAYHAS



9-III
‘paysy) sqe) 2w Aq pazhjeue aq |Im Zv 10 7D Ul Pa)2aj|oo sajdwes uwnjod Zv '8 VO - AIMS
"pays|| sqe ayy £q pazAeue aq jim WN Jo X1 th p33o9)jod sajdwes uwnjo WN B XL - AIMS
“V3M- V3N -VaM- [-VaM- -VaM- -Vam- -VaM- -VaM- [-VAM- -VEM -VaAM- -VIAC |-V3AM- -VAM- VAWM -YAM- -VEMS -VEM- -vaM- [-VaM- -v3M- | 3-Y90098 A0ud LOATd LSAL JN0D
ALMOHLINV YSHOY 98]
“YIM- -YIM- -VEM- [-VEM- -VAM- -YaM- -Y3M- -VEM- [-VEM- YEM- -VEM CVEM- [-VEM- -VaM- VAWM -Vvame -vams svaMe -vaM- [-vam- -vam- | Zo0Zvs NOILVAI'TVA SGOHLIW
S30INIA 'IONIIOS 8]
“YaM- -VIM- -VAM- [-V3M- VAN -YEM- CVEM- -YEM- [-VEM- -VEM V3M CVEM [VEM- -VEM- -Vame -vame -vame cvame -vame [-vame -vam- | ooszZzs SLANDSY GE.LVILINI 1LD
- - - - - - - - -yam- - |-vaMm -vam- | £00zzs STAO'TD VXA ‘TYDIDENS
WIM -VIM- -VEM- |-VEM -VEM- -VEM- VAWM VEM- |-VEM- -VAMe -VEM- -VEM- |VEM: -VEM- -VEMS VM- SVEM- -YEM- -vaM- [-vame -vam- | Osveze SHIN
SUYIM: SVEM: -VEM- [-vame -vaM- -vAM- -VAM- VM- [-YEM- -VEM VM- -VAM- |-VEMS -VEMS -YEMe -VEMe VEMS -WaIMe WM | -vame -vame 80028 DO NOTHHOS AT NOW
A3d :IONVINdWOD 28]
VAWM~ VM- -V3M- [-VAM- -VEM- -VaM- VAWM CVAAN VAWM -VAMS -VEM- -vaAM- [-WEM- -VAMS -VEM- VEM- -VEMe WVEM- -VEM- |-vame -vame 01018 0/d NOHMA LH0ddd 80dd
S30]A3d ‘JONVHNSSY LWISOd 18]
ZVIV0  WNBXL HLTH avd % AT TVOITIEN
vIs NVYS SO7 [QMS aMS NvM N3d va | NPFS  TON W14 TV | IHd PMN NI 13d NID IHD 178 | MAN  3MN <<<IDIYISId ONIIDTTIOO
oldiovd 1S3MHLNOS 1SvaHinos IVHIND 1SV3HLYON <<<<c<<<< SNOIDTY
SLSIDISAHd/SHHANIONH
8002 Ad

111 xtpuaddy

SHIHOLVHOAV'T DONIOIAHAS



09L‘L
SUNOH NVYO0Ud

TeTE

e
KX
XX

0S6--"T10D A'IdINVS
/ANI/XH d'14/TH

R
R HICHD
(AN

2558585858585

!
)

KA

52588

0IT-HAHLO/STIVOHY .

09T T--INVID0Ud

SYH .26
INVYOOUdNON

08--SAVUI'TOH
00T--ONINIVYI.L

CIT-THAVYL

ST leleteteTy
ORI
otetetetelateteteted

oo tesetatetetes

R I A I

edelede %!
ototetetele
SRR KA
o

WT-AAVH]

2
edodeledeeledetetetetedetatetels,
yete et e tatetateeteretetetetatel
Tetetetedeleleteteleleleleteledeleds
Toteteteteteteteteletetetetetedelede

Seleledelelelefe el e tetetelels
efeletetetetotettatete®

- SYNOH V.10l 280°C -

JINIL AIVIOOHUdNON/INVHOO™d 800C Ad

TVNOILO3dSNI/AAILVOILSIANI



SYUNOH sev'lL
NVYY¥90dd

LE s e I I e B e
TRIRRR

GHXHHRRHAS
et oot

0STTTVA/TVNY TdS _B&se82
B
00’0’0‘0‘0‘0
R

0€Z--AdNLS TOD/VO |

ST-40dUd 'TVNV SHY _

JNIL NVHOOHdNON/INVIOOUd 800¢ Ad

SHNOH 259
NVHYOOUdNON

0T-"THAVYL

PETAAAA F
e
R RRRHNRAARHAR
I I I IR K
otetetatetetitetetetetetotole!

’.’0’0‘0‘"’0‘*‘0’0’0’0" -
otateteteletetedee s tede et el
‘#’0‘0’0‘0‘0".’0‘0’0" K2

K AKX HHKKAKK o,
R RS
oIR8
ot tatetatetets
et e tatetetetetets:
E0RRARRILRERS
00
R S0RRRRAILRLRS
el tatetatetetatetatatetetels
GHRRRRERRREREE
et a e atatetattatateteleters
Folalniesetatatetetetatetetotetetets!
e et eatatetetetatetetetets
riateleleteleleletoly:

5055
betateletetetelolele
Totatetetetetetatedatetetels

SEF I-INVIAD0Ud

B 0000
LI HRIH AR IR LRI AK AR KA
CRAKKKL 000“0“000000000“0“0“00

o
GHAHIRIRHKS
sletelaletotetatetotetele!
tatetatetetatetelotetotototelets
ooakﬁzwlﬂwﬂvﬁﬂ aw
oialsiaislelaleletaleeleteleletelotel,
R AR RED
o

atataleleletelele 25
AxxauﬂﬁﬂﬁAWf e ate
Patetese
boteletelololels!
LRHRHRRRALEL L

SR8

- S¥NOH 1Vv10l1 280¢ -

TVOILATVNV

08—-SAVAI'IOH

00T--IONINIVYI.L

0IT-INAV NID

CST-HAVH'T



FY 2008

PART II - WORKPLAN SUMMARY
OPERATIONS & POSITIONS

DEPT OF HEALTH & HUMAN SERVICES
-/(. FOOD & DRUG ADMINISTRATION

PROGRAM PLANNING & WORKFORCE
| MANAGEMENT BRANCH
ORA/ORM/DPEM




FIELD TOTAL

HQ

NE REGN
NE RO
NWE
NYK
NRL
WEAC

CE REGN
CE RO
BLT
CIN
DET
CHI
MIN
NWJ
PHI
FCC

SE REGN
SE RO
ATL
FLA
NOL
SJN
SRL

SW REGN
SW RO
DAL
DEN
KAN
SWID
ARL

PA REGN
PA RO
Los
SAN
SEA
PRL-SW
PRL-NW

Total Field Page: 1

INVESTIGATION SUMMARY TABLE Date: 31-AUG-2007
FY 2008
DOMESTIC IMPORT TOTAL
INVESTIGATION INVESTIGATION INVESTIGATION
FTE FTE FTE
858.27 359,71 1217.98
25 .07 25.00 47,07
sl P 77.84 189.11
10.34 0.00 10.34
52.18 18.23 70.41
48.75 59.61 108.36
0.00 0.00 0.00
0.00 0.00 0.00
266.96 49.58 316.54
15.18 0.00 15.18
34,29 10.04 44.33
32.80 4.63 37.43
30.50 13.87 44,37
31.25 '7.41 38.66
52.23 6.96 59.19
36.08 0.93 37.01
34.63 5.74 40.37
0.00 0.00 0.00
145,88 43,07 188.95
19 52 0.00 12.52
41.20 6.64 47.84
40,98 7 95 62.20
35,55 11.28 46.83
15.63 3.93 19.56
0.00 0.00 0.00
125.46 68.18 193,64
15.28 0.00 15,28
49.34 0.20 49.54
23.66 0.17 23.83
37.07 0.16 37.23
0.11 67.65 67.76
0.00 0.00 0.00
186.63 96.04 282.67
12.717 0.00 12.77
76.95 48.76 85T
49.44 21.60 71.04
47.47 25.68 73.15
0.00 0.00 0.00

0.00 0.00 0.00



PART Il
WORKPLAN SUMMARY

POSITION CLASS
COMBINED ANALYTICAL & DISTRICT RESOURCES



(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects: OPR ETE'S  (Complete) Workplan FY 2008 Page 8
Date: 08/30/2007 10:33 AM
Report: FWF109
REGION: NE REGN

1 2 3 4 5 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL
INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS
FIELD TOTAL 189.11 61,14 45.82 10.74 0.00 1.00 307.81 329020.10
FOOD SAFETY/COS 105.50 40,96 39.24 0.00 0.00 0.00 185.70 201735.50
03 83.10 12.52 3791 0.00 0.00 0,00 133.53 142973.50
04 4,71 2212 0.00 0.00 0.00 0.00 26.83 30590.10
07 0.71 1.57 0.00 0.00 0.00 0.00 2.18 2525.00
o9 0.91 383 0.00 0.00 0.00 0.00 4.74 5379.60
18 12.07 0.00 0.09 0.00 0.00 0.00 12,16 13920.50
21 3.20 0.00 0.00 0.00 0.00 0.00 3.20 3036.50
29 0.80 0.92 1.24 0.00 0.00 0.00 2,96 3310.30
BIOLOGICS 9.50 0.00 0.00 0.00 0.00 ' 0.00 92.50 9037.10
41 2.50 0.00 0.00 0.00 0.00 0.00 2,50 2374.90
42 6.18 0.00 0.00 0.00 0.00 0.00 6.18 5878.20
45 0.82 0.00 0.00 0.00 0.00 0.00 0,82 784.00
HUMAN DRUGS 35.75 13.35 157 0.00 0.00 0.00 50,67 51279.00
46 2.25 1.61 0.00 0.00 0.00 0.00 3.86 3758.00
48 5.03 0.00 0.00 0.00 0.00 0.00 5.03 4778,50
52 1.46 4.63 0.00 0.00 0.00 0.00 6.09 6613.00
53 1.64 0.00 0.00 0.00 0.00 0.00 L.64 1566.00
56 24,13 7.08 1.57 0.00 0.00 0.00 32,78 33338.50
61 0.00 0.00 0.00 0.00 0.00 0.00 0,00 0.00
63 1.24 0,03 0.00 0.00 0,00 0.00 1.27 1225.00
88 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMALD & F 9.98 1.96 0.75 0.00 0.00 0.00 12.69 13814.00
68 0.61 0.03 0.00 0.00 0.00 . 0.00 0.64 609.60
n 937 1.93 0.75 0.00 0.00 0.00 12.05 13204.40
DEVICES & RAD I 28.38 4.87 4.26 10,74 0.00 1.00 49,25 53154,50
81 017 0.03 0.02 0.03 0.00 0.00 0.25 245,90
82 17.85 4.84 3.56 3.52 0.00 0.00 29.77 3184990
83 4.38 0.00 0.00 0.00 0.00 0.00 4.88 4636,70
84 0.00 0.00 0.68 3.04 0.00 1.00 472 5570.00
85 2.01 0.00 0.00 0.00 0.00 0.00 2.01 2338.00

86 347 0.00 0.00 4,15 0.00 0.00 7.62 8514.00



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects: OPR FTE'S  (Complete) Workplan FY 2008 % Page 18
Date: 08/30/2007 10:33 AM
Report: FWF109
REGION: CE REGN

1 2 3 4 5 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL
INVEST CHEM MICRO ENG/PHY YALMDEY CENTER OPR FTE'S PERSNHRS
FIELD TOTAL 316.54 57.50 0.00 0.00 0.00 0.00 374.04 376726.20
FOOD SAFETY/COS 123.05 14.85 0.00 0.00 0.00 0.00 137.90 140851.80
03 90,86 1.24 0.00 0.00 0.00 0.00 92.10 90618.80
04 537 12.50 0.00 0.00 0.00 0.00 17.87 2016540
07 1.56 0.00 0.00 0.00 0.00 0.00 1.56 1470.00
09 0.50 1.03 0.00 0.00 0.00 0.00 1.53 1699.40
18 17.14 0.00 0.00 0.00 0.00 0.00 17.14 19569.00
21 6.71 0.00 0.00 0.00 0.00 0.00 6.71 6366.80
29 0.91 0.08 0.00 0.00 0.00 0.00 0.99 962.40
BIOLOGICS 32.09 0.00 0.00 0.00 0,00 0.00 32,09 30481,40
41 714 0.00 0.00 0.00 0.00 0.00 7.14 6782.20
42 23.10 0.00 0.00 0.00 0.00 0.00 23.10 21950.70
45 1.85 0.00 0.00 0.00 0.00 0.00 185 1748,50
HUMAN DRUGS T71.00 41.35 0.00 0.00 0.00 0.00 11835 120934.40
46 6.03 2.64 0.00 0.00 0.00 0.00 8.67 8439.00
48 14.40 0.00 0.00 0.00 0.00 0.00 14.40 1367450
52 4.84 3.30 0.00 0.00 0.00 0.00 8.14 8214.00
53 3.7 0.00 0.00 0.00 0.00 0.00 3.74 3546.00
56 46.23 26.19 0.00 0.00 0.00 0.00 7242 74503.90
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.76 0.22 0.00 0.00 0.00 0.00 1.98 1937.00
88 0.00 9.00 0.00 0.00 0.00 0.00 9.00 10620.00
ANIMALD & F 29.58 1.00 0.00 0.00 0.00 0.00 30.58 19907.90
68 2.09 0.00 0.00 0.00 0.00 0.00 2.09 1996.60
T 2749 100 0.00 0.00 0.00 0.00 28.49 27911.30
DEVICES & RAD H 54.82 0.30 0.00 0.00 0.00 0.00 55.12 54550.70
81 0.11 0.00 0.00 0.00 0.00 0.00 0.11 90.00
82 31.68 0.30 0.00 0.00 0.00 0.00 31,98 30990.00
83 11.40 0.00 0.00 0.00 0.00 0.00 11.40 10815.40
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 4.31 0.00 0.00 0.00 0.00 0.00 4.31 5030.00

86 71.32 0.00 0.00 0.00 0.00 0.00 132 762530



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)







Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects: OPR FTE'S  (Complete) Workplan FY 2008 Page 25
Date: 08/30/2007 10:33 AM

Report: FWF109
REGION: SE REGN

1 2 3 4 5 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL
INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS
FIELD TOTAL 188.95 56.05 37.55 0,00 0.00 3.00 285.55 299476.70
FOOD SAFETY/COS 82.30 39,08 3421 .00 0.00 .00 15859 . 173635.60
[1X] 59.23 ’ 1.76 31.67 0.00 0.00 0.00 98.66 105507.20
04 4.41 13.78 0.00 0.00 0.00 0.00 18.19 20452.40
07 0.83 3.60 0.00 0.00 0.00 3.00 7.43 8583.00
09 0.16 0.69 0.00 0.00 0.00 0.00 0.85 975.60
13 14.76 0.00 0.26 - 0,00 0.00 0.00 15.02 17008.00
21 228 13.09 1.50 0.00 . 0.00 0.00 16.87 19385.60
29 0.63 0.16 0.78 0,00 0.00 0.00 1.57 1723.80
BIOLOGICS 20,23 0.060 0.00 0.00 0.00 0.00 20,23 19217.50
41 4.53 0.00 0,00 0.00 0.00 0.00 4.53 4310.70
42 14.14 0.00 0.00 0.00 0.00 0.00 14.14 13429.30
45 1.56 0.00 0.00 0.00 0.00 0.00 1.56 1477.50
HUMAN DRUGS 46,16 13.80 2.26 0.00 0.00 0.00 62,22 62071.80
46 284 0.73 0.00 0.00 0.00 0.00 3.57 3394.00
48 9.46 0.00 0.00 0.00 0.00 0.00 9.46 8989.10
52 1.56 0.67 0.00 0.00 0.00 0,00 .13 2122.00
53 1.72 0.00 0.00 0.00 0.00 0.00 172 1632.00
56 2831 an 226 0.00 0.00 0.00 39.68 39901,70
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 227 0.29 0.00 0.00 0.00 0.00 2.56 2493.00
88 0.00 3.00 0.00 0.00 0.00 0.00 3.00 3540.00
ANIMALD & F 9.40 3.17 108 0.00 0.00 0,00 13.65 13948.30
68 112 0.05 0.00 0.00 0.00 0.00 L7 1108.90
T 8.28 312 1.08 0.00 0.00 0.00 12.48 12839.40
DEVICES & RADH 30.86 0.00 0.00 0.00 0.00 0.00 30,86 30603.50
81 0.06 0.00 0.00 0.00 0.00 0.00 0.06 48.00
82 18.79 0.00 0.00 0.00 0.00 0.00 18,79 18228.60
83 523 0,00 0.00 0.00 0.00 0.00 5.23 4968.60
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 2.87 0.00 0.00 0.00 0.00 0.00 2.87 3334.00

86 3N 0.00 0.00 0.00 0.00 0.00 an 4024.30






(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects: OPR FTE'S (Complete) Workplan FY 2008 Page 32
Date: 08/30/2007 10:33 AM
Report: FWF109
REGION: SW REGN

I 2 3 4 5 6
METH VAL & METH VAL & METH VAL & ., DISTRICT . APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL
INVEST CHEM MICRO ENG/PHY VAL/DEY CENTER OFR FTE'S PERSNHRS
FIELD TOTAL 193.64 97.25 28.09 0.00 0,00 8.50 327.48 35221430
FOOD SAFETY/COS 85,53 79,26 " 2527 0.00 0,00 5.00 195.06 217223.70
03 61.96 8.97 24.59 0.00 0.00 0.00 95.52 102572.20
04 5.04 60.67 0.00 0.00 0.00 5.00 70,71 B2322.80
07 132 3.02 0.00 0.00 0.00 0.00 4.34 4811.00
09 0.74 3.13 0.00 0.00 0.00 0.00 3.87 4396.00
13 12,13 0.00 0.09 0.00 0.00 0.00 12,22 14208.00
21 3.88 335 0.00 0.00 0.00 0.00 7.23 7634.50
29 0.46 0.12 0.59 0.00 0.00 0.00 117 1279.20
BIOLOGICS 18.19 0,00 0,00 0,00 0.00 0.00 18.19 17282,10
41 4.99 0,00 0.00 0.00 0.00 0.00 4.99 4741,90
42 1L77 0.00 0.00 ' 0.00 0.00 0.00 11.77 11183.20
45 1.43 0.00 0.00 0.00 0.00 0.00 1.43 1357.00
HUMAN DRUGS 32,23 8.57 0.58 0.00 0.00 0.00 41.38 40442.70
46 2,28 1.26 0.00 0.00 0.00 0.00 3.54 3362.00
48 9.48 0.00 0.00 0.00 0.00 0.00 9.48 9007.70
52 1.39 0.62 0.00 0.00 0.00 0.00 .01 1906.00
53 0.95 0.00 0.00 0.00 0.00 0.00 0.95 900.00
56 17.53 6.64 0.58 0.00 0.00 0.00 24.75 24638.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.60 0.05 0.00 0.00 0.00 0.00 0.65 629,00
88 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMALD & F 18.89 9.42 L7 0.00 0.00 3.50 33.52 35239.30
68 191 0.13 0.00 0.00 0.00 0.00 2.09 1988.00
! 16.98 9.24 1.7 0.00 0.00 3.50 3143 3325130
DEVICES & RADH 38,80 0.00 0.53 0.00 0.00 0,00 39.33 42026.50
81 0.05 0.00 0.00 0.00 0.00 0.00 0.05 42.00
82 25.50 0.00 0.53 0.00 0.00 0.00 26,03 27978.90
83 4.92 0.00 0.00 0.00 0.00 0.00 4.92 4680,00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 282 0.00 0.00 0.00 0.00 0.00 2.82 3273.00

86 551 0.00 0.00 0.00 0.00 0.00 5.51 6052.60



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




Workplan Summary / Postion Class (Combined Anal & District Resources)

Outpul Reflects: OPR FTE'S (Complete) Workplan FY 2008 Page 39
Date: 08/30/2007 10:34 AM
Report: FWF109
REGION: PA REGN

1 2 3 4 5 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS

FIELD TOTAL 281.67 60.72 55.51 0.00 0.00 6.50 405.40 424786.80
FOOD SAFETY/COS 162.85 45.91 530 0.00 0.00 6.00 268.67 289559.80
03 129.22 18.49 53.09 0.00 0.00 4.00 204.30 218982.80

04 6.65 23.75 0.00 0.00 0.00 0.00 30,40 34367.40

07 1.21 1.33 0.00 0.00 0.00 1.00 3.54 3907,00

09 0.55 207 0.00 0.00 0.00 0.00 2,62 2961.40

18 19.19 0.00 0.23 0.00 0.00 0.00 19.42 21436.00

21 523 0.00 0.00 0.00 0.00 1.00 6.23 6148.40

29 0.80 0.27 0.59 0.00 0.00 0.00 1.66 1756.80

BIOLOGICS 18.04 0.00 0.00 0.00 0.00 0.00 18.04 17139.90
41 577 0.00 0,00 0.00 0.00 0.00 577 547740

42 1132 0.00 0.00 . 000 0.00 0.00 11.32 10758.00

45 0,95 0.00 0.00 0.00 0.00 0.00 0.95 904.50

HUMAN DRUGS 38.01 8,36 0.91 0.00 0.00 0,00 47.28 46350.50
46 242 0.92 0.00 0.00 0.00 0.00 3.34 3169.00

43 10.02 0.00 0.00 0.00 0.00 0.00 10.02 9524.60

52 231 0.50 0.00 0.00 0.00 0.00 2,81 2661.00

53 145 0.00 0.00 0.00 0.00 0.00 145 1368.00

56 20.15 6.53 091 0.00 0.00 0.00 27.59 27574.90

61 0.00 0.00 0.00 0.00 0.00 0.00 0,00 0.00

63 1.66 0.41 0.00 0.00 0.00 0.00 2,07 2053.00

88 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

ANIMALD & F 16.50 2,97 0.69 0.00 0.00 0.50 20,66 21132.60
68 0.78 0.03 0.00 0.00 0.00 0.00 0.81 780.90

71 15.72 294 0.69 0.00 0.00 0.50 19.85 20351,70

DEVICES & RADH 47.27 3.48 0.00 ° 0.00 0.00 0.00 50,75 50604.00
81 0.07 0.00 0.00 0.00 0.00 0.00 0.07 64.00

82 30.56 3.48 0.00 0.00 0.00 0.00 34.04 33629.20

83 8.58 0.00 0.00 0.00 0.00 0.00 8.58 8153.00

84 0.00 0.00 0,00 0.00 0.00 0.00 0.00 0.00

85 2.56 0.00 0.00 0.00 0.00 0.00 2.56 2976.00

86 5.50 0.00 0.00 0.00 0.00 0.00 5.50 5781.80



Workplan Summary / Postion Class (Combined Anal & District Resources)
Quiput Reflects: OPR FTE'S  (Complete) Workplan FY 2008 Page 40
Dale; 08/30/2007 10:34 AM
Report: FWF109

TOTAL FIELD .
1 2 3 4 5 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPRFTE'S  PERSNHRS

FIELD TOTAL 1217.98 332.66 166.97 10.74 0.00 19.00 174735 1833195.00
FOOD SAFETY/COS 587.34 220,06 152.63 0,00 0,00 14.00 974,03 1055965.40
03 452.48 48.98 147.26 0.00 0.00 4.00 652,72 693613.50

04 26.18 132.82 0.00 0.00 0.00 5.00 164,00 187898.10

07 5.63 9.52 0.00 0.00 0.00 4.00 19.15 2129600

09 2.86 10.75 0.00 0.00 0.00 0.00 13.61 15412.00

18 75.29 0.00 0.67 0.00 0.00 0.00 75.96 86141,50

21 21.30 16.44 1.50 0.00 0.00 1.00 4024 42571.80

29 3.60 1.55 3.20 0.00 0.00 0.00 835 9032,50

BIOLOGICS 110.06 0.00 0.00 ‘ 0.00 0.00 0.00 110.06 104566.90
4 24.93 0.00 0.00 0.00 0.00 0.00 24,93 23687.10

42 74.42 0.00 0.00 0.00 0.00 0.00 74.42 70712.90

45 1071 0.00 0.00 0.00 0.00 0.00 10.71 10166.90

HUMAN DRUGS 23231 85.43 532 0.00 0.00 0.00 323.06 324076.40
46 16.48 7.16 0.00 0.00 0.00 0.00 23.64 22746.00

48 4930 0.00 0.00 0.00 0.00 0.00 49.30 46843.40

52 11.72 9.72 0.00 0.00 0.00 0.00 21.44 21666,00

53 9.50 0.00 0.00 0.00 0.00 0.00 9.50 9012.00

56 137.78 55.55 532 0.00 0.00 0.00 198,65 201312.00

61 0.00 0.00 0.00 0.00 0.00 0.00 0,00 0.00

63 7.53 1.00 0.00 0.00 0.00 0.00 8.53 8337.00

88 0.00 12.00 0.00 0.00 0.00 0.00 12.00 14160.00

ANIMALD & F 8435 18.52 423 0.00 0.00 4.00 11110 114042.10
68 6.51 0.29 0.00 0.00 0.00 0.00 6.80 6484.00

7 71.84 18.23 4.23 0.00 0.00 4,00 104,30 107558.10

DEVICES & RAD H 203,92 8.65 4.79 1074 0.00 1.00 229.10 234544.20
81 0.46 0.03 0.02 0.03 0.00 0.00 0.54 489.90

82 128.17 B.62 4.09 3.52 0.00 0,00 144.40 146281.60

83 35.01 0.00 0.00 0.00 0.00 0.00 35.01 33253,70

34 0.00 0.00 0.68 3.04 0.00 1.00 472 5570.00

85 14.57 0.00 0.00 0.00 0.00 0.00 14.57 16951.00

86 2571 0.00 0.00 4.15 0.00 0.00 29.86 31998.00



PART Il
WORKPLAN SUMMARY

POSITION CLASS
SEPARATE LAB RESOURCES



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)
Workplan FY 2008 Page &
Dale: 08/30/2007 10:26 AM
Report: FWF106

Outpul Reflects: OPR FTE'S  (Complete)

REGION: NE REGN

1 2 3 4 5 6
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPRFTE'S PERSNHRS

FIELD TOTAL 189.13 59.21 42.81 10.74 4.95 1,00 307.83 329020.10
FOOD SAFETY/COS 105.50 40.31 37.24 0.00 2.66 0.00 185,70 201735.50
03 83.10 12.53 35.90 0.00 2.00 0.00 133.53 142973.50

04 4.72 21.66 0.00 0.00 0.46 0.00 26.83 30590.10

07 0.70 1.37 0.00 0.00 0.20 0.00 2.27 2525.00

09 0.91 3.83 0.00 0.00 0.00 0.00 4.74 5379.60

18 12.08 0.00 0.10 0.00 0.00 0.00 12.17 13920.50

21 320 0.00 0.00 0.00 0.00 0.00 3.20 3036.50

29 0.80 0.92 1.24 0.00 0.00 0.00 2.96 331030

BIOLOGICS 9.51 0.00 0.00 0.00 0.00 0.00 9.51 9037.10
41 2.50 0.00 0.00 0.00 0.00 0.00 2.50 2374.90

42 6.19 0.00 0.00 0.00 0.00 0.00 6.19 5878.20

45 0.83 0.00 0.00 0.00 0.00 0.00 0.83 784.00

HUMAN DRUGS 3577 13.35 1.57 0.00 0.00 0.00 50.70 51279.00
46 2,26 1.61 0.00 0.00 0.00 0.00 3.86 3758.00

48 5.03 0.00 0.00 0.00 0.00 0.00 5.03 4778.50

52 1.45 4.63 0.00 0.00 0.00 0.00 6.09 6613.00

53 1.65 0.00 0.00 0.00 0.00 0.00 1.65 1566.00

56 24.14 7.08 1.57 0.00 0.00 0.00 32.79 33338.50

61 0.00 0,00 0.00 0.00 0.00 0.00 0.00 0.00

63 1.25 0.03 0.00 0.00 0.00 0.00 1.28 1225.00

83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

ANIMALD & F 9.98 1.67 0.75 0.00 0.29 0.00 12.69 13814.00
63 0.61 0.04 0.00 0.00 0.00 0.00 0.64 609.60

7 9.37 1.64 0.75 0.00 0.29 0.00 12.05 13204.40

DEVICES & RAD H 28.37 3.87 3.26 10,74 2.00 1.00 49,23 53154.50
81 0.16 0.03 0.02 0.03 0.00 0.00 0,24 245,90

82 17.85 3.84 2.56 352 2.00 0.00 29.77 31849.90

83 4.88 0.00 0.00 0.00 0.00 0.00 4.88 4636.70

84 0.00 0.00 0.68 3.04 0.00 1.00 4,72 5570.00

85 2.01 0.00 0.00 0.00 0.00 0.00 2.01 2338.00

86 3.46 0.00 0.00 4.15 0.00 0.00 7.61 8§51+



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)










WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

Output Reflects: OPR FTE'S (Complete) Warkglan FY 2008 A
Date: 08/30/2007 10:26 AM

Report: FWF106

REGION: CE REGN

1 2 3 4 5 6
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPRFTE'S PERSNHRS

FIELD TOTAL 316.48 57.01 0.00 0.00 0.50 0,00 373.99 376726.20
FOOD SAFETY/COS 123.03 14.36 0.00 0.00 0.50 0.00 137.88 140851.80
03 90.86 1.24 0.00 0.00 0.00 0.00 92.10 90618.80

04 537 12.00 0.00 0.00 0.50 0.00 17.87 20165.40

07 1.55 0.00 0.00 0.00 0.00 0.00 1.55 1470.00

09 0.51 1.03 0.00 0.00 0.00 0.00 1.54 1699.40

18 17.13 0.00 0.00 0.00 0.00 0.00 17.13 19569.00

21 6.70 0.00 0.00 0.00 0.00 0.00 6.70 6366.80

29 091 0.08 0.00 0.00 0.00 0.00 0.99 962.40

BIOLOGICS 32.08 0.00 0.00 0.00 0.00 0.00 32,09 30481.40
41 7.14 0.00 0.00 0.00 0.00 0.00 714 6782.20

42 23.11 0.00 0.00 0.00 0.00 0.00 123.11 21950.70

45 1.84 0.00 0.00 0.00 0.00 0.00 1.84 1748.50

HUMAN DRUGS ’ 76.98 41.36 0.00 0.00 0.00 0.00 118.33 120934.40
46 6.02 2.64 0.00 0.00 0.00 0.00 8.67 8439.00

48 14.39 0.00 0.00 0.00 0.00 0.00 14,39 13674.50

52 483 331 0.00 0.00 0.00 0.00 8.14 8214.00

53 373 0.00 0.00 0.00 0.00 0.00 3.73 3546.00

56 46.23 26.19 0.00 0.00 0.00 0.00 72.41 74503.90

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

63 1.77 0.22 0.00 0.00 0.00 0.00 1.99 1937.00

88 0.00 9.00 0.00 0.00 0.00 0.00 9.00 10620.00

ANIMALD & F 29.60 1.00 0,00 0.00 0.00 0,00 30.60 29907.90
68 210 0.00 0.00 0.00 0.00 0.00 2.10 1996.60

7 27.50 1.00 0.00 0.00 0.00 0.00 28.50 2791130

DEVICES & RADH 54.80 0.30 0.00 0.00 0.00 0,00 55.10 54550.70
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 90.00

82 31.68 0.30 0.00 0.00 0.00 0.00 31,98 30990.00

83 1139 0.00 0.00 0.00 0.00 0.00 11.39 10815.40

84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

85 432 0.00 0.00 0.00 0.00 0.00 4.32 5030.00

86 7.31 0.00 0.00 0.00 0.00 0.00 731 7627 ™



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)










(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

Quiput Reflects: OPR FTE'S (Complete) Workplan FY 2008 Page 25
Date: 08/30/2007 10:26 AM
Report: FWF106

REGION: SE REGN

1 2 3 4 5 6
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS

FIELD TOTAL 188.93 55.06 37.06 0.00 1.49 3.00 285.54 299476.70
FOOD SAFETY/COS 8231 38.38 33.71 0.00 : 120 3.00 158.60 173635.60
03 59.24 7.76 3117 0.00 0.50 0.00 98.67 105507.20 .

04 4.40 13.28 0.00 0.00 0.50 0.00 18.18 20452.40

07 0.83 3.40 0.00 0.00 0.20 3.00 7.43 8583.00

09 0.17 0.69 0.00 0.00 0.00 0.00 0.86 975.60

18 14.75 0.00 0.26 0.00 0.00 0.00 15.01 17008.00

21 228 13.09 1.50 0.00 0.00 0.00 16.87 19385.60

29 0.64 0.16 0.78 0.00 0.00 0.00 1.59 1723.830

BIOLOGICS 20.23 0.00 0.00 0.00 0.00 0.00 20.23 19217.50
41 4.54 0.00 0.00 0.00 0.00 0.00 4,54 4310.70

42 14.14 0.00 0.00 0.00 0.00 0.00 14.14 13429.30

45 1.56 0.00 0.00 0.00 0.00 0.00 1.56 1477.50

HUMAN DRUGS 46,17 13.80 2.27 0.00 0.00 0.00 62.23 62071.80
46 285 0.73 0.00 0.00 0.00 0.00 3.57 3394.00

43 946 0.00 0.00 0.00 0.00 0.00 9.46 8989.10

52 1.56 0.67 0.00 0.00 0.00 0.00 2.23 2122.00

53 1.72 0.00 0.00 0.00 0.00 0.00 1.72 1632.00

56 2831 9.11 2.27 0.00 0.00 : 0.00 39.69 39901.70

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

63 2.27 0.29 0.00 0.00 0.00 0.00 2.56 2493.00

88 0.00 3.00 0.00 0.00 0.00 0.00 3.00 3540.00

ANIMALD & F 9.39 2.89 L08 0.00 0,29 0.00 13.65 13948.30
(1] 1.12 0.05 0.00 0.00 0.00 0.00 L17 1108.90

n 8.27 2.83 1.08 0.00 0.29 0.00 12.48 12839.40

DEVICES & RAD H 30.84 0.00 0.00 0.00 0.00 0.00 . 30.84 30603.50
81 0.05 0.00 0.00 0.00 0.00 0.00 0.05 48,00

82 18.79 0.00 0.00 0.00 0.00 0.00 18.79 18228.60

83 523 0.00 0.00 0.00 0.00 0.00 5.23 4968.60

84 0.00 0.00 0.00 0.00 0.00 k 0.00 0.00 0.00

85 2.87 0.00 0.00 0.00 0.00 0.00 2,87 3334.00

86 391 0.00 0.00 0.00 0.00 0.00 3.91 4024.30






(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

Output Reflects: OPR FTE'S (Complete) Wotkplan F¥ 2008 .
Dale: 08/30/2007 10:26 AM
Report: FWF106

REGION: SW REGN

1 2 3 4 5 6

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH
INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPRFTE'S PERSNHRS
FIELD TOTAL 193.67 95.11 27.09 0.00 3.12 8.50 327.49 352214.30
FOOD SAFETY/COS 85.55 7138 24.27 0.00 2.87 5.00 195.07 21722370
03 61.97 8.97 23.59 0.00 1.00 0.00 95.52 102572.20
04 5.04 58.89 0.00 0.00 1.78 5.00 70,71 82322.80
07 1.32 292 0.00 0.00 0.10 0.00 433 4811,00
09 0.74 313 0.00 0.00 0.00 0.00 3.87 4396.00
18 12.14 0.00 0.10 0.00 0.00 0.00 12.24 14208.00
21 3.88 335 0.00 0.00 0.00 0.00 723 7634.50
29 0.47 0.12 0.58 0.00 0.00 0.00 1,18 1279,20
BIOLOGICS 18.19 0.00 0.00 0.00 0.00 0.00 18.19 17282.10
41 4.99 0.00 0.00 0.00 0.00 0.00 4.99 4741.90
42 11.77 0.00 0.00 0.00 0.00 0.00 11,77 11183.20
45 s 1.43 0.00 0.00 0.00 0.00 0.00 1.43 1357.00
HUMAN DRUGS 32.23 8.57 0.58 0.00 0.00 0.00 41,38 40442.70
46 228 1.26 0.00 0.00 0.00 0.00 3.54 3362.00
48 948 0.00 0.00 0.00 0.00 0.00 9.48 9007,70
52 1.39 0.62 0.00 0.00 0.00 0.00 2.01 1906.00
53 0.95 0.00 0.00 0.00 0.00 0.00 0.95 900.00
56 17.53 6.64 0.58 0.00 0.00 0.00 24.75 24638.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.60 0.05 0.00 0.00 0.00 0.00 0.65 629,00
88 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMALD & F 18.90 9.17 1711 0,00 0,25 3.50 33.53 3523930
68 1.91 0.18 0.00 0.00 0.00 0.00 2.09 1988.00
) 16,99 898 1.71 0.00 0.25 3.50 31,44 33251.30
DEVICES & RADH 38.80 0.00 053 0.00 0.00 0.00 39.33 42026.50
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 42.00
82 25.50 0.00 0.53 0.00 0.00 0.00 26,02 27978.90
83 493 0.00 0.00 0.00 0.00 0.00 4.93 4680,00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 2.82 0.00 0.00 0.00 0.00 0.00 2.82 3273.00

86 5.52 0.00 0.00 0.00 0.00 0.00 5.52 605" °



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




. WORKPLAN SUMMARY / POSITION CLAsS (SEPERATE LAB RESOURCES)
Output Reflects: OPR FTE'S (Complete) Workplan FY 2008 Page 39
Date; 08/30/2007 10:27 AM
Report: FWF106
REGION: PA REGN

1 2 3 4 5 6
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH

INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS

FIELD TOTAL 282.67 59.28 52.00 0.00 4.92 6.50 405.37 424786.80
FOOD SAFETY/COS 162.85 44.65 50.40 0.00 4,75 6.00 268.65 289559.80
03 129.23 18.48 49.59 0.00 3.50 4.00 204,80 218982.80

04 6.65 2250 0.00 0.00 1.25 0.00 30.39 34367.40

07 122 1.33 0.00 0.00 0.00 1.00 3.55 3907.00

09 0.55 2.07 0.00 0.00 0.00 0.00 2,62 2961.40

18 19.19 0.00 023 0.00 0.00 0.00 19.42 21436.00

21 523 0.00 0.00 0.00 0.00 1.00 6.23 6148.40

29 0.79 0.27 0.58 0.00 0.00 0.00 1.64 1756.80

BIOLOGICS 18.04 0.00 0.00 0.00 0.00 0.00 18,04 17139.90
41 5 0.00 0.00 0.00 0.00 0.00 577 5477.40

42 11.33 0.00 0.00 0.00 0.00 0.00 11.33 10758.00

45 0.95 0.00 0.00 0.00 0.00 0.00 0,95 904.50

HUMAN DRUGS 37.98 8.35 0.91 0.00 0.00 0.00 47.24 46350.50
46 241 0.92 0.00 0.00 0.00 0.00 3.34 3169.00

438 10.03 0.00 0.00 0.00 0.00 0.00 10.03 9524.60

52 2.31 0.50 , 0.00 0.00 0.00 0.00 2.80 2661.00

53 1.44 0.00 0.00 0.00 0.00 0.00 144 1368.00

56 20.14 6.52 0.91 0.00 0.00 . 0.00 27.58 27574.90

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

63 1.66 041 0.00 0.00 0.00 0.00 2.06 2053.00

88 0.00 0.00 0.00 0.00 0.00 0.00 ) 0,00 0.00

ANIMALD & F . 16,52 2.81 0.69 0.00 0.17 0.50 20.68 21132.60
68 0.79 0.03 0.00 0.00 0.00 0.00 0.82 780.90

7 15.73 277 0.69 0.00 0.17 0.50 19.86 20351.70

DEVICES & RADH 47.28 3.48 0.00 0.00 0.00 0.00 50.76 50604.00
81 0.07 0.00 0.00 0.00 0.00 0.00 0.07 64,00

82 30.56 348 0.00 0.00 0.00 0.00 34.04 33629.20

83 858 0.00 0.00 0.00 0.00 0.00 8,58 8153.00

84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

85 2.56 0.00 0.00 0.00 0.00 0.00 2.56 2976.00

86 551 0.00 0.00 0.00 0.00 0.00 5.51 5781.80



WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)
Workplan FY 2008 Page 40
Date: 08/30/2007 10:27 AM
Report: FWF106

Output Reflects: OPR FTE'S (Complete)

TOTAL FIELD
1 2 3 4 5 6
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH
INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS
FIELD TOTAL 1217.97 325.68 158.95 10.74 14.96 19.00 1747.30 183319500
FOOD SAFETY/COS 587,35 215,08 145.62 0.00 11.97 14.00 97402  1055965.40
03 452.50 48.98 140.25 0.00 7.00 4.00 65273 693613.50
04 26.19 128.33 0.00 0.00 448 5.00 163,99 187898.10
07 561 9.02 0.00 0.00 0.50 4.00 19.13 21296.00
09 2.88 10.75 0.00 0.00 0.00 0.00 13.62 15412.00
18 75.28 0.00 0.68 0.00 0.00 0.00 75,96 86141.50
21 21.28 16.44 1.50 0.00 0.00 1.00 40.23 42571,80
29 361 1.56 3.19 0.00 0.00 0.00 8.36 9032.50
BIOLOGICS 110.07 0.00 0.00 0.00 0.00 0.00 11007  104566.90
41 24.93 0.00 0.00 0.00 0.00 0.00 24.93 23687.10
42 7443 0.00 0.00 0.00 0.00 0.00 74,43 70712.90
45 10.70 0.00 0.00 0.00 0.00 0.00 10.70 10166.90
HUMAN DRUGS 232.28 85.42 5.32 0.00 0,00 0.00 323.03 324076.40
46 16.47 7.16 0.00 0.00 0.00 0.00 '23.64 22746.00
48 4931 0.00 0.00 0.00 0.00 0.00 49.31 46843.40
52 11.70 972 0.00 0.00 0.00 0.00 21.42 21666.00
53 9.49 0.00 0.00 0.00 0.00 0.00 9.49 9012.00
56 137.78 55.54 532 0.00 0.00 0.00 19864  201312.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0,00 0.00
63 7.53 1.00 0.00 0.00 0.00 0.00 8.53 8337.00
88 0.00 12.00 0.00 0.00 0.00 0.00 12.00 14160.00
ANIMALD & F 84.39 17.53 423 0.00 0.99 4.00 1114 114042.10
68 6.52 0.30 0.00 0.00 0.00 0.00 6.83 6484.00
n 77.86 17.23 413 0.00 0.99 4.00 10432 10755810
DEVICES & RADH 203.88 7.65 3.78 10.74 2.00 1.00 229,05 234544.20
81 042 0.03 0.02 0.03 0.00 0.00 0.50 489,90
82 12817 7.62 3.09 3.52 2.00 0.00 14439  146281.60
83 35.00 0.00 0.00 0.00 0.00 0.00 35.01 33253,70
84 0.00 0.00 0.68 3.04 0.00 1.00 472 5570.00
85 1458 0.00 0.00 0.00 0.00 0.00 14.58 16951.00
86 2571 0.00 0.00 415 0.00 0.00 29.86 31998.00
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(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:37 AM Report Type: Complete Page 22 of 120
Report: FWF118
Region: NE REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 2573 78.46 155 68.04 979 4.69 6908 15,83 675 0.64
FOOD SAFETY/COS 1486 27.98 155 46,09 709 327 6431 14.57 581 0.26
03 1214 2441 155 4335 203 L1 4455 1078 0 0.00
04 0 0.00 0 0.76 318 135 1256 261 10 0,01
07 0 0.00 0 0.00 87 037 160 0.34 0 0.00
09 0 0.00 0 0.36 0 0.00 169 0.54 0 0.00
18 227 251 0 0.10 14 0.06 0 0.00 0 0,00
21 32 0.82 ] 120 7 80 0.36 60 0,10 5T 0.25
29 13 0.23 0 0.3 7 0.03 131 021 0 0.00
BIOLOGICS 186 9,02 0 0.49 0 0.00 0 0.00 0 0.00
41 53 2.50 0 0,00 e 0.00 0 0,00 0 0.00
a 125 5.76 0 043 0 0,00 0 0.00 0 0.00
45 8 0.76 0 0.06 0 0.00 0 0.00 0 0.00
HUMAN'DRUGS 31 2162 0 9,97 168 0.88 65 0.19 0 0.00
46 19 092 0 0.00 q 0.02 0 0.00 0 0.00
48 56 4.69 0 0.00 0 0.00 0 0.00 0 0.00
52 15 0.76 0 025 1 0.06 2 0.07 0 0.00
53 21 1.46 0 0.00 0 0.00 0 0.00 0 0.00
56 2 1321 0 9.14 134 0.72 43 0.12 0 0.00
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 18 0.59 0 0,58 19 0.08 0 0.00 0 0.00
88 0 0,00 0 0.00 0 000 0 0.00 0 0.00
ANIMAL D& I 153 231 0 57 86 0.42 298 0.78 0 0.00
68 4 0.25 0 0.00 0 0.00 0 0.00 0 0.00
7 149 2.06 0 57 86 0.42 208 0.78 0 0.00
DEVICES & RAD H 377 17.53 0 576 16 012 114 0.28 94 038
81 7 0.12 0 0.01 3 0.03 0 0.00 0 0.00
8 220 11.98 0 387 12 0.08 114 0.28 0 0.00
83 67 438 0 0.00 0 0.00 0 0.00 0 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
8s 58 0.41 0 0.79 0 0.00 0 0.00 0 0.00
86 25 0.64 0 1.09 I 0.00 0 0.00 94 0.38



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:37 AM Report Type: Complete Page 23 of 120
Report: FWF118
Region: NE REGN 6 7 8 g 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 0 1.16 1061 28.30 8003 78.06 563 25.30 131 7.36
FOOD SARETY/COS 0 1.16 627 1155 7106 65.68 563 14.58 18 0.57
03 0 116 256 5.8 4983 42.13 0 4.05 18 0.57
04 0 0.00 231 474 1446 16.92 0 0.46 0 0.00
07 0 0.00 1s 0.51 129 0.77 0 0.20 0 0.00
09 0 0.00 0 0.00 419 3.83 0 0,00 0 0.00
18 0 0.00 v 0.10 0 0.00 227 9.41 0 0.00
21 0 0.00 0 0.00 0 0.00 336 0.46 0 0.00
29 0 0.00 7 0.13 129 2.03 0 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
4 0 0.00 0 0.00 0 0.00 0 0,00 0 0.00
42 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
HUMANTIRUES 0 0.00 188 10.49 163 341 0 1.02 55 an
46 0 0.00 9 161 0 0.00 0 0.00 24 131
48 0 0.00 0 0.00 0 0.00 0 0.00 4 0.34
52 0 0.00 8 1.96 140 267 0 0.00 6 0.32
53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19
55 0 0.00 149 6.89 n 0.74 0 102 18 095
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 0 0.00 2 0.03 0 0.00 0 0.00 0 0.00
88 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD & F 0 0.00 91 0.95 247 147 0 0.62 5 0.42
68 0 0.00 0 0.04 0 0.00 0 0.00 4 0.36
7 ) 0.00 91 092 247 147 0 0.62 1 0.06
DEVICES & RAD I 0 0.00 155 531 487 7.50 0 9.08 53 327
81 0 0.00 3 0.08 o 0.00 0 0.00 0 0.00
82 0 0.00 50 2.08 487 7.50 0 2.34 2 1.64
83 0 0.00 0 0.00 0 0.00 0 0.00 9 0.50
84 0 0.00 0 0.00 ) 0,00 0 an 0 0.00
85 0 0.00 0 0.00 0 0.00 0 0.81 0 0.00
86 0 0.00 102 3.15 0 0.00 0 122 20 113



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date:  08/30/2007 11:37 AM Report Type; Complete Page 24 o[ 120
Report: FWF118
Region: NE REGN
Total
OPRFTE'S  PERSNHRS

FIELD TOTAL 307.34 32902010
FOOD SAFETY/COS — 201735.50
03 133.53 142973.50
04 26.83 30590.10
07 2.27 2525.00
0o 474 5379.60
18 1217 13920.50
21 3.20 3036.50
29 2.96 331030
BIOLOGICS 9.51 9037.10
41 2.50 2374,90
4 6.19 5878.20
45 0.83 784.00
HUMAN DRUGS 50,70 5127900
46 3.86 3758.00
48 5.03 4778.50
52 6.00 6613.00
53 1.65 1566.00
56 32,79 33338,50
61 0.00 0.00
63 1.28 1225.00
38 0.00 0.00
ANIMALD & F 12.69 13814.00
68 0.64 609,60
71 12.05 13204.40
DEVICES & RAD H 49.23 53154.50
81 0.24 245.90
82 29.77 31849.90
83 4.88 4636.70
84 4.72 5570.00
85 2.01 2338.00

86 7.61 8514.00



(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:37 AM Report Type: Complete Page 52 of 120
Report: FWF118
Region: CE REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTES OPENS OPR FTE'S OPRNS OPR FTES OPRNS OFR FTE'S OPRNS OPR FTES
FIELD TOTAL 6551 189,59 138 61148 3078 14.75 3325 7.58 1829 L72
FOODSAFETYICOS 2627 50.69 138 3751 1784 8.36 2968 6.64 1537 0.68
03 2163 43.66 138 34.61 487 2.53 1834 437 0 0,00
04 0 0.00 0 0.51 705 324 773 1.62 o 0.00
o7 0 0.00 0 0.00 128 138 7 0.17 0 0,00
09 0 0.00 0 0.20 0 0.00 206 0.30 0 0.00
13 326 3.60 0 0.19 21 0.09 0 0.00 0 0.00
2 106 2.85 0 179 m Lo3 48 0.13 1537 0.68
29 3 0.57 0 0.20 21 0.10 28 0.04 0 0.00
BIOLOGICE 587 28.17 0 142 0 0.00 0 0.00 0 0.00
4 154 7.14 0 0.00 0 0.00 ) 0.00 0 0.00
4 416 1941 ) 119 0 0.00 0 0.00 0 000
45 17 1.62 0 0.22 0 0.00 0 0.00 0 0.00
HUMANDRUGS 940 56.01 0 9.49 488 2.65 73 0.22 0 0.00
46 52 2.52 0 0.00 12 0.06 0 0.00 0 0.00
48 151 13.28 0 0.00 ) 0.00 0 0.00 0 0.00
52 60 3.03 0 0.4 42 0.22 48 0.15 0 0.00
53 51 3.54 0 0.00 0 0.00 0 0.00 0 0.00
56 600 32.66 0 8.02 423 232 25 0.07 0 0.00
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0,00
63 26 0.99 0 073 1 0,05 0 0.00 0 0.00
38 0 0.00 0 0.00 0 0.00 0 .00 0 0.00
ANIMALD & F 1704 17.86 0 524 784 3.60 157 041 ) 0.00
68 29 1.74 0 0.00 0 0.00 0 0.00 0 0.00
7 1675 16.12 0 524 784 3.60 157 041 0 0.00
DEVICES & RAD H 693 36.86 0 6.82 19 0.14 127 031 292 1.04
81 5 0.09 0 0.01 0 0.00 0 0.00 ) 0.00
82 434 24.64 0 21 18 0.13 127 031 0 0.00
83 151 10.42 0 0.00 0 0.00 0 0.00 0 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 58 041 0 1.94 0 0.00 0 0.00 0 0,00
86 45 1.30 0 209 1 0.00 0 0.00 292 1.04



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:37 AM Report Type: Complete Page 53 0 120
Report: FWF118
Region: CE REGN 6 Fl 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OFR FTE'S OPRNS OFR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 0 0.52 422 52.91 131 1.90 595 29.05 286 15.49
FOOD SAFETY/COS 0 0.52 0 170 119 1.52 595 18.76 a8 1.51
03 0 0.52 0 0.70 0 0.40 0 3.79 48 151
04 0 0.00 0 11.00 0 0.00 0 1,50 0 0.00
07 0 0.00 0 0,00 0 0.00 0 0.00 0 0.00
09 0 0.00 0 0.00 13 103 0 0.00 0 0.00
18 0 0.00 0 0.00 0 0.00 428 1325 0 0.00
21 0 0.00 0 0.00 0 0.00 167 0.23 0 0.00
29 0 0.00 0 0.00 6 0.08 0 0.00 0 0.00
BIOLOGHS 0 0.00 0 0.00 0 0.00 0 2.50 0 0.00
41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
12 0 0.00 0 0.00 0 0.00 0 2.50 0 0.00
45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
HMUMAN DRUGS 0 0.00 a2 39.91 1 0.39 0 1.06 152 5.60
46 0 0.00 21 2.64 0 0.00 0 0.00 63 345
48 0 0.00 0 0.00 0 0.00 0 0.00 13 112
52 0 0.00 62 331 0 0.00 0 0.00 13 0.68
53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19
56 0 0.00 326 174 12 0.39 0 1.06 60 3.16
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 0 0.00 13 0.22 0 0.00 0 0.00 0 0.00
88 0 0.00 0 9.00 0 0.00 0 0.00 0 0.00
ARIMAL I & F 0 0.00 0 1.00 0 0.00 0 2.06 5 0.42
68 0 0.00 0 0.00 0 0.00 0 0.00 4 0.36
7 0 0.00 0 1.00 0 0.00 0 2.06 1 0.06
DEVICES & RAD.H 0 0.00 0 0.30 0 0.00 0 467 81 4.96
81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
82 0 0.00 0 0.30 0 0.00 0 0.00 56 3.83
83 0 0.00 0 0.00 0 0.00 0 0.00 18 0.96
84 0 0.00 o 0.00 0 0.00 0 0.00 0 0.00
8s 0 0.00 0 0.00 0 0.00 0 1.94 5 0.03
86 0 0.00 0 0.00 0 0.00 0 274 2 0.14



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date:  08/30/2007 11:37 AM Report Type: Complete Page 54 of 120
Report: FWF118
Region: CE REGN
Tatal
OPR FTE'S PERSNHRS

FIELD TOTAL 373.99 376726.20
FOOD SAFETY/COS 137.88 140851.80
03 92,09 90618.80
04 17.87 20165.40
07 1.55 1470.00
09 1.54 1699.40
18 17.13 19569.00
21 6.70 6366.80
29 0.99 962,40
BIOLOGICS 32,09 30481.40
41 7.14 6782.20
£ 231 21950.70
45 1.84 1748.50
HUMAN DRUGS 118.33 120934.40
46 8.67 8439.00
48 14,39 13674,50
52 8.14 8214,00
53 3.73 3546.00
56 72.42 74503.90
61 0.00 0.00
63 1.98 1937.00
88 9.00 10620.00
ANIMALD&F 30.60 2990790
68 2.10 1996.60
mn 28.50 27911.30
DEVICES & RAD H 55.10 54550,70
81 0.10 90.00
82 31.98 30990.00
83 11.38 10815.40
84 0.00 0.00
85 433 5030.00

86 731 762530



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date. 08/30/2007 11:37 AM Report Type: Complete Page 73 of 120
Report: FWF118
Region: SE REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLI, FIELD EXAM/TESTS
OPRNS OFR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S
FIELD TOTAL 3068 101.84 89 44.33 1644 7.49 3496 8.65 925 1.08
FOOD SARETY/COS 1429 26.63 89 29.15 1082 an 3274 8.08 714 0.31
03 1040 2177 89 27,88 219 115 2304 595 0 0.00
04 0 0.00 0 025 565 228 817 1.87 0 0.00
07 0 0.00 0 0,00 174 0.73 45 0.10 0 0.00
0 0 0.00 0 0.06 0 0,00 M o1l 0 0.00
18 336 371 0 0.10 2 0.09 ) 0.00 0 0.00
21 3 0.79 0 0.67 90 0.41 13 0.02 714 031
29 20 036 0 0.19 12 0.06 21 0.03 0 0.00
MOLOGICS 407 19.03 0 1.08 0 0.00 0 0.00 0 0.00
41 103 4.54 0 0.00 ) 0.00 0 0.00 0 0.00
a2 289 13.06 0 0.95 ) 0.00 0 0.00 0 0.00
45 15 143 0 0.13 ) 0.00 ) 0,00 0 0.00
HEMANDRUGS 536 31.99 0 8.01 269 1.41 54 0.16 0 0,00
46 17 0.82 0 0.00 10 0.05 ) 0.00 0 0.00
48 101 9.13 0 0.00 0 0.00 0 0.00 0 0.00
52 14 0.71 0 0.30 9 0.05 28 0.09 0 0.00
53 2 153 0 0.00 0 0.00 0 0.00 0 0.00
56 349 18.72 0 6.67 215 L16 2% 0.07 ) 0.00 .
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 1 107 0 1.0 25 0.15 0 0.00 0 0.00
88 0 0.00 0 0.00 0 0.00 0 0.00° 0 0.00
ANIMALD & F 316 474 ) 1.69 281 128 23 0.06 0 0.00
68 13 0.76 0 0.00 0 0.00 0 0.00 0 0.00
mn 303 399 ) 1.69 281 1.28 3 0.06 0 0.00
DEVICES & RAD H 380 19.45 0 4.40 12 0.08 145 0.35 211 0.76
81 3 0.05 0 0.00 0 0.00 0 0.00 0 0,00
82 244 14.03 ) 207 1 0.08 145 035 0 0.00
3 69 463 0 0.00 0 0.00 0 0.00 0 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 : 4 031 0 1.28 0 0.00 0 0.00 0 0.00
86 21 044 0 106 1 0.00 0 0.00 21 0.76



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date:  08/30/2007 11:37 AM Report Type: Complete Page 74 o 120
Report: FWF118
Region: SE REGN ¢ 7 g 9 10 '
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OFR FTE'S OPRNS OPR FTES OPRNS OPRFTES OPRNS OPR FTE'S OPRNS OPR FTES
FIELD TOTAL ] 0.26 2687 47.18 4760 44.04 323 2137 175 9.21
FOOD SAFETY/COS 0 0.26 2082 28.49 4682 4328 323 16.65 33 1.04
03 0 0.26 611 1144 3317 27.17 0 201 3 1.04
04 0 0.00 515 351 931 977 0 0.50 0 0.00
07 0 0.00 540 275 1 0.66 0 3120 0 0.00
09 0 0.00 0 0.00 74 0.69 0 0.00 0 0.00
13 0 0.00 38 0.26 0 0.00 254 10.85 0 0.00
21 0 0.00 324 10.10 218 449 69 0.09 0 0.00
29 0 0.00 24 0.44 31 0.51 0 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 3 0.13
a 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
4 0 0.00 0 0.00 0 0.00 0 0.00 3 0.13
45 0 0.00 0 0.00 0 0.00 ) 0.00 0 - 0.00
WUMANDRUGS 0 0.00 255 15.13 14 0.45 0 047 85 459
46 0 0.00 0 0.73 0 0.00 0 0.00 36 197
48 0 0.00 0 0.00 [\ . 0.00 0 0.00 4 033
52 0 0.00 0 0.67 0 0.00 0 0.00 3 0.42
53 0 0.00 0 0.00 o 0.00 0 0.00 3 0.19
s6 0 0.00 238 10.45 1 0.45 0 0.47 32 1.69
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
I3 0 0.00 17 0.29 0 0.00 0 0.00 0 0.00
88 0 0.00 0 3.00 0 0.00 0 0.00 0 0.00
ANIMAL D &E 0.00 380 3.66 64 031 0 1.49 5 042
68 0 0.00 0 0.05 0 0.00 0 0.00 4 036
" 0 0.00 380 3.60 64 031 0 1.49 1 0.06
DEVICES & RAD H 0 0.00 0 0.00 0 0.00 0 2.76 51 3.03
81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
82 0 0.00 0 0.00 0 0.00 a 0.00 &%) 2.26
83 0 0.00 0 0.00 0 0.00 0 0.00 1 0.60
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 0 0.00 0 0.00 0 0.00 0 125 5 0.03
86 0 0.00 0 0.00 0 0.00 0 151 2 0.14



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date:  08/30/2007 11:37 AM ' Report Type: Complete Page 75 of 120
Report: FWF118
Region: SE REGN
Total
OPRFTE'S  PERSNHRS

FIELD TOTAL 285.55 299476.70
FOOD SAFETY/COS 158,61 173635.60
03 98,67 108507.20
04 18.18 20452.40
07 743 8583.00
09 0.86 975.60
18 15.01 17008.00
21 16.88 19385.60
29 1,58 1723.80
BIOLOGICS 20,23 19217.50
a1 4.54 4310.70
a2 14.14 1342930
45 1.56 1477.50
HUMAN DRUGS 62.22 62071.80
46 3.57 3394.00
48 9.46 8989.10
52 223 2122.00
53 172 1632.00
56 39.68 39901.70
6l 0.00 0.00
63 2.56 2493.00
88 3.00 3540.00
ANIMALD & F 13,65 13948,30
68 117 1108.90
7 12.48 12839.40
DEVICES & RAD I 30.84 30603.50
81 0.05 48.00
82 18.79 18228.60
83 523 4968.60
84 0.00 0.00
85 2.87 3334.00

86 3.91 4024,30






(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date: 08/30/2007 11:37 AM Report Type: Complete Page 94 of 120
Report: FWF118

Region: SW REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL — 83.94 37 66.83 1718 7.96 1966 10.84 927 0.94
FOOD SARETY/COS 856 16.50 37 4183 870 391 4756 1032 748 0.34
03 646 13.13 37 3970 132 0.75 2635 632 0 0.00
04 0 0.00 0 027 400 170 1574 3.07 7 0.01
o7 0 0.00 0 0.00 212 - 0.89 201 042 0 0.00
09 0 0.00 0 0.30 0 0.00 300 0.44 0 0.00
18 142 178 0 0.00 9 0.04 0 0.00 0 0.00
21 54 134 0 139 109 0.50 34 005 1 033
29 14 025 0 0.16 8 0.04 12 0.02 0 0.00
BIOLOGICS 366 17.25 0 0.82 0 0.00 0 0.00 ) 0.00
a 1 4,99 0 0.00 0 0.00 0 0.00 0 0.00
a 21 1093 0 0 0 0.00 0 0.00 0 0.00
45 14 133 0 0.10 0 0,00 0 0.00 0 0.00
HUMAN DRUGS 399 24,87 0 2.55 165 0.89 9 0.09 0 0.00
46 13 0.63 0 0.00 i 0.01 0 0.00 0 0.00
a8 99 8.98 0 0.00 0 0.00 0 0.00 0 0.00
52 14 0.71 0 0.25 9 0,05 21 0,07 (1] 0.00
53 10 0.70 0 0.00 0 0.00 0 0.00 ] 0.00
56 254 13.53 0 2.05 150 0.82 8 0.02 0 0.00
61 (1] 0.00 0 0.00 0 0.00 0 0.00 o 0.00
6 9 034 0 0.24 5 0.02 0 0.00 0 0.00
88 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD & K 992 10.89 0 316 675 310 3 0.08 0 0.00
68 2% 155 0 0.00 0 0.00 0 0.00 0 0.00
71 966 934 0 3.16 675 310 31 0.08 1] 0.00
DEVICES & RAD H 350 14.43 0 18.48 8 0.05 150 0.35 179 0.60
81 2 0.03 0 0.01 0 0.00 0 0.00 0 0.00
82 149 891 0 14.55 7 0.05 150 0.35 0 0.00
8 60 431 0 0.00 0 0.00 0 0.00 0 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 122 0.35 0 0.90 0 0.00 0 0.00 0 0.00
86 17 032 0 301 1 0.00 0 0.00 179 0.60



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date:  08/30/2007 11:38 AM Report Type: Complete Page 95 of 120
Report: FWF118
Region: SW REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OFRNS OPR FTE'S * OPRNS OFR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 0 032 6661 75,28 4829 45.63 424 28.34 133 7.42
FOOD SAFETY/COS 0 032 5585 56.19 4681 44,67 424 2034 2 0.66
v 0 032 360 9.25 2456 2.5 0 287 2 0.66
04 0 0.00 3885 4182 1597 17.07 0 6.78 0 0.00
07 0 0.00 269 1.37 261 155 0 0.10 0 0.00
0 0 0.00 0 0.00 343 31 0 0.00 0 0.00
18 0 0.00 “ 0.10 0 0.00 213 10.32 0 0.00
21 0 .00 1040 135 0 0.00 211 027 0 0.00
29 0 0.00 7 0.31 24 0.40 0 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0,00 0 0.00 3 0.13
a 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
@ 0 0.00 0 0.00 0 0.00 0 0.00 3 PRE]
45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 0 0.00 141 8.82 4 0.13 0 020 67 382
46 0 0.00 0 126 0 0.00 0 0.00 30 1.64
48 0 0.00 0 0.00 0 0.00 0 0.00 5 0.51
52 0 0.00 0 0.62 0 0.00 0 0.00 6 0.32
53 0 0.00 0 0.00 0 0.00 0 0.00 4 0.25
56 0 0.00 138 6.20 4 0.13 0 0.20 21 L1t
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
6 0 0.00 3 0.05 0 0.00 0 0.00 0 0.00
88 0 0.00 0 0,00 0 0.00 0 0.00 0 0.00
ANIMAL D& K 0.00 925 974 144 0.83 0 530 5 0.42
68 0 0.00 0 0.18 0 0.00 0 0.00 4 0.36
7 0 0.00 925 9.56 144 0.83 ) 530 1 0.06
DEVICES & RAD H 0 0.00 10 0.53 0 0.00 0 2.50 37 239
81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
82 0 0.00 10 0.53 0 0.00 0 0.00 2 1.64
8 0 0.00 0 0.00 0 0.00 ) 0.00 n 0.61
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 ) 0.00 0 0.00 ) 0.00 0 1.06 0 0.00
8 ) 0.00 0 0.00 0 0.00 0 1.44 2 0.14



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date:  08/30/2007 11:38 AM Report Type: Complete Page 96 0f 120
Report: FWF118
Region: SW REGN
Total
OPR FTE'S PERSNHRS

FIELD TOTAL 327.49 352214,30
FOOD SAFETY/COS 195.07 217223.70
03 95,52 102572.20
04 70.71 82322.80
07 4,33 4811.00
09 3.87 4396.00
18 12.24 14208.00
21 7.23 7634.50
29 118 1279.20
BIOLOGICS 18.19 17282.10 ,
41 4.99 4741.90
4 1177 11183.20
45 1.43 1357.00
HUMAN DRUGS 41,37 40442,70
46 3.54 3362.00
48 9.48 9007.70
52 2.00 1906.00
53 0.95 900.00
56 24,75 24638.00
61 0.00 0.00
63 0.65 629,00
88 0.00 0.00
ANIMALD&F 33.53 35239.30
68 2,09 1988.00
7 344 33251.30
DEVICES & RADH 39.33 42026.50
81 0,05 42.00
82 26.02 2797890
83 493 4680.00
84 0.00 0.00
85 2.82 3273.00

86 5.52 6052.60



(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)







(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




(b)(2) & (b)(7)(E)




WORKPLAN SUMMARY / COMBINED OPERATIONS

_ Workplan FY 2008
Date:  08/30/2007 11:38 AM Report Type: Complete Page 115 of 120
Report: FWF118
Region: PA REGN ! 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OFR FTE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OFR FTE'S
FIELD TOTAL 4497 132,23 181 91.18 2225 9.92 7465 18.10 1503 1.21
FOOD SAFETY/COS 2451 4671 181 7279 1657 7.02 7052 17.06 1345 0.60
0 1837 3767 181 69.67 401 2.05 5472 13.58 0 0.00
04 0 0.00 0 0.84 848 321 1074 2,60 8 001
07 0 0.00 0 0.00 199 0.84 179 0.38 0 0.00
) 0 0.00 0 0.22 0 0.00 226 033 0 0.00
18 524 701 0 0.15 34 0.14 0 0.00 0 0.00
21 69 1.66 0 1.61 163 07 63 0.1 1337 0.59
29 21 0.38 0 0.30 12 0.06 38 0.06 0 0.00
BIOLOSICK 349 16.61 0 131 0 0.00 0 0.00 0 0.00
41 126 577 0 0.00 0 0.00 0 0.00 0 0.00
4z 214 9.99 0 121 ) 0.00 ) 0.00 0 0.00
45 9 086 0 0.10 0 0.00 ) 0.00 0 0.00
HUMAN DRUGS 440 26.89 0 6.53 195 1.00 3 0.1 0 0.00
45 19 0.92 0 0.00 3 0.02 o 0.00 0 0.00
48 104 9.50 0 0.00 0 0.00 0 0.00 0 0.00
52 29 147 0 035 20 0.11 21 0.07 0 0.00
53 18 125 0 0.00 0 0,00 0 0.00 0 0.00
56 248 13.20 0 528 124 0.68 16 005 0 0.00
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
6 2 0.55 0 0.91 a8 020 0 0.00 0 0.00
58 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD & F 625 9.34 0 438 351 175 1 0.29 ) 0.00
68 7 0.43 0 0.00 0 0.00 0 0.00 0 0.00
7 618 8.91 0 438 351 175 11 029 0 0.00
DEVICES 2 RADH 632 32.68 0 6.18 n 0.15 265 0.64 158 0.61
81 4 0.07 0 0.00 0 0.00 ) 0.00 0 0.00
82 417 2355 0 273 21 0.15 265 0.64 0 0.00
83 119 7.83 0 0.00 0 0.00 0 0.00 0 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 46 032 0 1.23 0 0.00 0 0,00 0 0.00
86 46 0.91 0 222 i 0.00 0 0.00 158 0.61



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:38 AM Report Type: Complele Page 116 of 120
Report: FWF118
Region: PA REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS TMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OFR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 0 112 1859 29,31 9894 80.70 580 32,35 167 9.25
FOOD'SAFETY/COS 0 112 1377 19.26 9348 74.82 580 2843 27 0.85
03 0 L1z 575 14.25 7149 52.85 0 12.76 2 0.85
04 0 0.00 684 4.20 1770 18.30 0 1.25 0 0.00
07 0 0.00 72 0.37 163 0.97 0 100 0 0.00
) 0 0.00 0 0.00 226 2.07 0 0.00 0 0.00
13 0 0.00 7 0.23 0 0.00 218 11.88 0 0.00
21 0 0.00 0 0.00 0 0.00 362 154 0 0.00
29 0 0.00 12 0.22 40 0.64 0 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0,00 3 0.13
41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
& 0 0.00 0 0.00 ) 0.00 0 0.00 3 0.13
45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 0 0.00 138 7.46 67 1.50 0 0.31 60 3.45
46 0 0.00 0 0.92 0 0.00 0 0.00 2 148
48 0 0.00 0 0.00 0 0.00 0 0.00 6 0.52
52 0 0.00 0 0.50 0 0.00 0 0.00 6 0.32
53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19
56 0 0.00 114 5.63 67 150 0 0.31 18 0,95
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
3 0 0.00 by 0.41 0 0.00 0 0.00 0 0.00
88 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD & F 0 0.00 344 2.59 165 0.90 0 1.01 5 0.42
68 0 0.00 0 0.03 0 0.00 0 0.00 4 0.36
7 0 0.00 344 2,56 165 0.90 0 101 1 0.06
DEVICES & RAD H 0 0.00 0 0.00 314 3.48 0 2.60 7 441
81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
82 0 0.00 0 0.00 314 3.48 0 0.00 51 3.49
83 0 0.00 0 0.00 0 0.00 0 0.00 15 0.75
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 0 0.00 0 0.00 0 0.00 0 0.98 4 0.03
86 0 0.00 0 0.00 0 0.00 0 1.62 2 0.14



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Date:  08/30/2007 11:38 AM Repori Type: Complete Page 117 of 120
Report: FWF118
Region: PA REGN
Total
OPR FTE'S PERSNHRS

FIELD TOTAL 405.38 424786.30
FOOD SAFETY/COS 268.65 289559,80
03 204.80 218982.30
04 30.40 34367.40
o7 3.55 3907.00
09 2,62 2961.40
18 19.42 21436.00
21 6.23 6148.40
29 1.64 1756.80
BIOLOGICS 18.04 17139.90
41 577 5477.40
42 11.32 10758,00
45 0.95 904.50
HUMAN DRUGS 47.24 46350.50
46 334 3169.00
48 10,03 9524.60
52 2.80 2661,00
53 1.44 1368.00
56 2758 27574.90
61 0.00 0.00
6 2.06 2053.00
88 0.00 0.00
ANIMALD & F 20.68 21132,60
68 0.82 780.90
7 19.86 20351.70
DEVICES & RAD H 50.76 50604.00
81 0.07 64.00
82 34.04 33629.20
83 8.58 8153.00
84 0.00 h-ﬂﬂ
85 2.56 2976.00

86 551 §781.80



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date: 08/30/2007 11:38 AM Report Type: Complete Page 118 of 120
Report: FWF118
1 . 2 3 L] 5
TOTAL FIELD DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OFRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S
FIELD TOTAL 19687 592.02 600 36523 9641 44.81 26160 61.00 5859 5.58
FOOD SAFETY/COS 8849 168.50 600 255,36 6102 2729 24481 56.66 4925 .18
03 6900 140.63 600 243.21 1442 7.59 16700 41.01 0 0.00
04 0 0.00 0 2.63 2836 1L.77 5494 1.7 25 0.02
07 0 0.00 0 0.00 1000 421 664 1.40 0 0,00
09 0 0.00 0 114 0 0.00 1175 1.73 0 0.00
18 1555 18.62 0 0.53 100 0.42 0 0.00 0 0.00
21 294 7.46 0 6.66 664 3.02 218 0.40 4900 2.16
29 100 1.79 0 1.18 60 0.28 230 0.36 [} 0.00
BIOLOGICS 1930 95.29 0 7.7 0 0.00 ° 0.00 0 0.00
41 547 24.93 0 0.00 [} 0.00 [} 0.00 0 0.00
42 1307 62,22 0 7.10 0 0.00 0 0,00 0 0,00
45 76 8.14 0 0.61 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 2686 162.13 0 31.35 1285 6.83 258 0.78 0 0.00
46 120 5.81 0 0.00 30 0.15 0 0.00 0 0.00
48 511 46.33 0 0.00 0 0.00 0 0.00 0 0.00
52 132 6.67 0 1.90 91 048 140 0,44 0 0.00
53 122 848 0 0.00 0 0,00 0 0.00 0 0.00
56 1693 9131 0 31.95 1046 5.70 118 0.34 0 0.00
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 108 3.54 0 3.50 118 0.50 0 0.00 0 0.00
83 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD&F 3790 45.15 0 20.19 2177 10.15 620 1.63 0 0.00
68 79 4.74 [} 0.00 0 0.00 0 0.00 0 0.00
n 3711 40.42 0 20.19 2177 10.15 620 1.63 0 0.00
DEVICES & RADH 2432 120.94 0 44.62 7 0.54 801 1.93 034 3.40
81 21 0.36 0 0,03 3 0.03 0 0.00 0 0.00
82 1464 83,10 0 28,96 69 0.49 801 1.93 0 0.00
83 466 31,57 [V} 0.00 0 0.00 0 0.00 0 0.00
84 0 0,00 0 0.00 0 0.00 0 0.00 0 0.00
85 327 2.30 0 6.15 0 0.00 0 0.00 ) 0.00
86 154 3.61 0 9.47 5 0.02 0 0.00 934 3.40



WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan FY 2008
Date:  08/30/2007 11 38 AM Report Type: Complete Page 119 of 120
Report: FWF118
6 7 8 9 10
TOTAL FIELD IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S

FIELD TOTAL 0 337 12690 233,08 27617 250.33 2485 136.44 © 956 55,46
FOOD SAFETY/COS 0 337 0641 127.20 25936 229,96 2485 98.78 150 4,73
03 0 337 1802 41.62 17905 145.07 [ 2550 150 473
04 ) 0.00 5315 65.27 5744 62,06 0 10.48 0 0.00
07 1] 0.00 1000 5.09 664 3.94 0 450 0 0.00
09 0 0.00 [i] 0.00 1175 10.75 0 0.00 0 0.00
18 0 0.00 100 0.68 0 0.00 1340 55.72 0 0.00
21 0 0.00 1364 13.45 218 4.49 1145 2.60 0 0,00
29 0 0.00 60 1.09 230 3.65 0 0.00 0 0.00
BIOLOGICS 0 0.00 ¢ 0.00 0 0.00 0 2.50 2 458
41 0 0.00 0 0.00 0 0,00 0 0,00 0 0.00
42 0 0.00 0 0.00 ] 0.00 (] 2.50 22 261
45 0 0.00 0 0.00 . 0 0,00 0 0.00 : 7 1.96
HUMAN DRUGS 0 0.00 1144 81.81 260 5.87 0 3.06 446 25.18
46 0 0.00 30 7.16 0 0.00 0 0.00 192 10.51
48 0 0.00 [1} 0.00 0 0.00 0 0.00 35 2.98
52 0 0,00 90 7.05 140 2.67 0 0.00 42 221
53 0 0.00 0 0,00 0 0,00 0 0.00 16 1.01
. 56 0 0.00 965 54.60 120 3.20 0 3.06 161 B.48
61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
63 0 0.00 59 1.00 [i] 0.00 0 0.00 0 0.00
88 ) 0,00 0 12,00 0 0.00 0 0,00 0 0.00
ANIMAL D & F 0 0.00 1740 17.94 610 51 0 10.48 25 2.08
68 0 0.00 i} 0.30 0 0.00 0 0.00 20 179
kil 0 0.00 1740 17.64 620 3.51 0 10.48 5 0.29
DEVICES & RADH 0 0.00 165 6.14 801 10.99 0 21.61 306 18.89
81 0 0.00 3 0,08 0 0.00 0 0.00 0 0.00
82 0 0.00 60 290 801 10.99 0 234 200 13,69
83 0 0.00 0 0.00 0 0.00 0 0.00 64 343
84 0 0.00 0 0,00 0 0.00 0 472 0 0.00
85 1] 0.00 0 0.00 0 0.00 0 6.03 14 0,10
86 0 0.00 102 3.15 0 0.00 0 8.52 28 1.68



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan FY 2008

Page 120 of 120
0 $ Report Type: Complete
Date: 08/30/2007 11:38 AM p pe p! : l

OPR FTE'S PERSNHR
FIELD TOTAL 1747.32 1833195.00
FOOD SAFETY/COS 974.02 1055965.40
03 652.73 693613.50
04 163.99 187898.10
o7 19.13 21296.00
o 13.62 15412.00
18 75.96 86141.50
21 40.23 42571.80
20 8.36 9032.50
BIOLOGICS 110.08 104566.90
4 24.93 23687.10
42 T4.43 70712.90
45 10.71 10166.90
HUMAN DRUGS 323.02 324076.40
' 46 23,63 22746.00
48 49.31 46843.40
5 21.42 21666.00
53 9.49 9012.00
56 198.64 201312.00
61 0,00 0.00
& 8,53 8337.00
38 12.00 14160,00
ANIMALD & F 1L14 114042,10
68 6.83 6484,00
n 104.32 107558.10
DEVICES & RAD H 229.05 234544.20
31 0.50 489,90
P 144.40 146281.60
83 35.00 33253.70
84 47 £570,00
85 14,58 16951,00

6 29.85 31998.00
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PART Ill
RESOURCE SUMMARY BY PROGRAM CATEGORY
FY 2008

OPERATIONAL FTEs TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM

DOMESTIC | IMPORT j FOREIGN FTEs DOMESTIC|| IMPORT || FOREIGN FTEs
TOTAL ALL PROGRANS 1072.1] _ 605.9 69.3 1747.3] _ 1904.0] 1073.2]  122.8 3100.0
FOOD AND COSMETICS 459.7| 508.8 5.7 974.2 s17.9| 901.0]  10.1 1729.0
BIOLOGICS 1030] 25 45 110.0 182.7 4.4 7.9 195.0
HUMAN DRUGS 2537 305 38.8 323.0 450.1 s41] 688 573.0
ANIMAL DRUGS AND FEEDS 90.3] 187 2.1 111.1 160.1 33.2 87 197.0
MEDICAL DEVICES AND RADIOLOGICAL 1654] 454 18.2 229.0 293.2 go.s] 323 406.0

HEALTH




CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2008
October 1, 2007
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
PPS FDOMESTIC IMPORT || FOREIGN FTEs DOMESTIC} IMPORT j| FOREIGN FTEs
NO. PROJECT TITLE 1 -
TOTAL 459.7 508.8 5.7 974.2 817.9 901.04 10.1 1729.0
03 | FOODBORNE BIOLOGICAL HAZARDS 247.3 399.7 57 652.7 441 .4 706.1 10.1 1157.6
04 J| PESTICIDES AND CHEMICAL
CONTAMINANTS 89.1 75.0 164.1 157.5 134.2 291.7
07 | MOLECULAR BIOLOGY AND NATURAL
TOXINS 13.8 5.3 19.1 246 9.4 34.0
09 )| FOOD AND COLOR ADDITIVES PETITION
REVIEW AND POLICY DEVELOPMENT 13.6 13.6 24.2 242
18 | TECHNICAL ASSISTANCE: FOOD AND
COSMETICS 76.0 76.04 135.1 135.1
21 §| FOOD COMPOSITION, STANDARDS, .
LABELING AND ECONOMICS 30.3 10.0 40.3 53.6 17.9 715
29 § COLOR AND COSMETICS
TECHNOLOGY 3.2 5.2 8.4 5.7 9.2 14.9




PROJECT SUMMARY SHEET
FY 2008

October 1, 2007

1. PROGRAM CATEGORY

Foods and Cosmetics

Tz PPS PROJECT NAMENUMBER

Foodborne Biological Hazards - 03

FORM FDA 2622 (9/98)

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANC"E PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FIEs FTEs PAGE
TOTAL 247.3 | 399.7 5.7 652.7 1157.6
1 JImport Acidified and Low Acid Canned Foods 03003,A, 14.8 | 14.8 _26.3 2-3
2 |Domestic and Imported Cheese & Cheese Products {03037,.D 11.6 12.5 24.1 42.8 4-5
3 _|Domestic Acidified and Low Acid Canned Food ) I03803A 16.4 16.4 29.1 6-7
4 |Domestic Food Safety 03803,B 96.3 96.3 170.9 8-9
5 _|Import Foods - General 03819A,B 267.1 267.1 473.3 10-11
6 |Domestic Fish and Fishery Products Inspection 03842,B 56.4 56.4 100.1 12-13
7 _|Import Seafood Products 03844,B 83.4 83.4 148.0 14-15
8 |Juice HACCP Inspection Program 03847H 9.4 9.4 16.7 16-17
9 |Import & Domestic Micro Assignment 03F098 11.2 10.9 22.1 39.2 . 18-19
10 |Foreign Inspections/Assessments 03R233 5.7 3.7 10.1 20-21
11 |Methods Validation/Development Program 03R816 11.0 11.0 19.5 22-23
12 |Contract Management 03R843 8.0 8.0 14.2 24-25
13 |Food Defense 03R845 27.0 11.0 38.0 67.4 26-27
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNERTELEPHONE
|Ronald R. Roy 301-436-2061 Stephen F. Burt 301-827-1633
PAGE NO. 03-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Import Acidified and Low-Acid Canned Foods, CP 7303.003 Foodborne Biological Hazards - 03

3. PROGRAM TYPE COMPLIANCE PROGRAM |:| PROGRAM CIRCULAR D ASSIGNMENT
4, OBJECTIVES

To detain Acidified and Low-Acid Canned Foods which are packed in food canning establishments not
in compliance with 21 CFR 108, 113 and 114.

5. PROGRAM JUSTIFICATION

Acidified and Low-Acid Canned Foods continue to be the source of sporadic problems from improper processing (€. g., under-
processing, inadequate pH or Aw control, leakage). Inspections of foreign firms have shown many firms (and their products) to be
out of compliance with 21 CFR Parts 108, 113 and 114.

The number of foreign AF/LACF firms submitting registrations has been increasing significantly each year. As in FY 07, the number
of planned hours for Import Field Exams will remain at 3200 and the number of Import Sample Collections will remain at 1400.

6. FIELD OBLIGATIONS

The Field is responsible for the detention of Acidified and Low-Acid Canned Foods that appear to be improperly processed or
packaged through the examination of lots or sample analysis. Additionally, products in this category are detained if they are from
firms that do not comply with registration and filing requirements.

All import field exams are to routinely include: verification that the imported product is the same as that which was declared
(reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of
intentional adulteration, etc.); and traditional safety concerns. These activities are to be reported as a single import field exam under
this compliance program and PAC. Only one exam should be reported per line entry. Only in the event of a pre-determined “for
cause” CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up, should an additional exam

and time be reported under the CT PAC (03R845, 04R845, etc.). See IOM Section 5.4.1.4 for additional information on Food and
Cosmetic Defense Activities.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

18, BELECTION OF BSTARLISHMENTS TO:6E NA D BY DISTRICT OFFICE I:I BY CENTER I:I BY BOTH

b. INSPECTION TYPE: NA D COMPREHENSIVE |:| ABBREVIATED |:| DIRECTED

<. PRODUCT (8) 3. INDUSTRY/PRODUCT CODE (8)

Refer to Compliance Program (7303.003) 03-04, 09, 12-18, 20-25, 27, 29, 30-31, 33-41

e. EXAM TYPE CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
pH, water activity, salinity, soluble solids.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

See Compliance Program

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _(03-02




FY 2008 ORA WORKPLAN

OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Import Acidified and Low Acid Canned Foods

2. PPS PROJECT NAME/NUMBER

Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CCDE(S)
03003, 03003A

4. WGRBK ALLOCATICN PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
14.8

6.
DISTRICT/
SPECIALIZED
LABORATCRY

Z 0 —-0mxm

B - vy ooy gy
IMPORT
FIELD | - IMPORT
EXAMS SAMPLE

{Hours) COLLECTION

IMPORT IMPORT
SAMPLES SAMPLES
TO BE TOBE
ANALYZED ANALYZED

MICRO CHEM
*n *x

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE. | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABOCRATORY-NW

HOURS PER OPERATION

3200 1400}

1230 170”

1.8

7.0 10.0

TOTAL HOURS

3200 2520

8610 1700

CONVERSION FACTOR

950 850

1180 1180

TOTAL OPERATIONAL FTEs

3.37 2.65

7.30 1.44

9. REMARKS

Surveillance activities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be reported

under, and credited to, the Program unless otherwise directed. .
™* NOTE: SWID SAMPLES COLLECTED FROM TX & NM ARE SENT TO ARL. SWID SAMPLES COLLECTED FROM CA & AZ ARE SENT TO PRS.

program pricrities. Each field exam is estimated to take one hour.

* Workload : Spreads for Field Exams and Import Sample Collections were determined by CFSAN using previous planned and accomplished data for each district

and ORADSS line entry data for LACF, Acidified and aseptic foods. Field Exam hours are for field exams as required by the District to cover

fimport Field Exams, are to routinely include: verification that the imported product is the same as declared (reconciliation exam);
an assessment of security concems related to labeling & source country (including container integrity, signs of intentional aduiteration, ete.);

and traditional safety concems. These activities are to be reported as a single import field exam under this compliance program and PAC. Only one exam should be reported
per line entry. Only in the event of a pre-determined “for cause” CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up,

report the CT exam under the CT PAC (03RB45, 04RB45 etc.). Ses IOM Section 5.4.1.4 for additional information on Food & Cosmetic activities,

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 03-3




1. PROGRAM/ASSIGNMENT TITLE 2. PMS PROJECT NAMEINUMBER
Domestic and Imported Cheese and Cheese Products Foodborne Biological Hazards - 03

03037 -

3. PROGRAM TYPE COMPLIANCE PROGRAM I___l PROGRAM CIRCULAR D ASSIGNMENT
4. OBJECTIVES

To conduct inspections of domestic soft cheese firms, to examine samples of imported and domestic cheese for microbiological
contamination, dphosphatase and filth. To take appropriate action on imported lots and domestically produced cheese when violations
are encountered.

5, PROGRAM JUSTIFICATION

Cheese and cheese products have been demonstrated to contain pathogenic microorganisms and to cause human illness.

Also, a number of deaths have been associated with the consumption of certain cheeses. Due to continuing microbiological problems
associated with cheese and cheese products, the Compliance Program covers domestic and imported cheese and cheese products for
microbiological as well as phosphatase and filth analysis.

6. FIELD OBLIGATIONS

The field is requested to conduct inspections of domestic cheese manufacturers and, as necessary, sample collections and analyses to
document & support inspectional findings. The field is also requested to conduct sample collections and anal]yseg. of imported cheese
focusing on soft cheese as high priority. Refer to the guidance in the Compliance Program regarding the collection of domestic
samples not resulting from inspections.

As in FY 07: High Risk firms whose last inspection was NAI may be placed on a 3-yedr inspection frequency.
Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

NOTE: (For specialized micro testing below, see compliance program or contact DFS for additional details)
DEN will perform Salmonella serotyping for isolates originating from the following labs: DEN, SAN, PRL-SW, PRL-NW.
ARL will perform Salmonella serotyping for isolates originating from all labs: ARL, SRL, NRL

8, ERESTION OF ESTABLISHMENTS TO BE BY DISTRICT OFFICE [ Jeveamem [ _]eveom
b. INSPECTION TYPE: [ ] comerarmnsive [ ] Assmeviate DIRECTED
. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Hard and Soft Cheeses 12 '

e. EXAM TYPE CHEMICAL MICRCBIOLOGICAL D PHYSICAL ]:] ENGINEERING

|:| MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Salmonella, Listeria, E. coli, Enterotoxigenic E. Coli (ETEC), Enterohemmorhagic E. Coli EHEC 0157:H7 - S. Aureus,

And Phosphatase and Filth

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. __03-4



2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAMASSIGNMENT TITLE 2.PPS PROJECT NAMENUMBER
Domestic and Imported Cheese and Cheese Products Foodbomne Biclogical Hazards - 03

3. PROGRAMASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03037, 030378, 03037D [x Joma [x ] canter 24.1

5. 1 2 3 4 SERT R 7 8 8
DISTRICT! 2 | DOMESTIC IMPORT IMPORT
SPECIALIZED INSPEC- INVESTF | DOMESTIC weorRT . | 4 SAMPLES SAMPLES SAMPLES
LABORATORY TIONS GATIONS SAMPLE SAMPLE TOBE TOBE TOBE
{Hours) | COLLECTION coLL ANALYZED ANALYZED ANALYZED
. (1) @ I] MICRO MICRO CHEM MICRC
5] 4) FILTH {8) (7)

zOo—-OmaA

TOTAL FIELD 300 350 300 300 75

HEADQUARTERS
REGIONAL STAFE
NEW ENGLAND
NE | NEW YORK -
REGIONAL LA
weaC
REGIONAL STAFE
BALTIMORE
CHICAGO
CINGINNATI
cE | pETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFE
ATLANTA
st | FLoriDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | benver
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | san FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATCORY-SW
PAGIFIC REGIONAL LABORATGRY-NW

700

HOURS PER OPERATION 17.0 _ 4.0 18.0 6.1]

18.0

TOTAL HOURS 5100 350 1200 5400 458]|

12600

CONVERSION FACTOR 950 850 950 1180 1180

1180

4.58 0.39

TOTAL OPERATIONAL FTES _ 5.37 0.37 1.26

10.68

9, REMARKS

(1) INSPECTTIONS: DISTRIBUTED BY CFSAN,

|NSPECTIONS OF DOMESTIC FIRMS PRIORITIZES SOFT CHEESE (1.E. SOFT-FRESH, SEW-SbFF, AND SOFT-RIPENED) MANUFACTURERS FIRST, HARD CHEESE MANUFACTURERS
SECOND AND CHEESE PRODUCT MANUFACTURERS LAST.

|PRICRITIZE INSPECTIONS TO LOOK AT SMALL MANUFACTURERS L.E. ARTISNAL AND FARMSTEAD CHEESE MANUFACTURERS PRODUCING HIGH RISK

CHEESE WHICH DISTRIBUTE CHEESE IN INTERSTATE COMMERCE. HIGH RISK FIRMS WHOSE LAST INSPECTION WAS NATMAY BE PLACED ON A 3 YEAR INSPECTION FREQUENCY.
(2) DOMESTIC SAMPLE CCLLECTIONS: BASED ON INSPECTIONS, DISTRICTS MAY COLLECT BOTH COMPLIANCE AND SURVETLLANCE SAMPLES ACCORDING TO THE GUIDANCE
IN THE COMPLIANCE PROGRAM TO FULFILL THETR SAMPLING OBLIGATION. TF NO PROBLEMS ARE OBSERVED AT THE FIRM, THE DISTRICTS MAY ACCOMPLISH SAMPLING
OBLIGATIONS BY COLLECTING SAMPLES DURING THE INSPECTION, OR BY COLLECTING SAMPLES AT THE WHOLESALE AND/OR RETAIL LEVEL.

(3) INVESTIGATION HOURSDISTRTBUTED BY CFSAN. TIME IS PROVIDED FOR ASSIGNMENTS TO COVER THE INVESTIGATION OF RAW MILK CHEESES,

(4) DOMESTIC SAMPLE ANALYSIS: BASED ON DOMESTIC SAMPLE COLLECTIONS AND THE CURRENT SERVICING LABORATORIES CHART UNDER THE APPENDIX Il OF THE

ORA FIELD WORKPLAN.

(5) IMPORT SAMPLE COLLECTIONS WERE DETERMINED BY

INGTE: SWID SAMPLES COLLECTED FROM TX & NM ARE SENT TO NRL. SWID SAMPLES COLLECTED FROM CA & AZ SENT TO NRL.

(6) FILTH ANALYSIS SHOULD BE DONE AS NEEDED ON SPLIT IMPORT SAMPLES COLLECTED FOR MORE THEN ONE ATTRIBUTE.

(7) IMPGRT SAMPLE ANALYSIS CHEM/MICRO: BASED ON IMPORT SAMPLE COLLECTIONS AND THE CURRENT SERVICING LABORATORIES CHART
(UNDER APPENDIX 11l OF THE ORA FIELD WORKPLAN.
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1. PROGRAM/ASSIGNMENT TITLE : 2. PPS PROJECT NAME/NUMBER
Domestic Acidified and Low-Acid Canned Foods, CP 7303.803A, Foodborne Biological Hazards - 03
3. PROGRAM TYPE: COMPLIANCE PROGRAM [:l PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To determine if the firms comply with 21 CFR, Part 108, 113 and 114 and other requirements of the FD&C Act.
To perform annual inspections to ensure compliance of interstate marketing of acidified and low-acid canned foods.

A continued priority will remain with out-of-compliance firms and special situation firms (e.g. newly registered, firms
operating under Emergency Permit, etc.). Firms who have been in compliance are on a 3-year inspection cycle. Please refer to the
compliance program for guidance.

5. PROGRAM JUSTIFICATION
Low-Acid Canned Foods: Inspections conducted in prior year's programs have demonstrated that the degree of compliance with
Low-acid canned food regulations relate directly to the degree of freedom from hazard to consumers found in the food produced.
High risk industry segments, identified under previous programs, as well as re-inspection of the remaining portions of the
industry are needed to establish and maintain compliance with the low-acid canned food regulations.

Acidified Foods: To improve the acidified food industry's degree of freedom from public health hazard and their degree of
compliance with the acidified food regulations. To identify needed regulatory action to prevent hazard to health and
identify any problem areas which need emphasis in future programs.

6. FIELD OBLIGATIONS

Firms in compliance and that have not registered new products nor significantly changed a current process, may be inspected on a 3-
year frequency. Special situation firms are to be inspected according to the guidance in the compliance program (see program). It is
estimated that 400 FDA inspections are needed to fulfill program obligations FY 08. State contract inspections are to be used to
increase firm coverage under this program.

State inspections may be conducted in addition to the number of i mspecnons assigned per district. Resources include coverage of food
security issues (see IOM) at domestic processors.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN
Such activities will be reported under, and credited to, the Program PAC unless otherwise directed.

O ONIOR ESTABLISHIENTSITOBE BY DISTRICT OFFICE I:l BY CENTER EI BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE I:I ABBREVIATED |:| DIRECTED

c. PRODUCT (S8) d, INDUSTRY/PRODUCT CODE(S)

See Compliance Program 16, 20-22, 24-25, 27, 35, 37, 38, 40-41

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Water Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Determination,

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. __03-6



FY 2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Acidified and Low Acid Canned Food Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03803A (2) ORA CENTER 16.4

1 3 4 < 4 7 7 9
DISTRICT/ INSPEC- DOMESTIC DOMESTIC BETTER
SPECIALIZED" TIONS INVESTH DOMESTIC DOMESTK DOMESTIC SAMPLES SAMPLES PROCESS-
LABORATORY GATIONS SAMPLE SAMPLE SAMPLE TOBE TOBE ING
(1) (3) {HOURS) COLLECTION | COLLECTION | COLLECTION ANALYZED ANALYZED SCHOOL
mn (1) (5) MICRO - CHEM CHEM MICRC {Fraining Hours)

GUDANCE GUIDANCE (4)
TOTAL FIELD 400 400 200 180 20 20 180 950

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC

ZOo~Goma

REGIONAL STAFF
BALTIMORE
CHICAGQO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW [ DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 27.0 6.0 14.0 14.0
TOTAL HOURS 10800 400 1200 280 2520 950
CONVERSION FACTOR 950 950 950 1180 1180 950
TOTAL OPERATIONAL FTEs 11.37, 0.42 1.26 0.24 2.14 1.00
9. REMARKS

(1) Source of workload: Inspections, Investigation Hours and DSC's provided by CFSAN. Resource distribution based

on CESAN's LACF database as of 3/2007.
{(2) Report all resources expended for NLEA under PAC 21005.

(3) Inspect NAI firms on 3-year inspection cycle. State inspections may be conducted in addition to the number of inspections
assigned per district.

(4) Attendance at Better Processing Schools (BPS).

(5) Planned collections are for projected "for cause" sampling.

Surveillance activities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Food Safety Foodborne Biological Hazards - 03

03803

3. PROGRAM TYPE: COMPLIANCE I:! PROGRAM D ASSIGNMENT

4. OBJECTIVES

To assure that domestic establishments involved in the production, storage and distribution of food products are in
compliance with the FD&C Act and regulations promulgated under the Act.
The top program priority for FY 2008 remains to inspect all high-risk firms annually,

Ample resources have been provided to cover the full high-risk inventory covered by this program as well as to accomplish

other %rlogra.m objectives (see compliance program). Non-clinical Good Laboratory Practices inspections, which will be directed by
CFSAN, with the appropriate district, will also be covered by the resources planned in this program. Utilize available state
contract inspections to augment district coverage under this program.

Resources from this program may be directed to monitor chicken eggs for Salmonella Enteritidis and for follow-up

Assignments. Also, resources needed for inspections of domestic firms for FDA E.U, certification will be taken from this
program.

Food security issues are to be covered during all inspections (See IOM).

5. PROGRAM JUSTIFICATION

Domestic products, as well as imported products in domestic commerce, must comply with the provisions of the FD&C Act and
regulations promulgated under the Act. FDA is charged with the responsibilities of assuring that manufacturers produce these
products under current Good Manufacturing Practices.

6. FIELD OBLIGATIONS

To conduct domestic inspections, focusing on high-risk firms and allergen firms with additional pm%ram_resourpes to provide
coverage with the priorities and objectives of the compliance program. Districts with state contract food inspections are to utilize
them in program coverage of high-risk, allergen, and other firms. Sample collections w%icaﬂy be “for cause,” i.e., no
surveillance sampling is to be conducted. Resources provide for sample collections and analyses are projections based on recent
dalad, anddnot absolute workplan obligations. Only those “for cause” collections needed to support regulatory inspections are to be
conducted. .

Currently, allergen surveillance inspections are on hold pending finalization of the Agency’s allergen enforcement strategy. The
field may do “for cause” allergen inspections as needed, but only proceed with surveillance inspections when new allergen
guidance is issued by CFSAN.

NOTE:

Confirmation tests for Clostridium botulinum, Yersinia enterocolitica will be split between SRL & Pacific Regional Laboratory-
NW. SRL will be the confirmation servicing laboratory for NE,

CE, & SE Regions. Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW & PA Regions.

Survelliance activities planned under this program may be pro-rated by enforcement initiatives agreed upon by ORA & CFSAN.
Such activities will be reported under, and credited to, the Program PAC unless otherwise directed.

BY DISTRICT

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: X OFFICE D BY CENTER D BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D BEEREVIATE D DIRECTED
<. PRODUCT (5] d. INDUSTRY/PRODUCT CODE (5

All Food Products (Except 12 & 16) 02-11, 13-15, 1741, 45-46, 50

a. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

f. CHECK THE FOLLOWING ATTRIBUTES
Filth, Decomposition and Microbiological Contamination (See Compliance Program)

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See compliance program.
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FY 2008 ORA WORKPLANNING SHEET Qctober 1, 2007
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic Food Safety Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03803, B, C, D, E; 04803; 09803EF (2) (5) (8) ora [ ]cenmER 96.3

6. 1 1 4 3
DISTRICT/ NON INVESTH DOMESTIC | DOMESTIC DSAs DOMESTIC | DOMESTIC FOOD FOOD
SPECIALIZED INSPEC- ‘CLINICAL GATIONS DOMESTIC SAMPLE SAMPLE MICRO SAMPLES SAMPLES SAFETY SAFETY
LABORATORY TIONS GLP {HOURS) SAMPLE coLt, coLL SALMONELLA TOBE TORBE METHOD METHOD
INCLUDING INSPEC- INCLUDES coLL MICRO CHEM SEROTYPING | ANALYZED | ANALYZED | VALIDATION VAUDATION
HIGH RISK TIONS NATL EXPERTS ‘GUIDANCE | GUIDANCE (HOURS) MICRO CHEM MICRO (HRS) CHEM (HRS)
(1) (3} (6} {4) (1) (1) (6} (7) {7}

TOTAL FIELD 4000 10 13860 400 240 160 1180 240 160 1500 1500
HEADQUARTERS

ZO—Qma

REGIONAL STAFF

NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGD
CINCINNAT

cE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

| SAN JUAN

REGIONAL LAS

REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 17.0 ! 6.0 12.0 12.0

TOTAL HOURS 68000 138601 2400 1180 2880 1920 1500 1500

CONVERSION FACTOR 950 950f 950 1180 1180 1180) 1180 1180

OPERATIONAL FTES 71.58 14.58] 2.53 1.00} 2.44 1.63] 1.27 1.27
7. REMARKS
(1) FY 2008 100% INSP, DSC, and Investigations based on: OEI of firms flagged as High Risk in FACTS less firms with only industry code 12, 16, or 51
as of December 14, 2006. Includes time for National Experts (3 FTEs). Resources have been allocated for 4000 total inspections. High Risk and GLP
firms are included in this total nurmber. Some of the inspectional & analytical resources planned may be directed for Allergen Work, once an Allergen
Program or Assignment is issued by CFSAN.
(2) Resources for 04803 and 09803E,F are included. Resources for audits are under State Contracts Program, 03R843.
{3) Allergen Inspections may be assigned upon the issuance of an Allergen Program for FY08.

* Do Not Initiate Surveillance (Allergen) Inspections until a New Allergen Program is issued.

* Report Allergen inspections under PAC 03803E. "For Cause" Allergen Inspections are to be conducted as needed.
(4) Non-Clinical Good Laboratory Practice Inspections: CFSAN will contact affected Districts to arrange inspections during the course of the year.
(5) Assignments for sprout producers and egg farms, if needed in FY 08, will be taken from this Program.
(6) Salmonella Serotyping: Samples generated from NRL, SRL & ARL go to ARL; Samples generated from other labs go to Denver.
(7) Food Safety Method Validation for CHEM and MICRO: Resources are Pro-Rated based on the CHEM and MICRO Labs in the ORA Field Workplan
Lab Servicing Table.
(8) Non Seafood Inspections for EU and Chilean Certification will be handled by CFSAN Assignment and counted against the inspectional obligations
of this program.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Import Foods — General Foodborne Biological Hazards - 03

03819

3, PROGRAM TYPE COMPLIANCE PROGRAM |:| PROGRAM CIRCULAR D ASSIGNMENT
4, OBJECTIVES

To examine imported foods to determine if they are in comaliance with the requirements of the FD&C Act and the regulations ]
promulgated under this Act. To prevent the entry into the United States of imported foods that are found to be out of compliance, and
to pursue appropriate regulatory remedies, including compliance actions as well as proactive strategies, (¢.g., DWPE, other broad-based
actions) to ensure that future entries of products are in compliance. -

5. PROGRAM JUSTIFICATION

Imported products must comply with the provisions of the FD&C Act and the regulations/action level guidelines, concerning
microbiological contamination and filth related to health hazards and disease vectors. FDA must assure that such products found to be
adulterated or misbranded are removed from the marketplace. Articles offered for import are subject to refusal of admission into the
U.S., if they appear to contain a poisonous and deleterious substance, which may render them injurious to health, or not in compliance
with the FD&C Act, PHS Act, and regulations promulgated there under.

6. FIELD OBLIGATIONS

To conduct activities directed by CFSAN, identified through program guidance, assignments, and import alerts and-bulletins. To
conduct import field examinations of products most likely to be out of compliance. To collect samples for determination of
microbiological contamination, filth disease vector, or decomposition.

Districts should emphasize priority products from the compliance program. The Compliance Program prioritizes high risk products (raw
produce, RTE foods, ice cream products, dried milk products, tahini, sesame seed and halva candy, bush meat, baked goods, custard or
cream-filled (egg containing), and BSE at-risk products), imported foods of regional significance, foods with a high frequency of
contamination with filth which presents a public health hazard, and foods subject to decomposition which presents a public health
hazard. Districts should deemphasize coverage of products that are not consistent with the Compliance Program priorities.

See rull program Ior additional details.
Coverage of imported dried milk products from MOU & non-MOU countries report under Import Foods - General PAC.
Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

NOTE TO LABS: (see compliance program or contact DFS for additional details)
DEN will perform Salmonella antibiotic resistance testing.

Salmonella Isolates from NRL, SRL and ARL will be serotyped in ARL.

Salmonella Isolates from SAN, PRL-NW, PRL-SW and DEN will be serotyped in DEN.

7a. SELECTION OF ESTABLISHMENTS BY DISTRICT

TO BE COVERED: NA :I OFFICE D BY CENTER L__I BY BOTH
b. INSPECTION TYPE: NA I:I COMPREHENSIVE |:| ABBREVIATED ]:I DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

All Food Products (except seafood and cheese) 02-09, 13-15, 17-41

e. EXAM TYPE CHEMICAL MIGROBIOLOGICAL I:l PHYSICAL D ENGINEERING
MICROANALYTICAL l:, OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Microbiological Contamination, Filth, and Decomposition (See Compliance Program)

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program.
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FY 2008 ORA WORKPLANNING SHEET October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER
Import Foods General Foodbome Biological Hazards - 03

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
038194,B,C (03R833/99R/833/03R824)(1) ora [ | cENTER 2671

2 2 2 4 ) £ [] 8 ]
DISTRICT/ IMPCRT PRIOR ®PORT | BAPORT IMPORY
SPECIALIZED ENTRY NOTICE | INVESTH IMPORT BAMPLE | SAMPLE | MPORT SAMPLES INPORT
LABORATORY REVIEW HRY| REVIEW GATION SAMPLE coLL ool SAMPLES TOBE SAMPLES
HOURS HOURS coLL MICRO CHEM TOBE ANALYZED TOBE
OPR 14 ORER 14 GUIDANCE | GUIDANCE |  ANALYZED CHEM ANALYZED

zZ O-Gmn

{2} (5 )] 5 )

O03R233 03R333 PHYSICAL 3 MICRO SALM RESIST (Hours)

TOTAL FIELD 101000] 30000] B2380 7750 y 5080]° 2670 5080 ' 2670!

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFE
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
sE | FLORIDA
NEW ORLEANS
| SANJUAN |
REGIONAL LAB |
REGIONAL STAFF
DALLAS
sW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAS
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW ‘
| PACIFIC REGIONAL LAB - NW ;

HOURS PER CPERATION 2.2 : 82 7.5

TOTAL HOURS 101000 30000F _ 82380 17050 i 41656 20025

1180

CONVERSION FACTOR 1200 1200 950 950 e 1180 1180

1180

OPERATIONAL FTEs sa17] _2500] 86.72] 17.95] 35.30 16.57)

1.00

7. REMARKS -
(1) Resources in this program can be used to report Import Food activities under the following PAC codes: 03R833- Import/Entry Review hours;
99R 833 - Evaluation hours; R824 - Follow-up-to-Refusal. |
(2) Import Entry Review Hours: resources for these activities cover all Import Food programs,
(3) Investigation bours: resources are for Import Field Exams, Import Filer Evaluations, Follow-up to refusals (marking and trecking the disposition
of detained lots) and other operations as required by the District 1o cover program priorities. Districts should report time under the appropriate operation
and PAC for the activities performed. Note: Additional time for Import Field Exams under investigation hours is planned in the Import LACF, Import Seafood and Toxic Elements Program.
ALL IMPORT FIELD EXAMS ARE TO ROUTINELY INCLUDE THE FOLLOWING:
(a) VERIFICATION THAT THE IMPORTED PRODUCT IS THE SAME AS THAT WHICH WAS DECLARED (RECONCILIATION EXAM);
(b) AN ASSESSMENT OF SECURITY CONCERNS RELATED TO LABELING AND SOURCE COUNTRY (INCLUDING CONTAINER INTEGRITY,
SIGNS OF INTENTIONAL ADULTERATION, ETC.);
(c) TRADITIONAL SAFETY CONCERNS.
THESE ACTIVITIES ARE TO BE REPORTED AS A SINGLE IMPORT FIELD EXAM UNDER THIS COMPLIANCE PROGRAM AND PAC. ONLY ONE EXAM
SHOULD BE REPORTED PER LINE ENTRY, ONLY IN THE EVENT OF A PRE-DETERMINED "FOR CAUSE" CT EXAM, OR IN THE EVENT CT SUSPICIONS ARE
RAISED CONDUCTING ROUTINE FOLLOW-UP, SHOULD AN ADDITIONAL EXAM AND TIME BE REPORTED UNDER THE CT PAC (03R845, 04R845 ETC.).
SEE IOM SECTION 5.4.1.4 FOR ADDITIONAL INFORMATION ON FOOD AND COSMETIC DEFENSE ACTIVITIES.
(4) Denver Laboratory: Salmonella’Resistance '
(5} Resources in headquarters for review of prior notices at the Prior Notice Center.
NOTE: Please review the iatest program sampling priorities available at CFSAN OC Intranet site.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic Fish and Fishery Products Inspection Program | Foodborne Biological Hazards - 03
(03842)

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR |:, ASSIGNMENT

4. OBJECTIVES

To ensure that domestic establishments involved in the production, storage and distribution of fish and fishery products are in
compliance with the Fish and Fishery Products (Seafood) HACCP Regulation as well as the FD&C Act and other regulations
promulgated under the Act.

5. PROGRAM JUSTIFICATION

FDA is responsible for assuring that manufacturers produce these products under the current Good Manufacturing Practices, the
Seafood HACCP Regulation, and the FD&C Act.

6, FIELD OBLIGATIONS

Starting in FY08 High Risk Potential Products (HRPP) processors whose last inspection was NAI, can be considered for a 2-
year inspection cycle. An exception would be if the firm added a new high risk seafood product to their line since the last
inspection.

HACCEP verification samples are not to be routinely collected.

Sample collections and analyses are to be made only for cause or as part of a CFSAN issued assignment. It is important that products
be analyzed for the health hazard as identified in the HACCP guide - i.e., raw shrimp should be analyzed for undeclared sulfites, not
for micro. Note: Raw Seafood is to be analyzed for MICRO only if it is known that the particular lot of seafood is to be consumed
raw.

There are obligations to provide the states with standards and instructions for sampling/analyzing for PSP/ASP in seafood.

Note: Animal confirmation tests for PSP, NSP, ciguatera toxin and botulinum toxins will be done at ARL for all regions.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

By SELECTICN OF ESTARLISHMENTS T BR BY DISTRIGT OFFICE I—__l BY CENTER l:l BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE |:| ABBREVIATED [:I DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODK(S)

Domestic Fish and Fishery Products 16

e. EXAM TYPE CHEMICAL MICROBIOLOGICAL PHYSICAL D ENGINEERING

MICROANALYTICAL OTHERS (specify) (PSP, ASP, Standards, Economic Deception, Labeling)

f. CHECK THE FOLLOWING ATTRIBUTES
Refer to the Fish & Fisheries Products Hazards & Controls guidance manual (most recent edition) for hazards associated

with each specific seafood product.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. _03-12



2008 ORA WORKPLAN

OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Domestic Fish and Fishery Products
Inspection Program

2, PPS PROJECT NAME/NUMBER
Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)
03842, B,C,D,H (1)

4. WORK ALLOCATION PLANNED BY

T

ORA

5, OPERATIONAL FTE POSITIONS
56.4

6.
DISTRICT/
SPECIALIZED
LABORATORY

zZO0-Gma3

1 3 3
INSPECTIONS

INCLUDING
HIGH

RISK
(4) SI

DOMESTIC
SAMPLES
coLL
VIBRIO
ASSIGNMENT (7}
e e

DOMESTIC
SAMPLES
coLL

(3) (5)

ASSIGNMENT)

DSAs
ORGANO
EXAMS

(Hours)

7 7 ]
DOMESTIC DOMESTIC EU
SAMPLES SAMPLES | CERTIFICATION
TOBE TOBE
ANALYZED ANALYZED
CHEM MicRO

[HOURS)

TOTAL FIELD

1300 12 280210

400/

70 210 1860

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YCRK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATY

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPCRT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATO RY-NW

|PACIFIC REGIONAL LABORATORY-SW

HOURS PER OPERATION

23.0 5.0 5.0

45.0

13.0 17.0

TOTAL HOURS

43700 1400

3240

400

910 3570 1860

CONVERSION FACTOR

950 850 950

1180

1180,

1180 1180 950

TOTAL OPERATIONAL FTEs

46.00 0.06 1.47
—_

2.75

0.34

0.77 3.03 1.96
e

9. REMARKS

(2) ORGANOLEPTIC NATIONAL EXPERT

| SOURCE OF SEAFOOD WORKILOAD:

INPSECTIONS AND DSCs BASED ON QEL

(1) ADDITIONAL PACs: 048424, H; 07842, H; 09842E, F, H; 21005; 21842; 21R811; 21RB29 .

(6) .U, CERTIFICATION PROCESSING HOURS DISTRIBUTED BY CFSAN. USE REPORTING OPERATION 92.

(3) SEAFOOD COLLECTIONS ARE PLANNED "FOR CAUSE ONLY." VERIFICATION SAMPLES ARE NOT TO BE COLLECTED.

FOR A 2-YEAR INSPECTION CYCLE UNLESS THE FIRM HAS ADDED A NEW HIGH RISK SEAFOOD PRODUCT TO THEIR LINE,

(4) INFY 08 HIGH RISK POTENTIAL PRODUCTS (HRPP) PROCESSORS WHOSE LAST TWO INSPECTIONS WERE NAI, CAN BE CONSIDERED

(5) OEI OF SEAFOOD FIRMS FLAGGED IN FACTS AS HIGH RISK EXCLUDING FIRMS WITH INDUSTRY CODE 12 AS OF DECEMBER 14, 2006.

(7) THE MAJORITY OF THE SAMPLES FOR THE SPECIAL VIBRIO ASSIGNMENT WILL BE COLLECTED BY AND PAID FOR BY STATE REPRESENTATIVES OF ISSC.

IDFS ASSIGNED THE LABORATORY DISTRIBUTION,

THERE WILL BE 108 SAMPLES COLLECTED/ANALYZED BUT 1/3 OF THE ANALYSIS WILL BE DONE BY THE GULF COAST SEAFOOD LABCRATORY.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 03-13




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import Seafood Program Foodborne Biological Hazards - 03

03844

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR I:I ASSIGNMENT
4. OBJECTIVES

To ensure a safe and wholesome imported seafood supply in the U. 8., by enforcing importer compliance with the seafood HACCP
Regulation, and to direct coverage of imported seafood products, in order to determine their compliance with the FD&C Act and
regulations promulgated under the Act.

5. PROGRAM JUSTIFICATION

Imported products must comply with the provisions of the FD&C Act and its regulations. The Agency approach incorporates both
sample collection/analysis and HACCP review by investigators, specially trained in HACCP, of importers’ records for safety.
The HACCP review is conducted to ensure that each importer has and is using verification procedures

for ensuring that the seafood they offer for import was processed in accordance with the HACCP Regulation.

6. FIELD OBLIGATIONS

The field will continue to collect samples from import lots. It is important that the field base their sampling on the priorities as listed
in the current compliance program. It is equally important that products be analyzed for the health hazard as identified in the HACCP

Guide. Raw shrimp should be analyzed for undeclared sulfites, not for micro. Note: Raw seafood is to be analyzed for MICRO only
if it is known that the particular lot of seafood is to be consumed raw.

HACCP trained investigators, will review importers’ written verification procedures, product specifications and affirmative step
documents, which demonstrate that the foreign processors’ product was produced under HACCP, food safety hazards prevention
program. Inspectional priorities should be based on those listed in the current compliance program.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives or other special assignments agreed
upon by ORA and CFSAN. Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

NOTE: Animal confirmation tests for PSP, NSP, ciguatera toxin and botulinum toxins will be done at ARL for all regions.

F A BNTION OFESTAELSHI BT STO/8E BY DISTRICT OFFICE |:| BY CENTER I:l BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE - l____| ABBREVIATED D DIRECTED
<. PRODUCT(S) 4. INDUSTRY/PRODUCT CODE(S)

Seafood Products 16

e. EXAM TYPE CHEMICAL E MICROBIOLOGICAL E PHYSICAL D ENGINEERING

MICROANALYTICAL OTHERS (specify) (PSP, ASP, Standards, Labeling)

f. CHECK THE FOLLOWING ATTRIBUTES
Refer to the Fish & Fisheries Products Hazards & Controls Guidance Manual (most recent edition) for hazards associated with
Each specific seafood product. '

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING

See Compliance Program.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-14



2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import Seafood Products Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

03844B, C, D, H; 07844: X oRA % lcawms 83.4

09844EF
6.

¥ 2] ] [ [
: A 7™ MPORT WPORT
INVESTIGATION ORGAND SAMPLES SAMPLES
HOURS ANALTSES ToBE T08E
Hours) ANALYZED ANALYZED
CHEM MICRO

) 5 416 108

DISTRICT/
SPECIALIZED MPORTER MPORT
LABORATORY msp SAMPLE

L PHYSICAL
{1 (2} /(5)

ZOoO~-Gm>3

TOTAL FIELD 500 950 1180 3050 4480

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATL

CE | DETROIT
MINNEAPOLIS
NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

L

SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGICNAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
-KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABCRATORY-SW
PAEEIC REGIONAL LABORATORY-NW -
HOURS PER OPERATION 16.0 286 — 53 11.0

L

TOTAL HOURS 8000 18640 8950 1180 18165 48280

CONVERSION FACTOR 950 850 950 1180 1180 1180

TOTAL OPERATIONAL FTEs 842 17.52 1.00 1,00 13.70 41.76

8. REMARKS
(1) FY 2008 : IMPORTER INSPECTIONS: BASED ON OASIS CONSIGNEE DATA.
PER CFSAN, INSPECTIONS OF IMPORTERS ARE TO ASCERTAIN THAT THE IMPORTER HAS COMPLIED WITH SEAFOOD HACCF REGULATIONS
(NOT TO PERFORM FILER INSPECTIONS),
(2) IMPORT SAMPLE COLLECTION: FER CFSAN BASED ON A TOTAL NUMBER OF LINE ENTRIES WITH SPECIAL EMFHASIS TOWARDS THE OFFICE
OF FOOD SAFETY, DIVISION OF SEAFOOD SAFETY TOF THREE PRIORITY PRODUCTS:
READY TO EAT (RTE); MODIFIED ATMOSPBERE PACKAGING (MAP) AND HISTAMINE FORMING. CONSEQUENTLY, SEVERAL
DISTRICTS WILL NOTE AN INCREASE IN THE SAMPLE COLLECTION TARGETS BECAUSE THEY HAVE A HIGH PERCENTAGE OF RTE, MAP AND HISTAMINE LINE ENTRIES.
ALL DISTRICTS SEOULD CONCENTRATE ON COLLECTIONS AS PER THE PRIORITIES SET IN THE IMPORT SEAFOOD COMPLIANCE PROGRAM.
WHEN PHYSICAL SAMPLES ARE COLLECTED FOR ANALYSIS, THE GUIDANCE IN THE COMPLIANCE PROGRAM SHOULD BE FOLLOWED IN DETERMINING WHAT THE
PRODUCT SHOULD BE ANALYZED FOR. SPECIFICALLY, RAW SCROMBROTOXIC FISH SHOULD BE ANALYZED FOR BISTAMINE NOT FOR MICRO; RAW SHRIMP SHOULD BE
ANALYZED FOR UNDECLARED SULFITE (AND/OR CHEMOTHERAFEUTICS) NOT FOR MICRO.
(3) IMPORT INVESTIGATION HOURS WERE DISTRIBUTED BY CFSAN. RESOURCES ARE FOR FIELD EXAMS, LABEL EXAMS AND OTHER
OPERATIONS AS REQUIRED BY THE DISTRICT TO COVER PROGRAM PRIORITIES.
DISTRICTS SHOULD REPORT TIME UNDER THE APFROPRIATE OPERATION AND PAC FOR THE ACTIVITIES PERFORMED.
ALL IMPORT FIELD EXAMS ARE TO ROUTINELY INCLUDE THE FOLLOWING:
(a) VERIFICATION THAT THE IMPORTED PRODUCT IS THE SAME AS THAT WHICH WAS DECLARED {RECONGILIATION EXAM;
(b) AN ASSESSMENT OF SECURITY CONCERNS RELATED TO LABELING AND SOURCE COUNTRY ({INCLUDING CONTAINER INTEGRITY,
SIGNS OF INTENTIONAL ADULTERATION, ETC.);
(c) TRADITIONAL SAFETY GONCERNS.
THESE ACTIVITIES ARE TO BE REPORTED AS A SINGLE IMPORT FIELD EXAM UNDER THIS COMPLIANCE PROGRAM AND PAC. ONLY ONE EXAM
SHOULD BE REPORTED PER LINE ENTRY. ONLY IN THE EVENT OF A PRE-DETERMINED "FOR CAUSE"” CT EXAM, OR IN THE EVENT CT SUSPICIONS ARE
RAISED CONDUCTING ROUTINE FOLLOW-UP, SHOULD AN ADDITIONAL EXAM AND TIME BE REPORTED UNDER THE CT PAC (03R845, 04R845 ETC)).
ISEE 10M SECTION 5.4.1.4 FOR ADDITIONAL INFORMATION ON FOOD AND COSMETIC DEFENSE ACTIVITIES.
(d) MULTIPLE ANALYSES (I.E., CHEM AND MICRO) WILL BE RUN ON NUMERQUS SAMPLES, THEREFORE, ANALYSES OUTNUMBER COLLECTIONS.
(5) ORGANOLEPTIC NATIONAL EXPERT
(6) WEAC MICRO & CHEM: PER DFS AN INTERNAL AGREEMENT BETWEEN THE WEAC LAB

DIRECTOR AND THE NEWENGLAND 1B DIRECTOR TO HAVE 119 CHEM AND 76 MICRO SAMFLES SENT TO WEAC.
NOTE: SWID SAMPLES COLLECTED FOR TX & NM ARE SENT TO ARL. SWID SAMPLES COLLECTED FOR CA & AZ ARE SENT TO PRS.

FORM FDA 26212 (05/03) ORA WORKPLANNING SHEET (Continued) 03-15



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Juice HACCP Inspection Program 03847, 03847H Foodborne Biological Hazards - 03

3. PROGRAM TYPE: COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR I:] ASSIGNMENT
4. OBJECTIVES 7

To ensure that domestic and import juice proccssinlﬁ establishments are in compliance with the Juice HACCP Regulations as
well as the FD&C Act and other regulations promulgated under the Act.

5. PROGRAM JUSTIFICATION

The Juice HACCP regulation was adopted to ensure safe and sanitary processing of fruit and vegetable juices after reports of many
outbreaks of foodborme illnesses, some of which directly affected children.

must include a minimum five-log pathogen reduction process control (or performance standard) for juices that are not shelf-stable
according to the regulation. The collection of verification samples will be conducted to help validate the firm’s HACCP plans.

FDA is responsible for assuring thatd'lujcé processing firms establish and implement the principles of HACCP. HACCP plans

6. FIELD OBLIGATIONS

Inspectional priority should be the following: Firms associated with recent outbreaks, unpasteurized juice firms whose previous
inspections were OAI, followed by firms that have not been inspected and followed by firms whose last previous HACCP
inspection was VAI or NAL. HACCP-trained investigators will also review importers” product specifications and will take
affirmative steps to assure that they demonstrate that the foreign processor’s product was produced according to U.S. HACCP
requirements.

Resources have been provided for “for cause™ samples.

State inspections may be conducted in addition to the number of inspections assigned per district. Resources have also been added
to cover food security issues (see IOM) at domestic processors.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such activities will be reported under, and credited to, the Program PAC unless otherwise directed.

E%EEEA'EE[‘;:?'ON OF ESTABLISHMENTS TO BE E’ BY DISTRICT OFFICE D BY CENTER D BY BOTH
b. INSPECTION TYPE: El COMPREHENSIVE I:l ABBREVIATED D DIRECTED
c. PRODUCT (S) d. INDUSTRY/PRODUCT CODE (S5)

Juice Products 20-22, 24, 25

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

MICROANALYTICAL OTHERS (specifyy  1mporter Verification of HACCP

f. CHECK THE FOLLOWING ATTRIBUTES

Refer to compliance program.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Refer to Compliance Program.

FORM FDA 2621 (7/99) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGENO. 03-16



FY 2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Juice HACCP Inspection Program : Foodborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY ' 5. OPERATIONAL FTE POSITIONS

03847H, 03847 (1) ORA CENTER 9.4

T 7 1 E]
DOMESTIC DOMESTIC IMPORTER
SAMPLES SAMPLES | INSPECTIONS OTHER
ANALYZED ANALYZED OPERATIONS

CHEM MICRO (Hours)

o, 3 1 4
DISTRICT/ DOMESTIC DOMESTIC

SPECIAUZED INSPECTIONS SAMPLE

LABORATORY COLLECTION §-

ZOoO—-0Omax

(4)

2 3}

TOTAL FIELD 300 100) GG 25 75) 100

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | _NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
|REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-8W
PACIFIC REGIONA%ORATORY-NW

HOURS PER OPERATION 20.0 5.0 11.0 15.0' _13.0

TOTAL HOURS §000 500 275 1125| 1300

CONVERSION FACTOR 950 950 1180 1180 950

TOTAL OPERATIONAL FTES 6.32 0.53 0.23 0.95 1.37

9, REMARKS !
1(1) Additional related PAC's: 03847, 04847H, 07847H, 09847H, 21847H. 03847 would be used for general sanitation issues (non-HACCP) .

Iand the "H" PACs for HACCP verification samples and the HACCP component of inspection. Non "H" PACs would be used for "For Cause"

samples and filth/sanitation compaonent of inspection.
{2) Per CFSAN, Domestic Inspections based on OE| juice processor data as of FY 2007. State inspections may be conducted in addition

to the number of inspections assigned per district (PAC 035004). Resources have been added to cover food security issues at all domestic
processor inspections. Inspectional priority is as follows: firms associated with recent outbreaks, unpasteurized juice firms, firms whose previous
Finspectiuns were OAl, and firms that have not yet been inspected.

{3) Per CFSAN, DSC resources have been provided for anticipated "for cause" and "verification” samples (pending issuance of revised
compliance program).

{4) Per CFSAN, Importer inspections based on ORADSS data as of FY 2007 (physical location of juice importers).

Please refer to the list of juice importers distributed by the program monitor and follow the same inspectional priority.

Note: Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by

ORA and CFSAN. Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET PAGE NO. 03-17



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import and Domestic Micro Assignments Foodborne Biological Hazards - 03
03F098 (Domestic), 03F100 (Import)

3. PROGRAM TYPE: D COMPLIANCE PROGRAM |:I PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To collect and analﬁize selected food commodities of domestic and foreign origin for pathogenic microorganisms as needed and
directed by CFSAN assignments.

5. PROGRAM JUSTIFICATION
The number of illnesses and deaths related to foodborne illness, due to the presence of microbial pathogens have reached an
unacceptably high level in the U.S. The President and Congress have recognized this problem and proposed and funded a Food Safety
Initiative to berter define the extent of the problem, and to promote an effective approach to ameliorate it.

6. FIELD OBLIGATIONS
To collect samples and perform analyses as specified in the FY 08 produce assignments issued by CFSAN.

Lo SELECTION. OF ESTABLISHMENTSITC.BE NA I:] BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: NA D COMPREHENSIVE - [:I ABBREVIATED DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S]

Fresh fruits and vegetables as specified in the 20-22, 24-25

assignment.

a. EXAM TYPE: El CHEMICAL MICROBIOLOGICAL D PHYSICAL |:| ENGINEERING
D MICROANALYTICAL I:I OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Presence (and for specified pathogens, quantity) of microbial pathogens listed in the assignment.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO, _03-18



2008 ORA WORKPLAN

OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Import and Domestic Micro Assignments

2. PPS PROJECT NAME/NUMBER

Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)

03F098 ( Import)

X Jom

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
22.1

G mao

20—

03F100 (Domestic)
E.

DISTRICT/
SPECIALIZED
LABORATORY

INVESTH
GATIONS

(HOURS)

DOMESTIC
SAMPLE
COLLECTION|
*

IMPORT
SAMPLE
COLLECTION

DOMESTIC
SAMPLE
ANALYSIS

MICRO

IMPORT
SAMPLE
ANALYSIS

MICRO

9

OTHER
OPERATIONS

(Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

BE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

swW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SCUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

1100

150

3.0

450

450

3.0

25.0

450

25.0

TOTAL HOURS

1100

450

1350

11250

11250

CONVERSION FACTOR

950

950

950

1180

1180

TOTAL OPERATIONAL FTEs

1.16

047

142

9.53

9.53

9. REMARKS

CFSAN will work with ORA to determine how resources will be allocated in FY 2008.
Assignments will be issued by CFSAN for the collection of cantaloupe, green onions, tomatoes,
loose-leaf lettuce, spinach, cilantro, basil, parsley.
Note: SWID samples collected from TX & NM are sent to ARL. SWID samples collected from CA & AZ are sent to DEN,
Resource distribution per CFSAN.
* In FY 2008 an additional 300 domestic samples will be collected under state contracts.

Domestic and Import Sample Analysis based on Domestic and Import Sample collection(s) and Laboratory Servicing Table.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Foreign Inspections/Assessments Foodborne Biological Hazards - 03

03R233

3. PROGRAM TYPE: I:] COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES
Conduct inspections at foreign firms actually expprtinf food to the U.S., in order to learn more about the conditions in the
manufacturing of foods from a number of countries. Identify generic problems with specific food industries in specific countries

and, when warranted, will 1ake re:;ulatory actions to better control the entry of questionable product(s), and demonstrate, by FDA’s
presence, our commitment to food safety.

5. PROGRAM JUSTIFICATION

The number of illnesses and deaths related to food borne illness, due to the presence of microbial pathogens have reached an
unacceptably high level in the U.S. To the best of our knowledge, a%proximately half of the foods that have been associated with
food borne illness have been imported. The President and Congress have reco%nized this problem and proposed and funded a Food
Safety Initiative to better define the extent of the problem, and to promote an effective approach to ameliorate it. An important aspect

of this new initiative is to increase our knowledge of the conditions under which a variety of foods are manufactured in foreign
countries.

6, FIELD OBLIGATIONS

ORA/DFI shall assist CFSAN by reviewing imported food entry and compliance data to assist in determining the countries and firms
whose inspections would be of greatest value to the Agency.

ORA/DFI shall plan inspections of foreign firms recommended by CFSAN in so far as contacting the firms and foreign governments
and working out the logistics of travel. ORA shall select investigators, whose training and experience best qualifies them to conduct
inspections at specific foreign firms. ORA shall assure timely submissions of EIRs to CFSAN review and classification. The
Investigator shall prepare and, after obtaining any CFSAN team member concurrence, submit the entire original EIR to the
Manufacturing and Storage Adulteration Branch no later than 30 days following the trip. Submit individual EIRs as they are
completed. Don’t del% until all EIRs from a particular tri;% are completed; rather submit each EIR individually as they are
completed due to workflow issues. Prioritize submission of EIRs based on classification (i.e., OAI and VAI before NAI).

In FY 08, 100 foreign inspections of food firms are planned. On a “for cause” basis as needed, additional inspections may be
requested by CFSAN, such as those needed to follow-up on food borne outbreaks.

PAC REPORTING INSTRUCTIONS: All CFSAN foreign inspection time is planned under PAC 03R233. Repont
accomplishments against PAC 03R233, using the Foreign Inspection Operation Code 11.

22 SPGB Gr ESTABLISHIMENTS TO BE D BY DISTRICT OFFICE I:] BY CENTER BY BOTH
b. INSPECTION TYPE: !:] COMPREHENSIVE !:] ABBREVIATED DIRECTED
=. PRODUCT(S] 4. INDUSTRY/PRODUCT CODE(S)

All foods, with emphasis on frozen, ready to eat foods, 02-50, 54
fresh produce, foods implicated in food-borne infection
outbreaks, infant formulas, seafood, cheese, etc.

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL PHYSICAL l:l ENGINEERING
MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Check appropriate domestic compliance program for details.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Resources for samples collected as part of infant formula or medical food foreign inspections are planned under those programs.

FORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-20



2008 ORA WORKPLAN

OCTOBER 1, 2007

_J1. PROGRAM/ASSIGNMENT TITLE
Foreign Inspections/Assessments

2. PPS PROJECT NAME/NUMBER
Foodborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)
03R233

4. WORK ALLOCATION PLANNED BY

X i ORA E i CENTER

5. OPERATIONAL FTE POSITIONS
5

DISTRICT/
SPECIALIZED
LABORATORY

ZOo-Gma

1 2 9
FOREIGN
ASSESSMENT
TEGHNICAL
ASSISTANCE
(HOURS) *

INSPEC- INVESTIG-
TIONS ATIONS
FOREIGN {Hours)

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW { DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

150 950

30.0

TOTAL HOURS

4500 950

CONVERSION FACTOR

950 950]

TOTAL OPERATIONAL FTEs

4.74 1.00|

9. REMARKS '’

Foreign activities per DFI inspection distribution. * Technical Assistance can include but is not

limited to training, presentations, speeches, site visits, outreach, workshops, seminars or meetings with partncrsinp groups
trade associations etc. Per CFSAN, report accomplishments under PAC 03R233.

NOTE: CFSAN may request additional foreign inspections as warranted by foodbome cutbreaks and other “for cause” reasons,

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Foodborne Biological Hazards - 03

03R816

3. PROGRAM TYPE: N/A |:] COMPLIANCE PROGRAM D PROGRAM CIRCULAR ASSIGNMENT
4. OBJECTIVES

Develop new and/or improved methodology in support of regulatory analysis.

5. PROGRAM JUSTIFICATION
Validated analytical methods are essential to support enforcement activities.

6. FIELD OBLIGATIONS
Conduct activities under this program as directed by the Division of Field Science.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: i D BY DISTRICT OFFICE D BY CENTER |:| BY BOTH

b. INSPECTION TYPE: NIA D COMPREHENSIVE D ASEREVIATE D DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

e EXAMTYPE  NA D CHEMICAL D MICROBIOLOGICAL I:] PHYSICAL D ENGINEERING
l__—] MICROANALYTICAL s

f. CHECK THE FOLLOWING ATTRIBUTES

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLAN Octaber 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Foodborme Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

03R816 ORA [ ]centER 11.0

DISTRICT/ APPLIED
SPECIALIZED METHODS | TECHNOLOGY
LABORATORY VAL/DEV CENTER
MICRO MICRO
(Hours) {Hours)

Z20-Gma

TOTAL FIELD 8430 4720

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

" [REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS 8430 4720

CONVERSION FACTOR 1205 1180

TOTAL OPERATIONAL FTEs 7.00 4.00

9. REMARKS

Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  03-23



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Contract Management Foodborne Biological Hazards - 03
03R843
X
3. PROGRAM TYPE: COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT By DFSR
4. OBJECTIVES

To conduct an effective state contract inspection program, augmenting regulatory inspections conducted by Agency investigators. To
perform audits of inspections by states that are under contract to FDA to conduct food inspections.

5. PROGRAM JUSTIFICATION

Over 8000 food inspections are anticipated to be contracted out in FY 08 by FDA to the states. The Agency needs to conduct
appropriate oversight and management of the contracted inspections.

6. FIELD OBLIGATIONS

To effectively manage contract inspection program for participating states within the district. Inspections should be planned by the

field.
Report under Operation Code 13 (Domestic Investigation). Audits are not considered inspections.

e NN RESTABLSHIREN RS TOSE BY DISTRICT OFFICE I:l BY CENTER D 8Y BOTH

b. INSPECTION TYPE: I:l COMPREHENSIVE I___I ABBREVIATED D DIRECTED Audits
<. PRODUCT(S) 4. INDUSTRY/PRODUCT CODE(S)

All Food Products 02-41, 45-46, 50

e. EXAM TYPE I:l CHEMICAL D MICROBIOLOGICAL I:, PHYSICAL ':] ENGINEERING

D MICROANALYTICAL OTHERS (Specify)  Audits of State Contract Food Inspections.

f. CHECK THE FOLLOWING ATTRIBUTES

Follow DFSR guidance.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. (3-24




2008 ORA WORKPLAN

OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Contract Management

2. PPS PROJECT NAME/NUMBER
Foodborne Biological Hazards - 03

3. PROGRAWASSIGNMENT CODE(S)
03R843

4. WORK ALLOCATION PLANNED BY

ORA [ Jeenter

5. OPERATIONAL FTE POSITIONS

8.0

DISTRICT/
SPECIALIZED
LABORATORY

Z Oo—-oOoma

CONTRACT
MANAGE-

MENT
HOURS

(1))

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

7600

HOURS PER OPERATION
TOTAL HOURS

7600

850

CONVERSION FACTOR
TOTAL OPERATIONAL FTEs

8.00]

9. REMARKS

(1) Time planned for contract management includes resources to conduct audits.
Allocation of planned hours for contract activities is based on a two year average of time reported into
FACTS by operational employees under PAC 03R843 during the period July 1, 2005 to June 30, 2007.

Note: Non-operational FTEs (i.e. supervisors) should not report contract management time.
Time spent on contract management should only be reported by operational FTEs.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

03-25




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Food Defense Foodborne Biological Hazards
03R845 FY 2008

. ASSIGNMENTS
3. PROGRAM TYPE: NA COMPLIANCE PROGRAM PROGRAM CIRCULAR X | & Preparedness Activities

4. OBJECTIVES

To maintain food defense preparedness by means of joint CFSAN/ORA field assignments, FDA collection and analysis of proficiency
samples for the Food Emergency Response Network, providing resources for general laboratory preparedness activities including
instrument, reagent, and standards maintenance, and related activities. Maintain and expand food defense alertness to the food industry.

5. PROGRAM JUSTIFICATION

A secure food supply is considered part of the nation’s infrastructure. FDA, along with other federal Agencies, is responsible for
responding to threats to the security of the food supply. The resources and activities planned under this program will help the Agency

maintain a necessary state of readiness to respond to threats and activities planned for periods of heightened alert, as well as initiate and/or
maintain food defense alertness to expanding industry groups.

5. FIELD OBLIGATIONS

Actual emergency and code-red alert status activities, when needed, will be directed jointly by CFSAN and ORA, and the Field will be

instructed on planned work that will be halted. Food defense assignments, cleared by CFSAN and ORA, are to be carried out
expediously.

12 SELECTION OF ESTABLISHMENTS TO BE D P DISTRCTGREICE D 8Y CENTER K
b. INSPECTION TYPE: ]:] COMPREHENSIVE E] ABBREVIATED DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

All food products. All food industry/product codes.

X
e EXAM TYPE CHEMICAL E MICROBIOLOGICAL PHYSICAL ENGINEERING

MICROANALYTICAL E OTHERS (specify)  All food security examinations
f. CHECK THE FOLLOWING ATTRIBUTES

. To be directed by assignment and protocols jointly developed by CFSAN and ORA.

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING
To be directed by assignment and protocols jointly developed by CFSAN and ORA.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. (3-26



2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Food Defense Foodborme Biological Hazards - 03
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03R845 ORA CENTER 38.0
= 2 z 3 5 CHEM ] MICRO:
R DISTRICT/ (=) cs0 IMPORT IMPORT DOMESTIC | DOMESTIC | -HDU HOURS
E SPECIALIZED DOMESTIC IMPORT CHEM MICRO CHEM MICRO ! D-METHOD,
G LABORATORY HOURS HOURS HOURS HOURS HOURS HOURS VALIDATION,
o e e
N CANFO.ONLY: § INFO. GNLY -
TOTAL FIELD 14250 4750 4720 2360 8260 5900} 4170f 4200
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION B
TOTAL HOURS 14250 4750 4720 2360 8260 5800
CONVERSION FACTOR 950 950 1180 1180 1180 1180}:
TOTAL OPERATIONAL FTEs 15.00 5.00 4.00 2.00 7.00 5.00).
9. REMARKS
1Reporting: Food Defense activities are reported under 03R845, expanded time should be reported under 04R845,
07R845, 09R845, 21R845.
Planned resources are for all special food defense related activities, over and above resources for food defense
activities that are incorporated into routine safety monitoring activities (i.e., food defense coverage during routine food
safety inspection and import and domestic food defense reconciliation exams). Resources for food defense coverage
during routine operations are included in the parent programs.
Domestic & import resources have been separated for planning purposes. Based on circumstances, resources
may be shifted between Import and Domestic.
Resources are to be used for CFSAN food defense assignments for inspections, sample collections and analyses,
including those to support the FERN.
Total lab time may be used for maintaining general food defense capabilities.
* Resources for food defense method validation are a subset of the total Chemist and Microbiologist
resources planned by DFS ( Information Only).
Olv%ei:? }%\Ifg?\ Igamp[es collected from TX & NM are sent to ARL. SWID samples collected from CA & AZ are sent to PRS.
CS0O DOMESTIC HOURS BASED ON TOTAL FOODS M/R OEI INCLUDING IND CODE 02-51 DATED 1/24/2007
CSO IMPORT HOURS BASED ON TOTAL FOODS ACS FDA REVIEW LINES FROM MARCH 15, 2006 - MARCH 15, 2007.
LAB RESOURCES PRE-PLANNED BY DFS.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FORM FDA 2622 (9-98)

FY 2008 ORA WORKPLAN October 1, 2007
FY 2008
1. PROGRAM CATEGORY 2. PPS PROJECT NAME-NUMBER
Food and Cosmetics Pesticides and Chemical Contaminants - 04
5. PROGRAM 3 OPERATIONAL FTE TOTAL TOTAL
3, 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FIEs FIEs PAGE
TOTAL 89.1 75.0 164.1 291.7
1 |Pesticides and Industrial Chemicals in Domestic and 04004A,D * 32.3 27.4 59.7 106.1 2-5
Imported Foods
2 |Chemotherapeutic in Seafood 04018 34 29.3 32.7 58.1 6-7
3 |Toxic Elements in Food and Foodware 5.0 14.0 19.0 33.8
Toxic Elements in Foods (Domestic and Import)** 04019A (4.4) (10.0) (14.49) 8-13
Toxic Elements in Foodware (Domestic and Import) 04019B (0.2) (3.5) (3.7
Radionuclides in Foods (Domestic and Import) 04019C (0.3) (0.5) (0.8)
4 |Total Diet Study 04839 23.4 234 41.6 14-15
5 |Field Assignments for Chemical Contaminants 04F800 3.5 43 7.8 13.9 16-17
6 [Methods Validation/Development Program 04R816 9.5 9.5 16.9 18-19
7 |Forensic Evaluation and Sample Analysis 04R838 12.0 12.0 213 20-21
* 04R833, 99R 833, 04R824
** Includes DISC and DISA FTEs
CENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE
Ronald R. Roy (301)436-2061 Lomaine B. Jefferson, 301-827-1631
PAGE NO. 04-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Pesticides and Industrial Chemicals in Domestic and Pesticides and Chemical Contaminants - 04
Imported Foods

3. PROGRAM TYPE: COMPLIANCE PROGRAM [] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

To sample and analyze domestic and imported foods for pesticide residues and industrial chemicals.
There is an ongoing emphasis to obtain comprehensive data on background levels of dioxin in a variety of foods.
This information will help the agency to determine how to reduce dietary exposure to dioxin.

5. PROGRAM JUSTIFICATION

The food supply requires monitoring for both pesticides and industrial chemicals to protect the public health. The residue
data are also used to estimate dietary exposure for risk assessments performed by the agency and EPA, as well as, by other
Inational and international organizations.

|6. FIELD OBLIGATIONS

Emphasis on pesticide/commodity combinations with high exposure potentials in planning sampling for pesticides. Emphasis
should also be given on foods eaten by infants and children. Designation of each district's portion of total resources may

be devoted to special assignments (e.g., Center-directed surveys and District-initiated surveys). The field is to collect and
analyze general pesticide samples, seafood samples, and dioxin samples as directed in the compliance program. DioXin
collections will be handled by bi-annual collection schedules issued by CFSAN. Dioxin investigation assignments and follow-up
sampling may be issued by CFSAN under this program when typically high dioxin levels are found. Surveillance activities

will be reported under and credited to the Program PAC, unless otherwise directed,

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE [] sycenter [X] BYBOTH
b. INSPECTION TYPE:NA [ | COMPREHENSIVE [] ABBREVIATED [] DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
“|All human foods. All human food codes
e. EXAM TYPE:; CHEMICAL ] microBIoLoGICAL [ ] prvsicaL || ENGINEERING

[] microanALYTICAL [ | OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
{Pesticides and industrial chemicals as directed by compliance program.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See compliance program, PAM, IOM, etc.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 04-2




FY 2008 ORA WORKPLAN

1. PROGRAM/ASSIGNMENT TITLE
Pesticides and Industrial Chemicals in Domestic and Imported Foods

2. PPS PROJECT NAMENUMBER
Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S)
04004A,D, 99R833, 04R824

4. WORK ALLOCATION PLANNED BY

ora[ ] cenTe

5. OPERATIONAL FTE POSITIONS
59.7(32.3)

ZOo—-omzm

TE.

DISTRICT/
SPECIALIZED
LABORATORY

{HOURS)

DSCs
DIOXINS

DIOXINS

DIOXINS

SEAFOOD

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGICNAL LAB
WEAC

Ice

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

| PHILADELPHIA

FORENSIC CHEM. CTR

lse

| REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY- SW

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY- NW

1100

1400}

3.0

1400

6.5

750

4.0

750/

20.0

232

11.6]

100

3.0

100

6.5

TOTAL HOURS

1100

4200

9100

3000

15000

2691

300

650/

CONVERSION FACTOR

950

950

1180

850,

1180,

1180

950

1180

TOTAL OPERATIONAL FTES
7. REMARKS
CFSAN will issue biannual Dioxin Schedule.
DSC Seafoods: See compliance program for collection details.
*Includes 232 Total Diet Study samples homogenates,

1.16

4.42

7.71

3.16

12.71

2.28

0.32

0.55

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Pesticides and Industrial Chemicals in Domestic and Imported Foods

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S)

04004A,D, 99R833, 04R824

4. WORK ALLOCATION PLANNED BY

X7 om

[ centErR

5. OPERATIONAL FTE POSITIONS

(27.4)

20-om3D

6.
DISTRICT/
SPECIALIZED
LABORATORY

ISCs

ISCs
SEAFOOD

1SAs
SEAFOOD

TOTAL FIELD

30001

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Isw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY- SW

PACIFIC REGIONAL LABORATORY- NW

HOURS PER OPERATION

16

3000

A1

300

1.6}

300

7.8

TOTAL HOURS

4800

23400

2340

CONVERSION FACTOR

950

1180

1180

TOTAL OPERATIONAL FTEs

5.05

19.33]

0.51

1.98]

9. REMARKS

ISC Seafoods: See compliance program for collection details

1SAs: Planned numbers based on SWID sending 40% of ISAs to ARL and 60% of ISAs to PRL-SW.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Chemotherapentics in Seafood Pesticides and Chemical Contaminants - 04

3. PROGRAM TYPE: COMPLIANCE PROGRAM ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4. OBJECTIVES

To sample and analyze selected import and domestic aquaculture seafood products. To determine the presence of unapproved

chemical compounds such as drugs or antifungals and to initiate regulatory actions against lots which contain unapproved
chemical compounds.

I5. PROGRAM JUSTIFICATION

the use of drugs on a national scope in aquaculture has been reported. Samples collected are intended to assess the current
situation regarding drug residues in domestic and imported seafood products and to initiate regulatory action when warranted.

[Worldwide trends are toward increased dependence upon cultured fish and shellfish produced under environmentally controlled
fconditions. Many of the countries producing much of the aquaculturally grown species allow the usage of drugs which are illegal
in the U.S. International conditions, as such, mandate the monitoring of aquaculture products for illegal drug residues. In addition,

6. FIELD OBLIGATIONS

istricts will collect and analyze domestic and import samples of aquaculture seafood products specified in the program's FY 08

Collection Schedule. This schedule may be updated thronghout the fiscal year if warranted by new trends in regulatory findings
and/or additional validated methods are ready to implement.

'refar to the F'Y 08 Collection Schedule and Compliance Program (both when issued) for species to collect, assigned servicing
laboratories, and agents of interest.

{individual subsample analyses will only be required for samples being analyzed for Chloramphenicol and Nitrofurans. All of the

instructions when issued.

Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

As a budget relief, two agent analyses may be run per sample provided the second agent is one of interest for that product. Please

remaining samples will be a composite of 12 sub-samples. Please refer to the FY 08 Collection Schedule for additional collection

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] ercenter [ 1 sreom
b. INSPECTION TYPE: [ ] comPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Seafood Products ‘ 16
e. EXAM TYPE: CHEMICAL [ mcrosioLogicAL ~ [__] PHYSICAL || ENGINEERING

[ ] MICROANALYTICAL [ X ] OTHERS (Specify) Label Review

f. CHECK THE FOLLOWING ATTRIBUTES
(Unapproved drugs per the Compliance Program and the Collection Schedule.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLANNING SHEET October 1, 2007
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Chemotherapeutics in Seafood Pesticides and chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
04018 ORA [ center 32.7

6.

DISTRICT/ i : ! i
SPECIALIZED IMPORT IMPORT ISAS - Usha 1543 DOMESTIC | DOMESTIC DSAs DSAs DSAs
LABORATORY SAMPLE SAMPLE NITRO-  § INDIVIDUAL | COMPOSITES ] SAMPLE SAMPLE INDIVIDUAL | COMPOSITES: NITRO-

; coLL ANALYSIS FURANS §  SUBS . coLL ANALYSIS | = SuBS L FURANS

ZO-oOmx

TOTAL FIELD 1000 1000 250f  =18] sz 100} 100} | 55| 30
HEADQUARTERS

REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
: DALLAS

SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT|
REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 25| 24.0 30.0 5.0 24.0 30.0)
TOTAL HOURS 2500] 24000 7500 500 2400 900
CONVERSION FACTOR 950} 1180 1180 ] 950 1180) 1130]
OPERATIONAL FTEs 2.63] 20.34 6.36] 0.53] 2.03 0.76}

7. REMARKS

CFSAN spread the number of sample collections per district based on ORADSS line entry data and domestic OEI data. DFS spread the laboratory
analyses. Individual sub sample analyses will be for Chloramphenicol and Nitrofurans samples. All remaining residue analyses will be a composite of
12 subsamples. The analytical module is a Field Wide Average, based on number of total samples planned for individual subsample analysis and for
composite analysis. Refer to the FY08 Collection Schedule (when issued) for specific commodities to collect. Domestic samples can be collected as
D/1 samples if a district cannot meet sample obligations with OEI firms, or if samples are being collected fresh. The import sample collection and
analytical numbers are based on most samples being analyzed for two chemotherapeutic agents.

Because of limitations in the FACTS Reporting System, the analytical accomplished operations will only be one half of the agents analyzed. It is very
important that samples only be analyzed for the chemotherapeutic agents listed in the Annual Sampling Plan. Specifically, all catfish and related
species are only to be analyzed for in this priority: Nitrofurans, Malachite Green, Fluoroquinolones, and then Quinolones. Crabmeat and Crawfish
are to be analyzed for Chloramphenicol. Shrimp are to be analyzed for Nitrofurans, Chloramphenicol, Fluoroquinolones, and Quinolones. Tilapia is
to be analyzed for Methyltestosterone, Malachite Green, and Fluoroquinolones.
* Import Samples for Nitrofurans include 125 Basa/Catfish samples and 125 Shrimp samples.

** Domestic Samples for Nitrofurans include 20 catfish and 10 shrimp samples

FORM FDA 2621a (08/07) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-07



T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Toxic Elements in Food, Foodware, and Radionuclides in Pesticides and Chemical Contaminants - 04

Foods (Import and Domestic)

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ | PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

To determine the incidence and levels of lead, cadmium, mercury and other toxic elements of significance and radionuclides in
domestic imported foods (including seafood). Also, to determine incidence and levels of lead and cadmium in foodware.

5. PROGRAM JUSTIFICATION

Historical evidence mandates the continued monitoring of domestic and imported food (including seafood) and foodware for the
presence of toxic elements (i.e. lead, cadmium, and mercury).

The continuing monitoring of radionuclides in foods is necessary to guard against any dangerous level of radiochemical
contamination of domestic and imported foods. Also, this monitoring will provide continuing background data to identify any
upward trend m tritium, gamma-ray emitters and Sr levels.

16. FIELD OBLIGATIONS
Foods that may be significant sources of lead in children are Mexican candy, chocolate/cocoa, and seafood. These products
|are to be sampled and analyzed for the presence of toxic elements in accordance with instructions in the "Toxic Element" program

and assignments (to be issued). Planned assignments include mercury in specific seafood species. CFSAN will issue collection
schedules and direct other FY 08 food work.

Import field exams should be focused upon Sample collections and
and analyses of domestic and imported foodware will continue as directed by the "Toxic Element " program. Specific foods
collected near domestic nuclear power plants are to be analyzed for radionuclides. Foods imported from countries :
potentially affected by radioactive contamination will be sampled and analyzed for radionuclides. The program should

be maintained to keep expertise and proficiency in this area. Surveillance activities planned under this program may be
pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be reported under and

credited to the Program PAC, unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[X] BYDISTRICT OFFICE [ ] ereenter [] syBotH
b. INSPECTIONTYPE:N/A [ | COMPREHENSIVE (] asBRrEVIATED [] DRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All human food products. Ceramic foodware. 02-41, 52A
e. EXAM TYPE: [X] cHEmIcAL [ ] microBioLoGICAL [] prysicat  [__] ENGINEERING

[ ] microanaLYTICAL OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Lead, cadmium, mercury and other toxic elements as directed. Domestic - tritium, 90 Sr & gamma ray emitters; IMPORTS; 134 Cs, 137 Cs,

90 Sr

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Radiochemical analysis capability. (Available only at WEAC). Graphite fumace atomic absorption with Zeeman background correction.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET  PAGE NO.
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Toxic Elements in Foods (Domestic and Import)

2, PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
04019A

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
19.0 (9.0)

DISTRICT/
SPECIALIZED
LABORATORY

ZG—ONNJ

NON- NON-
SEAFOCD

SEAFO0D

NON-
SEAFOOD

ISA DsCs DsAs
NON- SEAFCOD SEAFOOD
SEAFOOD

bsc DSA Isc
MERCURY MERCURY SEAFOOD
IN SEAFOOD IN SEAFOOD

TOTAL FIELD

100

280

100}

280 ~q00]  100]

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [ DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

SW | DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

PA | LOS ANGELES

SAN FRANCISCO

SEATTLE

HOURS PER OPERATION

PACIFIC REGIONAL LABORTORY - SW |
PACIFIC REGIONAL LABORTORY - NW

3.5

1.8

12.0

14.0 4.5 12.0

100 100§ 170

4.5] 12.0 45

TOTAL HOURS

350

504

1200,

3920 450 1200,

450 1200 765

CONVERSION FACTOR

950

950

1180

1180 950 1180

950 1180 950

TOTAL OPERATIONAL FTES

0.37

053

1.02

3.32 0.47 1.02|

0.47 1.02 0.£1]

{7 REMARKS

Both Seafood and Non-Seafood Domestic and Import Sample Collections: CFSAN will issue collection schedules.

FORM FDA 2621a (05/03)
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FY 2008 ORA WORKPLAN

October 1, 200_7

1. PROGRAM/ASSIGNMENT TITLE

Toxic Elements in Foods (Domestic and Import)

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
04019A

4. WORK ALLOCATION PLANNED BY

X Jom

[ ] cenre

5, OPERATIONAL FTE POSITIONS
(5.4)

DISTRICT/
SPECIALIZED
LABORATORY

ZO-0Omzm

SEAFOOD

Disc DisSA
MERCURY
N IN TUNA

bisc
MERCURY

SEAFOOD

DIsSA
MERCURY

SEAFOOD

TOTAL FIELD

170

75§ 75

135

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

sw DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

PA LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABORTCRY - NW

HOURS PER OPERATION

14.0

35| 14.0

4.5

135]

14.0

TOTAL HOURS

2380

263] 1050

608

1890

CONVERSION FACTOR

1180

950 1180

950

1180

TOTAL OPERATIONAL FTEs

2.02

0.28] 0,89

0.64

1.60

7. REMARKS

* To be issued as CFSAN Field Assignment.

FORM FDA 2621a (05/03)

ORA WORK PLANNING SHEET (Continued)

PAGE NO. 04-11




FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Toxic Elements in Foodware
I(Domestic and Import)

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

ZO—ONWJ

3. PROGRAM/ASSIGNMENT CODE(S)

04019B

4. WORK ALLOCATION PLANN!

ED BY
ORA

[ center

5. OPERATIONAL FTE POSITIONS

G.7

DISTRICT/
SPECIALIZED
LABORATORY

4

1SCs

v )

DOMESTIC

MPORT
INV
HOURS

DsSAs

TOTAL FIELD

10

200

25

1400

10

200

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION

3.5

1.8

0.7

10.0

10.0

TOTAL HOURS

35

360

18

1400

100

2000

CONVERSION FACTOR

950

850

950

950

1180

1180

7. REMARKS
*IMPORT INV Hours are for field exams and any other import operations as required by the District to cover import priorities. District should report time under
Jthe appropriate operation and PAC for the activities performed.
Import field exams are to routinely include: verification that the imported product is the same as that which was declared
(reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc)
and traditional safety concerns. These activities are to be reported as a single import field exam under this compliance program and PAC. Only one exam should be
reported per line entry. Only in the event of pre-determined "for cause" CT exam, or the event CT suspicions are raised conducting routine work requiring follow-up
should an additional exam and time be reported under the CT PAC (03R845, 04R845, etc.) For districts that are not provided domestic field exam and sample

collection resources, district should still collect samples, if necessary.

TOTAL OPERATIONAL FTEs

0.04

0.38]

0.02

1.47

0.08

1.69

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Radionuclides in Foods (Domestic and Import)

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)

04019C

4. WORK ALLOCATION PLANNED BY

X o

CENTER

5. OPERATIONAL FTE POSITIONS

(0.8)

ZO~Gmao

DISTRICT/
SPECIALIZED
LABORATORY

Inspections

2 3 4

Dsc Isc

5

Field
Exams

Impert
Field
Exams

8

ISAs

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

16

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMCRE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW QRLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION

2.5

1.7]

16

15.0

6.0

TOTAL HOURS

40

143

240

504

CONVERSION FACTOR

950

950

1180

1180

TOTAL OPERATIONAL FTEs

0.04

0.15]

0.20]

0.43]

7. REMARKS

CFSAN spreads DSCs based on location of nuclear power plants. See compliance program for collection details,

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)
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T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Total Diet Study Pesticides and Chemical Contaminants - 04
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To determine the levels of occurrences and dietary intakes of selected pesticides, industrial chemicals, and toxic elements by
various age/sex groups through analyses of table-ready foods. In addition, to observe differences or trends in the intake of these
chemicals and to investigate unusual findings. To monitor radionuclide levels in foods. Selected nutrients are analyzed under the
Selected Nutrients in Food Survey, PAC 21839.

5. PROGRAM JUSTIFICATION

The continuing study has provided valuable information on dietary intakes of residues and nutrients and has often been used

to gauge intakes in ready-to-eat foods. EPA relies on the data for hazard assessment in special review and other proceedings.
Portions of the Total Diet samples are used for other analysis (e.g., radionuclides, selected nutrients, pesticides, industrial
chemicals, and toxic elements). Additionally, selected Total Diet Study foods are anatyzed for dioxins under the pesticide program.

6. FIELD OBLIGATIONS
The collection and analysis of four market baskets each consisting of three separate samplings of 284 food items are to be

collected from three locales in the region over a five week period. KAN-DO lab will analyze Total Diet samples for pesticides,
industrial chemicals, and toxic elements. WEAC will analyze all foods from one market basket for radionuclides.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BYcenTer [] sveom
b. INSPECTION TYPE: N/A [ ] COMPREHENSIVE [ ] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
[Various Human Foods All Human Food Codes
e. EXAM TYPE: CHEMICAL [ ] MICROBIOLOGICAL [ ] pHysicAL [ ENGINEERING

[ ] microaNALYTICAL OTHERS (Specify) Radiochemical Analysis

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

04-14




FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Total Diet Study

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)

04339

4, WORK ALLOCATION PLANNED BY

[ Jow [X]cawmen

5. OPERATIONAL FTE POSITIONS
234"

ZO0—-—mOmxu

DISTRICT/
SPECIALIZED
LABORATORY

DsCs
{TOTAL)
({DIET}

(1)

2
DOMESTIC
SAMPLE
TOBE
ANALYZED

(2)

7

TOTAL

DIET

SAMPLE
ANALYSIS
(RADIONUCLIDES)

3)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION

60

26.0

1136

20.4]

2800.0

1

TOTAL HOURS

1560

22834

2800

CONVERSION FACTOR

950

1180

1180

TOTAL OPERATIONAL FTEs

1.64

19.35'

2,37

7. REMARKS

(1) Each DSC represents a District's weekly collection of specified food items. Each market basket collection is spread over five week period
and involves 3 separate districts. Four market baskets are planned annually.

(2) Represents the total number of food items analyzed for various attributes.

(3) All TDS food items from one market basket analyzed by WEAC for selected radionuclides.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Field Assignments for Chemical Contaminants Pesticides and Chemical Contaminants - 04
3. PROGRAM TYPE: [ | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To collect and analyze selected food products of domestic and foreign origin for chemical contaminants as directed by CFSAN
field assignments. Assignments are anticipated for furan in foods, contaminants in honey, and general pesticides and toxic
elements in dietary supplements. Selected TD'S samples will be analyzed for perchlorate in foods.

15. PROGRAM JUSTIFICATION

Monitoring of foods for suspected chemical contaminants is necessary to ensure a safe food supply. Perchlorates and furan have
been identified as suspect contaminants and monitoring is required to provide the Agency with incidence and leve] data to
properly evaluate their presence in the food supply. Contaminants like fluoroquinilone and nitrofuran have been detected

in imported honey. Sample collection and analysis of imported honey will continue as directed by the "Import Bulletin." There are
concerns regarding pesticides and toxic elements in dietary supplements yet there are minimal monitoring data available to the
agency for these products.

|6. FIELD OBLIGATIONS
To collect samples and perform analyses as specified in the assignment(s) issued by CFSAN. Surveillance activities planned

under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be
reported under and credited to the Program PAC, unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

NIA [[] Y DISTRICT OFFICE [] eycenter [ svsotH
b. INSPECTIONTYPE: /A~ [ | COMPREHENSIVE [] ABBrEVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Selected human foods and dietary supplements As directed by CFSAN assignments
e. EXAM TYPE: CHEMICAL [ microsiotogical ~ [_] pHysicAL || ENGINEERING

[ ] micrROANALYTICAL [ OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

Chemical contaminants as directed by CFSAN field assignments.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
As directed by the assignments.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLAN October 1, 2007
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER
Field Assignments for Chemical Contaminants Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY ’ 5. OPERATIONAL FTE POSITIONS

04F800 (*) ORA CENTER 7.8

DISTRICT/
SPECIALIZED DSA psc DSA BsC ISA scmisc ISADISA
LABORATORY PERCHLORATE] FURAN FURAN CONTAMINANTS| CONTAMINANTS| PES&TE PES&TE
IN FOODS N N N N DIETARY DIETARY
TOS SAMPLES FOODS FOODS HONEY HONEY SUPPL. SUPPL.

Z O-amam

TOTAL FIELD 1140 100 100 100 100 150 150

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC :
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE | NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
SW | DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
PA | LOSANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY- SW
PACIFIC REGIONAL_LABORATORY- NW
HOURS PER OPERATION 3.0 3.0 3.0 3.0 8.5 3.0 24.0
TOTAL HOURS 3420 300 300, 300 650 450 3600
CONVERSION FACTOR 1180 950 1180 950, 1180 950 1180
TOTAL OPERATIONAL FTES 2,90 0.31 0.25 0,31 0.55 0.47 3.05)
7. REMARKS
~ Pac code is for planning purpose only. When reporting into FACTS, use the appropriate pac code that was given in the assignment.
~=All TDS foods and all baby food add-ons from all 4 TDS Market Baskets will be analyzed for perchlorate.
= The Analytical module includes resources for both Pesticides and Toxic Elements
Collections for Perchlorate and Dietary Supplements will be directed by CFSAN field assignments.
Contaminants in honey include chloroamphenicol (See Import Bulletin) and CFSAN assignment.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 04-17



T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Pesticides and Chemical Contaminants - 04
3 PROGRAMTYPE: | | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

Develop new and/or improved methodology in support of regulatory analysis.

I5. PROGRAM JUSTIFICATION

Validated analytical methods are essential to support enforcement activities.

I6. FIELD OBLIGATIONS

Conduct activities under this program as directed by the Division of Field Science.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

|:| BY DISTRICT OFFICE |:| BY CENTER ] evsomH
b. INSPECTION TYPE: [ ] coMPREHENSIVE [_] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
e. EXAM TYPE: [ ] cHEmicaL [ microBioLogicAL ~ [_] PHYSICAL || ENGINEERING

[] microanaLyTicAL  [_] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET pPrAceENO. 04-18



FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
D4R816

4. WORK ALLOCATION PLANNED BY

[x ] ora

[_]centEr

5. OPERATIONAL FTE POSITIONS
9.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gm3

APPLIED

METHODS | TECHNOLOGY

VALDEV CENTER
CHEM CHEM
(Hours) (Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGICNAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

5395 5900

TOTAL HOURS

5395 5900

CONVERSION FACTOR

1205 1180

TOTAL OPERATIONAL FTES

448 5.00

18. REMARKS

. |Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Forensic Evaluation and Sample Analysis Pesticides and Chemical Contaminants - 04
3 PROGRAMTYPE: [ | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

Forensic evaluation and forensic sample analysis activities are to provide sound scientific support for the investigations of the
Office of Criminal Investigations.

This includes ample analysis of physical samples related to incidents of tampering, counterfeiting, fraud, adulteration and other
violations of the FD&C and related acts so that the findings are suitable to be presented as technical evidence in a court of law.

It also includes forensic evaluation of methods and the generation of scientific data to identify, characterize and assess the
public health impact of possible adulterants, or intentional violation of the law regarding regulated products to assist FDA
in its public health mission.

IS. PROGRAM JUSTIFICATION

Incidents of tampering, fraud, and adulteration with known and potentially harmful substances make it clear that FDA needs to
hbe able to conduct sample analyses to reliably determine the chemical identity of suspected substances and support its findings

in the courts. FDA's unique public health mission makes it interested in fypes of forensic evaluation and method studies for which
there are few customers and few external funding sources. To protect the public health FDA needs to continue to develop an
arsenal of techniques which will permit it to determine the nature and source of risks through criminal investigations.

I6. FIELD OBLIGATIONS

| Appropriate scientific analysis of official physical samples in support of Investigations are to be performed so that the findings
lare suitable to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or
43, domestic or import sample analysis under the appropriate Forensic Activities PAC 04R838 or OCI PAC 04R831.

Conduct operation supporting methods refinement, development, or general forensic studies that may be applied to
laboratory evaluations to support the FDA mission. Report the time spent on these activities as PODS operation Code 03, PAC
04R838; Petition Validation, Methods Development or Forensic Evaluation.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFicE [ ] Brcenter [ svsotH
b. INSPECTION TYPE: [ ] comPrEHENSIVE [] aBBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Seafood Products
e. EXAM TYPE: [] cHeEmicaL ] MicROBIOLOGICAL [] prysicat  [__] ENGINEERING

[ ] microanALYTICAL [ __] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
[Unapproved drugs per the Compliance Program

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
04R838

4. WORK ALLOCATION PLANNED BY

[X] oma

] center

5. OPERATIONAL FTE POSITIONS
12.0

DISTRICT/
SPECIALIZED
LABORATORY

Z0-Gm3

9

FORENSIC
SAMPLE
ANALYSIS
{CHEM)

9

FORENSIC
EVALUATION

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT]

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

SW | DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA | LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

HOURS PER OPERATION

PAE?FIC REGIONAL LABORTORY - NW

1205

13255

TOTAL HOURS

1205

13255

CONVERSION FACTOR

1205

1205

TOTAL OPERATIONAL FTES

1.00]

11.00

7. REMARKS

The hours planned above are estimates. Report Forensic activities under the appropriate PAC 04R838; PODS operation
code 03, Petition Evaluation, Methods Development, or Forensic Evaluation (Forensic Evaluation added in FY 1999);

PODS operation code 41 or 43, domestic or import sample analysis, PAC 04R838 or OCI PAC 04R831.
Contact Division of Field Science (HFC-140), ORA, for additional reporting instructions.

FORM FDA 2621a (05/03)
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FY 2008 ORA WORKPLAN

October 1, 2007

PROJECT SUMMARY SHEET

.J 1. PROGRAM CATEGORY

Food and Cosmetics

2. PPS PROJECT NAME/NUMBER

Molecular Biology & Natural Toxins - 07

5. PROGRAM | 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 13.8 5.3 19.1 34.0

1 Mycotoxins in Domestic and Import Foods 07001 9.3 53 14.6 26.0 2/5

2 Methods Validation/Development Program 07R816 4.5 4.5 8.0 6/7
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

Brenda Aloi, 301-436-2065 Harriet R. Gerber, 301-827-1630

FORM FDA 2622 (5/00) PAGE NO. 07-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Mycotoxins in Domestic and Import Foods Molecular Biology and Natural Toxins - 07
PAC 07001
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ | ASSIGNMENT

4. OBJECTIVES
To collect and analyze domestic and import samples of food products to deterrnine the occurrence and levels of aflatoxins, fumenisins,
deoxynivalenol (DON), ochratoxin, and patulin. To remove from interstate commerce, or to detain upon entry, those foods that contain
aflatoxins and patulin at levels judged to be of regulatory significance. Regulatory action for furnonisin, DON, and ochratoxin will be
considered on a case by case basis until formal enforcement levels are established. Data from current monitoring will be used to
establish enforcement levels. = h ) .

5. PROGRAM JUSTIFICATION

Mycotoxins are metabolic products of specific molds commonly found on foods, some (the aflatoxins) are hepatocarcinogens in a number of
animal species, and until proven otherwise must be assumed to be carcinogenic to man. The FDA, in conjunction with other agencies and
the food industries, has devised and will continue to improve on practical programs for ensuring minimum exposure of the population to
mycotoxins without jeopardizing the food supply. Aflatoxins may occur in food as a result of mold growth in a number of susceptible
cornmodities, including peanuts and comn. The current action level for aflatoxins in human food is 20 ppb.

Fumonisins B; and B, are naturally occurring toxic metabolites produced mainly by the fungus, Fusarium verticilloides , which are found
ubiquitously on corn from around the world. Because of their potential carcinogenicity and frequent oceurrence in com-based feeds and
foods, their presence should be monitored, especially for incidence data.

Deoxynivalenol (DON) is a trichothecene mycotoxin produced by several strains of Fusarium , which under certain climate conditions,
invade certain grains in the field (particularly wheat). There have been reports of outbreaks of DON-associated gastrointestinal illnesses
in China and India. FDA has issued an advisory level of 1ppm for DON in finished wheat products. There is a need for continuous
monitoring of this toxin.

Ochratoxin A is a nephrotoxic metabolite produced by certain species of the genera Aspergillus and Penicillium . It is mainly a contaminant
in cereal grains and is carcinogenic in mice and rats. There is a need for current information on the incidence and levels of this toxin
in the U.S. food supply.

Patulin is a mold metabolite produced by several species of mold fungi including Penicillium expansum , the casual organism of apple rot.
Apple juice prepared from rotten apples is a possible source of patulin in the human diet. Patulin is regulated in at least 10 countries so far.
There is a need for more exposure data to further review the international standards for patulin. The current action level for patulin in apple
juice and apple juice components is 50 ppb.

FG. FIELD OBLIGATIONS

The Field will conduct follow-up investigations, that may be requested by CFSAN, and collect and analyze samples of domestic
products as directly by the Compliance Program.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited, to the Program PAC unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BYcentER [] sreomH
b. INSPECTION TYPE: [ ] compreHensvE ABBREVIATED ] oRecteD
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
See Attachment "A" C.P. 7307.001 for list of Products. See Attachment "A" C.P. 7307.001 for Product Codes.
e. EXAM TYPE: CHEMICAL [ microsioLoGICAL (] pHysicaAL  [__| ENGINEERING

[ ] mcroanALYTICAL [ OTHERS (Specity)

f CHECK THE FOLLOWING ATTRIBUTES
Aflatoxins, Fumonisins B, and B,, Deoxynivalenol (DON), Ochratoxin A, and Patulin.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program (C.P.) 7307.001

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 079 =
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FY 2008 ORA WORKPLAN

Qctober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Mycotoxin in Domestic and Import Foods

2. PPS PROJECT NAME/NUMBER
Molecular Biology & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S)
07001 (DOMESTIC)

4. WORK ALLOCATION PLANNED BY

ORA

5. OPERATIONAL FTE POSITIONS
Total (14.6)

9.3

DISTRICT/
SPECIALIZED
LABORATORY

DSCs
AFLA-
TOXIN

ZO-—Gm:m

3 3

DSCs
FUMON-
ISON

DSCs
DON

3 3 7 7

DSAs
AFLA-
TOXIN

DSCs
PATULIN

ALL
DOMESTIC
SAMPLE
ANALYSES

bscs
OCHRA
TOXIN

T

DSAs
FUMON-
ISON

DSAs
DON

TOTAL FIELD 465

HEADQUARTERS

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION

NE

CE

SE

SW

PA

4.0

130

60 140 1000

465

190

145

4.0 4.0

4.0 4.0 6.0

TOTAL HOURS) 1860

760 580

240 560 6000

CONVERSION FACTOR 950

950 950

950/ 950 1180

TOTAL OPERATION FTEs 1.96

0.80 0.61

0.25 0.59 5.08]

7. REMARKS

Report all Domestic and Import Operations under PAC 07001.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-3



FY 2008 ORA WORKPLAN i October 1, 2007
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

Mycotoxin in Domestic and Import Foods PAGE 2 ' Molecular Biology & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
07001 (DSA, ISCs) X Jora [ Jomwmer 14

6. 7 7 4 4 4 4 4 4 4

DISTRICT/
SPECIALIZED DSAs DSAs ISCs ISCs ISCs ISCs ISCs ISCs isCs

LABORATORY OCHRA PATULIN AFLA PEANUT FUMON- DON OCHRA PATUIN SPECIAL

© TOXHUN TOXIN BUTTER ‘ISON % TOXIiN H SURVEY

zo+Omn

TOTAL FIELD 60 140 284 (105)) 90, 90 40 140 20

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNAT]

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

| _PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER DPERAT[ON_I 2.0} 2.0 2.0 2.0 2.0 2.0
TOTAL HOURS 568] 180 180 80 280 40
CONVERSION FACTOR 950 950 950 950 950 950
TOTAL OPERATION FTEs 0.60) 0.19} 0.19] 0.08 0,29 0.04]

7. REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 07-4



FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Mycotoxin in Domestic and Import Foods PAGE 3

2. PPS PROJECT NAME/NUMBER
Molecular Biology & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S)

07001 (ISAs)

4, WORK

ALLOCATION PLANNED BY

——

I—

5. OPERATIONAL FTE POSITIONS

39

ZO—-Gmm

DISTRICT/
SPECIALIZED
LABORATORY

8

ALL
IMPORT
SAMPLE
ANALYSES

1SAs

TOXIN

ISAs
FUMON-
ISON

ISAs

I1SAs
OCHRA
TOXIN

I1SAs
PATULIN

ISAs
SPECIAL
SURVEY

IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERAT-
TIONS
{HOURS)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS
SAN JUAN
REGIONAL LAB

sw

REGIONAL STAFF

DALLAS
DENVER

SOUTHWEST IMPORT DISTRICT

KANSAS CITY

REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGICNAL LAB - NW

664/

284} 90}

0

140}

20

HOURS PER OPERATION

7.0]

TOTAL HOURS)

4648|

CONVERSION FACTOR

1180

TOTAL OPERATION FTEs

3.94

7. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-5



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Molecular Biology and Natural Toxins - 07
3. PROGRAMTYPE: | | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

Develop new and/or improved methodology in support of regulatory analysis.

5. PROGRAM JUSTIFICATION

Validated analytical methods are essential to support enforcement activities,

‘ 6. FIELD OBLIGATIONS

Conduct activities under this program as directed by the Division of Field Science.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE [] evcenter ] ByBomH
b. INSPECTION TYPE: [ ] comprerENsIVE [7] aseRreEVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
e. EXAM TYPE: [ ] cHemica [ ] microBioLoGICAL [ ] prysicat  [_] ENGINEERING

D MICROANALYTICAL || OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO

. 07-6




FY 2008 ORA WORKPLAN QOctober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Metheds Validation/Development Program Molecular Biology and Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY §. OPERATIONAL FTE POSITIONS

07R816 ORA ] center 45

DISTRICT/ APPLIED APPLIED
SPECIALIZED METHODS | TECHNOLOGY | TECHNOLOGY
LABORATORY VALDEV CENTER CENTER
CHEM CHEM MICRO
(Hours) (Hours) (Hours)

Z0—-—0OmaD

TOTAL FIELD : 600 4130 590

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION |

TOTAL HOURS 800 4130 550|

CONVERSION FACTOR 1205 1180 1180'

TOTAL OPERATIONAL FTEs 0.50] 3.50 D.SOI

9. REMARKS

Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  07-7




FY 2008 ORA WORKPLAN

October 1, 2007

PROJECT SUMMARY SHEET

, |1- PROGRAM CATEGORY

Food and Cosmetics

e
2. PPS PROJECT NAME/NUMBER

Food & Color Additive Petition Review & Policy Development - 09

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 13.6 13.6 24.2

1 Imported Foods - Food & Color Additives 090064, B 13.6 13.6 24.2 2/3

CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brenda Aloi 301-436-2065 Harriet R. Gerber, 301-827-1630

FORM FDA 2622 (5/00) PAGENO.  09-1




T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Foods - Food and Color Additives Food and Color Additives - 09
PAC 09006AB
3. PROGRAM TYPE: COMPLIANCE PROGRAM ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To direct coverage of imported food products to determine their compliance with the Federal Food, Drug, and Cosmetic Act (the Act)
and its regulations with respect to food and color additives, and to detain those entries found to be in violation of the Act.

I5. PROGRAM JUSTIFICATION

Imported products must comply with the provisions of the Act and implementing regulations for food and color additives. The
compliance program directs sample collections and label review of imported foods for unapproved and undeclared food and color
additives to ensure that these foods meet the requirements of the Act.

6. FIELD OBLIGATIONS

Districts should conduct label reviews, collect and analyze imported foods for potential food and color additive violations and
take appropriate regulatory actions when violations are found.

Import field exams are to routinely include: verification that the imported product is the same as that which was declared
(reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs

of intentional adulteration, etc.); and traditional safety concerns. These activities are to be reported as a single import field exam under
this compliance program and PAC. Only one exam should be reported per line entry. Only in the event of a pre-determined "for cause"
CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up, should an additional exam and time be
reported under the CT PAC (03R845, 04R845, etc.). See IOM Section 5.4.1.4.1 for additional information on Food and Cosmetic
Security Activities.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN,
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE D BY CENTER BY BOTH

b. INSPECTION TYPE: [ ] compreHensive [_] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All human foods All food codes
e. EXAM TYPE: CHEMICAL [ ] microsioLoGicAL [] pHysicaL [ _] ENGINEERING

[ ] MIcROANALYTICAL OTHERS (Specify)  Label Reviews

f. CHECK THE FOLLOWING ATTRIBUTES

Unapproved or undeclared food and color additives

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 098-2




FY 2008 ORA WORKPLANNING SHEET

Qctober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Imported Foods - Food and Color Additives

2. PPS PROJECT NAME/NUMBER
Food & Color Additive Petition Review & Policy Development - 09

3. PROGRAM/ASSIGNMENT CCDE(S)

09006A (Foods), 09006B (Colors)

4. WORK ALLOCATION PLANNED BY

T

—

5. OPERATIONAL FTE POSITIONS

13.6

ZO0—Omax

6.
DISTRICT/
SPECIALIZED
LABORATORY

4

ISCs
FOOD
ADDITIVES

ISAs
FOOD
ADDITIVES

4

ISCs
COLOR
ADDITIVES

8

ISAs
COLOR
ADDITIVES

IMPORT
INVESTI-
GATIONS
{HDEJRS)

E]

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

310

1.4

310|

13.0

865

14

865

10.0

1087

TOTAL HOURS

434

4030

1211

8650

1087

CONVERSION FACTOR

950

1180

950

1180

950

OPERATIONAL FTEs

0.46}

3.42

1.27

7.33

1.14)

7. REMARKS

Note: Resources for Entry Review and Filer Evaluation are planned under the Import Foods - General Program (PAC 03819).
Import Field Exams are to routinely include: verification that the imported products are the same as that which were declared
(Reconciliation Exams), an assessment of security concems related to labeling and source country (including container integrity,
signs of intentional adulteration, etc.), and traditional safety concemns. These activities are to be reported as a single Import Field
Exam under this compliance program and PAC. Only one exam should be reported per line entry.

Only in the event of a pre-determined "for cause" CT exam, or in the event CT suspicions are raised while conducting routine work,
requiring follow-up, should an additional exam and time be reported under a CT PAC (03R845, 04R845, etc.).
See IOM Section 5.4.1.4.1 for additional information on Food and Cosmetic Securities Activities.

* Import Investigation Hours are for import field exams and label reviews of Food and Color Additives as required by Districts
to cover program priorities, When repeat violations against manufacturers and importers occur, consider broad-based enforcement
in lieu of continued sampling.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 09-3




FY 2008 ORA WORKPLAN

Octgber 1, 2007

PROJECT SUMMARY SHEET

FY2008

1. PROGRAM CATEGORY

e
Jz. PPS PROJECT NAME/NUMBER

I} Food and Cosmetics Technical Assistance: Food and Cosmetics - 18
5. PROGRAM 6. OPERATIONAL FIE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FIEs FIEs PAGE
TOTAL 76.0 76.0 135.1
1 |Retail Food Protection - State Program 18002 23.0 23.0 40.9 2-5
2 | (NCIMS)Milk Safety Program 18003 20.3 20.3 36.1 6-9
3 |Molluscan Shellfish Evaluation 18004 12.0 12.0 213 10-13
4 |Interstate Travel Program - Convevyances 18029A-E 207 20.7 36.8 14-15
and Support Facilities
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
|Renald R. Roy (301)436-2061 |Lorraine B, Jefferson (301)827-1631
PAGE NO. 18-1

FORM FDA 2622 (9/98)




T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Retail Food Protection - State Program Technical Assistance: Food and Cosmetics - 18
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ] ASSIGNMENT

4, OBJECTIVES

To provide guidance, support, and assistance to the federal, state, tribal, and local agencies that have regulatory control over the
fretail segment of the food industry with the goal of reducing the occurrence of risk factors implicated in foodborne illnesses.
This program will address the promotion of the Voluntary National Retail Food Regulatory Program Standards, National Food
Safety needs at retail level, CFSAN directed National Food Security Projects and will continue to provide technical assistance
Jand the standardization of state and other federal officials. d

I5. PROGRAM JUSTIFICATION

There are more than 3,000 federal, tribal, state, and local regulatory food control agencies which together represent the regulatory
esource through which federal food policy is implemented at the retail level. This segment totals more than one million commercial
and institutional food establishments, locations, and operations.

Each year the Centers for Disease Control and Prevention's Annual Report shows that a major percentage of foodbomme outbreaks,
where mishandling of food is implicated, occur in retail food establishments. Therefore, an important part of FDA's mission is to
fprovide assistance to federal, tribal, state, and local regulatory agencies with control over this segment of the food industry.

6. FIELD OBLIGATIONS
Provide technical assistance to federal, tribal, state, and local regulatory food agencies. Provide technical assistance to CFSAN
and Headquarters in the preparation of position papers. Conduct periodic baseline and follow-up studies to measure trends

on the occurrence of foodbome illness risk factors nationwide in selected food service and retail food establishment. Promote
the adoption of retail program standards, Provide training on the provisions of FDA Food Code, HACCP, Facility Plan Review,

e Egg Rule, and other topics as may be needed by regulatory personnel. Provide support to state and local agencies during
emergency situations and special events impacting retail food safety. Participate in the FDA Retail Food Steering Committee,
e National Conference for Food Protection committees, and other conferences and industry events to share information and
sent FDA's position on issues concerning retail food protection. Specialists will participate in the National Team Workgroups.
These workgroups will address issues which include Voluntary National Retail Food Regulatory Program Standards,
standardization procedures, prestandardization workshops, HACCP, and Retail Specialist certification, etc. Maintain a cadre of

trained FDA Food Specialists.
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: -
[] BYDISTRICT OFFICE [] Brcenter [x] syBoTH
b. INSPECTION TYPE: N/A [ ] comprEHENSIVE [ ] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Human Foods Inspections: 51 NY
e. EXAM TYPE: [ ] cHEmicAL [ ] microBIOLOGICAL [ ] pHysicaL || ENGINEERING

[ ] MicroaNALYTICAL  [_] OTHERS (Specify) NI/A

f. CHECK THE FOLLOWING ATTRIBUTES
Reduction in the occurrence of CDC identified risk factors associated with foodbomne illness in retail establishments and national promotion
of Food Code Interventions.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
[Work assigned in this program is to be conducted by persons who are Center standardized in the application of the relevant retail Food Code
provisions and related program documents.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 18-2 -



FY 2008 ORA WORKPLAN

October 1, 2007

1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER
Retail Food Protection - State Program Technical Assistance: Food and Cosmetics - 18

18002 [ Jora CENTER

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATICN PLANNED BY 5. OPERATIONAL FTE POSITIONS

23.0 20.5)

6. NATIONAL FDA
DISTRICT/ RETAILFFOOD STANDARD- |RE-STANDARD- FOOD- TEAM LEADER NATL REGIONAL
SPECIALIZED PROGRAM LZATION LZATION BORNE SC/NATIONAL TEAM SEMINARS
LABORATCRY STANDARDS (ITP CDC (ITP, STATE ILLNESS WORK
BASELINE I1HS, STATE AND LOCAL) |RISK FACTOR GROUP
SUPPORT AND LOCAL) STUDY . ' L
) (2) (3) (4) (5) (6) 7

ZO0O~-@Qm=m

TRAINING
WORKSHOPS
PRE-STANDARD-
[ZATION
TRAINING

(8)

TECHNICAL
ASSISTANCE

— )
TOTAL FIELD 5700 T488] 3400 1200 2760 1150

i

1610

{8
34

HEADQUARTERS
REGIONAL STAFF
NE | _NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAG
REGIONAL STAFF
BALTIMORE
CHICAGO
CINGINNATI
CE |_DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. GTR
REGIONAL STAFF
ATLANTA
s£ [ FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
sw [ _DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT|
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA |_SAN FRANCISCO
SEATILE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LJ'R_B- NW

IReport Counter Terrorism work performed only under 18R845.

(1) Inchudes time for meetings, presentations, workshops, conference calls, and any other direct contact with jurisdictions to promote their enrollment in the
program standards. Contact with jurisdictions to assist themn with completing their self assessments, strategic plans, and verification audits

performed directly by the FDA Food Specialists,

(2) Standardization of regulatory retail food inspection/training officers in the interpretation and application of the FDA Food Code and methods of
conducting risk-based inspections. Continued support of the ITP Program. FDA Food Specialists will be standardizing a few ITP Associate Standards,
(3) Re-standardization every three years for regulatory retail food inspection/training officers in the application of the FDA Food Code and methods

in conducting risk-based inspections. Also included is the re-standardization of FDA Food Specialists by their respective Regional Associate Standard.
The joint inspections required in the re-standardization process may be completed in one fiscal year or spread out over a three year period.

(4) Allocation of time to work with the 2008 Risk Factor Study Design Work Group for the FDA Foodborne Illness Risk Factor Study and to collect data,
data entry, quality assurance, and data analysis.

(5) Time allocaled for team leaders of the National Retail Food Team Steering Committee for retail food program planning, development, coordination.
(6) Provides time for initiatives related to the Retail Food Program development of agency procedures, guidance documents, standards, and initiatives of
national importance. Includes attendance and active participation in team conference calls and face -lo-face meetings/planning sessions.

(7) Inchudes time for preparation work, coordination, and organization, as well as, the presentation delivered in conjunction with the annual Regional Retail
Food Seminars.

(8) Includes training workshops not limited to Food Code courses, pre-standardization workshops, HACCP workshops, and cther identified training topics.
Also includes time for the Specialists' to prepare candidates for standardization, as well as, the presentation and training sessions given to stakeholders
groups via conference calls, seminars, conferences, web meetings, or other means.

(9) Inchudes technical assistance and consultation to enrolled state and local jurisdictions performing self-assessments and developing strategic plans using
the Program Standards as the foundation for enhancing the effectiveness of their retail food programs. Also includes interpretations and consultations
on the Food Code and other food safety issues. Also inchides planning and field activities related to food safety and security events working in
conjunction with other federal agencies.

HOURS PER CPERATION 1
TOTAL HOURS 6700 1488 2848 3400 1200 2760 1150 1610 3454
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTES 558 124 2.37 2.83 1.00 230 0.55 1.34 2.88]
7. REMARKS:

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Retail Food Protection - State Program

2. PPS PROJECT NAMEMNUMBER
Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)

13002

4. WORK ALLOCATION PLANNED BY

o

[x Jommer

5. OPERATIONAL FTE POSITIONS

@5

Z0—-@m=

DISTRICT!
SPECIALIZED
LABORATORY

CONFERENCE
FOR FOOD
PRO-
TECTICN
ACTVITIES

(10)

FO00
DEFENSE
OTHER &
CFSAN
DIRECTED
PROJECTS
eI

TOTAL FIELD

HEADQUARTERS

NE

REGICNAL STAFF

NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETRCIT

MINNEAPOLIS

NEW JERSEY
PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCD

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

2070

520

TOTAL HOURS

2070

920

CONVERSION FACTOR

1200

1200

TOTAL OPERATIONAL FTES

1.73

0.77

7. REMARKS:

(10) Includes all committee work for the Conference for Feod Protection and preliminary work on issues/position paper development for 2008 CFP.
{11) Time allocated for the presentation and distribution of FDA materials related to food defense, such as guidance document, "Retail Foed Stores and Food

Service Establishments: Food Security Preventive Measures *, to state and local regulatory agencies and industry. Includes counter-terrorism
presentations at seminars, meetings, conferences, ete. Also includes Specialists’ activities related to CFSAN priority assignments in response

1o national food safety needs.

FORM FDA 26213 (05/03)
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T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
(NCIMS)Milk Safety Program Technical Assistance: Food and Cosmetics - 18
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

To implement FDA's responsibility under the Public Health Service Act, 42 USC 214; 42 USC 243; and 42 USC 246a and the
Memorandum of Understanding between FDA and the National Conference on Interstate Milk Shipments. This responsibility
includes all Grade "A" dairy products processing plants, and all dairy farms supplying raw milk to these plants.

5. PROGRAM JUSTIFICATION

This program will promote a uniform, safe, and wholesome supply of Grade "A" Milk and Milk products throughout the U.S.

This program enables FDA to exert influence on the application of Uniform Sanitary Standards for Grade "A" Milk produced

in the U.S. This program provides a mechanism for reciprocity between states, thereby eliminating the need for costly duplicative
inspection across jurisdictional lines. Without this program, FDA, would have direct responsibility for inspecting all Grade "A"
Milk products moving in Interstate commerce. This program also provides a mechanism for promoting greater sanitation
uniformity of all dairy products. Due to the increasing consumer interest in chemical contaminants in the food supply, the
perception and the potential for animal drug residues in milk and dairy products has become an important issue. This program will
place additional emphasis toward continuous vigilance in maintaining a safe wholesome milk supply that is free of illegal animal
drug residues.

6. FIELD OBLIGATIONS
To promote the adoption, implementation and enforcement of the uniform technical guidelines, administrative procedures and

regulatory standards provided in the Pasteurized Milk Ordinance (PMO) and related documents through provision of technical
assistance and consultation; conduct check ratings of IMS listed shippers and audits of listed single service facilities;
participation in regional seminars, state workshops and other training courses and evaluate state programs to measure
effectiveness in maintaining adequate level of conformity with the PMO and related documents.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE [ ] BYcENTER " [X] ByBOTH
b. INSPECTION TYPE: COMPREHENSIVE [] aeBRrEVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Grade "A" Milk and Milk Products, (Cheese, Butter, Dry 09,13, 14

Milk and Frozen Dessert - when produced in IMS Plants)

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL [ ] PHysicAL  [__] ENGINEERING

|:| MICROANALYTICAL | __] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

Listeria, Yersinia, Salmonella, Coliform and animal drug residues in milk and milk products.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING ) i
‘Work assigned in this program is to be conducted by persons who are standardized in the use of the Grade "A" Pasteurized Milk
Ordinance and related documents and in the case of non-IMS products, persons trained to conduct GMP inspections.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET pPAGENO. 18-6



October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

FY 2008 ORA WORKPLAN

2, PPS PROJECT NAME/NUMBER
Technical Assistance: Food and Cosmetics - 18

3. FROGRAM/ASSIGNMENT CODE(S)

18003

L1

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ora [ x]ecenmer 20.3 (18.3)

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-Gmaxn

CHECK

CHECK RATINGS
RATINGS TRANSFER

PLANT* AND

RECEIVING '

CHECK
RATING
Bru’

NATIONAL
STATE MILK STATE MILK STEERING
SANITATION TECHNICAL STATE SAMPLING TEAM
SINGLE RATING OFF. ASSISTANCE | PROGRAM SURVEILLANCE |  MEETING
SERVICE INTIAL/CONT HOURS EVALUATION * OFFICER CONFERENCE
AuvprTs ! CERTIFICA- INITIAL CALLS/TEAM
TION? CONT? LEADER !

TOTAL FIELD

154/

287

72 43 51 17 51 32

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGICNAL LAB - NW

HOURS PER OPERATION

24.0

120

20.0

8.0 40.0 100.0 120.0 240 40.0

TOTAL HCURS

3686

528

5740

57;6 1720 5100 2040 1224 128.0

CONVERSION FACTOR

1200

1200

1200

1200, 1200 1200, 1200 1200 1200

TOTAL OPERATIONAL FTES

3.08

0.44

4.78|

0.48} 1.43 4.25 1.70 1.02 1.07

7. REMARKS:

each identified).

1/ Check Ratings of Plants and RS/TS Every 3 Years, BTUs Every 4 Years and Audits Every 5 Years

v Activities Include the Initial (Including HACCP) and Continuous Certifications of State Rating Officers and Sampling Surveillance Officers.

|/ State Program Evaluations Conducted of 1/3 of the States (Including Puerto Rico) Every 3 Years.

4 Activities Include the National Steering Team Meetings and conference calls and time for tearn leader activities ( 2 RMSs with an additional 240 hours

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued) PAGE NO, 18-7
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October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

2, PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAWASSIGNMENT CODE(S)

18003

4, WORK ALLOCATION PLANNED BY

[ ora

e

(2.0)

OPERATIONAL FTE POSITIONS

Z0—-Oma

DISTRICT/
SPECIALIZED
LABORATORY

RMs *
STANDARDI-
ZATION

Food
Defense
COORDINATION

GIVEN "

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPCRT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATICN

$0.0

20

250

20

80.0

TOTAL HOURS

350

500

1600

CONVERSION FACTOR

1200

1200

1200

TOTAL OPERATIONAL FTEs

0.29

0.42

1.33

s/ Activities include the Re-standardization (Group Field Exercise) of the RMS
& Includes time for presentation and distribution of the food defense preventive measures guidance document for dairy products to the state
regulatory agencies during check ratings routine field work and state program assessments, Presentations may be made at regional seminars or
local meetings and included in training sessions for all segments of the regulatory and industry community. Coordination of food defense
activities and field activities related to food defense, Report time against PAC 18R845.

7 Activities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

Evaluate the shellfish sanitation program of 30 states and 5 nations for the sanitary control of shellfish intended for interstate
and overseas commerce under the cooperative arrangements for the federal-state National Shellfish Sanitation Program (NSSP).
Provide standardization, technical assistance, training, and evaluation of state and international shellfish control programs.

5. PROGRAM JUSTIFICATION

Shellfish, by virtue of their habitat; physiological characteristics, and the manner in which they are consumed, require specialized
comprehensive sanitary control measures to ensure the safety of human consumption. The management of the program requires

a cooperative federal-state effort as defined in the National Shellfish Sanitation Program (NSSP). Consumption of raw or partially
cooked shellfish presents a high risk factor to a portion of the population, and requires specialized health control measures to
oversee. The 1991 National Academy of Sciences report entitled "Seafood Safety” estimated that up to 85 percent of
seafood-related illnesses originate with the consumption of molluscan shellfish. FDA is committed to improving the safety of
molluscan shellfish through the NSSP, a program of newly developed safety controls. These initiatives are the direct result

of Congressional and public comments directed toward the establishment of a "level playing field" for both domestic

and international producers of molluscan shellfish. These program improvements are intended to provide improved

shellfish safety through improved program criteria, procedures, and technical support under the NSSP.

FDA is committed to improving the safety of shellfish through program enhancement activities. FDA has committed support to the
NSSP both administratively and technically through an MOU with ISSC.

6. FIELD OBLIGATIONS
Provide technical assistance and training to states and foreign programs m the prevention of shellfish-borne illness and

enforcement of appropriate public health controls. Oversee national standardization program for inspecting shellfish processing
plants and evaluation of state and foreign shellfish growing areas. Participate in the evaluation of national shellfish control
programs in countries applying to import molluscan shellfish into the U.S.

Program time has been allocated for each Regional Shellfish Specialist to hold one regional workshop. Regional workshops
provide the opportunity for the specialists to exchange information and provide technical assistance and guidance to their state
counterparts. Time has been allocated to educate and evaluate state Vibrio vulnificus and Vibrio parahaemolyticus management
programs and to assist in the EU audit of the NSSP.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE [] Bvcenter xX] sreotH
b. INSPECTION TYPE: N/A [ ] compreHENSIVE [_] asBREVIATED [] DRRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Fresh and fresh frozen molluscan shellfish 16,52B,Y
e EXAMTYPE:N/A [ ] CHEMICAL ] microBioLOGICAL [ ] puvsicaL [ ] ENGINEERING

[ ] microaNALYTIcAL  [_] OTHERS (Speciy)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET prAGE NO.
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FY 2008 ORA WORKPLAN October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5, OPERATIONAL FTE POSITIONS

18004 oRA [x ] eenter 12.0 (10.7)

6.

DISTRICT/
SPECIALIZED
LABORATORY GROWNG PATROL

EVALUATION

NATIONAL | TRAINING PLANT ZATION &
TEAM WORKSHOPS EVALUATION RESTAN-
ZATICN

MANAGE- TECHNICAL  |FOREIGN
ASSISTANCE  |EVALUATION

Zo-0Om2a

STANDARD-

JOTAL FIELD 195 13 244
HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROM
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. ETR

REGIONAL STAFF
ATLANTA

SE |_FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
‘SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO

SEATTLE |
PACIFIC REGIONAL LAB - SW |
FACIFIC REGIONAL LAB - NW

HOURS PER OPERATION yAIRY) BU.y 1 £Uu.U Suu.u 2u.U oy 40.0!
TOTAL HOURS 3900 1200 610 1908] 1200 800 650 1952 500

CONVERSICN FACTOR 1200 1200 1200 1200] 1200 1200 1200 1200 1200
TJOTAL OPERATIONAL FTEs 3.25 1.00 0.51 1.59] 1.00 0.67 0.54 1.63) 0.50/

7. REMARKS:
(1) Time is allccated for planning, field evaluations, file reviews (Comprehensive Growing Area Sanitary Surveys, Triennial Evaluations and Annual Updates),
growing area data reviews and report writing to determine state program conformity to the requirements.
of the National Shellfish Sanitation Program (NSSP) Model Ordinance (MO). The overwhelming majority of shellfish related illnesses have been attributed
to shellfish dontamination due to coniditions in the shelifish growing areas.
{2) Time is allocated for planning, field evaluations, file reviews, growing area data reviews and report writing to determine state program conformity to the requirements of the NSSP
MO. llinesses and outbreaks have been attributed to the illegal harvest of shellfish from closed waters,
(3) Activities include technical assistance, education, and evaluation of state shellfish programs Vibrio vulnificus and vibrio parahaemolylicus and management programs.
programs.
(4) Includes interpretations and consultation cn NSSP MO requirements related to program administration, risk management, laboratory, shellfish growing areas, shell stock relaying,
shellfish aquaculture, shellfish wet storage and depuration, patrol, shellfish harvest and transportation, HACCP, and general sanitation in processing plants.
(5) Activities include planning, field evaluations, file reviews, and report writing for countries with MOUs with the FDA. Current MOU countries include Canada, Chile, South Korea
Mexico, and New Zealand.
(6) Includes time for shellfish program planning, development and coordination responsibilities assigned to two specialists selected as team representatives of the
Regicnal Shellfish Specialists' team,
(7} Includes training werkshops coordinated and delivered by the specialists, including but not limited to basic shellfish plant and program courses applied concepts for shellfish
growing areas courses and HACCP workshops,
(8) Includes time for planning, field evaluations of processing plants, file reviews, and final report writing te determine state conformity with the NSSP MO, Plant evaluations include
a full evaluation of HACCP, including plan implementation and adherence to the sanitation requirements of the NSSP MO.
(9) Standardization conducted every 5 years for all FDA and state standardization officers. Re-standardization training will be provided during evaluation and technical assistance
work while working in shellfish processing plants with state and FDA SSOs.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO, 18-11
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FY 2008 ORA WORKPLAN Oclober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

18004 1.3)

6
DISTRICT/
SPECIALIZED
LABORATORY NATIONAL CENTER REGIONAL Fooo Issc
TEAM NITIA- SEMINARS DEFENSE COMMITTEE
WORKSHOP |  TIVESLAB COORDMATION
{19} (1L} [2) 04

Zo—-0ma

TOTAL FIELD 2] 4 1z 12 12

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS
NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAS

REGIONAL STAFF

DALLAS

sSW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT]

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 30.0 0.0 40,0 15.0 200

TOTAL HOURS 360 320 480 180 240

CONVERSION FACTOR 1200 1200 1200 1200 1200

TOTAL OPERATIONAL FTE 0.30 0.27] 0.40 0.15 0.20

(10) Includes specialist initiatives related to shellfish program development of agency procedures, guidance documents, standards, and initiatives of national importance.

Includes discussions of FDA issues for the ISSC agency program priorities, etc.
(11) Time allocated for CFSAN priority assignments in response to national shellfish safety. Time is aiso allocated for the specialists to assist the FDA Laboratory

Evaluation Officer (LEQ) in the planning and evaluation activities of state shellfish program labs.

(12) Includes time for the Regional Shellfish Specialists to attend regional shellfish Conferences, Pacific Rim Shellfish Conference, Gulf and South Atlantic States Shellfish
Conference, Interstate Seafood Seminar and the Northeast Shellfish Sanitation Conference).

(13) Time allocated for presentation and distribution of the Food Producers, Processors, and Transporter: Food Security Preventive Measures Guidance to the state
regulatory agencies and industries during field work and state program evaluations. Presentations may be made at regional seminars or local meetings and

presentations may also be included in training sessions for all segments of the regulatory and industry community.

(14) Time allocated for the specialists to attend the biennial Interstate Shellfish Sanitation Conference to address program related issues and new ISSC proposals. Represent

FDA on ISSC committees, task forces and work groups. Prior to the conference FDA receives the submitted issue that will be considered at the meeting. Thereisa

serious burden upon FDA to consider the issues as submitted and to formulate agency-approved scientific and policy positions that will be communicated at the meeting.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-13



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Interstate Travel Program - Conveyances and Support Technical Assistance: Food and Cosmetics - 18
Facilities

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

To inspect and investigate passenger conveyances and their support facilities based on the Public Health Service Act, the Food
Drug and Cosmetic Act (the Act), regulations, program guidance, Food Code, and in cooperation with the regulated industry

and cooperating third party organizations. Also to identify risk factors related to environmental conditions or management
practices that may lead to foodborne, waterborne illnesses, and the transmission of communicable diseases. The program includes
administrative compliance and regulatory actions as appropriate to ensure conformance with the public health principles embodied
in the Acts and their regulations. The goals of the program are to cooperate with the regulated industry, trade associations, and
others to promote voluntary compliance, coordinate activities with FAA, CDC, DOT, EPA, Department of Homeland Security
(USCG, TSA) and other domestic and foreign government health officials as much as possible to enhance the protection of the
traveling public and crew of conveyances under construction and in operation and at related watering points, caterers,
commissaries and servicing areas for conveyances.

5. PROGRAM JUSTIFICATION

This program directs Agency efforts in fulfilling Public Health Service Act responsibilities delegated to the Commissioner of Food
and Drugs [21 CFR 5.10(2)(2) and (4)]. Sections 311, 361, and 368 of the Act address federal-state cooperation, the controls of
communicable disease, and penalties of noncompliance. The Agency also bases the Interstate Travel Program, in part, on
provisions of the Federal Foed, Drug and Cosmetic Act and related regulations.

|6. FIELD OBLIGATIONS

The field is to perform the operations assigned in the Workplan, conduct comprehensive inspections of "high risk" food
operations, initiate administrative or regulatory actions as needed to ensure compliance, establish and maintain technical expertise
in support of the National Interstate Travel Program. Also, to cooperate with other agencies, organizations, and industry

toward achieving program objectives and to maintain effective communication between CFSAN and ORA Headquarters

regarding significant program issues and activities. Surveillance activities planned under this program may be pre-empted by
enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be reported under and credited to the Program
PAC, unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[ ] BYDISTRICT OFFICE [] BYcenTER [XI ByBotH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Human food, water, and waste, conveyance environmental Inspections/Investigations: Industry 51, All food codes
conditions including water 29W (Y30).
e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL [] pHysicAL ENGINEERING

MICROANALYTICAL [ | OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
¥Food and water surveillance and contamination, mostly microbiological.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Catering point inspections will be conducted by persons standardized in the use of FDA's Food Code and procedures

established for the Interstate Trave] Program.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 18-14



FY2008 ORA WORKPLAN October 1, 2007
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Interstate Travel Program - Conveyances and Support Facilities Technical Assistance: Food and Cosmetics - 18

3 PROGRAM/ASSIGNMENT CODE(S) 0]4. WORK ALLOCATION PLANNED BY 5 OPERATICNAL FTE POSITIONS

18029 A-F ORA CENTER 207

DISTRICT/
SPECIALIZED INSPEC- CONVEY WATERING CATERING VESSELS DSCs DSAs INV RE-
LABORATORY TIONS UNDER POINTS © POINTS INSP MICRO (HOURS) ENGINEERING
CONSTRUCTION msp INSP COMMITTEE

HOURS A ®) ©n (HOURS)
———— — v I I— L] =
TOTAL FIELD 1555 1360 (669) (494) (311) 100 100 500 400

ZO0~—~Gmm

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT.
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAS - SW
PACIFIC REGIONAL LAB - NW .
HOURS PER OPERATION 10.5 4.0 8.0
TOTAL HOURS 16328 1360 400 800 500 400
CONVERSION FACTOR 850 850 950 1180 950 950
TOTAL CPERATIONAL FTEs 17.19 1.43 0.42 0.68| 0.53| 0.42
7. REMARKS:

Tnspections in Columns A-C are included in Column 1. The additional inspections can be used on other establishments under the program.

Time is allocated for Food Code promotion, coverage of Food Security issues and completion of Application of Food Code, Attachment B.
(**)Catering Point Insp. (B) is High Risk Priority and some potenital Food Allergen firms identified by the District.

DSCs should be randomly collected from on-board conveyances water systems outlets ex. faucets, as close to the water holding tank as possible.
(®)Time for Conveyance under Construction- time to be used for plan review, meetings, and final inspections. It includes galleys in DAL, LOS
and Aircraft/Vessels in SAN & SEA.

(***) Vessels with food and water on board.

Districts should use INV hours to correct OEL coordinate with other federal agencies and other 3RD parties within the district.
(****) Re-engineering Committee hours are for NYK, CIN, FLA, DAL, LOS, SEA and DIB, SEA-DO will take the lead to increase the effectiveness of the

program.
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FY 2008 ORA WORKF‘I;AN

Ootaber 1, 2007

PROJECT SUMMARY SHEET

FY 2008
1. PROGRAM CATEGCORY 2, PPS PROJECT NAME-NUMBER
Food and Cosmetics Food Composition, Standards, Labeling and Economics - 21
5. PROGRAM | 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL{ PROGRAM |8.
No, AND ASSIGNMENTS CODE DOMESTIC] IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 30.3 10.0 40.3 71.5
1 [Medical Foods - Domestic and Import 21002 3.5 0.8 4.3 7.6 2-3
2 JDomestic and Import NLEA, Nutrient Sample Analysis
Jand General Food Labeling Program 21005* 4.7 4.6 9.3 16.5 4-5
3 }Infant Formula - Domestic and Import 21006 4.0 1.4 54 9.6 6-7
4  |Dietary Supplements 21008 13.7 3.2 16.9 30.0 8-11
5 |Selected Nutrients in Food Survey 21839 34 3.4 6.0 12-13
6 [Methods Validation/Development Program 21R816 1.0 1.0 1.8 14-15
*03R833,99R833, 21R824, 21R829(Health Fraud) and
FPLA
CENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE
Ronald R. Roy (301)436-2061 Lorraine B. Jefferson, 301-827-1631
PAGE NO. 21-1
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Medical Foods - Domestic and Import Food Composition Standard Labeling and Economics-21
3.PROGRAMTYPE: [ X | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

To obtain information regarding the manufacturing processes and quality assurance programs employed by domestic and
foreign manufacturers of medical foods.

5. PROGRAM JUSTIFICATION

Medical foods are formulated to be consumed or administered interally under the supervision of a physician and are intended
for specific dietary management of specific disease or condition for which distinctive nutritional requirements, based on
recognized scientific principles established by medical evaluation. The products are often used for life support and are subject to
compositional errors and microbiological errors. In addition to four infant deaths in 1986, there have been a number of

medical food recalls associated with compositional deviations and under processing.

Medical foods are identified as "high-risk" foods under the Center's Food Safety Initiatives. Firms producing Oral Rehydration
Solutions (ORS) will continue to be inspected annually. All other medical food firms will be inspected every two years unless

the last inspection was classified as VAI or OAI or unless other factors warrant annual inspection. Foreign inspections of
medical foods are planned under PAC 03R833. Investigational time to determine the admissibility of imported lots of medical
foods are planned under PAC 03819. Resources are planned in this program for collection and analyses of samples collected from
these imported lots.

|6- FIELD OBLIGATIONS

Districts will conduct inspections and collect samples at compliance program directed fimms. The Atlanta Center for Nutrient
Analysis (ACNA) will perform all nutrient analyses. Southeast Regional Laboratory (SRL), Microbiology Branch will perform
microbiological analyses. Food security issues are to be covered during all inspections.

JCFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the beginning of each fiscal
[year.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and
ICFSAN. Such initiatives will be reported under and credited to the program PAC, unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] eYDISTRICT OFFICE BY CENTER ] Bysot
b. INSPECTION TYPE: N/A COMPREHENSIVE ] ABBREVIATED [] biReCTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Medical Foods 41G[1[] Use appropriate product identification number
e. EXAM TYPE: [X] cremicAL MICROBIOLOGICAL [ ] pHysicaL  [_] ENGINEERING

[ ] micRoANALYTICAL OTHERS (Specify) Label Review

f. CHECK THE FOLLOWING ATTRIBUTES
[Nutrient declarations. Micro exam for Listeria monocytogenes, Salmonella, Szczphylococcus aureus, Bacillus cereus, Escherichia coli , and
Aerobic Plate Count (APC).

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See compliance program.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Medical Foods - Domestic and Import

2. PPS PROJECT NAME/NUMBER

Food Composition, Standérds, Labeling and Economics - 21

|3- PROGRAM/ASSIGNMENT CODE(S)

21002

4. WORK ALLOCATION PLANNED BY

ora

5. OPERATIONAL FTE POSITIONS
43

Z0-Gm=a

DISTRICT/
SPECIALIZED
LABORATORY

1 2 Foamamtmek oo 5

. DOMESTIC
. SAMPLE
COLL
CHEM

| IMPORT
4 SAMPLE
coLL

INSPEC-
TIONS

DOMESTIC
SAMPLE
coLL

DSAs
MICRO

7 8 [

ISAs
CHEM

TOTAL FIELD

22 4] 25

19

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT OPERATION

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABORTORY - NW

HOURS PER OPERATION

30.0 520 5.0

30.0

100.0 100.0

TOTAL HOURS

860 220N 40

570

2500 800

CONVERSION FACTOR

950 950} 950

1180,

1180 1180

[7. REMARKS

TOTAL OPERATIONAL FTEs

0.69 0.24 0.04

0.48

0.68

2.12]

CFSAN spreads inspections and DSCs. CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the
beginning of each fiscal year.
ORA spreads import operations.
Time to investigate import entries for admissibility is planned under the Imports Foods General Program (7303.819)
*Includes samples resulting from import entry review as well as samples collected during foreign inspections.
**May be used for microbiological analysis.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic and Import NLEA Nutrient Sample/Analysis and Food Composition Standard Labeling and Economics-21
General Food Labeling Program

3. PROGRAM TYPE: COMPLIANCE PROGRAM ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To determine the compliance of domestic and imported food product labels with regulations promulgated under the Federal Food,
[Drug and Cosmetic Act; including the Nutrition Labeling and Education Act (NLEA) and the Food Allergen Labeling and Conswmer
Protection Act (FALCPA). This objective is to be accomplished by reviewing labels of domestic and imported food products and by
collecting compliance and surveillance samples for label review and analyses to assure: (1) that the nutrition label is in compliance
with the regulations in Title 21 Code of Federal Regulations 101.9; (2) that labeled nutrient content and health claims are made in a
manner that complies with applicable regulations; (3) that the label complies with FAL.CPA; and (4) that all labels include all
required label elements.

5. PROGRAM JUSTIFICATION

Two new labeling requirements related to public health and safety went into effect on January 1, 2006. All domestic

and imported foods labeled on or after January 1, 2006 must disclose the presence of any ingredient that is or contains
rotein derived from one of the 8 major food allergens so that individuals with allergies will be able to easily identify

the presence of substances that they must avoid. In addition, most food products entering interstate commerce on or

after January 1, 2006 must list trans fat in the nutrition label. The FD&C Act also mandates other required label information

and valid nutrient content and health claims provide useful information that assists consumers in selecting foods that
romote good health and weight management. Continuous monitoring of food labels is necessary to ensure that consumers

are provided with truthful information that they need to select foods that are appropriate for their specific dietary needs and
ealth maintenance. =

6. FIELD OBLIGATIONS
Districts will review import and domestic product labels for compliance with FAL.CPA, NLEA, and other mandatory label

requirements by conducting field exams. Districts will collect labels that do not appear to comply with FDA's food labeling
laws and regulations for review by the district's compliance branch. Physical samples will be collected for lab analyses as follows:

(1) compliance samples that do not appear to qualify for labeled health or nutrient content claims (see C.P. Area of Emphasis #2),
and (2) surveillance samples collected for general nutrient analyses (see C.P. Area of Emphasis #6). Prior to collecting labels

for trans fat and allergens, contact CFSAN. Domestic Field Exams and sample collections to be conducted during inspections
under the following compliance programs: 7303.803, 7303.803A, 7303.037, 7303.842, and 7303.847. Surveillance activities
planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives
will be reported under, and credited to, the Program PAC unless otherwise directed. For all import field exams, see note under
"Remarks" section on the 2621a for this program.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] sycenter ] sysotH
b. INSPECTION TYPE:N/A [ | COMPREHENSIVE [ ] asBreEwATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All food products (except vitamins/minerals) 02-41
e. EXAM TYPE: CHEMICAL 1 microBioLoGICAL PHYSICAL || ENGINEERING

[ ] MICROANALYTICAL OTHERS (Specify) Label Reviews

f. CHECK THE FOLLOWING ATTRIBUTES
Label review and nutrient analyses as appropriate, focus should be given to allergen and trans fat labeling.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

Samples for nutrient analyses to be sent to SRL/ACNA. See compliance program for details.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 21-4



FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Domestic and Import NLEA, Nutrient Sample/Analysis and
General Food Labeling Program

2. PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

21005, 03R833, 99R833

21R824, 21R829(Health Fraud)

4. WORK ALLOCATION PLANNED BY

X Jora

[Jcent=r

5. OPERATIONAL FTE PCSITIONS

9.3

Z0—-GOmx

DISTRICT/
SPECIALIZED
LABORATORY

1

Dsc

2 3
DacCs
{PHYSICAL)

-

5
DOMESTIC
FIELD
EXAMS

(PHYSICAL)
OASIS 851
{SEE REMARKS)

7
IMPORT
INV
HOURS

(SEE REMARKS)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETRQIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT CPERATION

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABORTORY - NW

HOURS PER QPERATION

400 100

4.2}

18.0

4000

0.4

125

1.2

125]

10.0

2225

1.2

TOTAL HOURS

1428

1900

1600

150

2225

CONVERSION FACTOR

950,

1180

950

950

1180

850,

950

1.50["

1.61

1.68]

0.16]

1.06]

2.34

0.99

|__TOTAL OPERATIONAL FTES
7. REMARKS

*DSCs (Physical) includes both compliance (for cause) sampling and surveillance sampling. The field should
attempt to collect sufficient surveillance sample as well as needed compliance samples to meet their workplan obligations. See compliance program for details.
**Domestic operations to be conducted during inspections conducted under CP 7303.803,7303.803A,7303.037, 7303.842 and 7303.847. Districts
should report time spent reviewing labels that does not result in a collection.
***IMPORT INV Hours are for field exams and any other import operations as required by the district to cover import
priorities. Districts should report time under the appropriate operation and PAC for the activities performed. For Import Field Exams, report time
spent reviewing import labels that does not result in Import Sample Collection,
#***]SCs (Physical) includes to time collect and forward samples to the lab for analysis to support violations.
*****]SCs (Paper) includes time spent collecting labels, records or other documentation for submission to Compliance and does not include time spent

reviewing the import labels. Time spent reviewing the Jabel will be included as OASIS #27 and reported along with compliance review time as OASIS #43.
All import field exams are to routinely include: verification that the imported product is the same as that which was declared

(reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc);
and safety concerns. These activities are to be reported as a single import field exam under this compliance program and PAC. Only one exam should be reported
Jper line entry. Only in the event of pre-determined "for cause” CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up
should an additional exam and time be reported under CT PAC (03R845, 04R845, etc.) See IOM Section 5.4.1.4 for additional information on Food and Cosmetic
Security Activities.

Prior to collecting product labels for trans fat and/or allergen contact CFSAN.

ORA WORKPLANNING SHEET (Confinued) PAGE NO.

FORM FDA 2621a (05/03)




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Infant Formula - Domestic and Import Food Composition, Standards, Labeling and Economics - 21
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

To ensure compliance with the Infant Formula Act and regulations promulgated there under by inspection of domestic and foreign
|manufacturers of infant formula and collection and analysis of infant formula samples.

5. PROGRAM JUSTIFICATION

Serious infant health problems arnising from inadequate nutrient content of infant formula prompted Congress to pass the Infant
Formula Act of 1980. This inspection and analysis program assures adherence to the provisions of the Act. Violations and recalls
over the past several years (and the continuing keen interest by Congress, as evidenced in part by the 1986 amendments to the
Act) indicate the need for continued compliance monitoring. The large number of applications for approval of the formulas
lexempt from the Act requires expansion of oversight activities into this area.

[nfant formulas are identified as "high-risk" foods under the Center's Food Safety Imtiatives. Additional resources have been
|budgeted to allow annual inspections and sample collections from infant formula firms. Inspections of foreign infant forrula

firms are planned under PAC 03R233. Investigational time to determine admissibility of import lots of infant formula from
foreign manufacturers are planned under PAC 03819. Resources are planned in this program for collection and analyses
Jof samples collected from these imported lots.

6. FIELD OBLIGATIONS
[Districts will conduct inspections and collect samples. Atlanta Center for Nutrient Analysis (ACNA) will perform nutrient

analyses and label reviews. Southeast Regional Laboratory, Microbiology Branch will perform microbiological analyses. CFSAN/
OC/CPB will issue an inspection and sample collection schedule to participating districts at the beginning of each fiscal year.
Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and
FCFSAN . Such initiatives will be reported under and credited to the program PAC, unless otherwise directed.

Food security issues (see IOM) are to be covered during all inspections.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFicE BY CENTER [l sysom
b. INSPECTION TYPE: COMPREHENSIVE [] ABsBRrEvIATED [] DIRECTED
¢. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Infant Formula 40C
e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL [] pHysicaL || ENGINEERING

[ ] microaNALYTICAL OTHERS (Specify) Label Review

f. CHECK THE FOLLOWING ATTRIBUTES
utrients as required by the Act. Micro exam for Listeria monocytogenes, Salmonella, Srapigalocoecus aureus, Bacillus cereus, Escherichia coli,
| Aerobic Plate Count (APC).

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 21-6



FY 2008 ORA WORKPLAN October 1, 2007

1, PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Infant Formula -Domestic and Import Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5, OPERATIONAL FTE POSITIONS

21006 ORA CENTER 5.4

= - = - gty ey T - = - =
DISTRICT/ : . . I pomesTic| DOMESTIC IMPORT

SPECIALIZED INSPEC- INVESTI. | DOMESTIC | OOMESTIC § DOMESTIC | SAMPLES | SAMPLES IMPORT SAMPLES
LABORATORY . TIONS GATIONS SAMPLE . BAMPLE |l SAMPLE | TOBE TOBE SAMPLES TOBE

(Hours) coLL - colL COLL | ANALYZED | ANALYZED coLL ANALYZED
.+ CHEM MICRO | CHEM MICRO - CHEM

ZO0-Gm=a

TOTAL FIELD 22 200} . 3uf:‘ 2ol T 20 10l 15 15
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
) KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SANFRANCISCO
SEATTLE
PACIFIC REGIONAL LABORTORY-SW
PACIFIC REGIONAL LABORTORY-NW
HOURS PER OPERATION 42.0
TOTAL HOURS 924 200
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 0.97] 0.21
7. REMARKS

CFSAN spreads inspections and DSCs, CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the
{beginining of each fiscal year.

ORA spreads import operations

* Includes samples resulting from import entry review as well as samples collected during foreign inspections.

Time to investigate import entries for admissibility is planned under the Import Foods General Program (7303.819)

** May also be used for microbiological analysis.

e BT | 100.0 120.0] 5.0] 100.0
R [T 4 2000 1200] 75) 1500

1180 1180 950 1180
1.69 1.02 0.08 1.27

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO,  21-7



7. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 21
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To ensure compliance with the Dietary Supplement Health and Education Act and regulations promulgated there under by

Supplement Facts Labeling requirements of the Act. Compliance with these requirements will be determined by domestic and
import field exams and documentary sample collections.

inspections of dietary supplement manufacturers and import label exams. Dietary supplements of both domestic and import origin
will be collected and analyzed for nutrient content vs. label declarations. All non-exempt dietary supplements must comply with the

5. PROGRAM JUSTIFICATION

Dietary supplements are a special class of products consisting of such dietary ingredients as vitarmins, minerals, amino acids,
glandulars, herbs, and other botanicals. These products are subject to specific safety and labeling requirements. This program
provides instructions to FDA district offices regarding inspections, import investigations, sample collection and analyses,

and compliance objectives in accordance with the Dietary Supplement Health and Education Act of 1994

The Center has set aside resources for special headquarters initiated assignments to address emerging issues. Investigational
and sample collection time is set aside for continued focus on supplements bearing false or misleading claims on their labels

and supplements being marketed with claims to treat diseases.

Assignments will continue to issue to enforce the Agency's ban on ephedra containing dietary supplements.

|6. FIELD OBLIGATIONS
Field obligations include inspections, domestic and import investigations, sample collections and analyses of dietary ingredients

in dietary supplements.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and
CFSAN. Such initiatives will be reported under and credited to the program PAC, unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE [ ] BYCENTER [x] BvBotH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Dietary supplements 54
e. EXAM TYPE: CHEMICAL [ microsioLogicAL [ pHvsicAL || ENGINEERING

[ ] microanaLYTICAL OTHERS (Specify) Label Review

f CHECK THE FOLLOWING ATTRIBUTES

|Analyze selected nutrients and compare with levels declared on product label.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See compliance program.

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO.
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FY 2008 ORA WORKPLAN

OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Dietary Supplements - Domestic and Import

2. PPS PROJECT NAMENUMBER
Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

21008, 21R829 (Health Fraud)

4. WORK ALLOCATION PLANNED BY

[ oma

CENTER

5. OPERATIONAL FTE POSITIONS
16.9 (13.7)

ZO~@OmxD

6.

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

DOMESTIC

DOMESTIC

TOBE
& ANALYZED

HQINIT
DOMESTIC

coLL

HQINIT
DOMESTIC
SAMPLE

CHEM

INV
HOURS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE| NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE| DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW| DENVER

KANSAS CiTY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

250

900

100

50

3000

HOURS PER OPERATION

22.0

0.5

4.2

25.0

4.2

250

TOTAL HOURS

5500

450]

B840/

2500

210

1250

CONVERSION FACTOR

850

950

850

1180

950

1180

950

TOTAL OPERATIONAL FTEs
e

5.79]

047

0.88]

2.12]

0.22

1.08

3.16]

7. REMARKS

Field Exams and sample collections may be conducted at packers/repackers, distributors, or warehouses if the levels planned cannot be performed
during the inspections.
Investigational hours are planned primarily for CFSAN directed assignments.
Import resources planned in page 2.
*Half of the planned samples are physical and other half are documentary samples.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN OCTOBER 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMEER
Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITICNS

21008, 21R829 (Health Fraud) [ Jora CENTER (3.2)

ECIALIZED PAPER PHYSICAL NV PHYSICAL
BORATORY OASIS 141 HOURS CHEM

Fl'smcw 1sc Is¢ IMPORT 1sa

Z0—-0Omx

TOTAL FIELD 360 70 800 70

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [SAN FRANCISCO

[sEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION 1.6 1.6] 25.0

TOTAL HOURS 576 112 900 1750

CONVERSION FACTOR 950 950 950 1180

TOTAL OPERATIONAL FTEs 0.61 0.12 0.95] 1,48

] 7. REMARKS

* IMPORT INV Hours are for field exams and any other import operations as required by the District to cover import priorities.

Districts should report time under the appropriate operation and PAC for the activities performed. Field Exams are time spent reviewing import labels that does not
result in a sample collection.

**Time spent collecting labels, records, or other documentation for submission to Compliance. Does not include time spent reviewing the

import labels. Field Exams Time spent reviewing the label will be included as OASIS # 27 and reported along with compliance review time as OASIS #43.
***Physical samples collected and forwarded to the laboratory for analyses to support violations,

All import field exams are to routinely include verification that the imported product is the same as that which was declared (reconciliation exam); an assesment of
security concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc) and traditional safety concerns.

These activities are reported as a single import field exam under this compliance program and PAC. Only one exam should be reported

per line entry. Only in the event of a pre-determined "for cause" CT exam, or in the event suspicious are raised conducting routine work requiring follow-up, should
fan additional exam and time be reported under the CT PAC (03R845, 04R845, etc.) See IOM for additional information on Food and Cosmetic Defense

activities.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 21-11



[i- PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Selected Nutrients in Food Survey -Total Diet Food Composition Standard Labeling and Economics-21
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

To monitor the mineral nutrients in foods from typical American diets. To identify mineral and vitamin nutrient intake trends.
To provide baseline data on mineral nutrient and vitamin intake for intervention studies and other nutrition studies. To function
as an important component in the National Nutrition Monitoring System.

5. PROGRAM JUSTIFICATION

ﬂCongress has given the Secretaries of DHHS and USDA a mandate to set up a National Nutrition Monttoring System (NNMS).
The current Selected Nutrients in Food Survey is an important segment of the NNMS that provides the only continuous

analysis of nutrient minerals in the American food supply. This permits identification of trends in nutrient intake over time as well
ﬂas information on the general nutritional status of the population at any point in time.

I6. FIELD OBLIGATIONS
KAN-DO will analyze Total Diet Study foods from all market baskets for 12 nutrients identified below in 7F , and all TDS foods

from one market basket annually for moisture.

Note: In FY 07 folic acid analysis by the Atlanta Center for Nutrient Analysis (ACNA) was cancelled.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [] BrcenTer ] syBoTH
b. INSPECTION TYPE: N/A [ ] compREHENSIVE [] AseReviATED [ ] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Various foods as required by the Total Diet Studies 37,40
Program
e. EXAM TYPE; CHEMICAL [ ] microsioLoGICAL [ ] PHYsicAL [ ENGINEERING

[ ] micROANALYTICAL OTHERS (Specify) Label Review

f. CHECK THE FOLLOWING ATTRIBUTES

[Calcium, phosphorus, iron, selenium, zinc, copper, magnesium, manganese, nickel, potassium, sodium, iodine and water.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Selected Nutrient in Foods Survey - Total Diet

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)
21839

4. WORK ALLOCATION

[ oms

PLANNED BY

[ X_] cenTerR

5. OPERATIONAL FTE POSITIONS

34

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gma

1

INSPEC-
TIONS

INVESTI-
GATIONS
(Hours)

3

DOMESTIC
SAMPLE
coLL

IMPORT
SAMPLE

5

FIELD
EXAMS!
TESTS

EXAMS

ANALYZED

7
DOMESTIC
SAMPLES
TOBE

CHEM "

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO™

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NwW

1040

HOURS PER OPERATION

3.8

TOTAL HOURS

3952

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTEs
T ot

3.35

7. REMARKS

* Represents total number of TDS foods for all four market baskets to be analyzed for selected nutrients by KAN-DO labs.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Food Composition, Standards, Labeling and Economics - 21
3. PROGRAM TYPE: [ | COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

Develop new and/or improved methodology in support of regulatory analysis.

5. PROGRAM JUSTIFICATION

Validated analytical methods are essential to support enforcement activities.

I6. FIELD OBLIGATIONS
Conduct activities under this program as directed by the Division of Field Science.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] Y DISTRICT OFFICE [ ] BYcENTER ] sysotH
b. INSPECTION TYPE: [ ] comPREHENSIVE [_] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
e. EXAM TYPE: [ ] cHemicaL [} MICROBIOLOGICAL [ ] pHysicaL [ | ENGINEERING

|___| MICROANALYTICAL  [__| OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

21-14




FY 2008 ORA WORKPLAN October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Food Composition, Standards, Labeling and Economics - 21

3, PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

21R816 : ORA ] center 1.0

DISTRICT/ APPLIED
SPECIALIZED TECHNOLOGY
LABORATORY CENTER
CHEM
(Hours)

ZO0O—-—oGm>xO

TOTAL FIELD 1180,

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE |DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN i

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS 1180

CONVERSION FAGTOR 1180]

TOTAL OPERATIONAL FTEs 1.00]

9. REMARKS

Norkload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 21-15



FY 2008 ORA WORKPLAN

Qctober 1, 2007

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2, PPS PROJECT NAME/NUMBER
Food and Cosmetics Colors and Cosmetics Technology - 29
5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |[8.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 3.2 5.2 8.4 14.9
1 Cosmetics: Domestic and Imports 25001; 29F099; 3.2 5.2 8.4 14.9 2/3

29R833; 29R824
99R833

CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

Brenda Aloi, 301-436-2065 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 29-1
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Cosmetics: Domestic and Import Colors and Cosmetics Technology - 29
PACs 29001, 29R833, 29R824, 99R 833

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssIGNMENT

4. OBJECTIVES

To determine by inspect[oﬁ, sample collection, and label exam if domestic cosmetic manufacturing or repacking establishments, and
cosmetics offered for importation, comply with regulations enforced by the Food and Drug Administration.

To initiate corrective action when violations of the FD & C Act are identified.

I5. PROGRAM JUSTIFICATION

Both domestically manufactured and imported cosmetic products must be: 1) safe under intended conditions of use, 2) properly labeled,
and 3) not otherwise adulterated or misbranded under the provisions of the Act. Major safety concerns associated with cosmetics
- involve microbial contamination of eye-area products and the use of non-approved color additives. Many cosmetic violations also

involve products which fail to comply with the labeling regulations of 21 CFR 701.

6. FIELD OBLIGATIONS

Districts will conduct inspections, perform import field exams, collect and analyze samples for non-permitted ingredients,
conduct microbiological analyses and perform evaluations for labeling compliance. Cosmetic security issues (see IOM 5.4.1.4.1)

are to be covered during all inspections.

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
Such initiatives will be reported under, and credited to, the Program PAC unless otherwise directed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:
BY DISTRICT OFFICE [ ] Bvcenter BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE [ ] aeBReviATED [ ] orectep
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All Cosmetic Products 53
e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL [] pHysicaL  [_] ENGINEERING

[ ] micrRoANALYTICAL OTHERS (Specify)  Label Reviews

f. CHECK THE FOLLOWING ATTRIBUTES
Non-permitted ingredients (including color additives), microbiological/contaminants, labeling statements.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See compliance program

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 286-2 v



FY 2008 ORA WORKPLANNING SHEET

Cctober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Cosmetics: Domestic and Imports

2. PPS PROJECT NAME/NUMBER

Colors and Cosmetics Technology - 29

3. PROGRAM/ASSIGNMENT CODE(S)
29001, 29R833, 29R824, 99R833

4, WORK ALLOCATION PLANNED BY

X Jom

5. OPERATIONAL FTE POSITIONS

8.4

ZO—-Gma

6.
DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC
INSPECT-
IONS

2

DOMESTIC
INVESTI-
GATIONS
(HOURS)

3

DOMESTIC
SAMPLE
CoLL

7

IMPORT
INVESTI-
GATIONS
(HOURS)

DOMESTIC
SAMPLE
ANALYSIS
(MICRO)

4
IMPORT
SAMPLE

coLL
50% CHEM,
50% MICRO

8

IMPORT
SAMPLE

ANALYSIS
(CHEM)

3

IMPORT
SAMPLE
ANALYSIS
(MICRO)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES
SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - W

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

100

17.0

60

44

60 1121

21.5

230

1.5

115

16.0

115)

21.5

TOTAL HOURS

1700

264

1290 1121

345

1840

2473

CONVERSION FACTOR

850

950

1180 950

950

1180

1180|

OPERATIONAL FTEs

1.79]

0.28

1.09] 1.18

0.36

1.56

2.10

7. REMARKS

* Import Investigation Hour Resources cover: Entry Review Hours, Import Investigation, and time for 700 Import Label Reviews.

All Import Field Exams are to routinely include: verification that the imported product is the same as that which was declared (Reconcil-
iation Exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of intentional
adulteration, etc.); and traditional safety or label concerns. These activities are to be reported as single import field exam or label review
under this compliance program and PAC. ONLY one exam should be reported per line entry.

ONLY in the event of a Pre-Determined "for cause” CT exam, or in the event that CT suspicions are raised while conducting routine
work requiring follow-up should an additional exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1 for additional information on Food and Cosmetic Security Activities.

Note: Ifthe Center initiates any assignments to follow up on drug claims on cosmetics, the field resources will be taken from this program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

29-3



CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

8.8|

RESOURCE SUMMARY
FY 2008
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
PPS DOMESTICY IMPCRT || FOREIGN FTEs DOMESTIC | IMPORT | FOREIGN FTEs
NO. PROJECT TITLE
TOTAL 103.0 2.5 4.5] 110.0 182.7 2.4 7.9] 195.0
41 HUMAN CELLULAR, TISSUE AND 24.9] 24.9 44 1 441
GENE THERAPIES
42 | BLOOD AND BLOOD PRODUCTS 69.3 2.5 2.6] 74.4L 122.91 4.4 4.6 131.9
45 | VACCINES AND ALLERGENIC PRODUCTS 1.9 10.7] 15.7] 3.3 19.0




FY 2008 ORA WORKPLAN

October 1, 2007

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

2. PPS PROJECT NAMENUMBER

FORM FDA 2622 (5/00)

Biologics Human Cellular, Tissue and Gene Therapeutics - 41
s. PROGRAM [ s. OPERATIONAL FTE TOTAL TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 24.9 24.9 44.1
1 Tissue Establishments 41002B.C,D 19.5 19.5 34.5 23
2 Bioresearch Monitoring Programs * 54 5.4 9.6 45
Good Laboratory Practices 41808 " *
(Nonclinical Labs)
Institutional Review Board 41809 i *
Sponsors, Contract Research Organizations, 41810 * *
and Monitors
Clinical Investigators * 41811 (5.4) (5.4) (9.6)
* All resources planned under PAC 41811.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Anita Richardson, 301 827-6220 Harriet R, Gerber, 301-827-1630
PAGE NO. 41-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Human Cells, Tissues, and Cellular and Human Cellular, Tissue and Gene Therapies - 41
Tissue-Based Products (HCT/Ps) // Tissue Establishments
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

To determine if human cells, tissue, and cellular & tissue-based product (HHCT/P) establishments are in compliance with the regulations
(21 CFR, Parts 1270 and 1271), promulgated under the Public Health Service Act, Section 361, to assure that HCT/Ps do not contain
communicable disease agents, that they are not contaminated, and that they do not become contaminated during manufacturing.

C.P. 7341.002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)
(covers HCT/Ps recovered on or after 5/25/2005)
C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)

}5. PROGRAM JUSTIFICATION

Human cells, tissues, and cellular & tissue-based products (HCT/Ps) are important products for medical treatment. Monitoring
the recovery and processing of HCT/Ps and the testing and screening of the donoss is critical to assure consumer protection
from unsuitable products which may endanger public health.

f6. FIELD OBLIGATIONS

ORA will perform the inspections, prepare and submit EIRs to the Center for Biologics Evaluation and Research (CBER), and
recommend administrative/regulatory actions when appropriate.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [] svcenter ] sveom
b. INSPECTION TYPE: COMPREHENSIVE [ ] ABBREVIATED [] OIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics for PAC41002B 57K  Reproductive Tissue

for PAC 41002C 57M  Hematopoietic Stem Cells
for PAC 41002D 57J,57L,57 0 All other HCT/Ps
57 P 99 isused for all Human Tissues, n.e.c.

e. EXAM TYPE: [ ] cHemicaL [ 1 microsioLoGICAL [] pHysicaL  [__| ENGINEERING

D MICROANALYTICAL [ ] oTHERS (specity)

f. CHECK THE FOLLOWING ATTRIBUTES

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 41-2



FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

Products (HCT/Ps)

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Human Cells, Tissues, & Cellular & Tissue-Based
Inspection of Tissue Establishments

2. PPS PROJECT NAME/NUMBER
Human Cellular, Tissue and Gene Therapies - 41

~ PROGRAM/ASSIGNMENT CODE(S)
1

410028, C,D

4. WORK ALLOCATION PLANNED BY

[ om

[ ]center

5. OPERATIONAL FTE POSITIONS

19.5

ZO0—-@maA

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

CBER
PRIORITY
ESTAB

3 4

DOMESTIC
SAMPLE
COLL

IMPORT
SAMPLE
coLL

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

DOMESTIC

SAMPLES
TOBE

ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

472

(113)

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISGO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

39.3]

TOTAL HOURS

18550]

CONVERSION FACTOR

os50]

TOTAL OPERATIONAL FTES

19.53]

9. REMARKS

* Refer to CBER's 7-17-07 Memo for inspectional priorities.

(covers HCT/Ps recovered on or after 5/25/2005)

PAC 41002B for Product Codes: 57K Reproductive Tissue
PAC 41002C for Product Codes: 57M Hematopoietic Stem Cells
PAC 41002D for Product Codes: 571 Musculoskeletal Tissue; 57 L Ocular Tissue;

57 O Other Tissue (human skin, pericardium, dura mater, heart valves)

Personnel Types Required: Investigator

C.P. 7341.002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)

C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

41-3



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

GLPs (Nonclin. Lab), IRBs, Spon/Mon/CRQOs, Clinical Human Cellular, Tissue and Gene Therapies - 41
(PDUFA) Investigators
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES
GLP: To assure compliance with GLP regulations (21 CFR 58) and the validity, reliability of the data submitted to FDA used to
justify the use of an investigational product in humans,

IRB: To ensure that the rights of human subjects participating in clinical trials are protected through proper over51ght by
institutjonal review boards (21 CFR 56, 21 CFR 50).

Spon/Mon/CROs: To assess the adherence of sponsors, contract research organizations, and monitors to the current regulations
(21 CFR 312) and their oversight of clinical studies.

Clin, Investigators: To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or research permit
and to determine the compliance of clinical investigators with the relevant regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION
GLP: Nonclinical studies of investigation products are the basis for their use in humans. The reliability of the nonclinical data must
be established prior to the product's use in humans.

IRB: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
subjects in the clinical trials of investigational drugs are protected.

Spon/Mon/CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, accurate clinical
data. The inspectional program assures that proper oversight is maintained over the clinical studies.

Clin. Investigators: The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the
responsibility and authority to review all clinical research involving FDA regulated products.

6. FIELD OBLIGATIONS
GLP: Conduct inspections and forward report(s) to the assigning office in CBER.

IRB: Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products and
forward reports to the assigning CBER office.

Spon/Mon/CROs: Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.

Clin. Investigators: Conduct inspections as assigned by CBER and forward reports including recommendations for compliance
follow-up as needed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE BY CENTER [1 syeorH
b. INSPECTION TYPE: COMPREHENSIVE [] AsBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57/99

99 is used for products n.e.c.

e. EXAM TYPE: [ ] cHemicaL [ microsioLogicAL ~ [_] pHYsICAL [ ] ENGINEERING

[ ] microanaLyTicat  [_] OTHERS (specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 41-4



FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators
(PDUFA Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER
Human Cellular, Tissue & Gene Therapies - 41

3. PROGRAM/ASSIGNMENT CODE(S)

41808-GLP, 41809-IRB, 41810-Spon/
Mon/CROs, 41811 Clinical Investigator*

4. WORK ALLOCATION PLANNED BY

[X] ora

[ Jcenter

54

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS
+

2

DOMESTIC
INVESTI-
GATIONS
(Hours)

Z0-Gm3

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
coLL

FIELD

TESTS

6

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

9

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

75

HEADQUARTERS

REGIONAL STAFF

NE [ NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE [ DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

68.5

TOTAL HOURS

5138

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

5.41

8. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 41808, 41809, 41810, and 41811 are planned under PAC 41811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.

Report Foreign Inspections under Operation Code 11,

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

41-5




FORM FDA 2622 (5/00)

FY 2008 ORA WORKPLAN October 1, 2007
PROJECT SUMMARY SHEET
1. PROGRAM GATEGORY 2. PPS PROJECT NAME/NUMBER
Biologics Blood and Blood Products - 42
5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |5
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 69.3 2.5 2.6 74.4 131.9
1 Inspection of Licensed & Unlicensed Blood Banks | 42001F, G; 474 0.4 47.8 84.7 23
(National Experts) 42R825 2.6 0.1 2.7 4.7
Inspection of Donor Centers
Inspection of Reference Laboratories
Inspection of Blood/Plasma Brokers
Inspection of Blood Produt
Technical Assistance and Coordination * 25 2:5 4.4
2 Inspection of Source Plasma Establishments 42002,A 9.4 9.4 16.7 4/5
3 Examination of Blood & Blood Components 42007, 42R833, 2.5 2.5 4.4 6/7
Offered for Import 42R824,99R833
4 Inspection of Licensed Viral Marker Test Kits 42008,A 1.3 0.6 1.9 34 8/9
(Core Team Biologics)
Field Investigations 0.6 0.6 L1
5 Bioresearch Monitoring Programs ** 3.5 3.5 6.2 10/11
Institutional Review Board 42809 &
Sponsors, Contract Research Organizations, 42810 *
and Monitors
Clinical Investigators ** 42811 (3.2) (5.7)
(National Experts) 42808, 42811 (0.3) (0.5)
] 45808, 45811
6 | Inspection of Medical Device Mapufacturers 42845A,B,C 0.5 0.5 0.9 12/13
7 Inspection of Plasma Derivatives of
Human Origin (Core Team Biologics) 42848A,F,G 1.5 1.5 3.0 5.4 14/15
* For BLT-DO to Assist & Coordinate ARC Information
**+ All Domestic & Foreign Resources Planned Under Domestic PAC 42811
Foreign Resources to cover PPS 41, 42, 45
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNERTELEPHONE
Anita Richardson, 301 827-6220 Harriet R. Gerber, 301-827-1630
PAGE NO. 42-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES h

To assure blood and blood products are safe, effective, and adequately labeled by conducting inspections of the following establishments
as required by law, to determine the level of compliance and adherence with applicable Federal regulations: (a) Licensed and Unlicensed
(Registered) Blood Establishments engaged in the collection, manufacturing, preparation or processing of human blood or blood
products: (Registered) Blood Establishments engaged in the collection, manufacturing, preparation or processing of human blood

or blood products: (b) Licensed Blood Donor Centers which collect blood and ship to the Licensed Blood Banks of which they are a
part; (c) Laboratories that perform testing on blood products and donors, €.g. donor screening for communicable disease agents

(HIV 1 and 2, Hepatitis B and C, HTLV I and II, syphilis) and supplemental testing on reactive tests (HIV Western Blot, HCV RIBA).
(d) Laboratories that perform quality control testing for licensed blood establishments, e.g., platelet g.c. GMP evaluation to

determine the level of competency and adherence to contractal agreements with the licensed establishments.

5. PROGRAM JUSTIFICATION

Blood and Blood Products are vitally important products in medical treatment. Monitoring the collection of whole blood
and the processing, manufacturing, and preparation of products derived from human blood assures consumer protection -
from defective products which may endanger public health.

6. FIELD OBLIGATIONS

ORA will perform the inspections, prepare and submit the certain specified EIRs to the Center for Biologics Evaluation
and Research (CBER), issue Warning Letters, and recommend administrative/regulatory actions when appropriate.
Joint inspections with CBER personnel may be performed. Training of field personnel will be coordinated with CBER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BycenTER [l BysotH
b. INSPECTION TYPE: COMPREHENSIVE [ ] aBBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Blood and Blood Products 55,57
e. EXAM TYPE: [ ] cHEmicAL [ microsioLOGICAL [] pHvsicaL [ ENGINEERING

[ ] microanauymicaL [ oTHERs (speciny

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 42-2



FY 2008 ORA WORKPLAN October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42

(Domestic & Foreign) *

4. WORK ALLOCATION PLANNED BY

ora [ cenrer

|3- PROGRAM/ASSIGNMENT CODE(S)

42001F,G 42R825 53.0

5. OPERATIONAL FTE POSITIONS

6. 1 1 2 1 1 1 4 9 8

DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
BLOOD BANK
INSPEC-
TIONS

DOMESTIC
INVESTI-
GATIONS
(Hours)
-

FOREIGN
BLOOD BANK
INSPEC-
TIONS

PRE-LICENSE
INSPECTIONS
DOMESTIC

PRE-LICENSE
INSPECTIONS
FOREIGN

TECHASST &
COORDIN-
ATION

IMPORT
SAMPLES
TO BE
ANALYZED

ZO0—-oma

{Hours)

9

OTHER
OPERATIONS
(Hours)

TOTAL FIELD 1060 2469§ 12 2375

HEADQUARTERS

REGIONAL STAFF

NE [ NEW ENGLAND

NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS _

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

' 8W | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 42,5 40.0] |

TOTAL HOURS 45050 2469 480] 2375|

CONVERSION FACTOR 950 950 950l 950'

TOTAL OPERATIONAL FTEs 47.42) 2.60 0.51) &50'

7. REMARKS

*  All listed resources are planned under PAC 42001F. Resources cover all facilities listed in current compliance program.
Pre-License Inspections for PPS 41, 42, 45 and Field Investigation Hours are not planned separately.
Use above resources for these as needed, at district discretion.
For Inspection Risk Based Approach, Refer to CBER's July 17, 2007 Memao,
Subject: HCT/P, Blood Bank, and Source Plasma Inspection Priorities for FY08.

Domestic Inspectional Module Includes Time for AIDS.
Blood Bank PAC's: 42001F, Level 1 Inspection and 42001G, Level 2 Inspection.
BLT-DO, Report Technical Assistance Time under Operation Code 92.

** Domestic Investigative Time is for National Expert Domestic Investigations and Follow-Up Inspections.

*** Foreign Blood Bank Inspections spread by DFL

Personnel Types Required: Investigator, National Experts

ORA WORKPLANNING SHEET (Continued) PAGE NO.

FORM FDA 2621a (05/00)

42-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Source Plasma Establishments Blood and Blood Products - 42

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssIGNMENT

4. OBJECTIVES

To determine through inspections if Source Plasma establishments are operating in compliance with applicable
regulations to assure donor protection and to assure that Source Plasma is safe, effective, and adequately labeled.

5. PROGRAM JUSTIFICATION

The collection of Source Plasma as source material for further manufacturing into products used in the prevention and
treatment of disease is of immeasurable value to the consumer.

Through this program the Agency can accomplish its objectives of donor protection and preduct safety, purity, and potency.

I6. FIELD OBLIGATIONS

ORA will perform inspections, prepare and submit certain specified EIRs to the Center for Biologics Evaluation and Research
(CBER), issue Warning Letters, and recommend administrative/regulatory actions when appropriate. Joint inspections with
CBER personnel may be performed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BYcEnTER [ sveotH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Source Plasma 55,57
e. EXAM TYPE: [ ] cHemicaL [ microBioLosicAL  [__] pHYsicAL ] ENGINEERING

[ ] mcroanawymicat  [_] oTHERS (specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Source Plasma Establishments

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

. PROGRAM/ASSIGNMENT CODE(S)

42002F,G

4. WORK ALLOCATION PLANNED BY

[X] oma

[]center

5. OPERATIONAL FTE POSITIONS

9.4

Z0-G@maD

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

INVESTI-
GATIONS
(Hours)

3 4

 DOMESTIC IMPORT
SAMPLE SAMPLE
COoLL CoLL

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

9

OTHER

OPERATIONS

(Hours)

TOTAL FIELD

182

1330

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

41.8

TOTAL HOURS

7608

1330,

CONVERSION FACTOR

950

950,

TOTAL OPERATION FTEs

8.01

1.40

7. REMARKS

Personnel Types Required: Investigator, Team Biologics

Refer to CBER Memo of July 17, 2007 for inspection priorities.

The above resources are planned under PAC 42002F, use resources as needed to accomplish this compliance program.
Resources may be used for Domestic/Foreign/Follow-up Inspections/Investigations, DSCs as needed.
Report operations under apropriate PAC and Operation Code.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Examination of Biological Products Offered for Import Blood and Blood Products - 42
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES

1) Determine if import entries comply with the requirements of appropriate Federal regulations.

3) Detain all import entries not in compliance with applicable regulations, including 21 CFR 600-680 and 1271.

2) Assure that import entries declared as Import for Export are CBER approved pursuant to section 801(d)(4) of FD & C Act.

5. PROGRAM JUSTIFICATION

handling of imported blood products by the Field.

In 2005 new regulations for Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) became effective.

In 1995, a Blood Working Group (consisting of personnel from CBER and ORA) reviewed cases in which imported blood and Elood
components were identified as being illegally distributed in domestic commerce. Analysis of available information identified a
need for a compliance program to clarify existing CBER procedures for the importation of blood products and ensure consistent

6. FIELD OBLIGATIONS

To review electronic line entries or examine entry documentation for imported biological products offered for entry into the
United States.

To determine whether biological products offered for import are licensed or unlicensed; and to conduct investigations as
necessary and determine whether an entry is in compliance with Federal Regulations.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] Bycenter [ ] syeom
b. INSPECTION TYPE: [_] comPReHENSIVE [ ] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biological Products 57
e. EXAM TYPE: [ ] cHemicaL [ ] mcroBIOLOGICAL [ ] pHysicaL || ENGINEERING

D MICROANALYTICAL [ __| OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Examination of Biological Products Offered for Import

2, PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42007, 42R833, 42R 824, 95R833

41R824, 45R824

4. WORK ALLOCATION PLANNED BY

[X] ora

D CENTER

25

5. OPERATIONAL FTE POSITIONS

Z0—-0mxD

DISTRICT/
SPECIALIZED
LABORATORY

]

INSPEC-
TIONS

2

IMPORT
INVESTI-
GATION
HOURS

3

DOMESTIC
INVESTI-
GATIONS
(HOURS)

s

IMPORT

INVESTI-
GATIONS
(HOURS)

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

]

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

2375

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - NW

PACIFIC REGIONAL LAB - SW

HOURS PER CPERATION

TOTAL HOURS

2375

CONVERSION FACTOR

950

TOTAL OPERATION FTES

2.50

9. REMARKS

Personnel Types Required: Investigator

ALL Resources are planned under PAC 42007, as Import Investigation Hours.

Report Accomplishments under Appropriate PAC and Operation.

Planned Resources are to Cover ALL Import Operations: 42R833 Entry Review; 41R824, 42R824, 45R824 Follow-Up
to Refusals; 99R833 Filer Evaluation, Import Investigation Hours, and any inspections needed for PAC 42007.

Note: C.P. 7342.007 Addendum "Imported Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)"
provides product specific guidance.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO,

42-7




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspections of Licensed Viral Marker Test Kits Blood and Blood Products - 42
(Inspections of In Vitro Diagnostic Product Manufacturers)
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

To evaluate the manufacturing process for licensed in vitro diagnostic products which are used in relation to blood bank practices,

applicable regulations, including the Quality System regulations (21 CFR 820), In Vifro Diagnostic Products regulations
(21 CFR 809), Biologics regulations (21CFR Part 600-680), and with standards and commitments made in license applications
and/or supplements.

including their instrumentation and software, and to determine their compliance with the Federal Food, Drug, and Cosmetic Act, the

I5. PROGRAM JUSTIFICATION

Agency to continue to protect the public health by assuring safety, purity, potency, and efficacy of these products.

In Vitro Diagnostic Kits are important tools in medical treatment and blood and plasma donor screening. This program enables the

|6. FIELD OBLIGATIONS

Conduct comprehensive inspections that assess the adequacy of all significant processes and systems. These inspections
should be performed on at least a Biennial Basis. Inspections will be conducted by a Team Biologics Core Team member
and may include a district representative and / or a Product Specialist from CBER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [] eycenter [1 sysotH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
In Vitro Diagnostic Products accordance with the stated 55,57, 65 & 81 (Device Categories)
objective.
e. EXAM TYPE: [ ] cHemicaL [ ] microBIOLOGICAL [] pHysicaL  [_] ENGINEERING
[ ] microanALYTICAL OTHERS (Specify) Device Specific

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGENO

. 42-8




FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Licensed Viral Marker Test Kits

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42008, A Domestic & Foreign *

4. WORK ALLOCATION PLANNED BY

OrRa [ JcENTER

25

5. OPERATIONAL FTE POSITIONS

[

DISTRICT/
SPECIALIZED
LABORATORY

ZO0—-0OmXx

1
Post-Li d

1 3 4 5 6
Post-Li d

DOMESTIC
INSPEC-
TIONS

FIELD
EXAMS/
TESTS

iIMPORT
FIELD
EXAMS

IMPORT
SAMPLE
coLL

DOMESTIC
INV
(Hours)

FOREIGN
INSPEC-
TIONS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

g

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA |

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

125.0

570

185.0

TOTAL HOURS

1250

555 570

CONVERSION FACTOR

950

950 950

TOTAL OPERATIONAL FTEs

1.32

0.581 0.60

7. REMARKS

* 42008 GMP Inspections,

42008A Pre-License Inspections
All inspections will be performed by Core Team Biologics.

No separate resources are planned for 42008A, use above resources as needed.
Report accomplishments under appropriate operation code and PAC.

Field Investigation Hours may be used for any Core Team Program.

Personnel Types Required: Investigator, Core Team Biologics

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

42-9




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

IRBs, Spon./Mon./CROs, Clinical Investigators Blood and Blood Products - 42

(PDUFA)
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4, OBJECTIVES

IRBs: To ensure that the rights of human subjects participating in clinical trials are protected through proper oversight by
institutional review boards (21 CFR 56, 21 CFR 50).

Spon./Mon./CROs: To assess the adherence of sponsors, contract research organizations, and monitors to the current
regulations (21 CFR 312) and their oversight of clinical studies.

Clin. Investigators: To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or
research permit and to determine the compliance of clinical investigators with the relevant regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
subjects in the clinical trials of biological products are protected.

Spon./Mon./CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, accurate.
clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies.

Clin, Investigators: The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the
responsibility and authority to review all clinical research involving FDA regulated products.

6. FIELD OBLIGATIONS

IRBs: Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products and
forward reports to the assigning CBER office.
Spon./Mon./CROs: Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.

Clin. Investigators: Conduct inspections as assigned by CBER and forward reports including recornmendations for
compliance follow-up as needed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE BY CENTER ] sysotH
b. INSPECTION TYPE: COMPREHENSIVE [] AsBReEvIATED [] DIRECTED
. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57/99 99 is used for products n.e.c.
e. EXAM TYPE: [ ] cHemicAL ] MICROBIOLOGICAL [ ] prysicAL ] ENGINEERING

D MICROANALYTICAL ~ [__] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET pPAGENO. 42-10



FY 2008 ORA WORKPLANNING SHEET October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

IRBs, Sponsor/Monitor/Contract Research Organizations, Blood and Blood Products - 42

(PDUFA Domestic & Foreign)

Clinical Investigators

3. PROGRAM/ASSIGNMENT CODE(S)

42809-IRB, 42810-Spon/Monitor/CROs,
42811 Clinical Investigator *

4. WORK ALLOCATION PLANNED BY

5] ora

5. OPERATIONAL FTE POSITIONS

[ Jeenter 35

o. 1 2 3 4 5 & 7 8 9

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

DOMESTIC
INVESTI-
GATIONS

DOMESTIC
SAMPLE
coLL

IMPORT
SAMPLE
coLL

FIELD
EXAMS/!
TESTS

IMPORT
FIELD
EXAMS

DOMESTIC
SAMPLES
TOBE
ANALYZED

IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
(Hours)

(Hours)

ZO—oom>o

TOTAL FIELD 37,

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN a

REGIONAL LAB

} REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFE

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 89.9]

TOTAL HOURS

3azel

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

3.50

9. REMARKS

* Resources for PACs 42809, 42810, and 42811 are planned under PAC 42811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

Personnel Types Required: Investigator

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-11




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Medical Device Manufacturers (Biologics) Blood and Blood Products - 42
PACs 42845A,B,C
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssIGNMENT

4. OBJECTIVES

To evaluate the manufacturing processes for those medical devices and in vitro diagnostic products regulated by the Center for
Biologics Evaluation and Research (CBER) through the use of the Medical Device Authorities (e.g. PMA, 510K) and other generic
devices outlined in the October 31, 1991 intercenter agreement betweert CBER and the Center for Devices and Radiological

Health (CDRH).

5. PROGRAM JUSTIFICATION

As described in the October 31, 1991 intercenter agreement, CBER is the focal point for the review and evaluation of several categories
of medical devices. Our strategy for inspecting those firms not regulated under the licensing provisions of Section 351 of the Public
Health Service Act are for biennial inspection. The product categories are primarily in the area of devices used in blood banking.

|6. FIELD OBLIGATIONS

Conduct inspections pursuant to the instructions in the OMD Program - Inspection of Medical Device Manufacturers,
CP 7382.845. Report findings/observations to the Center for Biologics Evaluation and Research (CBER). Recommend/initiate
regulatory follow-up consistent with the compliance program guidance and Agency policy.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BYcENTER ] eveom
b. INSPECTION TYPE: COMPREHENSIVE [_] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All devices in the product categories transferred to CBER 65 & 81 (Device Categories)
e. EXAM TYPE: [ ] cHemicAL [] microBiotogicAL ~ [__| PHYSICAL || ENGINEERING
[ ] MICROANALYTICAL OTHERS (Specify) Device Specific

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET rPrAGENO. 42-12



FY 2008 WORKPLANNING SHEET

Oclober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Medical Device Manufacturers (Biologics)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42845A,B,C *-

4. WORK ALLOCATION PLANNED BY

[ ora

[ Jcenter

0.5

5. OPERATIONAL FTE POSITIONS

ZO-~0maD

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-

TIONS

INVESTI-
GATIONS
(Hours)

3

DOMESTIC
SAMPLE
CoLL

4 E

FIELD
EXAMS/
TESTS

IMPORT
SAMPLE
COLL

[

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES

TO BE
ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
TR v

HOURS PER OPERATION

52,8}

TOTAL HOURS

475

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs
7. REMARKS

0.50]

Personnel Types Required: Investigator

* PACs changed from 42830C,L to 42845A,B,C in FY05
42845A Level 1 Inspections;
42845B Level 2 Inspections;
42845C Level 3 Inspections

No Investigation Hours or Foreign Inspections are planned, use above resources if needed.

Note: Inspections of Manufacturers of Blood Bank Software should be reported under this program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

42-13




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspections of Plasma Derivatives of Human Origin Blood and Blood Products - 42
PACs 42848AF,G ;
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To ensure the safety and effectiveness of biological products by evaluating, through inspections, the conditions under which

and commitments made in license applications and/or supplements, and applicable regulations.

plasma derivatives are manufactured, and to determine their compliance with the Federal Food, Drug, and Cosmetic Act, standards

5. PROGRAM JUSTIFICATION

Plasma derivatives are products used in the prevention and treatment of disease and thus are of imimeasurable value to the consumer.

I6. FIELD OBLIGATIONS
ORA will perform inspections that assess the adequacy of all significant processes and systems. These inspections should

a district representative and/or a Product Specialist from CBER.

be performed on at least a Biennial Basis. Inspections will be conducted by a Team biologics Core Team member, and may include

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE - [] srcenter ] svsomH
b. INSPECTION TYPE: COMPREHENSIVE [ ] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT GODE(S)
Fractionation Products 55, 57
e. EXAM TYPE: [ ] cHemicaL ] MICROBIOLOGICAL [] pHysicat [ ENGINEERING

D MICROANALYTICAL [ ] oTHERS (specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Plasma Derivatives of Human Origin

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

Domestic & Foreign *

42848A, F, G; 41848A,F, G

4. WORK ALLOCATION PLANNED BY

ORA [__lcenter

5. OPERATIONAL FTE POSITIONS

3.0

6.
DISTRICT/
SPECIALIZED
LABORATORY

ZO0—-Gma

1
DOMESTIC
LICENSED
INSPECT-
IONS

1
FOREIGN
LICENSED
INSPECT-
IONS

3

DOMESTIC
SAMPLE
coLL

2 5 8

DOMESTIC FIELD IMPORT
INVESTI- EXAMS/ FIELD
GATIONS TESTS EXAMS

(Hours)

DOMESTIC

SAMPLES
TOBE

ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

155.8]

206.8

TOTAL HOURS

1402

1448

CONVERSION FACTOR

950

950

OPERATIONAL FTEs

1.48)

1.52

7. REMARKS

Report Foreign Inspections under Operation Code 11.
Personnel Types Required: Investigator, Core Team Biologics, Investigator

* Core Team Compliance Program new in FY05 - Inspection of Biological Drug Products (CBER),
(Previously covered by PAC 42006):
All Inspections will be performed by Core Team Biologics.
42848A Pre-Licensed Inspection - Plasma Derivatives,

42848F Level 1 CGMP Inspection - Plasma Derivative,

42848G Level 2 CGMP Inspection - Plasma Derivatives; 41848A Pre-Licensed Inspection-Therapeutic Drugs,
41848F Level 1 CGMP Inspection - Therapeutic Drugs,

41848G Level 2 CGMP Inspection - Therapeutic Drugs

No separate resources are planned for Pre-License Inspections, or Therapeutic Drugs, use above resources as needed.
All resources are planned under PAC 42848F.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

42-15



FY 2008 ORA WORKPLAN

Oct_ober 4, 2007

PROJECT SUMMARY SHEET

[1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
‘ Biologics Vaccines and Allergenic Products - 45
5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 3. TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FTEs FIEs PAGE
TOTAL 8.8 1.9 10.7 19.0
1 Bioresearch Monitoring Programs * 6.0 6.0 10.7 23
Institutional Review Board 45809 *
Sponsors, Contract Research Organizations, 45810 *
and Monitors
Clinical Investigators * 45811 (6.0) (10.7)
2 | Licensed Allergenic Products 45848AF,G 0.6 0.1 0.7 1.2 4/5
( Core Team Biologics)
3 Licensed Vaccine Products 45848B,C,.D 1.6 1.8 3.4 6.0 6/7
( Core Team Biologics)
Field Time 0.6 0.6 1.1
* All resources planned under PAC 45811
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Anita Richardson, 301 827-6220 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 45-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
IRBs, Spon./Mon./CROs, Clinical Investigators Vaccines and Allergenic Products - 45
(PDUFA)
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssIGNMENT

4. OBJECTIVES

IRBs: To ensure the rights of human subjects participating in clinical trials are protected through proper oversight by
institutional review boards (21 CFR 56, 21 CFR 50).

Spon./Mon/CROs: To assess the adherence of sponsors, contract research organizations, and monitors to the current regulations
(21 CFR 312) and their oversight of clinical studies.

Clin. Investigators: To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or research
permit and to determine the compliance of clinical investigators with the relevant regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
subjects in the clinical trials of investigational drugs are protected.

Spon./Mon./CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, accurate
clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies.

Clin. Investigators: The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the
responsibility and authority to review all clinical research involving FDA regulated products.

6. FIELD OBLIGATIONS

IRBs: Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products
and forward reports to the assigning CBER office.
Spon./Mon./CROs: Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.

Clin. Investigators: Conducts inspections as assigned by CBER and forward the reports including recommendations for
compliance follow-up as needed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[ ] BYDISTRICT OFFICE BY CENTER (] sveotH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [ ] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57/99 99 is used for products n.e.c.
e. EXAM TYPE: [ ] cHemicaL ] microBIOLOGICAL [] PHysicAL  [_] ENGINEERING

[ ] MicROANALYTICAL [ ] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING }

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO, 45-2



FY 2008 ORA WORKPLANNING SHEET

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
IRBs, Sponsor/Monitor/CROs, Clinical Investigators
(PDUFA)

2. PPS PROJECT NAME/NUMBER
Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S)

45809 IRBs, 45810 Spon/Mon/CROs,
45811 Clinical Investigators

4. WORK ALLOCATION PLANNED BY

[X] om

[ ]center

5. OPERATIONAL FTE POSITIONS
6.0

ZO—-0mx

e,
DISTRICT/
SPECIALIZED
LABORATORY

SPECIALIZED

1

INSPEC-
TIONS
-

2

INVESTI-
GATIONS
(HOURS)

3 4

DOMESTIC
SAMPLE
COLL

IMPORT
SAMPLE
coLL

5

FIELD
EXAMS/
TESTS

[

IMPORT
FIELD
EXAMS

7 8 9
DOMESTIC IMPORT
SAMPLES SAMPLES

TOBE TO BE
ANALYZED | ANALYZED

OTHER

(Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA |
|

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT OPERATION

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

63

HOURS PER OPERATION

50.5]

TOTAL HOURS

5702

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

6.00)

7. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

OPERATIONS

_ A8



T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Allergenic Products . Vaccines and Allergenic Products - 45
PACs 45848A F,G
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AsSIGNMENT

4. OBJECTIVES

To ensure the safety and effectiveness of biological products by evaluating, through inspections, the conditions under which licensed
allergenic products and unlicensed allergenic source materials are manufactured, and to determine their compliance with the Federal
Food, Drug, and Cosmetic Act, and the Public Health Service Act, standards and commitments made in license applications and/or
supplemments, and applicable regulations. ‘

5. PROGRAM JUSTIFICATION

Allergenic products are biological products which are administered to man for the diagnosis, prevention, or treatment of allergies.
The products are manufactured from source materials that may include pollen, insects, mold, food, and animals, used in the
prevention and treatment of disease and thus are of immeasurable value to the Consumer.

I6. FIELD OBLIGATIONS

ORA will perform single, inspections that assess the adequacy of all significant processes and systems. These inspections should
be performed on at least a Biennial Basis. Inspections will be conducted by a Team Biologics Core Team member, and may include
a district representative and/or a Product Specialist from CBER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [ ] BYCENTER [ ] srsoTH
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57 '
e. EXAM TYPE: [ ] cHEMICAL [ ] microBIOLOGICAL [ ] PHYsicAL || ENGINEERING

D MICROANALYTICAL || OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO

. 454




FY 2008 WORKPLANNING SHEET October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Allergenic Products
(Post-Market & Pre-License)

Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
45848A,F,G Domestic/Foreign * ORA [ ] cenTER

5. OPERATIONAL FTE POSITIONS

0.7

6. 1 1 2 3 4 3
DISTRICT/ * x IMPORT
SPECIALIZED DOMESTIC FOREIGN DOMESTIC | DOMESTIC IMPORT FIELD
LABORATORY INSPEC- INSPEC- INVESTI- SAMPLE SAMPLE EXAMS/
TIONS TIONS GATIONS COLL coLL TESTS
(HOURS)

ZO0—-om3T

7
DOMESTIC
SAMPLES

TOBE
ANALYZED

B
IMPORT
SAMPLES
TO BE
ANALYZED

9

OTHER
OPERATIONS
(Hours}

TOTAL FIELD 5 1

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGICNAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 108.0 1258.0

TOTAL HOURS 540 125

CONVERSION FACTOR 850 950

TOTAL OPERATIONAL FTEs 0.57 0.13

7. REMARKS

* New in FY05 Core Team Compliance Program - Inspection of Biological Drug Products (CBER)
(Previously covered by PAC 45001):
PAC 45848A Pre-License Inspection - Allergenics
PAC 45848F Level 1 CGMP Inspection - Allergenics
PAC 45848G Level 2 CGMP Inspection - Allergenics
All Inspections will be conducted by Core Team Biologics.

Resources are planned under PAC 45848F. Use Resources As Needed and Report Under Appropriate PAC.

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)

PAGE NO.

45-5




T. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Vaccine Products Vaccines and Allergenic Products - 45
PACs 45848B,C.D
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssIGNMENT

4. OBJECTIVES

To ensure the safety and effectiveness of biological products by determining through inspections, the conditions under which
vaccines are manufactured, and to determine their compliance with the Federal Food, Drug, and Cosmetic Act, Standards and
commitments made in license applications and/or supplements, and applicable regulations.

5. PROGRAM JUSTIFICATION

Vaccine and vaccine related products are biological products which are administered to man for the diagnosis and prevention
of microbial disease and for the therapeutic treatment. Products are manufactured from viral and bacterial organisms and
components and may include live attenuated, inactivated, and recombinant vaccines. These products are used in the
prevention of childhood diseases and in the treatment, diagnosis, and prevention of diseases and thus are of immeasurable
value to the Consumer.

6. FIELD OBLIGATIONS

ORA will perform single, inspections that assess the adequacy of all significant processes and systems. These inspections
should be performed on at least a Biennial Basis. Inspections will be conducted by a Team Biologics Core Team Member
and may include a district representative and/or a Product Specialist from CBER.

7a, SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE [] eveenter ] sveom
b. INSPECTION TYPE: COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57
e. EXAM TYPE: [ ] cHEmicaL ] MicroBIOLOGICAL [ puysicaL  [_] ENGINEERING

D MICROANALYTICAL [ | OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

45-6




FY 2008 ORA WORKPLANNING SHEET

Oclober 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Licensed Vaccine Products
(Post-Market)

2. PPS PROJECT NAME/NUMBER

Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S)

45848B,C,D Domestic/Foreign *

4. WORK ALLOCATION PLANNED BY
ORA

[ ]center

5. OPERATIONAL FTE POSITIONS
4.0

ZO—-60m3=3a

DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC

INSP

TIONS

1 2

FOREIGN
INSPEC-
TIONS

DOMESTIC
INVESTI-
GATIONS
{Hours)

EC-

3 5
DOMESTIC FIELD
INVESTI-
GATIONS
(HOURS)

TESTS

IMPORT
FIELD
EXAMS/
TESTS

I 8 9
DOMESTIC IMPORT
SAMPLES | SAMPLES
TO BE TO BE
ANALYZED | ANALYZED

OTHER

(Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

CE

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETRCIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

sw

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT.
REGIONAL LAB

PA

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

570

186.3 290.0

TOTAL HOURS

1490 1740 570

CONVERSION FACTOR

950 950 950

T

OTAL OPERATIONAL FTEs

1.57 1.83 0.60

7. REMARKS
* New Core Team Compliance Program in FY05 - Inspection of Biological Drug Products (CBER):

(Previously covered by PAC 45002)

45848B Pre-License Inspection - Vaccines;

45848C Level | CGMP Inspection - Vaccines;

45848D Level 2 CGMP Inspection - Vaccines.

All inspections will be performed by Core Team Biologics.
Resources are planned under 45848C. Use Resources As Needed and Report Under Appropriate PAC.
Field Investigation Hours may be used to assist any Core Team Program.

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGENO 45-7

OPERATIONS




CENTER FOR DRUG EVALUATION AND RESEARCH

RESOURCE SUMMARY

FY 2008 ORA WORKPLAN

October 1, 2007

OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
PPS DOMESTIC |IMPORT| FOREIGN FTEs = |DOMESTIC] IMPORT|FOREIGN] FTEs
NO. PROJECT TITLE
TOTAL 253.7 30.5 38.8 323.0 450.1 54.1 68.8 573.0
46 INEW DRUG EVALUATION 9.6 14.0 238 17.0 24.8 418
48 |BIORESEARCH MONITORING
HUMAN DRUGS 46.3 3.0{ 49.3 82.1 5.3 87.4
52 |GENERIC DRUG EVALUATION 13.1 8.3 214 23.2 14.7 379
53 |POSTMARKETING SURVEILLANCE
AND EPIDEMIOLOGY
HUMAN DRUGS 8.5 1.0 9.5 151 1.8 16.9
56 |DRUG QUALITY ASSURANCE 155.7 30.5 12.5 198.7 276.3 541 222 352.6
63 JUNAPPROVED AND MISBRANDED 8.5 8.5 15.1 15.1
DRUGS
88 |INTERAGENCY COOPERATIVE 12.0 12.0 21.3 213
ACTIVITIES




FY 2008 ORA Workplan

October 1, 2007

PROJECT SUMMARY SHEET

P ————
1. PROGRAM CATEGORY

—r—
2. PPS PROJECT NAME/NUMBER

Human Drugs New Drug Evaluation - 46
5. PROGRAM 6. OPERATIONAL FTEs TOTAL . TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM [3.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 9.6 14.0 23.6 41.8
1__|NDA Pre-Approval Inspections/Investigations 46832/B/C 9.6 9.6 17.0 2-3
- Domestic (PDUFA)
2 [NDA Pre-Approval Inspections/Investigations 46832/B/C 14.0 14.0 24.8 4-5
- Foreign (PDUFA)
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joseph Famulare, HFD-320; (301) 827-8940 Anita T. McCurdy 301-827-1632
FORM FDA 2622 (9/98) PAGE NO. __ 46-1




FY 2008

1. PROGRAM/ASSIGNMENT TITLE
NDA Pre-Approval Inspections/Investigations

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR ASSIGNMENT

4 OBJECTIVES
To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine
compliance of manufacturing establishments with GMPs prior to approval of pending NDAs.

5, PROGRAM JUSTIFICATION

Compliance of manufacturing establishments must be assessed before NDA approvals.

[ . FIELD OBLIGA TTONS

Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research.

7a. SELECTION OF ESTABLISHMENTS TO BE
COVERED:

D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE:

D COMPREHENSIVE D ABBREVIATED DIRECTED

~C PRODUCTES] -
All Human Drugs, Including Radioactive Drugs

d. INDUSTRY/PRODUCT CODETS)
All Human Drug Codes

e. EXAM TYPE: CHEMICAL

D MICROANALYTICAL

D MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D OTHERS (Specify/

TES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

46-2




FY 2008 ORA Workplan

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

-Domestic (PDUFA)

NDA Pre-Approval Inspections/Investigations

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)

46832, 46832B, 46832C
46832M H1

4. WORK ALLOCATION PLANNED BY

[ om

|:] CENTER

5. OPERATIONAL FTE POSITIONS

9.6

.
DISTRICT/
SPECIALIZED
LABORATORY

Z0-—-mOmaxm

1

NDAs
TO
INSPECT

1

CHEMIST
INSPECT
(HOURS)

3 7

DOMESTIC DSAs
SAMPLE PROFILE
COoLL {Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA_ | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

120

2272

46.0]

30 30

5.0l 50.0

TOTAL HOURS

5520

2272

150 1500

CONVERSION FACTOR

950

950

950 1180

TOTAL OPERATIONAL FTES

5.81

2.39]

0.16} 1.27

7. REMARKS

* Includes Microbiologists on Inspections.
** NRL analyzes profile DSCs in NE & SE Regions. FCC analyzes profile DSCs in CE, SW and PA Regions.
46832M Therapeutic Biologics Products PAC- Resources under 56002M.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

46-3



'FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
NDA Pre-Approval Inspections/Investigations - Foreign New Drug Evaluation - 46
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES
To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine

compliance of manufacturing establishments with GMPs prior to approval of pending NDAs.

5. PROGRAM JUSTIFICATION
Compliance of manufacturing establishments must be assessed before NDA approvals.

6. FIELD OBLIGATIONS
Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT QFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED

¢. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All Human Drugs, Including Radioactive Drugs All Human Drug Codes

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL D OTHERS (Spscify/

T. CHECK THE FOLLOWING ATTRIBUTES

ODS, AND HANDLING

g. f

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

46-4




FY2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

NDA Pre-Approval Inspections/Investigations
- Foreign (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

. PROGRAM/ASSIGNMENT CODE(S)
46832, 46832B, 46832C,

46832D

4. WORK ALLOCATION PLANNED BY

X ORA CENTER

14.0

5. OPERATIONAL FTE POSITIONS

6.
DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

1

CHEMIST
INSPS
(Hours)

9

OTHER
OPERATIONS

(Hours)

ZO0—-Gomazx

3325

TOTAL FIELD 192
HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI

CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA
FLORIDA

SE | NEW ORLEANS
SAN JUAN
REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 52.0
TOTAL HOURS 9984 3325
CONVERSION FACTOR 950 950}

TOTAL OPERATIONAL FTES 10.51 3.50}
7. REMARKS

* Report as follows: Insps./Chem on Insps under foreign operation code 11, Pac Code 46832;
M. Valid.-46832; Profile ISCs & ISAs - 46832B; Biotest ISCs & ISAs (not planned) if collected -46832C.
** Includes microbiologists on inspections.

++Use PAC 46832D to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR).

FORM FDA 2621a (05/03) 46-5

ORA WORKPLANNING SHEET (Continued) PaGE No.



FY 2008 ORA Workplan

October 1, 2007

PROJECT SUMMARY SHEET

ROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Bioresearch Monitoring: Human Drugs - 48
5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
5 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM [s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 46.3 3.0 49.3 87.4
1 | In Vivo Bioequivalence - ANDAs & NDAs 48001,A 6.0 6.0 10.6 2-3
PDUFA (NDAs) (3.5)
Foreign Inspections (In Vivo Bioequivalence, | 48001,A; 3.0 3.0 5.3 4-5
GLPs, Clinicial Investigators) 48808; 48811
National Experts PDUFA 0.2)
Field PDUFA (1.3)
* Foreign Inspections PEPFAR (AIDS Relief) | 48001D,E;
(planned under 48001A and 48001)
National Experts (NDAs & ANDAs 0.1) 48811D
2 |Bioresearch Monitoring 6-11
Good Laboratory Practices (Non-Clinical Lab)j 48808 4.0 4.0 7.1
National Experts 0.4)
** Institutional Review Board 48809, 48809A 5.0 5.0 8.9
Sponsors, Contract Research Organizations, | 48810 3.0 3.0 5.3
and Monitors
Clinical Investigators 48811 28.3 28.3 50.2
National Experts (0.4)

* PEPFAR work is not planned separately, NDA PEPFAR resources are planned under 48001A and ANDA PEPFAR resources are planned

under 48001.

** Resources in the Radioactive Drug Research Committee ( 48809A) have been collapsed into Institutional Review Board (48809).

e
CENTER PROJECT MANAGER/TELEPHONE
|J

oanne L. Rhoads, (301) 594-0020

ORA PLANNER/TELEPHONE

Anita McCurdy, (301) 827-1632

FORM FDA 2622 (5/00)

PAGE NO.

48-1

-




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
In Vivo Bioequivalence Bioresearch Monitoring: Human Drugs - 48
(PDUFA)
3. PROGRAM TYPE: COMPLIANCE PROGRAM [_] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

Through audit procedures determine whether data submitted to FDA. in NDAs and ANDAs are accurate and valid.

5. PROGRAM JUSTIFICATION

Bioequivalence studies are conducted mainly by private and university affiliated contract laboratories. Previous inspections
noted deviations from protocols, poor recordkeeping, inadequate controls over test subjects, poor analytical procedures

and fraud, Results of bicequivalence inspections have a direct relationship to approvability of NDA and ANDA
applications.

6. FIELD OBLIGATIONS

Conduct inspections and forward the reports directly to the Division of Scientific Investigations, CDER,
for evaluation and follow-up.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] svDISTRICT oFFicE BY CENTER ] sysomH
b. INSPECTION TYPE: COMPREHENSIVE [C] assreviateD ] DIRECTED
c. PRODUCT(S) 4. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60,61
e, EXAM TYPE: [ ] cHemicaL 1 microBIOLOGICAL [ pHysicAL  [__] ENGINEERING

[ ] microaNALYTICAL [ OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO

. 48-2




FY 2008 ORA Workplan

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

In Vivo Bioequivalence
(Pre-Approval)

2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)

48001 (ANDAs)
43001A (NDAs)

(PDUFA)
1

4. WORK ALLOCATION PLANNED BY

ORA ‘:l CENTER

5. OPERATIONAL FTE POSITIONS
6.0

ZO—-omx

6.
DISTRICT/

SPECIALIZED

LABORATORY

48001
ANDA
INSPEC-
TIONS

DOMESTIC

1
48001A
NDA
INSPEC-
TIONS
(PDUFA)
DOMESTIC

TOTAL FIELD

34

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

5

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW)

PACIFIC REGIONAL LAB (NW)

HOURS PER OPERATION

70.0

39

85.0

TOTAL HCURS

2380

3315

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

2,51

3.49

7. REMARKS

Personnel Types Required: Investigator

Assignments issued by the Center will identify the PDUFA Pre-Approval High Priority Classification.

An estimate of percentage of time for each PAC is: Non-PDUFA 48001 (ANDA) 48%, PDUFA 48001A (NDA) 52%.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO, 48-3




Y,

[

FY 2008

1. PROGRAM/ASSIGNMENT TITLE
Foreign Inspections Bioresearch Monitoring: Human Drugs - 48
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To determine through audit procedures whether: (a) bioequivalence data, (b) non-clinical laboratory study data, and
(c) clinical data are substantiated by on-site documentation, are valid, scientifically accurate and the studies were conducted
according to appropriate regulations.

GLP inspections in foreign laboratories may also provide an assessment of the effectiveness of an existing Memorandum of
Understanding with that named nation.

5. PROGRAM JUSTIFICATION

An increasing number of bioequivalence studies are conducted by contract laboratories, private and university affiliated,
located in Canada and Europe. In addition, large nurmbers of animal studies (GLP) and clinical studies are conducted in
Europe and other foreign countries. Serious problems associated with lack of adherence to protocols, lack of and inadequate
record keeping, inadequate and inaccurate analytical procedures, and fraud have been documented in such studies. These
studies are required for drug approval in the United States.

The President's Emergency Plan for AIDS Relief (PEPFAR) requires inspections of bioequivalence manufacturers and clinical
studies submitted in NDAs and ANDAs. Data audit under PEPFAR will be verified by on site inspections.

6. FIELD OBLIGATIONS

The audit of data from bioequivalence manufacturers and clinical studies will be verified.

Conduct inspections and forward the reports directly to the Division of Scientific Investigations, CDER, for evaluation and follow-up.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[ ] BYDISTRICT OFFICE BY CENTER ] svBoH
b. INSPECTION TYPE: COMPREHENSIVE (] aeereviaTED [] oRecTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60,61
e. EXAM TYPE:; [] cHemicaL [ microBIOLOGICAL [ pHysicaL || ENGINEERING

[ ] micRoANALYTICAL [ ] OTHERS (specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a {02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO.

48-4




FY 2008 ORA WORKPLAN October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Foreign Inspections Bioresearch Monitoring: Human Drugs - 48

(NDA - PDUFA) (ANDA - Pre-Approval)

3. PROGRAM/ASSIGNMENT CODE(S)

48001,A; 48808; 48811; 48001D,E; 48811D
NDA &, ANDA *

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
| X ] ora | | CENTER 3.0

ZO0—-Gm=a

5.
DISTRICT/
SPECIALIZED
LABORATORY

.
FOREIGN
48001A
NDA
INSPEC-
TIONS
(PDUFA)

1
FOREIGN
48001
ANDA
INSPEC-
TIONS
(PRE-APPR)

8 El

IMPORT
SAMPLES
TO BE
ANALYZED

TOTAL FIELD 20 15

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE |DETRCIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw [ DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW)

PACIFIC REGIONAL LAB (NW)

HOURS PER OPERATION 78.0 85.0

TOTAL HOURS 1560 1275§"

CONVERSION FACTOR 850 950

TOTAL OPERATIONAL FTEs 1.64 1.34

7. REMARKS

* Planned inspections include: 48001,A In Vivo Bioequivalence, 48811 Clinical Investigators, 48808 GLPs (PDUFA),
PACs 48001D PEPFAR NDA Bioequivalence, 48001E PEPFAR ANDA Bioequivalence, and 48811D PEPFAR Clinical Investigator.

Report Inspections under Appropriate PAC, Foreign Inspections under Operation Code 11.

HIGH PRIORITY for NDA inspections.

** President's Emergency Plan for AIDS Relief {PEPFAR):

48001D PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Bioequivalence; 48811D PEPFAR Clinical Investigator.
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001.

We are not planning separate PEPFAR work.

Inspections of bicequivalence manufacturers and clinical studies submitted in NDAs and ANDAs.
Data audit under PEPFAR will be verified by on site inspections.

Personnel Types Required: Investigator, National Expert

FORM FDA 2621a (03/03) ORA WORKPLANNING SHEET (Continued)  paceNo. 48-5



FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Good Laboratory Practice Bioresearch Monitoring: Human Drugs - 48
(Nonclinical Laboratory)

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssiGNMENT

4. OBJECTIVES

To assure compliance with current Good Laboratory Practice Regnlations (21 CFR 58) by nonclinical laboratories and to assure
validity of data through associated data audits.

15. PRCGRAM JUSTIFICATION

Animal Studies are vital prerequisites to human clinical trials of drugs and other FDA regulated products. Past experience
has shown serious deficiencies in the conduct of nonclinical laboratories in recordkeeping, adherence to study protocol,
and in some cases fraudulent practices.

6. FIELD OBLIGATIONS

Conduct inspections and forward the reports directly to the Division of Scientific Investigations, CDER.
District may make classification and recommend compliance actions. :

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] BYDISTRICT OFFICE BY CENTER ] sveom
b. INSPECTION TYPE; COMPREHENSIVE [] ABBREVIATED [] DIRECTED
c. PRODUCT(S) ‘ d. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60, 61
e. EXAM TYPE: [] cHEmicAL ] MICROBIOLOGICAL [ pHYsicAL || ENGINEERING

D MICROANALYTICAL [ | OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO.

48-6




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Institutional Review Board (IRB); Radioactive Drug Bioresearch Monitoring: Human Drugs - 48
Research Committee (RDRC)

3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT

4. OBJECTIVES
IRB: To assure compliance and integrity of institutional review boards (21 CFR 50) which provide protection for

human subjects of clinical investigations to be submitted to FDA.

RDRC: To assure the quality and integrity of Radioactive Drug Research Committees and assure they are operating in
compliance with (21 CFR 361.1).

5. PROGRAM JUSTIFICATION

IRB: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
subjects in the clinical trials of investigational drugs are protected. The inspectional program assures that IRBs protect
the safety and welfare of clinical trial subjects and ensures that the informed consent form and the process of obtaining
informed consent comply with current regulations.

RDRC: The Nuclear Regulatory Commission and the FDA have decided that certain protocols involving radioactive drugs do not need
an IND, but must be reviewed by an institutional RDRC. These protocols are those intended for basic research purposes, not those
protocols intended to determine the safety and efficacy of the drug in humans. The RDRC assures that the radiation doses and
pharmacological doses are within specified limits. The Division of Scientific Investigations, Office of Compliance, CDER, issues
assignments to the districts, reviews all complete EIRs and their classification, and issues letters as needed to RDRCs after such
Teview.

6. FIELD OBLIGATIONS

IRB: Conduct inspections of IRBs which are involved in the review of clinical trials of human drug studies and forward the reports to
the Division of Scientific Investigations, CDER.

Assist in presentation of IRB workshops.

RDRC: Conduct inspections of RDRCs and forward the EIRs to the Division of Scientific Investigations, CDER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] Y DISTRICT OFFICE BY CENTER ] evsorw
b. INSPECTION TYPE: COMPREHENSIVE [] asereviateD [ ] OIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60, 61
e. EXAM TYPE: [ ] cHemicaL ] microsioLoGICAL [ pHvsicae  [_] ENGINEERING

[ ] mcroanauyTicaL [ OTHERS (specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 48-7



FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Sponsors, Contract Research Organizations, & Monitors Bioresearch Monitoring: Human Drugs - 48
3. PROGRAM TYPE; COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4. OBJECTIVES '

To assure adherence by sponsors, contract research organizations, and monitors to the regulations (21 CFR 312) and to
assess their interaction with clinical investigators and the sponsors development of safety and efficacy data in NDAs.

5. PROGRAM JUSTIFICATION

Sections of the FD&C Act and the Public Health Service Act require the submission of data to FDA ensuring the safety of
human drugs, as well as the filing of an Investigational New Drug Application and New Drug Applications. An
inspectional program is required to assess compliance with current regulations.

8. FIELD OBLIGATIONS

Conduct inspections of sponsors, contract research organizations, and monitors for the IND/NDAs identified in the
assignments. Forward reports directly to the Division of Scientific Investigations, CDER, for final classification, including
District recommendations for compliance follow-up.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] svpisTRICT OFFICE BY CENTER ] svBoTH
b. INSPECTION TYPE: COMPREHENSIVE [] aeBREVIATED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(3)
Human Drugs 60, 61
e. EXAM TYPE: [ ] cHemicaL ] microsioLogicAL (] pHysicaL ] EncINEERING

‘:’ MICROANALYTICAL [ | OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

48-8




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Clinical Investigators Bioresearch Monitoring: Human Drugs - 48
3. PROGRAM TYPE: COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASsIGNMENT

4. OBJECTIVES

To assess through audit procedures whether data submitted to FDA in a specific study are substantiated by source
documents and whether clinical investigators have complied with regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION

Clinical data are submitted to FDA in support of a marketing permit (IND, NDA). The clinical studies that generated the data
are evaluated for accuracy, completeness, and regulatory compliance.

6. FIELD OBLIGATIONS

Conduct inspections and forward EIRs directly to the Division of Scientific Investigations, CDER.
District may make classification and recorumend compliance actions.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

[] eYDISTRICT oFFicE BY CENTER (] svBomH
b. INSPECTION TYPE: COMPREHENSIVE [ ] asereviaTED [] DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60, 61
e. EXAM TYPE: [ ] cHemicAL [_microBioLosicAL [ pHysicaL || ENGINEERING

|:| MICROANALYTICAL . [ |OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621a (02/04) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 48-9
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FY 2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

Good Laboratory Practices; Institutional Review Board; Sponsors, Contract
Research Org., Monitors; Clinical Investigators (PDUFA)

2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)

43808, 48809, 48809A, 48810, 48811

4, WORK ALLOCATION PLANNED BY

] om
1

[ ]

CENTER

5. OPERATIONAL FTE POSITIONS
40.3

DISTRICT/
SPECIALIZED
LABORATORY

Z0—Gm:a

1

GLP
INSPEC-
TIONS
48808

2
*

IRB
INSPECTIONS
GATIONS 48809,
(Hours) 48809A
48808 - GLP §

NATL EXPERT
INVESTI-

SPONSOR,
CRO, MONITORS
INSPECTIONS

48810

*h

1

CLINICAL
INVESTIGA-
TORS
INSPECTIONS
48811

2

NAT'L EXPERT
INVEST)
GATIONS

(Hours)
48811 - CI*™

TOTAL FIELD

39

380 85

HEADQUARTERS

REGIONAL STAFF

NE [ NEWENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW)

HOURS PER OPERATION

PACIFIC REGIONAL LAB _(NW)

87.8]

56.0]

32

90.0]

282|

941

333f

TOTAL HOURS

3424]

380 4760]

2850]

26536

333

CONVERSION FACTOR

950|

950 950

as0]

850

950

TOTAL OPERATIONAL FTEs

3.60]

0.40 5.01]

3.03]

27.93

0.35/

9. REMARKS
48808:

* |nstitutional Review Board

*** Clinical Investigators

use above resources as needed.

Resources planned for Inspections may also be used for DSCs.

** Sponsors, Contract Research Organizations, and Monitors

Personnel Types Required: Investigator, National Expert

Planned Inspections include Surveillance Inspections and any Assignments from CDER to cover studies identified by CDER.
CDER assignments, i.e. Directed Inspections, cover studies associated with IND's and NDA's.

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-5).

§48809A: Resources for the Radioactive Drug Research Committee (RDRC, PAC 48809A) are not planned, please

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 48-11




FY 2008 ORA Workplan

October 1, 2007

FORM FDA 2622 (9/98)

1. PROGRAM CATEGORY E PPS PROJECT NAME/NUMBER
Human Drugs Generic Drug Evaluation - 52
Is. PROGRAM 6. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM |[s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 131 8.3 21.4 37.9
1 JANDA Pre-Approval 52832 13.1 13.1 23.2 2-3
-Domestic
2 JANDA Pre-Approval Inspections/Investigations 52832 8.3 8.3 14.7 4-5
-Foreign
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joseph Famulare HFD-320; (301) 827-8940 Anita T. McCurdy 301-827-1632
PAGENO. 52-1



FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
ANDA - Pre-Approval Inspections/Investigations Generic Drug Evaluation - 52
3. PROGRAM TYPE: l X | COMPLIANCE PROGRAM | ] PROGRAM CIRCULAR |ASSIGNMENT

4. OBJECTIVES

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their applications.

To determine compliance of manufacturing establishments with GMPs prior to approval of pending ANDAs.
ANDA bulk products are collected for profile analysis.

5. PROGRAM JUSTIFICATION
Compliance of manufacturing establishments must be assessed before ANDA approval.

6. FIELD CBLIGATIONS
Conduct pre-approval inspections of establishments as requested by the Center for Drug Evaluation and Research.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Human Drugs All Human Drug Codes

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

|7 CHECR THE FOLLOWING AT TRIBUTES

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

52-2




FY2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Inv.
- Domestic

2. PPS PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

| PROGRAM/ASSIGNMENT CODE(S)

52832,B,C

4. WORK ALLOCATION PLANNED BY

oRA [____] CENTER

5. OPERATIONAL FTE POSITIONS
13.1

zo—-om=m

6.
DISTRICT/
SPECIALIZED
LABORATORY

1

ANDAs
TO
INSPECT

1

CHEMIST
INSPECT.
(Hours}

2

DOMESTIC
INVEST
(Hours)

3

DOMESTIC
SAMPLE
COLL

-

7

DOMESTIC
SAMPLE
ANALYSES
PROFILE
{Hours)

BIOTEST
(Chem)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

132

48.0]

1800 855

91

45

451

5.0]

50.0

30.0

TOTAL HOURS

5336]

1900] 855

455

2250

1350

CONVERSION FACTOR

950]

50|

950

950§

1180

1180

TOTAL OPERATIONAL FTEs

6.671

2.00]

0.900

0.48]

1.91

1.14

7. REMARKS

*Includes microbiologists on inspections. **Time for handling of profile samples.
4% NR1 -analyzes profile/biotest DSCs collected in NE &SE Region;
FCC analyzes profile/biotest DSCs collected in CE, SW & PA Regions.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

52-3
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FY 2008

1. PROGRAM/ASSIGNMENT TITLE
ANDA Pre-Approval Inspections/Investigations - Foreign

2. PPS PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

3. PROGRAM TYPE: COMPLIANCE PROGRAM

D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To verify that ANDA applicant has facilities, equipment, controls, etc., so specified in their applications. To determine
Compliance of foreign manufacturing establishments with GMPs prior to approval of pending ANDAs.

5. PROGRAM JUSTIFICATION

Compliance of foreign manufacturing establishments must be assessed before ANDA approval.

6. FIELD OBLIGATIONS

Conduct pre-approval inspections of foreign establishments as requested by the Center for Drug Evaluation and Research.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE BY CENTER BY BOTH

b. INSPECTION TYPE:

D COMPREHENSIVE D ABBREVIATED E DIRECTED

c. PRODUCTI(S)
Human Drugs

d. INDUSTRY/PRODUCT CODE(S)
All Human Drug Codes

e. EXAM TYPE: CHEMICAL

D MICROANALYTICAL

D MICROBIOLOGICAL D PHYSICAL D ENGINEERING

E:l OTHERS (Specify/

ES

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE

ORA WORKPLANNING SHEET  pacENo.

52-4




FY2008 ORA WORKPLAN October 1, 2007

2. PPS PROJECT NAME/NUMBER

ANDA Pre - Approval Inspections/Investigations Generic Drug Evaluation - 52

- Foreign

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
52832, 52832B ,52832C,

X ORA CENTER
o [ ]

5. OPERATIONAL FTE POSITIONS
8.3

o. 1 1 1 5 8
DISTRICT/

8
IMP
SPECIALIZED i

INSPEC-

Z0-Gma

LABORATORY

TIONS

(Foreign)
+4

CHEMIST
INSP.
(Hours)

{Foreign)

INVEST.
HRS

IMPORT
SAMPLE
COLL

IMPORT
SAMPLE
ANALYSES
(Chemy)

v

SAMPLE
ANALYSES
BIOTEST

(Chem)

TOTAL FIELD

42

18001

950/

140

70

70

HEADQUARTERS

REGIONAL STAFF

oo
e —

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS
SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY
Southwest Import District
REGIONAL LAB

sSW

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

PA

HOURS PER OPERATION 50.0 3.0 30.0} 15.0

TOTAL HOURS 2100 1900 950 420 21 OOI 1050,

CONVERSION FACTOR 950 850 950 950 1 180[ 1180

TOTAL OPERATIONAL FTEs 2.21 2.00 1.00 0.44 1.78] 0.89

7. REMARKS
* Report as follow: Insps./Chem on Insps. under foreign operation code 11 Pac Code 52832;
++ PEPFAR inspections included in total. Use PAC 52832FE to report work conducted under the President's
Emergency Plan for AIDS Relief (PEPFAR).

Profile ISCs & ISAs -52832B; Biotest ISCs &ISAs under PAC 52832C.
** Includes microbiologists on inspections *** Samples are collected at foreign manufacturers.
*xx NRL analyzes all Profile/Biotest ISCs and methods development ISAs.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Confinued|PAGEND. 525




FY 2008 ORA Workplan October 1, 2007
PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Postmarketing Surveillance and Epidemiology:
Human Drugs - 53
5. PROGRAM || 6. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 2 " 8.5 1.0 9.5 16.9
1 JEnforcement of the Adverse Drug 53001A.B 8.5 1.0 9.5 16.9 2-3

Experience Reporting Regulation

CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ralph J Schmid, HFD-332; 301-827-8929 Anita T. McCurdy, 301-827-1632

FORM EDA 2622 (9/98) PAGE NO. 53-1




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Enforcement of the Adverse Drug Experience Reporting Postmarketing Surveillance & Epidemiology: Human Drugs - 53
Regulations :

3. PROGRAM TYPE: COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To provide assignments, guidance and instructions to field offices for inspecting drug firms to determine compliance with the ADE
reporting requirements of 21 CFR 310.305,314.80 and 318.98. Regulatory and/or administrative follow-up will be coordinated

| between the field and headquarters in cases where significant violations of reporting regulations or deficiencies in

following guidances are detected. The Program should also promote voluntary compliance with regulations and guidance by
responsible parties, including applicants, manufacturers, packers and distributors.

5. PROGRAM JUSTIFICATION
The postmarketing adverse drug experience (ADE) regulations (21CFR 310.305,314.80 and 314.98) became effective on
August 22, 1985, September 2, 1986 and June 29, 1992 and cover prescription drugs. The regulations also apply to OTC drugs
that have approved applications, including those initially marketed as prescription drugs under approved applications (i.e., Rx
to OTC switched drugs). The purpose of postmarketing ADE surveillance is to obtain information on rare, latent or long term
drug effects not identified during pre-market testing. Accurate, complete, and timely reporting of ADE information is essential
to the safety evaluation of marketed drug products. It enables FDA 1o act when information concerning the use and safety of
marketed drug products suggests that new labeling, market withdrawal or other action is required.

6. FIELD OBLIGATIONS
Conduct inspections and forward reports directly to the Division of Compliance Risk Management and Surveillance (DCRMS)/

Office of Compliance/CDER, including recommendations for any indicated regulatory follow-up.
Issue regulatory letters as approved by DCRMS. Notify DCRMS of findings from other inspectional program activities which are
relevant to ADE reporting.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE [:l BY CENTER BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE I:] ABBREVIATED D DIRECTED
. PRODUCTIS} d. INDUSTRY/PRODUCT CODE(S}

Human Drugs Industry Codes: 54, 56, 60-66

e. EXAM TYPE: D CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

I:l MICROANALYTICAL D OTHERS (Specify/

UTES

5. SPECTAL EQUIPMENT, METHODS, AND HANDLNG

EORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 53-2



FY 2008 ORA Workplan

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
Enforcement of the Adverse Drug

Experience Reporting Regulations

2. PPS PROJECT NAME/NUMBER
Postmarketing Surveillance and Epidemiology:
Human Drugs - 53

530014, 53001B *

.. PROGRAM/ASSIGNMENT CODE(S)

[x ] ora

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS

9.5

3]
DISTRICT/
SPECIALIZED
LABORATORY

Z0-6m»n

1 1

INSPEC- INSPEC-
TIONS TIONS

DOMESTIC || FOREIGN

2

INVESTI-
GATION

4

IMPORT
SAMPLE
COLL

5

FIELD
EXAMS/
TESTS

[

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

MISC.
HOURS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMCRE

CHICAGO

CINCINNATI

CE | _DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE [ NEW QRLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - NW

PACIFIC REGIONAL LAB - SW

122y 16}

HOURS PER CPERATION

66.0]  60.0

TOTAL HOURS

8052 960

CONVERSION FACTOR

950 950

TOTAL OPERATIONAL FTEs

8.48 1.01

7. REMARKS

*Report both Domestic and Foreign inspections under 53001A for Center-Initiated and 53001B for District-Initiated.
Domestic inspections are spread by CDER HFD-332 based upon where inspections are likely to occur.
Numbers for domestic inspections may change slightly pending CDER assignment.
Foreign inspections are spread by ORA/DFI.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

53-3




FY 2008 ORA Workplan

October 1, 2007

b ama e
1. PROGRAM CATEGORY

PROJECT SUMMARY SHEET

2. PPS PROJECT NAME/NUMBER

FORM FDA 2622 (9/98)

|Human Drugs Drug Quality Assurance - 56
Is. PROGRAM  |s. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM [8.
No. AI_W-Il) ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL ' 155.7 30.5 12.5 198.7 352.6
1 [Drug Process Inspections - Domestic 56002A-F, * 106.0 106.0 188.0 2-5
2 |Drug Process Inspections - Gas Manufs. 56002E 4.0 4.0 7.1
3 |Foreign Drug Inspections 56002A-F * 12.5 12.5 22.2 6-7
4 |Drug Product Surveillance - Domestic Drugs 56008A,C 25.7 25.7 45.6 8-11
5 |Drug Product Surveillance - Import Drugs SE6008H*** 30.5 30.5 54.1
6 |Drug Quality Reporting System - DQRS 56021A, B 4.0 40 7.1 12-13
7_|Enforcement of Rx Drug Marketing Act (PFDMA) {56022 " 2.0 2.0 3.7 14-15
8 |Pharmacy Compounding Assignments 56D015 4.0 4.0 7.1 16-17
9 |Forensic Evaluation and Sample Analysis SORBIGH*H** 10.0 10.0 17.7 18-19
(*) 56832, S6R359
(***) 56R824, 56R833, 99R833
(****)5S6R83 1
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ralph J. Schmid, HFD-330; 301-827-8929 Anita T. McCurdy 301-827-1632
PAGE NO. 56-1




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Drug Process Inspections Drug Quality Assurance - 56
3. PROGRAM TYPE: : COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To minimize the consumer's risk of exposure to defective drug products by preventing the marketing of, or removing from the
market, violative drug products that are observed as a result of activities performed under this program.

To assess the adequacy of the CGMP regulations, guidelines and agency regulatory policies by gathering industry-wide data on
changing practices and technology.

5. PROGRAM JUSTIFICATION :
The Drug Process Inspections program is FDA's primary means for evaluating the conditions under which drug products are
manufactured, tested, packaged and held.

6. FIELD OBLIGATIONS

firm receives the inspection coverage provided for in the inspectional strategy.

The field will conduct drug process inspections and maintain profiles or other monitoring systems which will insure that each drug

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE I:I ABBREVIATED I:l DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Human Drugs Industry Codes: 50, 54-56, 60-66

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL D OTHERS (Specify)

T. CHECK THE FOLLOWING ATTRIBUTES

9. SPECIAL EQUIPMENT, METHODS, AND HANGLONG

FORM FDA 2621 (07/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

56-2




FY 2008 ORA Workplan

October 1, 2007

Drug Process Inspections - Domestic

Drug Quality Assurance

2. PPS PROJECT NAME/NUMBER
-56

PROGRAM/ASSIGNMENT CODE(S)

56002, A, B,C, D, F 56832,
56R359, 56002M*
©

4. WORK ALLOCATION PLANNED BY

X1 ora

l:l CENTER

5. OPERATIONAL FTE POSITIONS

106.0

ZO—-OmD

DISTRICT/
SPECIALIZED
LABORATORY

INSPECTIONS

1

INVESTI=
GATIONS
(Hours)

CHEMIST ON
INSPECTIONS
{Hours) -

1 3
MICRQO ON DOMESTIC
INSPEC- SAMPLE
TIONS COLL

{Hours}

| DOMESTIC
BAMPLE

ACHEM)

DOMESTIC
SAMPLE
COLL
{MICRO)

vi
DOMESTIC
SAMPLES
TOBE
ANALYZED
(CHEM)

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
(MICRQ)

TOTAL FIELD

1377

2850

10450 1995

350}

40

229

40

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGQ

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

5E

REGIONAL STAFF

ATLANTA

FLORIDA

NEW CRLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPCRT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
e

HOURS PER OPERATION

55.0

5.0

TOTAL HOURS

75735

2850

10450 1995 1750

CONVERSION FACTOR

950

950

950 950 950

TOTAL OPERATIONAL FTEs

79.72

3.00

11.00 2,10 1.84

38.0

28.0

8702

1120

1180

1180

7.37

0.95

7 REMARKS

* Hours for certification audits or general investigations as needed by the District.

Gas firms are under a separate worksheet 56-5 . ** DSCs not analyzed are doc. samples. Report Certification Audit hrs under S6R359.

Ime shaded area breaks out the sample collections and is only a guideline for Districts.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

56-3
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FY2008 ORA WORKPLAN

October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE
DRUG Process Inspections- Domestic
(Gas Manufacturer)

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)

56002E

4. WORK ALLOCATION PLANNED BY

XJom [

CENTER

4.0

5, OPERATIONAL FTE POSITIONS

ZO0—-qma

DISTRICT/
SPECIALIZED
LABORATORY

1
PLANNED

MEDICAL
GAS

INSPECTIONS

INVESTI-
GATION
Hours

3

DOMESTIC
SAMPLE
CcoLL

4

IMPORT
SAMPLE
COLL

5

FIELD
EXAMS!
TESTS

7
DOMESTIC
SAMPLE
ANALYSES

8
IMPORT
SAMPLES
ANALYSES

MISC.
HOURS

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL-SW

PACIFIC REGIONAL-NW

127

HOURS PER OPERATION

30.0

TOTAL HOURS

3810

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

4.01

lo. REMARKS )
* Total number of planned gas inspections in the Program for FY 2008.

FORM FDA 2621a (06/97)

ORA WORKPLANNING SHEET (Continued)

PAGE NOC.

56-5




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Foreign Drug Inspections Drug Quality Assurance - 56
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4, OBJECTIVES
Inspectional work is to minimize the consumer’s risk of exposure to defective drug products by preventing the marketing

of or removing from the market, violative drug products that are observed as a result of inspections performed under this Program.

5. PROGRAM JUSTIFICATION
The international Drug Process Inspection program is FDA's primary means for evaluating the conditions under which foreign

drug products are manufactured, tested, packaged and held.

6. FIELD OBLIGATIONS
The field will conduct drug process inspections and maintain profiles of foreign drug manufacturers.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER D BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED
c. PRODUCTI(S) d. INDUSTRY/PRODUCT CODE(S)

Human Drugs All Human Drug Codes

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL OTHERS (Specify)

T. CHECR THE FOLLOWING AT TRIBUTES

9. SPECTAL FQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 (07/99) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGENO. 56-6



FY 2008 ORA Workplan October 1, 2007

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Foreign Drug Inspections Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

Sggoz,A,B,C,D,B,F ORA [ ]center j2.5
56832

5. 1 1
DISTRICT/ CHEMIST
SPECIALIZED INSPEC- INSPEC-
LABORATORY TIONS TIONS
FOREIGN (Hours)
FOREIGN

v

ZO0—-Gma

TOTAL FIELD 161 3800

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF i

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 50.0

TOTAL HOURS 8050 3800

CONVERSION FACTOR 950 950

TOTAL OPERATIONAL FTEs B8.47 4.00

7. REMARKS
* Foreign inspections (DPI) are planned under 56002 and should be reported under operation 11 PACs 560024,

B, C,D, E, F, 56832. ** Time planned in this column may be used by chemists or microbiologists.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  56-7




FY 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Drug Product Surveillance Drug Quality Assurance - 56
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES
To obtain information about the quality of the nation’s drug supply through analyses of selected domestic and imported
finished dosage form products and active pharmaceutical ingredients (APIs).

To direct analytical coverage towards drug products, firms, and countries which pose a heightened risk to the consuming
public relative to the risk-based management system.

To obtain information about the identifying characteristics (forensic testing) of APIs from domestic/foreign sources in order to
establish a forensic database to evaluate formulation changes and uncover possible counterfeiting.

5. PROGRAM JUSTIFICATION
FDA has the mandate to assure that 