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Regional Food and Drug Directors
District Directors
T Regional Laboratory Directors: Northeast, Southeast, Arkansas, Pacific Northwest, Pacific Southwest,
WEAC, and FCC
Investigations Branch Directors
Laboratory Branch Directors

The enclosed Final FY 2009 ORA Field Workplan incorporates several substantial changes. The
first change you will notice is in the format of the Workplan. The Workplan is a much smaller
document because items previously included with the Workplan, but not part of the Workplan,
have been removed and are presented separately. This includes the narrative program
descriptions, which are now contained in a separate document entitled “Program Descriptions™,
and the FTE/operations tables, which are contained in a separate document, entitled “FTE
Reports”. This change will not only make it easier for future FOI requestors to receive the
Workplan, it will also make it easier to update the Workplan if the need arises.

Another change in the Workplan is the level of planned FTE. For the first time since the FY
2003 Workplan, total planned FTEs have increased. The FY 2009 Workplan is based on ORA’s
planning level of 1,872 Operational (3,400 Total) FTEs. This represents an overall increase of
125 Operational FTEs from the FY 2008 Workplan. This increase reflects the more optimistic
budget outlook and the substantial hiring that occurred during the end of FY 2007 and
throughout FY 2008. Even though the Workplan FTEs have increased, all Districts and Regional
Laboratories will notice that their planned FTEs are below their numbers of investigators and
analysts allocated in the . This will allow for a training period
for new hires to become tunctional in the activities planned in the Workplan.

Yet another change is in the Foods program, where there is a greater emphasis on a risk based
approach to food Workplanning. Districts will now have specific lists of high risk firms to
inspect, based on risk modeling by CFSAN. While it is difficult to plan for inspection of the high
risk firms on a program by program basis, overall each District has sufficient planned
inspectional resources and state contracts to cover all their high risk food firms. For a District, it
means you may overburn in the Domestic Cheese Program, and underburn in the Domestic Food
Safety Program, but overall the resources should balance out.



And the most significant change is the addition of a permanent Director for DPEM’s Program

‘Planning and Workforce Management Branch. Carrie Mampilly assumed leadership of the
Branch on September 2. Carrie previously worked in the Branch as a planning analyst and most
recently was at CDER/Office of Compliance as a Project Management Officer. Please feel free
to contact Carrie on any Workplaning issues.

The “FY 2009 Workplan Changes” spreadsheets provide a listing of programs compared to the
FY 2008 ORA Field Workplan, and will enable you to identify where specific resource shifts and
programmatic cuts occurred.

The FY 2009 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 2009 Workplan has been published to a CD format. Your CD is non-writable 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

amecurdy(@ora.fda.goy.
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 Carrie Mampilly at (301) 827-2667.

Michael

Michael W. Roosevelt

Attachments- See “FY 2008 Workplan Changes” files
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FOODS AND COSMETICS

FY 2009 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2008 FY 2009
PAC PROGRAM/ASSIGNMENTS
03003,A Import Acidified and Low Acid Canned Foods 14.8 18.0 3.2
Domestic and Imported Cheese and Cheese
03037,D Products 241 28.6 45
03803A Domestic Acidified and Low Acid Canned Food 16.4 18.0 1.6
03803,B Domestic Food Safety 96.3 139.7 43.4
03819A,B  |import Foods - General 2671 247.1 -20.0
03842,B Domestic Fish and Fishery Products 56.4 *. 65.0 8.6
03844,B Import Seafood Products 83.4 847 1.3
03847H Juice HACCP Inspection Program 94 6.9 2.5
03R233 Foreign Inspections/Assessments 5.7 73 1.6
03F098 Import/Domestic Micro Assignment 22 1 48.9 26.8
03R843 Contract Management 8.0 12.0 4.0
03R845 Food Defense 38.0 38.0
03R816 Methods Validation/Development Program 11.0 10.0 -1.0
03 Foodborne Biological Hazards 652.7 724.2 71.5
Pesticides & Industrial Chemicals in Domestic &
04004A,D Impott Food 59.7 59.7
04018 Seafood Chemotherapeutics Sampling 327 326 -0.1
04019A.B.C Toxic Elements in Foods & Foodware (Domestic & 19.0 17.0 20
Import)
04839 Total Diet Study 234 28.6 52
04F800 Field Assignments for Chemical Contaminants 7.8 6.4 -1.4
04R816 Methods Validation/Development Program 9.5 10.6 1.1
04R838 Forensic Evaluation and Sample Analysis 12.0 12.0
04 Pesticides and Chemical Contaminants 164.1 166.9 2.8
07001 Mycotoxins in Domestic and Imported Foods 14.6 14.6
07R816 Methods Validation/Development Program 4.5 4.5
07 Molecular Biology and Natural Toxins 19.1 19.1
09006A,B  |Imported Foods-Food and Color Additives 13.6 13.6
09 Food and Color Additives Petition Review 13.6 13.6
18002 Retail Food Protection- State Program 23.0 24.0 1.0
18003 Milk Safety Program 20.3 204 0.1
18004 Molluscan Shellfish Evaluation Program 12.0 14.5 2.5
Interstate Travel Program Conveyances & Support
18029A-F Facilities 20.7 21.8 1.1
18 Technical Assistance: Food & Cosmetics 76.0 80.7 4.7
21002 Medical Foods - Domestic and Import 4.3 43
21003 Domestic Food Labeling and Economics Program 31 31
21005 Domestic & Import NLEA - 9.3 11.4 21
21006 Infant Formula Program 54 54
21008 Dietary Supplements 16.9 20.3 3.4
21839 Selected Nutrients in Foods - Total Diet 3.4 34
21R816 Methods Validation/Development Program 1.0 1.5 0.5
21 Food Composition, Standards, Labeling, & Econ 40.3 494 9.1
29001 Cosmetics Program - Imported and Domestic 8.4 8.1 -0.3
29 Colors and Cosmetics Technology 8.4 8.1 0.3
‘;'gtEasl Mission Direct: Pre and Annual Planned 974.2 1062.0 878




BIOLOGICS

FY 2009 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY. 2008 FY 2009

PAC PROGRAM/ASSIGNMENT
41002 Tissue Establishments 19.5 22.5 3.0
41808 Good Laboratory Practices * *
41809 Institutional Review Board * *
41810 Sponsors, CROs, Monitors * il
41811 Clinical Investigators 5.4 4.4 -1.0
41 Human Cellular, Tissue, & Gene Therapies 249 26.9 2.0
42001F,G Blood Banks 53.0 53.0
42002 Source Plasma Establishments 9.4 10.4 1.0
42007 Exam of Blood/Components - Import 2.5 3.0 0.5
42008,A Licensed Viral Marker Test Kits 2.5 2.5
42809 Institutional Review Board * *
42810 Sponsors, CROs, Monitors * *
42811 Clinical Investigators 3.5 4.0 0.5
42811 Foreign BIMO Inspection - -
42845A,B,C |Medical Device Manufacturers (Biologics) 0.5 0.5
42848A F,G |Plasma Derivatives of Human Origin 3.0 3.0
42 Blood & Blood Products 74.4 76.4 2.0
45809 Institutional Review Board * i
45810 Sponsors, CROs, Monitors * *
45811 Clinical Investigators 6.0 6.5 0.5
45848AF,G _|Licensed Allergenic Products 0.7 0.7
45848B,C.D |Vaccine Products 40° 4.5 0.5
45 Vaccines & Allergenic Products 10.7 11.7 1.0

:'?'t:sl Mission Direct: Pre and Annual Planned 110.0 115.0 5.0

* 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 2009 WORKPLAN CHANGES
WORKPLAN| WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2008 FY 2009

PAC PROGRAM/ASSIGNMENTS

NDA Pre-Approval Inspections/Investigations
46832B,C (Domestic) 9.6 9.0 -0.6

NDA Pre-Approval Inspections/Investigations
46832B,C (Foreign) 14.0 14.0
46 New Drug Evaluation 23.6 230 -0.6
48001/A |In Vivo Bioequivalence (Domestic) 6.0 55 -0.5
48001/A |Foreign Inspections (In Vivo, GLP, Cl) 3.0 3.5 0.5
48808 Good Laboratory Practices 4.0 4.0
48809 Institutional Review Boards 5.0 5.8 0.8
48810 Sponsors, Contract Research Orgs, Monitors 3.0 3.3 0.3
48811 Clinical Investigators (Domestic) 28.3 25.0 -3.3
48812 Clinical Investigators (Foreign) 15.0 15.0
48 Bioresearch Monitoring 49.3 62.1 12.8

ANDA Pre-Approval Inspections/investigations
52832 (Domestic) 131 5.0 -8.1

ANDA Pre-Approval Inspections/Investigations
52832 (Foreign) 8.3 10.0 1.7
52 Generic Drug Evaluation 214 15.0 6.4
53001A,B |Adverse Drug. Exp. Rpt. Regul (Domestic) 8.5 10.0 15
53001A B |Adverse Drug. Exp. Rpt. Regul (Foreign) 1.0 1.0
53 Postmarket Surv. & Epidemiology 9.5 11.0 1.5
56002A-F |Drug Process Inspections-Domestic 106.0 84.0 -22.0
56002E Drug Process Inspections - Gas Manufacturers 4.0 5.0 1.0
56002A-F |Foreign Drug Inspections 12.5 34.0 21.5
56008A,C |Drug Product Surveillance (Domestic) 257 20.0 -5.7
56008H Drug Product Surveillance (Import) 30.5 30.9 04
56021A,B |Drug Quality Reporting Systems-DQRS 40 45 0.5
56022 Enforcement of Rx Drug Marketing Act 20 2.0
56843 Post-Approval Inspections/Iinvestigations (Domestic) 2.0 2.0
56843 Post-Approval Inspections/Investigations (Foreign) 2.0 20
56D015 Pharmacy Compounding Assignments 4.0 5.0 1.0
56R838 Forensic Evaluation and Sample Analysis 10.0 10.0
56 Drug Quality Assurance 198.7 1994 0.7
63001 Intemnet, Health Fraud, & OTC Monographs 4.5 45
63002 :gvxs Drugs (Prescription) Not Covered by Approved 4.0 5.0 10
63 Unapproved & Misbranded Drugs 8.5 9.5 1.0
88— Shelf Life Extension Projects : 12.0 12.0

United States Pharmacopeia (USP) Reference 7.0 7.0
88 Interagency Cooperative Activities 12.0 19.0 7.0

'Il;:tEasl Misslon Direct: Pre and Annual Planned 323.0 339.0 16.0




ANIMAL DRUGS AND FEEDS

FY 2009 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2008 FY 2009
PAC PROGRAM/ASSIGNMENT
68001 NADA Pre-Approval Inspections 23 29 0.6
68808 (Pre-Market) GLP and Spon/Mon/Com 2.0 20
. Sponsors Conftract Research . .

BE10 Orgs./Monitors '
68811 (Pre-Market) Clinical Investigators 25 24 -0.1

Pre-Approval Eval. of Animal Drugs &
- Food Additives 6.8 1 0.5
71001A,B™ Animal Drug Manufacturing Inspections 8.0 8.4 04
71003A-J Feed Contaminants 14.2 18.3 4.1
71004A Feed Manufacturing 53 42 -1.1
71006 lllegal Drug Residues in Meat and Poultry 12.0 16.9 49
71009, 71R844*** |Ruminant Feed Ban Rule (BSE) Program 543 544 0.1
71R816 Methods Validation/Development Program 5.0 5.0
71R831, 71R838 |Forensic Evaluation and Sample Analysis 1.0 1.0
71v800 Center Initiated Assignments 4.5 26 -1.9
71R852 Pandemic Preparedness (CANCELLED)
71 Monitoring c3f Marketed Animal Drugs, 104.3 110.8 6.5

Feed, & Devices

Total Mission Direct: Pre and Annual 1111 118.1 7.0

Planned FTEs

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




MEDICAL DEVICES AND RADIOLOGICAL HEALTH

FY 2009 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2008 FY 2008
PAC PROGRAM/ASSIGNMENT
81010 Med Dev Problem Reporting-MDR/DEN F/U 05 0.5
81 Postmarket Assurance: Devices 0.5 0.5
82008 Monitoring Device of Foreign Origin-imports 28.1 291 1.0
82845A,B,C,G,S |Inspection of Medical Dev Mfgrs: GMP Domestic 87.4 92.9 565
82845B Inspection of Medical Dev Mfgrs: GMP Foreign 13.7. 172 35
82845P Inspection of Accredited Persons: MDUFMA 1.0 0.5 -05
82845J Audits of Accredited Persons 0.3 03
8272002 Condom Assignment 36 36
822003 Mfgrs & Importers of Surgical/Exam Gloves 6.5 6.5
822005 BSE Assignment (CANCELLED)
827800 Center Initiated Assignments 1.5 1.0 -0.5
82R816 Methods Validation/Development Program 20 20
82R838 Forensic Evaluation and Sample Analysis 0.3 0.3
82 Compliance: Devices 1444 1534 9.0
83001/A Med Dev Premkt/Postmkt Insp Domestic T 71
83001/A Med Dev Premkt/Postmkt Insp Foreign 26 26
83808-11 Bioresearch Monitoring Domestic 245 245
83810-11 Bioresearch Monitoring Foreign 0.8 0.8
83 Project Evaluation: Devices 35.0 35.0
847002 Test Method Development & Evaluation 37 37
84R816 Methods Validation/Development Program 1.0 1.0
84 Science: Devices 4.7 47
85014 Mammography Facilities Insp Program Domestic 145 14.5
85014 Mammography Facilities Insp Program Foreign 0.1 0.1
85 HMammography Quality Standards Act (MQSA) 14.6 14.6
86001 Inspection of Mfgrs of Laser Products Domestic 42 42
86001 Inspection of Mfgrs of Laser Products Foreign 0.2 0.2
86002 Field Implementation of Sunlamp Products 0.3 03
86003 Field Compliance Testing of Diag X-Ray Equip 85 78 07
Domestic :
86003 Fneld_Compllance Testing of Diag X-Ray Equip 07 07
Foreign -
86004 Field Compliance Testing of Cab X-Ray Equip 0.5 0.5
86006A,B,D,E Compliance Testing of Elec Prod at WEAC Domestic 31 31
86006 Compliance Testing of Elec Prod at WEAC Forelgn 0.8 0.8
86007 Imported Electronic Products 7.2 7.2
Med Dev & Rad Hith Use Control & Policy
86008 oo 3.0 3.0
86009 Emergency Planning & Response Activities 20 2.0
86 Radiation Control & Health Safety Act (RCHSA) 29.8 298
Total Mission Direct: Pre and Annual Planned 229.0 238.0 9.0
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SERVICING LABORATORIES

FY 2009
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS
REGIONS>>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJN DAL DEN KAN S8WID SWID| LOS8 SAN SEA
FOOD & COSMETICS TXaNM CAzAZ
[03 FOODBORNE BIOLOG HAZARDS
IMPORT A/LACIDCANFD - 03003,A NRL NRL | SRL ARL SRL ARL ARL ] NRL | 8RL SRL SRL SRL - DEN KAN ARL PRS | PR8 SAN PRN
IMP CHEESE PRODUCTS (Filth) 030378 SRL NRL | SRL ARL SRL ARL ARL - SRL | SRL SRL SRL SRL | DEN DEN DEN ARL PRN | PRS SAN PRN
DOM ACID/L ACID CAN FD 03803A NRL NRL [ SRL ARL SRL DEN ARL NRL NRL | SRL SRL SRL SRL | DEN DEN KAN - - PRE SAN PRN
DOMESTIC FOOD SAFETY (Filth)  03803B NRL NRL [ SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN DEN KAN - - PRS PRS PRN
DOMESTIC FOOD SAFETY 03803C NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN DEN KAN - - PRS SAN PRN
DOMESTIC FOOD SAFETY (Allergen) 03803C NRL NRL | DET DET DET DET DET OET DET | SRL SRL SRL SRL | ARL ARL ARL - - PRS PRS PRS
IMPORTED FDS-GENERAL (Filth)  03818A NRL NRL | SRL ARL SRL ARL ARL - NRL [ S8RL SRL SRL  SRL - DEN KAN ARL PRS | PRS PRS PRN
IMPORTED FDS-GENERAL 03819B NRL NRL | SRL ARL SRL ARL ARL — NRL | SRL  SRL SRL SRL - DEN KAN ARL PRS | PRS SAN PRN
IMPORTED FDS GENERAL (Allergen) 038198 NRL NRL | DET DET DET DET DET DET DET | SRL SRL SRL SRL (| ARL ARL ARL ARL PRS [ PRS PRS PRS
DOM FISH & FISHERY PROD (Filth) 038428 NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | ARL ARL ARL - - PR8 PR8 PRN
DOM FISH & FISHERY PROD 03842C NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | ARL ARL ARL - - PRS SAN PRN
ORGANOLEPTIC ANALYSIS + 03842C NRL  NRL - - - - - - - - - - - - - - - - - - PRN
IMPORT SEAFOOD PROD 038448 NRL NRL | SRL ARL SRL ARL ARL - NRL | S8RL SRL SRL  SRL - ARL ARL ARL PRS | PRS PRS PRN
IMPORT SEAFOOD PROD 03844C NRL NRL | SRL ARL SRL ARL ARL - NRL | SRL SRL SRL SRL - ARL ARL ARL PRS | PRS SAN PRN
ORGANOLEPTIC ANALYSIS ++ 03844C NRL NRL - - - - - - - - - - - - - - - - - - PRN
JUICE HACCP 03847H NRL NRL | SRL SRL SRL SRL SRL SRL SRL | SRL SRL SRL SRL | ARL ARL ARL . - PRS SAN PRN
FOOD DEFENSE (Imp/Dom) 03RB45 NRL NRL | WEA WEA KAN FCC FCC FCC NRL | SRL  SRL SRL DEN | ARL DEN KAN ARL PRS | PRS SAN__ PRN
[64 PESTICIDES & CHEM CONTAM.
PEST & CHEM DOM FDS & SEAFD 04004A NRL NRL | SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SRL | KAN KAN KAN - - PRS PRS PRN
DIOXIN ANALYSIS 040040 -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL-| -ARL- -ARL- -ARL- -ARL-| -ARL- -ARL- -ARL- - - “ARL- -ARL- -ARL-
IMP FOODS - PESTICIDES 040044 NRL NRL | SRL ARL SRL ARL ARL - SRL | SRL SRL SRL  SRL - ARL ARL ARL PRS ( PRS PRS PRN
IMP FDS - PESTICIDES SEAFOOD  (04004A NRL NRL | SRL ARL SRL ARL ARL - SRL | SRL SRL SRL SRL - KAN KAN ARL PRS | PRS PRS PRN
TOXIC ELM IN FDS D/I 04019A NRL NRL [ SRL KAN SRL KAN KAN SRL SRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | SAN SAN SAN
TOXIC ELM TBL&CK WARE-D/T 040198 NRL NRL | SRL KAN SRL KAN KAN SRL SRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | PRS SAN SAN
RADIONUCLIDES IN FDS-D/1 04018C “WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
TOTAL DIET STUDY 04839 -KAN- -HAN- | -KAN- -KAN- -KAN- KAN -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN- - - -HAN- -KAN- -KAN-
[07_MOL BIO & NATURAL TOXINS i
MYCOTOXINS DOM FDS (AFLA) 07001 -SRL- -8RL- | -SRL- -S8RL- -SRL- -SRL- -SRL- -SRL- -SRL-| -8RL- -SRL- -SRL- -8RL-| -8RL- -SRL- -8RL- - - -SRL- -SRL- -SRL-
MYCOTOXINS DOM FDS (FUM) 07001 -KAN- -KAN- | KAN- -KAN- -KAN- -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN- -KAN-]| -KAN- -KAN- -KAN- - - -KAN- -KAN- -KAN-
MYCOTOXINS DOM FDS (OCHRA) 07001 NRL NRL | NRL KAN NRL KAN KAN NRL NRL | KAN KAN KAN KAN | KAN KAN KAN - - PRN PRN PRN
MYCO DOM FDS (DON,PATULIN) 07001 NRL NRL [ NRL SRL NRL SRL SRL NRL NRL | SRL SRL SRL SRL | KAN KAN KAN - - PRN PRN PRN
MYCOTOXINS IMP FDS (AFLA) 07001 NRL NRL | SRL SRL SRL SRL SRL SRL SRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | PRN PRN PRN
MYCOTOXINS IMP FDS (FUM) 07004 -KAN- -KAN- [ -KAN- -KAN- -KAN- -KAN- -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN-
MYCOTOXINS IMP FDS (OCHRA) 07001 NRL NRL | NRL SRL NRL SRL SRL NRL NRL | SRL KAN SRL SRL | KAN KAN KAN KAN KAN | PRN PRN PRN
MYCO IMP FDS (DON, PATULIN) 07001 NRL NRL | NRL SRL NRL SRL SRL NRL NRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | PRN PRN PRN
MYCO IMP FDS (SPEC SURY) 07001 -SRL- SRL- | -SRL- -SRL- -SRL- SRL -SRL- -8RL- -SRL-| SRL- -SRL- -SRL- -S8RL-| -SRL- -SRL- -SRL-_ -8RL- -SRL-| -SRL- -SRL- -SRL-
[08_FOOD & COLOR ADDITIVES .
IMPORT FOODS (FD ADDS) 09008A NRL NRL | NRL ARL NRL DET ARL -— NRL | SRL SRL SRL SRL | DEN DEN DEN DEN DEN | SAN SAN SAN
IMPORT FOODS (COLOR) 080088 NRL NRL | NRL ARL NRL DET ARL _ NRL | S8RL SRL SJUN 8JN | DEN DEN DEN DEN DEN | SAN SAN SAN
DOM FD SAFETY (COLOR) 09803,E NRL NRL | NRL ARL NRL DET ARL - NRL | SRL SRL SJN 8N | DEN DEN DEN - - SAN SAN SAN
DOM ¥D SAFETY (FD ADDS) 09803,F NRL NRL | NRL ARL NRL DET ARL - NRL | SRL _SRL SRL SJN | DEN DEN DEN - - SAN __SAN _SAN
21 _FOOD COMP STDS LABEL & ECON
MEDICAL FOODS 21002 -SRL- -SRL- | -8RL- -SRL- -S8RL- -SRL- -SRL- -S8RL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -8RL- -SRL- -SRL- - - -SRL- -8RL- -SRL-
NLEA ENFORCEMENT DOM 21006 -SRL- -SRL-| -SRL- -SRL- -8RL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - -SRL- -8RL- -SRL-
NLEA ENFORCEMENT IMP 21005 -8RL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL- - -SRL- | -SRL- -SRL- -SRL- -SRL- - -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL-
INFANT FORMULA DOM/IMP 21008 -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-]| -SRL- -SRL- -SRL- -SRL- - -SRL- -SRL- -SRL- <SRL-| -SRL- -SRL- -8RL-
DIETARY SUPPLEMENTS 21008 -8RL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -8RL- -SRL- -SRL-| -SRL- -SRL- -SRL-
SELECT NUTR IN FOOD SURVEY 21839 KAN- -KAN- | KAN- -KAN- -KAN- -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN- -KAN-| -KAN- -KAN- -KAN- - = -KAN- -KAN- -KAN-
|29 COSMETICS
DOM/IMP COSMETICS 290014 NRL NRL | NRL _ARL NRL DET ARL _NRL NRL | SRL  SRL SRL SRL | ARL ARL ARL ARL ARL | SAN SAN SAN

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-)

+ National Expert: Collecting Districts Check with DFS (HFC-140) Except for Breaded Shrimp - See Compliance Program for list of laboratories

++ National Expert: Collecting Districts Check with DFS (HFC-140)

SWID - TX & NM Col 8 flected in TX or NM will be analyzed by the Labs listed.’
SWID - CA & AZ Column: Slmplee coliscted in CA or AZ will be analyzed by the Labs listed.




SERVICING LABORATORIES

FY 2009
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS
REGIONS>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
HUMAN DRUGS TXaNM CAsAZ
[46 NEW DRUG EVALUATION
NDA CHEM INSP 48832 NRL NRL PHI DET FCC DET DET PHI PHI SRL SRL SRL SJN | DEN DEN KAN - - PRS PRN PRN
PRE APPROVAL PROFILE 46832B,C| NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL NRL NRL NRL | FCC FCC FCC - - FCC FCC FcC
PRE APPR FOREIGN CIIEM INSP 46832 NRL  NRL PH! PHI FCC PHI PHI PHI PHI SRL SRL SRL SIN | DEN DEN KAN - - PRS SAN PRN
PRE APPRFOREIGNPROFILE 48832B,C | NRL NRL | NRL NRL NRL NRL NRL NRL NRL | NRL NRL NRL NRL | NRL NRL _NRL - - NRL _NRL NRL
82 GENERIC DRUG EVALUATION
ANDA CHEM INSP 52832 NRL  NRL PHI PHI FCC  DET PHI PHI PHI SRL SRL SRL SIN | DEN DEN KAN - - PRS SAN PRN
GEN PRE APPROV PROFILE 52832BC | NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL NRL NRL NRL | FCC FCC FCC - - FCC FCC  FCC
PRE APPR FOREIGN CHEM INSP 52832 NRL  NRL PHI PHI PHI PHI PHI PHI PHI SRL SRL SRL SJN | DEN DEN KAN - - PRS PRN PRN
PRE APPRFOREIGNPROFILE  52832B,C | NRL NRL | NRL _NRL NRL NRL NRL NRL NRL | NRL NRL NRL NRL | NRL NRL NRL - - NRL NRL _NRL
[56 DRUG QUALITY ASSURANCE
DPI CHEM ON INSP 56002 A-F| NRL NRL PHI DET PHI DET  DET PHI PHI SRL SRL SRL SJN | DEN DEN KAN - - PRS PRN PRN
DRUG PROCESS INSP (DSA) 568002A-F| NRL NRL PHI PHI PHI DET PHI PHI PHI SRL SRL SRL SJN | DEN DEN DEN - - PRN PRN PRN
FOREIGN CHEM INSP 56002 A-F | PHI NRL PHI PHI FCC  DET PHI PHI PHI SRL SRL SRL SJN | DEN DEN KAN - - PRS SAN PRN
DRG PROD SURVEY (API) 56008A -8JN-  <SJN-| SJIN-- -SIN- -SIN- -SIN- -SIN- -SIN- -SJN-| -SIN- -SIN- -SIN- -SJN- | -S8IN- -BIN- -SIN- -SJN- -SIN-{ -SJN- -SJN- -SJN-
DRG PROD SURVEY (DPS) 56008A | NRL NRL PHI PHI PHI DET PHI PHI PHI SRL SJN SRL SIN | DEN DEN KAN - - PRS PRN PRN
DPS API 56008H NRL  NRL PHI . DET PHI DET DET PHI PHI SRL SJN SN SJN - — - DEN DEN | PRS PRN PRN
DPS FINISHED DOSAGE 56008H -PRN- -PRN- | -PRN- -PRN- -PRN- -PRN- -PRN- -PRN- -PRN-| -PRN- -PRN- -PRN- -PRN-{ — - ~  <PRN- -PRN-| -PRN- -PRN- -PRN-
DQRS/NDA FLD ALERT REPT 56021A,B | NRL  NRL PHI DET PHI DET DET PHI PHI SRL SRL SJN SJN | DEN DEN DEN - - PRN PRN PRN
RX DRG MKTG ACT (PDMA) 560022,A | NRL _ NRL PHI PHI PHI PHI___PH! PHI PHI SIN SJN SIJN SIN | DEN _DEN DEN - - PRN___PRN _PRN
[63 INTERNET, FRAUD, OTC MONO 63001A PHI NRL PHI PHI PHI DET PHI PHI PHI SRL __SRL SRL 8JN | DEN DEN KAN = - PRN _PRN PRN

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-)

The Analyzing Laboratories for Samples Collected Under 56008A/H, Drug Product Survelllance will be assigned by DFS (HFC-140) based on expertise of drug lab for each spaclfic drug sampled.
SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed.




SERVICING LABORATORIES

FY 2009
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS

REGIONS>>>>5>>>>>>>>>>5>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
ANIMAL DRUGS & FEEDS TXeNM CAzAZ
[68_PRE APPR MON ANIMAL DGS FEEDS

NADA PRE APPROVAL INSP 68001 NRL NRL | KAN KAN KAN KAN KAN KAN KAN | SRL SRL SRL SRL | KAN KAN KAN - — | PRN _PRN PRN
METHOD VALIDATION 68001 NRL NRL | KAN KAN KAN KAN KAN KAN KAN [ SRL SRL SRL SRL | DEN DEN KaAN - - | PRN  PRN PRN
GLP NON-CLINICAL 68808 NRL NRL | KAN ARL KAN ARL ARL SRL KAN | SRL SRL SRL SRL | KAN DEN KaAN - - | PRN__PRN __PRN
[71_POST APPR MON ANIMAL DGS FEEDS _

ANIMAL DRUG MANUF INSP 71001 NRL NRL | SRL KAN SRL KAN KAN SRL SRL | SRL SRL. SRL SRL | KAN 'KAN KAN - — | PRN PRN PRN
DOM/IMP FEED CONTAMIN 71003A | NRL NRL | SRL KAN " SRL ARL KAN NRL NRL [ SRL SRL SRL SRL | KAN KAN KAN ARL ARL | PRS PRS PRN
FEED CONT METALS 710038 | NRL NRL | SRL KAN SRL KAN KAN NRL NRL [ SRL SRL SRL SRL | KAN KAN KAN KAN KAN | SAN SAN SAN
FEED CONT MYCOTOXINS/D 74003C [ PRN PRN | PRN PRN PRN PRN PRN PRN PRN | SRL SRL SRL SRL | KAN KAN KAN - -~ | PRN  PRN PRN
FEED CONT MYCOTOXINS IMP  71003C | -PRN- -PRN- [ -PRN- -PRN- -PRN- -PRN- -PRN- -PRN- -PRN- | -PRN- -PRN- -PRN- -PRN-| -PRN. -PRN- -PRN- -PRN- -PRN-| -PRN- -PRN- -PRN-
FEED CONT DIOXIN ANALYD/I  71003G | -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -ARL-
FEED MANUFACTURING 71004 .DEN- -DEN- | -DEN- -DEN. -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- - - | -DEN- -DEN- -DEN-
TYPE "A" MED ARTICLES 74005 -DEN- -DEN- | -DEN- .DEN- -DEN- -DEN. -DEN- -DEN- -DEN-|.DEN. -DEN- -DEN- -DEN-| -DEN- -DEN- -DEN- - -~ | -DEN- -DEN- -DEN-
ILL RESIDUES-MEAT & PLTRY 71008 -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN. -DEN- -DEN- - - | -DEN- -DEN- -DEN.
METHOD VALIDATION 71008 -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- .DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN. -DEN- -DEN- - - | -DEN- -DEN- -DEN-
BSE PROGRAM DOMESTIC . 71009 NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN - - | PR8 PRS PRN
BSE PROGRAM IMPORT 71009 PRN NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN ARL ARL | PRS PRS PRN
MEDICAL DEV & RAD HLTH

81_POSTMKT ASSURANCE: DEVICES -

PM/DEN F/U CH & SER TEST 81010 WEA- -WEA-| WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
PM/DEN F/U RADIONUCLIDES 81010 WEA- -WEA-| -WEA- WEA- -WEA- WEA- .WEA- -WEA- -WEA-| WEA- WEA- -WEA- -WEA.| WEA- -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA-
[82_COMPLIANCE: DEVICES — -

MFRS - REAGANTS 82845C | WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- 'WWPT - -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA-. | -WEA- -WEA- -WEA-
MFRS - IN VITRO 82846C | -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
MFRS - SPORICIDAL 82848C | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN-| -DEN- -DEN- -DEN-
MFRS - TUBERCULOCIDAL 82845C | -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA-| DEN DEN DEN DEN ©DEN [ DEN DEN DEN
CONDOM ASSIG DOM / IMP 822002 |-WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-| PRS- -PRS- -PRS- -PRS- -PRS- | -PRS- -PRS- -PRS-
SURGICAL EXAM GLOVES 822003 = - |WEA- -~ .WEA- -WEA- .WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA-| PRS- PRS- -PRS- -PRS- -PRS-| -PRS- -PRS- -PRS-
CTRINIT ASGN TEST KT/REAG 822800 |-WEA- -WEA- | -WEA- -WEA. -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA-
CTR INIT ASGN RADIOIMMUN 822800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- WEA. -WEA- -WEA-| .WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA. -WEA.

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-)

SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed.




SERVICING LABORATORIES

FY 2009
MICROBIOLOGISTS
REGIONS>>>>>5>>5>5>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PH | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
FOOD & COSMETICS TXaNM CAsAZ
}3 FOODBORNE BIOLOG HAZARDS
IMPORT ACID/L ACID 03003,A NRL NRL SRL ARL SRL ARL ARL —_ NRL SRL SRL SRL SRL DEN DEN DEN ARL PRS PRS SAN PRN
DOM ACTD/L ACID CAN FD 03803A NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN - - PRS SAN PRN
SPORE HEAT DETERMTN 03803A -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- .SRL- -SRL- - - -SRL- -SRL- -SRL-
DOMESTIC FOOD SAFETY 03803D NRL NRL | SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - PRS SAN PRN
IMP FOODS GENERAL* 03819C NRL NRL | SRL DEN SRL DEN DEN - NRL | SRL SRL SRL SRL | DEN DEN DEN ARL PRN | PRS SAN PRN
DOM CHEESE PRODUCTS 030370 SRL NRL | SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN = - PRS SAN PRN
IMP CHEESE PRODUCTS 03037D SRL NRL [ SRL ARL SRL ARL ARL - SRL | SRL SRL SRL SRL ( DEN DEN DEN NRL NRL | PRS SAN PRN
DOM FISH & FISHERY PROD 038420 NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN - - PRS SAN PRN
IMPORT SEAFOOD PROD 03844D NRL NRL [ SRL ARL SRL ARL ARL — NRL { SRL SRL SRL SRL | DEN DEN DEN ARL PRS | PRS SAN PRN
IMPORT MICRO ASSIGN 03F098 NRL NRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL DEN DEN DEN ARL DEN PRS SAN PRN
DOMESTIC MICRO ASSIGN  03F098 NRL NRL | ARL ARL ARL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN ARL DEN | PRS SAN PRN
FOOD DEFENSE (Imp/Dom) 03RB4S NRL NRL NRL NRL NRL SRL SRL SRL NRL SRL SRL SRL SRL DEN DEN DEN ARL PRS PRS SAN PRN
JUICE HACCP 03847H NRL NRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - PRS SAN PRN
|1l TECH ASSIST: FOOD & COSMETICS NRL NRL SRL SRL SRL ARL SRL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - PRS SAN PRN
MILK SAFETY PROGRAM 18003 NRL NRL SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - SAN SAN SAN
INTERSTATE TRAVEL SANIT  18028A-F | NRL NRL | SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - PRN PRN PRN
|21 FOOD COMP STDS LABEL & ECON e
MEDICAL FOODS DOM/IMP 21002 -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -S8RL- -SRL- -SRL- - - -SRL- -SRL- -SRL-
INFANT FORMULA DOM/IMP 24008 -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -S8RL- -SRL- -SRL- - - -SRL- -8SRL- -SRL-
SELECT NUTR IN FOOD SURVEY
MARKET BASKET 21839 SRL- -SRL-| SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL.)-SRL- -SRL- -SRL- -SRL-|-SRL- -SRL- SRL- - - |} SRL- -SRL- -SRL-
|29 DOM/IMP COSMETICS/COLOF 29001 NRL NRL SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN DEN DEN PRS SAN SAN
HUMAN DRUGS
[56 DRUG QUALITY ASSURANCE
DRUG PROC INSP, DSA/CHEM IN 66002 NRL NRL | SRL NRL SRL NRL NRL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - SAN SAN SAN
DRUG PROD SURVEY 5§8008A NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - SAN SAN SAN
DQRS/NDA FLDALERTREPT _ 56021AB| NRL NRL | SRL  NRL SRL NRL NRL SRL SRL | SRL SRL SRL SRL | DEN DEN _DEN = - SAN SAN  SAN
[63_FRAUDULENT DRUGS 63001 | NRL NRL | SRL NRL _SRL NRL NRL SRL SRL | SRL SRL _SRL _SRL | DEN DEN__ DEN = - SAN _SAN __SAN

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-)

*import Foods: SWID CA & AZ samples collectad for micro analysis only go to PRL-NW. No split samples. Samples requiring any chem analysis go to PRL-SW.
SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed.




SERVICING LABORATORIES

FY 2009
MICROBIOLOGISTS

REGIONS >>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT >>>>> NWE NYK | BLT CHI CIN DET MIN NwWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
ANIMAL DRUGS & FEED TXaNM CAsAZ
{71 POST APPR MON ANIMAL DRUGS FDS = .

DRUG PROCESS INSPECTION 71001 NRL NRL [ SRL DEN SRL DEN DEN SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - SAN SAN SAN
FEED CONTAMINANTS D/1 71003E | NRL NRL | SRL DEN SRL ARL DEN SRL SRL | SRL SRL SRL SRL [ DEN DEN DEN ARL ARL [ SAN SAN SAN
MEDICATED FEEDS 71004 | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN. -DEN-| -DEN- -DEN- -DEN- -DEN-| -DEN- -DEN- -DEN- - — | -DEN- -DEN- -DEN-
TYPE "A" MED ARTICLES 71005 | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN-| -DEN -DEN- -DEN- - -- | -DEN- -DEN- -DEN-
ILL RES IN MEAT/POULTRY 71008 | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- .DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN-| -DEN- -DEN- -DEN- - - | -DEN- .DEN- -DEN-
METHOD VALIDATION 71008 | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- .DEN- -DEN- -DEN- [ -DEN- -DEN- -DEN- -DEN-| -DEN- -DEN- DEN- - - | -DEN- -DEN- -DEN-
MEDICAL DEV & RAD HLTH
|81 _POSTMKT ASSURANCE:DEVICES

PR MDR/DEN F/U-STERILITY 81010 | -WEA- -WEA- [ -WEA- WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA-
|82 COMPLIANCE: DEVICES

MON DEV FOREIGN-STERILE =~ 82008 | -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- .WEA- -WEA.|-WEA- -WEA. .WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA-
MED DEV MFG STERILITY 82845S | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA. -WEA- -WEA- | -WEA- -WEA- -WEA- .WEA.| -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
MED DEV MFG BIOBURDEN 828458 | -WEA- -WEA-| -WEA.- -WEA- -WEA- -WEA- -WEA. -WEA- -WEA.|-WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
MED MFG BIOINDICATOR 820455 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- WEA. WEA- -WEA-|-WEA. -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA.|-WEA- -WEA- -WEA-
MFRS-DISINFEC 82845C | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN. -DEN-| -DEN- -DEN- -DEN- -DEN-| -DEN -DEN- -DEN- - — | -DEN- -DEN- -DEN-
MFRS-ANTI-SERA 82845C | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
MFRS-IN VITRO DIAG 82845C | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA. -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
CTR INIT ASSIGN-STER 82Z800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA. -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
CTR INIT ASGN-MEDIA TEST 822800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-|
|M SCIENCE: DEVICES .

METHODS VALIDATION 842002 | WEA- -WEA- | .WEA- -WEA. -WEA- -WEA- -WEA- -WEA- -WEA-| .WEA- .WEA- -WEA- .WEA-| .WEA. .WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-|

SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected In CA or AZ will be analyzed by the Labs listed.




SERVICING LABORATORIES

FY 2009
ENGINEERS/PHYSICISTS
REGIONS >>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
MEDICAL DEV & RAD HLTH TXeNM CAsAZ
[81 _POSTMKT ASSURANCE: DEVICES _
PROB REPORT MDR'DNF/U 81010 -WEA- .WEA- | -WEA- -WEA- WEA- -WEA- -WEA- -WEA- -WEA.| .WEA- -WEA- -WEA- -WEA-| .WEA- -WEA- -WEA- -WEA- -WEA-[ .WEA- -WEA- -WEA-
[82_ COMPLIANCE: DEV
MON DEV FOREIGN ORIG 82008 -WEA- -WEA- | -WEA- -WEA- -WEA. -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
MFRS 82845C | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA. . -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
SURGICAL EXAM GLOVES 822003 | -WEA- -WEA-| — .WEA- — — - - . . - - - —_ - - i - —_ - -
CTR INITIATED ASGNMTS 827800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
[84 _SCIENCE: DEVICES j
METHODS VALIDATION 842002 | -WEA- -WEA-| -WEA- -WEA- .WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- .WEA- -WEA-|.WEA- -WEA- -WEA- -WEA- -WEA-| .WEA- -WEA. -WEA-
[86_RCHSA AUTHORITY L —
COMP TEST ELECT PROD 86006A-E | WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- [ -WEA.- -WEA- -WEA- -WEA- -WEA-| .WEA- -WEA. -WEA-

SWID - TX & NM Column: Samples collected in TX or NM wlil be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed.




RESOURCE SUMMARY BY PROGRAM CATEGORY

FY 2009
OPERATIONAL FTEs TOTAL " PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
[pomEsTiC | IMPORT | FOREIGN FTEs pomEeSTIC] IMPORT |[FOREIGN] FTEs
|TOTAL ALL PROGRAMS 1150.5] 604.8]  116.8 1872.1] _ 2069.5]  1118.3]  212.2 3400.0
FOOD AND COSMETICS 5408] 504.9 73 1062.0 978.2 936.5 13.3] 1928.0J
BIOLOGICS 1075 3.0 45 115.0 195.3] 55 8.2 209.0
HUMAN DRUGS 228.6J 30.9 79.5 339.0 4155 56.1] 1444 616.0
ANIMAL DRUGS AND FEEDS 95.4 19.6! 3.1 118.1 1727 357 5.6 214.0
MEDICAL DEVICES AND RADIOLOGICAL 169.2 46.4 22.4 238.0 307.8 84.5 40.7 4330
HEALTH




CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2009
October 1, 2008
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL ) PROGRAM
PPS [DOMESTIC] MPORTJFOREIGN] FTEs  JDOMESTIC] MPORT JFOREIGN] FTEs
NO. PROJECT TITLE ) :
TOTAL 54081 5040l 7.3} 706201 078.2] o35l 133l 19280
3 | FOODBORNE BIOLOGICAL HAZARDS 323.0' 393.9' 7.3! 7242]  s66.4| 735.o| 133 13147
4 [ PESTICIDES AND CHEMICAL
CONTAMINANTS o7 742 1e69] 1684] 1349 303.0]
7 | MOLECULAR BIOLOGY AND NATURAL
TOXINS 138 53 19.1 251  odl 347
9 4§ FOOD AND COLOR ADDITIVES PETITION}
REVIEW AND POLICY DEVELOPMENT 136F 13.6r 247 24.7
418 | TECHNICAL ASSISTANCE: FOOD AND
COSMETICS 80.7 807l 1465 146.5
21 FOOD COMPOSITION, STANDARDS, J
LABELING AND ECONOMICS 36.GJ 12.BJ 49 4 66.3] 23.4 89.7
29 | COLOR AND COSMETICS )
TECHNOLOGY 30] 51 8.1 ss] o2 14.7

i



PROJECT SUMMARY SHEET October 1, 2008

FY 2009
7. PROGRAM CATEGORY & PP PROJECT NAMEINUMBER
Foods and Cosmetics ) Foodborne Biological Hazards - 03
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 | 323.0 [3939] 73 724.2 1314.7
1 _|Import Acidified and Low Acid Canned Foods I03003,A, 18.0 18.0 3217 2
2 [Domestic and Imported Cheese & Cheese Products |03037,D 17.3 11.3 ) 28.6 51.9 34
3 IDomestic Acidified and Low Acid Canned Food I03803A 18.0 3 18.0 32.7 5
4 [Domestic Food Safety I03803,B 139.7 A 139.7 253.6 6-7
5 _|Import Foods - General |03819A4B 247.1 247.1 448.4 8
6 IDomestic Fish and Fishery Products Inspection |03842,B ] 65.0 65.0 118.0 9-10
7 Jlmport Seafood Products I03844,B 84.7 84.7 153.8 11
8 {Juice HACCP Inspection Program I03847H 6.9 6.9 12.5 12
9 |import & Domestic Micro Assignment |03F098 24.6 24.3 48.9 88.8 13
10 JForeign Inspections/Assessments |03R233 7.3 7.3 13.3 14
11 |Methods Validation/Development Program |03R816 10.0 10.0 18.2 15
12 |Contract Management I03R843 12.0 12.0 21.8 16
13 |Food Defense |03R845 29.5 8.5 38.0 69.0 17
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brenda K. Aloi: 301-436-2065 Stephen F. Burt 301-827-1633

PAGE NO. 03-1
FORM FDA 2622 (9/98) —



FY 2009 ORA WORKPLAN OCTOBER 1, 2008

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03003, 03003A [ X Jora [Jcamer 18.0

DISTRICT/ DAPORT
SPECIALIZED FIELD
LABORATORY EXAMS
{Hours)

MPORY BMPORT
SAMPLES SAMPLES

TOBE TOBE
ANALYZED ANALYZED

MICRO CHEM
e ke

Z 0 ~0mx

TOTAL FIELD 6400]

1300] 100

HEADQUARTERS

REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK 3
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 LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

I

HOURS PER OPERATION 7.0 10.0

TOTAL HOURS 6400 9100 1000,

CONVERSION FACTOR 950 1180 1180,

TOTAL OPERATIONAL FTEs 6.74)
9. REMARKS

7.71 0.85]

i =

* Workload : Resource distribution for Field Exams and Import Sample Collections were determined by ORADSS line entry data as of June 6, 2008

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

program priorities. Each field exam s estimated to take one hour.

Import Field Exams, are to routinely include: verification that the imported product is the same as declared (reconciliation exam);
an assessment of security concems relaled to label‘ing & source country (including container integrity, signs of inlentional adulieration, etc.);
and traditional safety concems. These activities are to be reporied as a single import field exam under this compliance program and PAC. Only one exam should be reported
per line entry. Only in the eveni of a pre-d ined “for " CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up,

report the CT exam under the CT PAC (03R845, 04R845 eic.). See IOM Section 5.4.1.4 for additional in!onﬁaliun on Food & Cosmetic activities.

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.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-2



2009 ORA WORKPLAN OCTOBER 1, 2008 Page 10f2

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

IDamestic and Imported Cheese and Cheese Products Foodbome Biological Hazards - 03
3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03037, 030378, 03037D, 03R839 om [ x  Jeenmn 28.6 (25.1) Page |
: 23 .5)  Page 2
r 1 2 ] ]
R DISTRICT/ IMPORT Dsa npoRT
E SPECIALIZED WSPECTIONS INVEST- SAMPLES WCRO SAMPLES
& LABORATORY GATIONS TOBE ENVIRON- TOBR
) {HOURS) AALYZED | MENTAL ANALYZED
o CHEM ANALYSTS MICRO
N [} o] ; FILTH j5) ) m.
TOTAL FIELD 270 8500 ) 270§ 75| 270] 630}
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
IREGIONAL 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 18.01 1 4.0 5.0 2.0 18.0 6.1] 4.0 18.0]
TOTAL HOURS 4860 os0f 1080 1350 1265' 4860 58] 1080 11340)
CONVERSION FACTOR ﬂ 950 950 950 950 1180 1180} 1180 1180
[ TOVAL OPERATIONAL FTEs 5.12 1.00) 1.14 1.42 133 412l o033 0.2 9.61
[o- REMARKS
(1) INSPECTIONS OF DOMESTIC FIRMS PRIORITIZES SOFT CHEESE (I.E. SOFT-FRESH, SEMI-SOFT, AND SOFT-RIPENED) MANUFACTURERS FIRST, HARD CHEESE MANUFACTURERS
SECOND AND CHEESE PRODUCT MANUFACTURERS LAST.
PRIORITIZE INSPECTIONS TO LOOK AT SMALL MANUFACTURERS LE. ARTISNAL AND FARMSTEAD CHEESE MANUFACTURERS PRODUCING HIGH RISK
CHEESE WHICH DISTRIBUTE CHEESE IN INTERSTATE COMMERCE. HIGH RISK FIRMS WHOSE LAST INSPECTION WAS NAT MAY BE PLACED ON A 3 YEAR INSPECTION FREQUENCY.
(2) DOMESTIC SAMPLE COLLECTIONS: BASED ON INSPECTIONS. DISTRICTS MAY COLLECT BOTH COMPLIANCE AND SURVEILLANCE SAMPLES ACCORDING TO THE GUIDANCE
IN THE COMPLIANCE PROGRAM TO FULFILL THETR SAMPLING OBLIGATION. IF NO PROBLEMS ARE OBSERVED AT THE FIRM, THE DISTRICTS MAY ACCOMPLISH SAMPLING
OBLIGATIONS BY COLLECTING SAMPLES DURING TEE INSPECTION, OR BY COLLECTING SAMPLES AT THE WHOLESALE AND/OR RETAIL LEVEL.
(3) INVESTIGATION HOURS BASED ON INSPECTIONS. 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 CEART UNDER THE APPENDIX Il OF THE
ORA FIELD WORKPLAN.
(5) PER CFSAN, IMPORT SAMPLE COLLECTIONS BASED ON THE PRIORITY COUNTRIES OF
NOTE: SWID SAMPLES COLLECTED FROM TX & NM ARE SENT TO NRL. SWID SAMPLES COLLECTED FROM CA & AZSENTTONRL.  °
(6) FILTH ANALYSIS SHOULD BE DONE AS NEEDED ON SPLIT IMPORT SAMPLES COLLECTED FOR MORE THEN ONE ATTRIBUTE.
(7) IMPORT SAMPLE ANALYSIS CHEM/MICRO: BASED ON IMPORT SAMPLE COLLECTIONS AND THE CURRENT SERVICING LABORATORIES CHART
UNDER APPENDIX III OF THE ORA FIELD WORKPLAN.
(8) INVESTIGATOR/ANALYST WILL CONSULT ON ENVIRONMENTAL SAMPLING QUESTIONS.
9) 10 % OF INSPECTIONAL AND ANALYTICAL RESOURCES ARE SET ASIDE AS HOURS FOR OUTEREAK AND EMERGENCY OPERATIONS TO BE REPORTED UNDER 03RE39, .
FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-3



2009 ORA WORKPLAN

OCTOBER 1, 2008 Page 2 of 2

1. PROGRAM/ASSIGNMENT TITLE
[Domestic and Imporied Cheese and Cheese Products
(Cantinued from page 03-3)

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

3. PROGRAMWASSIGNMENT CODE(S)
03037, 030378, 03037D, 03R839

4. WORK ALLOCATION PLANNED BY

ora [Cx Jemwmen

5. OPERATIONAL FTE POSITIONS

3.5

T8

DISTRICT/
SPECWMLIZED
LABORATORY

ZO—-Omx™

i
Biagxi-

JOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

Lsics
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

TOTAL HOURS

1800

CONVERSION FACTOR

1180}

TOTAL OPERATIONAL FTES

1.83]

9. REMARKS

FORM FDA 2821a (08/03)

ORA WORKPLANNING SHEET (Continued)

PAGE N 03-4




FY 2009 ORA WORKPLAN

OCTOBER 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Domestic Acidified and Low Acid Canned Food

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

3. PROGRAM/ASSIGNMENT CODE(S)
03803A, 03R839, (2)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

18.0

T&.

DISTRICT/
SPECIALIZED
LABORATORY

zZo~omz3

1
INSPEC-
TIONS

me)

FIELD
ExamMs

()8
HOURS"

OUTBREAK

DOMESTIC
SAMPLES
JO BE

CHEM

DOMESTIC
SAMPLES
TO BE
ANALYZED
MICRO

(Tralning Hours)

)

TOTAL FIELD

360

1900!

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

27.0

6.0]

20

14.0]

160|

14.0,

950

TOTAL HOURS

9720

1800

1080)

1200

280

280

2240

950

CONVERSION FACTOR

950,

950

950

950

1180

1180

1180]

950

TOTAL OPERATIONAL FTEs

10.23}

2.00

1.14

1.26]

0.24

0.24

1.90,

1.00

on CFSAN's LACF database.

assigned per district.

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

(5) Planned collections are for projected "for cause” sampling.
(6) Field Exams to include pH and canned seam evaluation.

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.

(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

(1) Source of workload: Inspections, Field Exam Hours, Outbreak & Emergency CSO hours and DSC's resource distribution based

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

03-5




FY 2009 ORA WORKPLANNING SHEET

October 1, 2008 Page 10f 2
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Food Safety Foodborne Biological Hazards - 03
3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03803, B, C, D, E; 04803; 09803EF; 03RB39 ORA 139.7  (99.3) Page |
|_22) (8 40.4) Page 2
R | DISTRICT nespECTIONS DOMESTIC FooD FooD
E SPECIALIZED INCLUDING SAMPLES SAFETY SAFETY
G LABORATORY HIGH TO BE MEFHOD METHOD
i RISK ANALYZED VALIDATION VALDATION
o cHEM MICRO (HRS) CHEM MHRS)
N 11)(3) (8 [u) m
TOTAL FIELD 3600 144 1500 1500
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 18.0 | 6.0 1 12.0 12.0]
TOTAL HOURS 64800 20500] 2160 1180] 2592 1728 1500 1500
CONVERSION FACTOR 950 950 950, 1180] 1180 1180] 1180 1180}
OPERATIONAL FTEs 68.21 21.58 2.27 1.00] 2.20] 1.46] 1.27 1.27
7. REMARKS
(1) FY 2009 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 January 18, 2008. Includes time for National Experts (3 FTEs). Resources have been allocated for 3600 total inspections. High Risk and GLP
firms are included in this total number. 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 Progtam, 03R843.
(3) Allergen Inspections may be assigned upon the issuance of an Allergen Program.
* 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 09, will be taken from this Program.
(6) Salmonella Serotyping: Samples generated from 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.
(9) 10% of inspection and analytical resources are set aside for outbreak and emergency operations [page 2 of 2).
(10) Investigator/analyst will consult on environmental sampling questions [page 2 of 2].
FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-6



FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

Pege 2 of 2

1. PROGRAM/ASSIGNMENT TITLE
Domestic Food Safety
(Continued from page 03-6)

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

ZO-G0Omx

3. PROGRAM/ASSIGNMENT CODE(S)
03803, B, C, D, E; 04803; 09803E,F ; 03R839 (2) (5) (B)

4. WORK ALLOCATION PLANNED BY

L x Joma

C —  Jeewmr

404

5. OPERATIONAL FTE POSITIONS

—

" DISTRICT/

MICRO-
BIOLOGIST

& EMERGERCY
ANALYST

RRCRO-
BIOLOGIST
INVESTIGATOR
ANALYST
HOURS
{19

TOTAL FIELD

480

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

5.00

4.00

TOTAL HOURS

7440

480

18000

14400 950

CONVERSION FACTOR

950

1180

950

1180 950

OPERATIONAL FTEs

7.83

0.41

18.95

12.20 1.00]

7. REMARKS

(9) 10% of inspection and analytical resources are set aside for outbreak and emergency operations.
(10) Investigator/analyst will consult on environmental sampling questions.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

1. PROGRAMASSIGNVENT TITLE
Import Foods General

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

3. PROGRAWASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

03819A,B,C (03R833/99R/833/03R824)(1) [ x Jora |
2 2 2 4
MPORT
ENTRY
REVIEW HRS|

| CENTER 2471

DISTRICT/
SPECIALIZED
LABORATORY

INVESTS-
GATION
HOURS

REVIEN TOBE

ANALYZED

SAMPLES

TOBE
OPR 14

D3RB33
12)

98004

OPER 14
03R83)
(5)

30000

Z O-GOmx

SALM RESIST {Hours)

3) )

67925

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE |
CHICAGO |
CINCINNAT) i
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHA
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
TOTAL HOURS
CONVERSION FACTOR
OPERATIONAL FTEs
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;
99R833 - Evaluation hours; R824 - Follow-up-to-Refusal.
(2) Import Entry Review Hours: resources for these activities cover all Import Food programs.
K(3) Investigation hours: resources are for Import Ficld Exams, Import Filer Evaluations, Follow-up to refusals (marking and tracking the disposition
of detained lots) and other operations as required by the District 1o cover program griorities. 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 MPORTED 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 reviewof prior notices at the Prior Notice Center.
INOTE: Please review CFSAN's Import Risk Based Priorities List available at CFSAN OC Intranet site.

2650 1180}

CE

SE

PA

22
16500
950
17.37

8.2
39770
1180
33.70

7.5
19875
1180
16.84

98004
1200
81.67

30000
1200
25.00

67925
950
71.50

1180,
1180
1.00] .

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)
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2003 ORA WORKPLAN

OCTOBER 1, 2008 Page 102

1. PROGRAM/ASSIGNMENT TITLE

Domestic Fish and Fishery Products
Inspection Program

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

3. PROGRAM/ASSIGNMENT CODE(S)

03842, B, C, D, H, 03R839 (1)

4. WORK ALLOCATION PLANNED BY
ORA

[ x— Joewrer

5. OPERATIONAL FTE POSITIONS
65.0 (58.9) Page 1

ZO-0OmMX3

DISTRICT/
SPECIALIZED
LABORATORY

2 3 3

(6.6) Page2
7

7 7

INCLUDING

msK

cso
(HOURS)

SAMPLES

BAMPLES
couL cou.
WCRO
SUIDANCE

TOTAL FIELD

1710]

g —

EoLL
CHEM
GUIDANCE

YT I

500

BAMPLES
TO BE
ANALYZED

CHEM

BAMPLES
TOBE
ANALYZED
MiICRO

B

70| 182]

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

|IREGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT
MINNEAPOLIS

[ Newyersey |
PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATLANTA

| FLORIDA

| NEwORLEANS |
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 LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

25.0

5.0

5.0]

13.0} 17.0}

TOTAL HOURS

42750,

4890 1400

TOTAL OPERATIONAL FTEs
9. REMARKS

COl 1ON FACTOR

850

2500
950]

910 3

476

1180

1180 1

45.00

515 1.47|

2.63]

D.34|

0.77] 262
—

180
0.40

(2) ORGANOLEPTIC NATIONAL EXPERT

|SOURCE OF SEAFOOD WORKLOAD;
(5) CFSAN PROVIDED THE RESOURCE DISTRIBUTION FOR INSPECTIONS.

DSCs BASED ON INSPECTIONS.

JOBTAIN LEVEL il CERTIFICATION.

(1) ADDITIONAL PACs: 04842A, H; 07842, H; 09842E, F, H; 21005; 21842; 21R811; 21R829, 03RB39.

(6) E.U. CERTIFICATION PROCESSING HOURS DISTRIBUTED BY CFSAN. USE REPORTING OPERATION 82.

(7) ENVIRONMENTAL SAMPLES ARE ONLY TO BE COLLECTED AT FIRMS WHICH PROCESS RTE PRODUCT.

10) FOR A MICROBIOLOGIST TO ASSIST IN THE COLLECTION OF ENVIRONMENTAL SAMPLES.

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

(9) 10% OF INSPECTIONAL AND ANALYTICAL RESOURCES ARE SET ASIDE FOR OUTBREAK AND EMERGENCY OPERATIONS USING PAC: 03RB39.

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

r(ﬂ) LEVEL Il AUDITORS CERTIFICATION: THESE HOURS ARE TO PROVIDE AUDITORS THE TIME TO EVALUATE/TRAIN OTHER INVESTIGATORS TRYING TO

(3) SEAFOOD COLLECTIONS ARE PLANNED "FOR CAUSE ONLY.” THE NUMBER OF SAMPLES PLANNED PER DISTRICT ARE NOT TO BE CONSIDERED A GOAL OR TARGET. ONLY COLLECT

"FOR CAUSE™ SAMPLES FOLLOWING THE GUIDANCE IN PART i, PAGE 5. SECTION E, 1 OF THE COMPLIANCE PROGRAM. VERIFICATION SAMPLES ARE NOT TO BE COLLECTED.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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2009 ORA WORKPLAN

OCTOBER 1, 2008 Page 2 of 2

1. PROGRAM/ASSIGNMENT TITLE

ic Fish and Fishery Producis

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

spection Program ( Ce

d from page 03-9)

[3. PROGRAM/ASSIGNMENT CODE(S)

03842, B, C, D, H, 03R839 q1)

4. WORK ALLOCATION PLANNED BY

N

5. OPERATIONAL FTE POSITIONS
(6.6)

ZO0-@mxT

" DISTRICT/
SPECIALZED
LABORATORY

ANALYSIS ON = LEVEL B

JOTAL FELD

HEADQUARTERS

NE

|REGIONAL STAFF

NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATY

DETROIT

MINNEAPOLIS
NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW | DENVER

REGIONAL STAFF

DALLAS

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

CONVERSION FACTOR

TOTAL OPERATIONAL FTEs

Lﬂl | |
2000) 1 1840
1180) 950) 950
1.69] 1.96] 4.94|

0. REMARKS

FORM FDA 2821a (08/03)

ORA WORKPLANNING SHEET (Continued)
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2009 ORA WORKPLAN OCTOBER 1, 2008

1. PROGRAMASSIGNMENT TTTLE 2. PPS PROJECT NAMENUMBER
Import Seafood Products Foodborne Biological Hazards - 03

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

03844,B, C, D, H; 07844 X ORA [ X Jeenmx B4.7

09B44E.F
8.

DISTRICT/
SPECIALIZED BIPORTER BFORT
LABORATORY L BANDRLE

zO0-Dmxn

* .
PORT MPORT
BT sawLEs
colL ToBe
- cor RO ok * Graze) AMALYTED AMALYZED
QUaCE CHEn
6
4480

TOTAL FIELD 500 6400 3050 3200] 1180 3850 4480

NE | NEW YORK

CINCINNATI

CE | DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

SW | DENVER
KANSAS CITY
| SOUTHWEST IMPORT DISTRICT |

PA | SAN FRANCISCO

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION “'OI 2~§l 5.3 11.0
TOTAL HOURS 7000 16640 3200 1189, 16185 48280

CONVERGION FACTOR 850| 850 850 1180 1180 1180
TOTAL OPERATIONAL FTEs 7.37 17.524 3.37I 1.00 13.70; 41;'
e S

9. REMARKS
(1) FY 2009 : IMPORTER INSPECTIONS: BASED ON OASIS CONSIGNEE DATA.
PER CFSAN, INSPECTIONS OF IMPORTERS ARE TO ASCERTAIN THAT THE IMPORTER HAS COMPLIED WITH SEAFOOD HACCP REGULATIONS
(NOT TO PERFORM FILER INSPECTIONS). ’
(2) IMPORT SAMPLE COLLECTION: PER CFSAN BASED ON A TOTAL NUMBER OF LINE ENTRIES WITH SPECIAL EMPHASIS TOWARDS THE OFFICE
OF FOOD SAFETY, DIVISION OF SEAFOOD SAFETY TOP THREE PRIORITY PRODUCTS:
READY TO EAT (RTE); MODIFIED ATMOSPHERE 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 SHOULD 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 HISTAMINE NOT FOR MICRO; RAW SHRIMP SHOULD BE
ANALYZED FOR UNDECLARED SULFITE (AND/OR CHEMOTHERAPEUTICS UNDER PAC 04018 FOLLOWING THE GUIDANCE IN THE COMPLIANCE PROGRAM COLLECTION
SCHEDULE) 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 APPROPRIATE OPERATION AND PAC FOR THE ACTIVITIES PERFORMED.
FALL 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.); AND
(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 10M SECTION 5.4.1.4 FOR ADDITIONAL INFORMATION ON FOOD AND COSMETIC DEFENSE ACTIVITIES.
(4) MULTIPLE ANALYSES (LE., CHEM AND MICRO) WILL BE RUN ON NUMEROUS 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 NEW ENGLAND IB DIRECTOR TO HAVE 119 CHEM AND 76 MICRO SAMPLES 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 2621a (05/03) ORA WORKPLANNING SHEET (Continued) 03-11




FY 2009 ORA WORKPLAN

OCTOBER 1, 2008

=y

. PROGRAM/ASSIGNMENT TITLE
Juice HACCP Inspection Program

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

PROGRAM/ASSIGNMENT CODE(S)

03847H, 03847 (1)

4. WORK ALLOCATION PLANNED BY

[ x ] ora

ZOoO-GOm=a

DISTRICT/
SPECIALIZED
LABORATORY

1
DOMESTIC
INSPECTIONS

DOMESTIC
SAMPLE
COLLECTION

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

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

200}

20.0]

75|

5.0]

] cenmer

6.9

5. OPERATIONAL FTE POSITIONS

DOMESTIC
SAMPLES
ANALYZED
CHEM

DOMESTIC
SAMPLES
ANALYZED
MICRO

1

MPORTER
INSPECTIONS

)

OTHER
OPERATIONS
{Hours)

20

11.0

55

15.0

100l

13.0

TOTAL HOURS

4000}

375]

220

825

1300

CONVERSION FACTOR

950]

1180,

1180

950

TOTAL OPERATIONAL FTEs

421

950
0.39]

0.19]

0.70]

1.37

5. REMARKS
F(1) Additional related PAC's: 03847, 04847H, 07847H, 09847H, 21847H. 03847 would be used for general sanitation issues (non-HACCP)
and the "H" PACs for HACCP verification samples and the HACCP component of inspection. Non "H" PACs would be used for "For Cause”
Isamples and filth/sanitation component of inspection. :
(2) Domestic Inspections based on OEI juice processor data as of FY 2008. State inspections may be conducted in addition
to the number of inspections assigned per district (PAC 03S004). 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
inspections were OA!, and firms that have not yet been inspected.

FORM FDA 2621a (05/03)

(4) Importer inspections based on ORADSS data as of FY 2008.

(3) DSC resources have been provided for anticipated "for cause” and "verification” samples.

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.

ORA WORKPLANNING SHEET

PAGE NO.

03-12



2009 ORA WORKPLAN

OCTOBER 1, 2008

. PROGRAM/ASSIGNMENT TITLE

Import and Domestic Micro Assignments

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

3. PROGRAM/ASSIGNMENT CODE(S)
03F098 (Import)

4. WORK ALLOCATION PLANNED BY

[ x Jora

[x] cenTER

5. OPERATIONAL FTE POSITIONS
489

03F100 (Domestic)
5]

DISTRICT/
SPECIALIZED
LABORATORY

zZ0- OMX

INVEST
GATIONS

(HOURS)

DOMESTIC
SANPLE
COLLECTION

DMPORT

COLLECTION

SAMPLE
ANALYSIS

MECRO

BSPORT
SAMPLE
ANALYSIS

MICRO

OTHER
OPERATIONS

TOTAL FIELD

1100|

700

1000}

1000

1000|

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

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
| S
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

i

3qf

3.0

25.0

25,

TOTAL HOURS

1100‘

2100]

3000

25000

25000

CONVERSION FACTOR

s50)

950

950

1180,

1180

TOTAL OPERATIONAL FTEs

1.16]

2.21

3.16'

21.19}

21.19)

9. REMARKS

Resource distribution per CFSAN.

'CFSAN will work with ORA to determine how resources will be allocated in FY 2003.

Note: SWID samples collected from TX & NM are sent to ARL. SWID samples collected from CA & AZ are sent to DEN.

® In FY 2009 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)
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2009 ORA WORKPLAN OCTOBER 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Foreign Inspections/Assessments

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

[3. PROGRAM/ASSIGNMENT CODE(S)

03R233

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

orRA [ ___]cenmER 73

ZO0—-0Omx

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-

FOREIGN.

2 9 8
FOREIGN
INVESTIG- ASSESSMENT OTHER
ATIONS TECHNICAL 2 OPERATIONS
(Hours) ASSISTANCE {Houre)
(HOURS)*

TOTAL FIELD

200

950]

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

SW

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

30.0] |

TOTAL HOURS

6000] 950]

CONVERSION FACTOR

950] 950}

TOTAL OPERATIONAL FTES

6.32] 1.00]

|s. 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 partnership groups
trade associations etc. Per CFSAN, report accomplishments under PAC 03R233.

NOTE: CFSAN may request additional foreign inspections as warranted by foodbome outbreaks and other "for cause" reasons.

FORM FDA 2621a (05/03)
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FY 2009 ORA WORKPLAN October 1, 2008

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

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

03R816 ORA [ ] center 10.0

DISTRICT/ APPLIED
SPECIALIZED METHODS | TECHNOLOGY
LABORATORY VAUDEV CENTER
MICRO MICRO
{Hours) {Hours)

ZO0-OmX

TOTAL FIELD 7220} 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 |

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 7220] 4720

CONVERSION FACTOR 1205 1180}

TOTAL OPERATIONAL FTEs 5.00 4.00]

9. REMARKS

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

~~

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-15




2009 ORA WORKPLAN

OCTOBER 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Contract Management

Foodbome

2. PPS PROJECT NAME/NUMBER

Biological Hazards - 03

3. PROGRAMASSIGNMENT CODE(S)
03R843

4. WORK ALLOCATION PLANNED BY

[ x Jora

[ Jeenmer

5. OPERATIONAL FTE POSITIONS

12.0

DISTRICT/
SPECIALIZED
LABORATORY

Z O-GmX

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

’R_EGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE
CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA
Rd

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

TOTAL HOURS

11400

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

12.00

9. REMARKS

(1) Time planned for contract management includes resources to conduct audits.
Allocation of planned hours for contract activities is based on time reported in
FACTS by operational employees under PAC 03R843 during the period March 19, 2007 - March 20, 2008,

FORM FDA 2621a (05/03)
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2009 ORA WORKPLAN OCTOBER 1, 2008
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Food Defense Foodbome Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03R845 [ x7] ora [ ] center 380

6. 2 2 8 8 BIOTERRORISM
DISTRICT/ cso cso MPORT DMPORT DOMESTIC | DOMESTIC (BT} IRMS
SPECIALIZED DOMESTIC | BPORT CHEM MICRO CHEM®
LABORATORY HOURS HOURS HOURS HOURS HOURS

ZO0O—-oOm>x

TOTAL FIELD 11400, 3800 3540 1770 6490
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC i
REGIONAL STAFF 1
BALTIMORE ‘
CHICAGO
CINGINNAT!
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 1 | I
TOTAL HOURS 11400 3800 3540 1770§ 6490
CONVERSION FACTOR s50] 950 1180 1180] 1180
TOTAL OPERATIONAL FTEs 12.00]  4.00 3.00 1.50] 5.50
§3. REMARKS
Reporting: 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 clrcumstances 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).
** Resources provided for district determination of workload obligation of new firms based on Bioterrorism (BT) Legislation.
w(t;,}:? E\(\gl/)\ ngples collected from TX & NM are sent to ARL. SWID samples collected from CA & AZ are sent to PRS.
CSO DOMESTIC HOURS BASED ON TOTAL FOODS M/R OE! INCLUDING IND CODE 02-51 DATED 2/25/2008.
CSO IMPORT HOURS BASED ON TOTAL FOODS ACS FDA REVIEW LINES FROM MAY 15, 2007 - MAY 15, 2008.
LAB RESOURCES PRE-PLANNED BY DFS.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-17
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FY 2009 ORA WORKPLAN

October 1, 2008
PROJECT SUMMARY SHEET
FY 2009
1. PROGRAM CATEGORY Wﬂa@mn
Food and Cosmetics Pesticides and Chemical Contaminants - 04
PROGRAM |6  OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 92.7 74.2 166.9 303.0
1 JPesticides and Industrial Chemicals in Domestic and 04004A,D * 32.3 274 59.7 108.4 2-3
Jimported Foods ‘
2 lChcmothempeutic in Seafood 04018 33 29.3 N 32.6 59.2 4
3 |Toxic Elements in Food and Foodware 5.3 11.7 ) 17.0 30.9
Toxic Elements in Foods (Domestic and Import)** 04019A (5.0) (7.5 - (12.5) 5-7
Toxic Elemeants in Foodware (Domestic and Import) 040198 ) | ¢e 3.7
Radiomiclides in Foods (Domestic and Import) _ 04019C ©0.2) | (0.6) (0.8)
4 |Total Diet Study 04839 28.6 28.6 51.9 8
5 |Field Assignments for Chemical Contaminants 04F800 0.6 5.8 6.4 11.6 9
6 [Methods Validation/Development Program 04R816 10.6 10.6 19.2 10
7 |Forensic Evaluation and Sample Analysis 04R838 12.0 12.0 21.8 11
* 04R833, 99R833, 04R824
** Includes DISC and DISA FTEs
CENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE-
Glenn T. Bass (301) 436-2774 Stephen F. Burt (301) 827-1633 / Janice J. Lim (301) 827-1639

FORM FDA 2622 (9-98)
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FY 2009 ORA WORKPLAN ) Octobar 1, 2008
1. PROGRAMASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Pesticides and Industrial Chemicals in Domestic and Imported Foods Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
04004A,D, 99R833, 04R824 [ x ]ora| X jcentEr 59.7 (32.3)

DISTRICT/ DSCs DSAs D8As DSCs DSAs
SPECIALIZED INV DSCs DSAs DIOXINS DIOXINS DIQ)INS SEAFOOD SEAFOOD
LABORATORY (HOURS) CHEM i

20—-6ompD

TOTAL FIELD 1100 1400 1400 750 ¥ 750 232 - 100 100

HEADQUARTERS
REGIONAL STAFE
NEW ENGLAND

NE | NEW YORK
REGIONAL LAB
WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO -

CINCINNATI

ce | _petrOIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN
REGIONAL LAB

REGIONAL STAFF w
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

—_—
—_—
T ——

HOURS PER OPERATION - 3.0 6.5 40 20.0 11.6 3.0 8.5
TOTAL HOURS 1100 4200 9100 3000 15000 2691 300 850
CONVERSION FACTOR 950 950 1180 950 1180 1180 950 1180
TOTAL OPERATIONAL FTES 1.16 4.42 7.74 3.16 12.71 228 0.32] 0.55)
7. REMARKS

CFSAN will issue biannual Dioxin Schedule.
DSC Seafoods: See compliance program for collection details.
*Includes analysis of 232 Total Diet Study Sample homogenates. ARL will analyze 518 of the 750 dioxin DSCs.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  04-2
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FY 2008 ORA WORKPLAN

October 1, 2008

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

o [Jcenren

5. OPERATIONAL FTE POSITIONS

(27.4)

20—-6Gm>X

—16.

DISTRICT/
SPECIALIZED
LABORATORY

ISAs
CHEM

iSCs
SEAFOOD

SEAFOCD
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

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY- SW

PACIFIC REGIONAL LABORATORY- NW

HOURS PER OPERATION

7] I

TOTAL HOURS

2

2340

CONVERSION FACTOR

850} 1180

TOTAL OPERATIONAL FTEs

5.05) 19.83]

0.51)

11BOI
1.88|

9. REMARKS
ISC Seafoods: See compliance program for collection details.
ISAs: 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)

PAGE NO.

04-3




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Chemotherapeutics in Seafood

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

3. PROGRAM/ASSIGNMENT CODE(S)
04018

4. WORK AL'LOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

326

8.

DISTRICT/
SPECIALIZED
LABORATORY

ZO-om2x

coLL

MMPORT
SAMPLE
ANALYSIS

DOMESTIC
SAMPLE
ARALYSIS

TOTAL FIELD

1000]

1000]

100} *

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [ DETROMT

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

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY - NW

2.5

24.0|

30.0

5.0

2a0]

TOTAL HOURS

. 2500

24000]

7500

500

2400]

___ 300]
_soo]

CONVERSION FACTOR

850,

1180] 1180

9850

1180]

500
1180]

OPERATIONAL FTEs

2,63}

20.34)

6.38]

0.53)

203]

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 Nitrofurans in shrimp and for all Chloramphenicol 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 FY09 Collection Schedule (when issued) for specific commodities to collect. Import samples can be collected as
D/I samples if samples are being collected fresh. The sample collection and analytical numbers are based on all products except for crab being analyzed

for two chemotherapeutic agents.

* Import Samples for Nitrofurans include 125 Basa/Catfish samples and 125 Shrimp samples.
** Domestic Samples for Nitrofurns include 20 catfish and 10 shrimp samples.

FORM FDA 2621a (08/07)

ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN

October 1, 2008

1. PROGRAMASSIGNMENT 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 Jora

[ x_]center

5. OPERATIONAL FTE POSITIONS

17.0 (12.5)

DISTRICT/
SPECIALIZED
LABORATORY

Z0-0Om3

DSC
NON-
SEAFOOD

NON-

DSCs

DSAs

TOTAL FIELD

25}

625 25

310

310

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

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

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY - NW

3.5

1.8 12.0 12.0

4.5

120

TOTAL HOURS

88

1125 300 7500

1395

3720

CONVERSION FACTOR

950

950 1180 1180

950

1180

TOTAL OPERATIONAL FTEs

0.09

1.18 0.25 8.38

1.47

EXD

7. REMARKS

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

FORM FDA 2621a (05/03)

ORA WORK PLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN October 1, 2000

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Toxic Elements in Foodware Pesticides and Chemical Contaminants - 04
(Domestic and Import)

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

040198 [x"Jora [ Jcenter 3.7

1:3
DISTRICT/

SPECIALIZED 18As
LABORATORY FELD L4 CHEM

]

ZO0-0mx

TOTAL FIELD 10 . 200 25) 1400 10 200

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

TOTAL HOURS 35 18 1400 100 2000

HOURS PER OPERATION _ 3.5] 1.g! 0.7] 1 10.0 10.0
360

CONVERSION FACTOR 950| 950 950 950 1180] 1180

TOTAL OPERATIONAL FTES 0.04] 0.38) 0.02f 1.47 0.08] 1.69

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

the 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.

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



FY 2009 ORA WORKPLAN

October 1, 2008

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

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

4. WORK ALLOCATION PLANNED BY

ora [ ]center

F. PROGRAM/ASSIGNMENT CODE(S)
04019C

5. OPERATIONAL FTE POSITIONS

(0.8)

DISTRICT/
SPECIALIZED
LABORATORY

DSC IsC

Z20~-GOmyX

DSAs
CHEM

CHEM

TOTAL FIELD 18

18]

HEADQUARTERS

REGIONAL STAFF y

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 I

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

L
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 25 1.7

15.0

6.0

TOTAL HOURS 40 143

240

CONVERSION FACTOR 5 950 850

1180

1180

0.04

TOTAL OPERATIONAL FTEs 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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FY 2009 ORA WORKPLAN October 1, 2008
1. PROGRAMASSIGNMENT TITLE . 2. PPS PROJECT NAME/NUMBER

Total Diet Study Pesticides and Chemical Contaminants - 04

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

04839 [C_Jor [ X Jcenmr 286

DISTRICT/ DOMESTIC DIET DIET
SPECIALIZED
LABORATORY

538
;
§
:

TOTAL FIELD [ 1138] 2 1138
HEADQUARTERS
REGIONAL STAFF s
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
ce | petroIT
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 26.0 20.1 2800.0] 3.0
TOTAL HOURS 1560, 22834 5600 3408
CONVERSION FACTOR 950 1180] 1180 1180]
TOTAL OPERATIONAL FTES 1.64 19.35] 4.75 2569]

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. VOC analyses will no longer be conducted on TDS foods.

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

(4) All TDS foods from each market basket are analyzed for percholrates.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) . PAGE NO. 04-8



FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Field Assignments for Chemical Contarhinants

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

. PROGRAM/ASSIGNMENT CODE(S)

04F800

4. WORK ALLOCATION PLANNED BY

[ x Jora

[ X ]center

5. OPERATIONAL FTE POSITIONS

6.4

ZO0-oOmpD

DISTRICT/
SPECIALIZED
LABORATORY

FOODS

FOODS

isc

CONTAMINANTS
IN

PESB&TE
DIETARY
SUPPL.

ISA/DISA

DIETARY

Sub 2

TOTAL FIELD

100

100

100|

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
|_Seaeon

REGIONAL LAB

Sw

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

3.0)

3.0

3.0

100

8.5

250

3.0

6.5

231

14.5

TOTAL HOURS

750

1825

CONVERSION FACTOR

950

1180

950

1180

850

1180

3350
1180
80}

TOTAL OPERATIONAL FTES

0.32

0.25/

0.32

0.55

0.79

1.38

2.84

7. REMARKS

Collections for Dietary Supplements will be directed by CFSAN field assignments.
Contaminants in honey include chloroamphenicol (See import Bulletin).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Pesticides and Chemical Contaminants - 04

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

04R816 orRA [ JcEnTER 10.6

DISTRICT/ APPLIED
SPECIALIZED METHODS || TECHNOLOGY
LABORATORY VALDEV CENTER
CHEM CHEM
(Hours) {Hours)

ZO0O-0om3x

TOTAL FIELD 6780 5900}

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 i

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION | |

TOTAL HOURS 6780] 5900]

CONVERSION FACTOR 1205' 1 180'

TOTAL OPERATIONAL FTEs 5.63] 5.000

|9. REMARKS

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

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 04-10



FY 2009 ORA WORKPLAN

October 1, 2008

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

[XJlow [ Jeewmm

5. OPERATIONAL FTE POSITIONS

12.0

DISTRICT/
SPECIALIZED
LABORATORY

FORENSIC
SAMPLE
ANALYSIS
(CHEM)

ZO-omx

FORENSIC
EVALUATION

TOTAL FIELD
HEADQUARTERS

1205

REGIONAL STAFF
NEW ENGLAND
NEW YORK \
REGIONAL LAB :
WEAC |

NE

| REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATH

DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

CE

REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

SE

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

SwW

REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY - SW
PACIFIC REGIONAL LABORATORY - NW

PA

HOURS PER OPERATION

13255

TOTAL HOURS 1205

13255

CONVERSION FACTOR 1205

12053

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)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2009 ORA WORKPLAN

QOctober 1, 2008

1. PROGRAM CATEGORY

Food and Cosmetics

IF PPS PROJECT NAME/NUMBER

Molecular Biology & Natural Toxins - 07

PROJECT SUMMARY SHEET

s. 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 13.8 5.3 19.1 4.7
1 Mycotoxins in Domestic and Import Foods 07001 9.3 5.3 14.6 26.5 07-2/4
2 Methods Validation/Development Program 07R816 4.5 3 4.5 8.2 07-5
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
I Brenda Aloi, 301-436-2063 Hariet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 07-1




FY 2008 ORA WORKPLAN

Oclober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Mycotoxin in Domestic and Import Foods

2. PPS PROJECT NAMEANUMBER
Molecular Biology & Natural Toxins - 07

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

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS
(Total 146) 9.3

TE.

DISTRICT/
SPECIALIZED
LABORATORY

ZO~-0OmMX

DSCs

TOXIN

DSCs
FUMON-

3

DSCs
PATULIN

DOMESTIC
ANALYSES

7 7
ALL Dsas
FUMON-

ISON

A

SAMPLE

g¢ -

TOTAL FIELD

190 145|

140

1000 190

145)

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 FrRANCISCO
[ SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

NE

CE

SE

sSw

PA

HOURS PER OPERATION

4.0

4.0 4.0

4.0

4.0]

[ |

TOTAL HOURS

1880

760, 580

580§

8000}

CONVERSION FACTOR

850

950

950,

1180

TOTAL OPERATION FTEs

1.88

0.80 0.61

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.

07-2



FY 2009 ORA WORKPLAN

October 1, 2008

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

PAGE 2

2. PPS PROJECT NAMENUMBER
Molecular Biology & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S)

07001 (DSA, ISCs)

4. WORK ALLOCATION PLANNED BY

[ X" Jora

—

5. OPERATIONAL FTE POSITIONS

14

ZO0-G0m=x

DISTRICT/
SPECIALIZED
LABORATORY

DSAs
OCHRA
TOXON

DSAs

PATULIN

4

ISCs
FUMON-
ISON

4
ISCs
DON

ISCs

TOXIN

I1SCs
PATUIN

ISCs
SPECIAL
SURVEY

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 IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

140{ 284

(os)| so]

2.0}

2.0

140!

2.0]

2.0

TOTAL HOURS

o
180,

80,

280

CONVERSION FACTOR

850

850

850

TOTAL OPERATION FTEs

0.60/

0.19

x|

029

0.04

7. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-3




FY 2009 ORA WORKPLAN

Ociober 1, 2008

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

S — e 39

5. OPERATIONAL FTE POSITIONS

Z0-60mx

DISTRICT/
SPECIALIZED
LABORATORY

ALL
IMPORT
SAMPLE

ANALYSES

8
ISAs
AFLA
TOXIN

»

1sAs 18As iSAs ISAs IMPORT

FUMON- DON OCHRA PATULIN 8PECIAL SAMPLES

ANALYZED

OTHER
OPERAT-
TIONS
(HOURS)

TOTAL FIELD

664)

284}

90 | 40 140 20

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE
CHICAGO

CINCINNATY

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 OPERATION

7.0]

TOTAL HOURS

CONVERSION FACTOR

1180]

TOTAL OPERATION FTEs

3.84

7. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued) PAGE NO.

074




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Methods Validation/Development Program

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

3. PROGRAM/ASSIGNMENT CODE(S)
07R816

4. WORK ALLOCATION PLANNED BY

[X] ora

[__]center

5. OPERATIONAL FTE POSITIONS

45

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-o0OmX

METHODS
VAL/DEV
CHEM
(Hours)

APPLIED APPLIED
TECHNOLOGY | TECHNOLOGY
CENTER CENTER
CHEM MICRO
{Hours) {Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

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 LABORATORY-S

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY-NW

600

a130] 590)

|

TOTAL HOURS

500}

4130] 590

CONVERSION FACTOR

1205}

1180 1180]

TOTAL OPERATIONAL FTES

0.50}

3.50] 0.50]

9. REMARKS

FORM FDA 2621a (05/03)

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

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

07-5



FY 2009 ORA WORKPLAN

Qctober 1, 2008

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics Food & Color Additive Petition Review & Policy Development - 09
5. PROGRAM |[6.  OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 13.6 13.6 24.7
1 Imported Foods - Food & Color Additives 09006A, B 13.6 13.6 24.7 09-2
3
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brenda Aloi  301-436-2065 Harriet R. Gerber, 301-827-1630

FORM FDA 2622 (5/00) PAGE NO. 09-1

;




FY 2009 ORA WORKPLANNING SHEET October 1, 2008
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Imported Foods - Food and Color Additives Food & Color Additive Petition Review & Policy Development - 09

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

09006A (Foods), 09006B (Colors) [ X _Jora [ cenmer 13.6

6. ) ) ] 8 9
DISTRICT/ :
SPECIALIZED ISCs 1SAs ISCs ISAs IMPORT OTHER
LABORATORY FOOD FOOD COLOR COLOR INVESTI OPERATIONS
ADDITIVES | ADDITIVES ADDITIVES | ADDITIVES GATIONS {Hours)
. (HOURS)

ZO0O-G0Om=x

TOTAL FIELD 310 310 8865 865 1087

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND 2

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT ‘

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA ___-_J

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 14] 130 14 10.0

TOTAL HOURS 434 4030 1211 8850 1087

CONVERSION FACTOR 950 1180 950 _ 1180 850

OPERATIONAL FTEs 0.48 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 concemns 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 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. 09-2



FORM FDA 2622 (9/98)

FY 2009 ORA WORKPLAN October 1, 2008
FY2009
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics_ Technical Assistance: Food and Cosmetics - 18
. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM [a.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL B 807 80.7 146.5
| JRetail Food Protection - State Program 18002 24.0 24.0 43.6 2-3
2 | (NCIMS)Milk Safety Program 18003 20.4 20.4 37.0 4-5
3 {Molluscan Shellfish Evaluation 18004 14.5 14.5 26.3 6-7
4 |Interstate Travel Program - Conveyances 18029A-E 21.8 3 21.8 39.6 8
and Support Facilities
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brenda Aloi, Acting Chief; 301-436-2657 Lorraine B. Jefferson, 301-827-1631
PAGE NO. 18-1




FY 2009 ORA WORKPLAN

October 4, 2008

1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Retail Food Protection - State Program Technical Assistance: Food and Cosmetics - 18
3. PROGRAWASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
18002 [Jora [ x| center 240 22.2)
6. NATIONAL ~ FDA ]
R DISTRICT/ RETAIUFOOD STANDARD- |RE-STANDARD- FOOD- TEAM LEADER! NATL REGIONAL TRAINING TECHNICAL
E SPECIALIZED PROGRAM iZATION IZATION BORNE SCMNATIONAL TEAM SEMINARS WORKSHOPS ASSISTANCE
G LABORATORY STANDARDS (ITP CDC (ITP, STATE ILLNESS . WORK PRE-STANDARD-
) BASELINE IHS, STATE AND LOCAL) [RISK FACTOR GROUP IZATION
o SUPPORT AND LOCAL) STUDY TRAINING
N () 2) (&) W 5 8 o 8
TOTAL FIELD 7200 1872 2304 2880 1200 3600 1200
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
TOTAL HOURS 7200 1872 2304 2880 1200 3600 1200 2400 4032
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTEs 6.00 1.56) 1.92 2.40 1.00 3.00 1.00 2.00 3.36
7. REMARKS:
Report Counter Terrorism work performed only under 18R845.
(1) Includes time for meelings, presentations, workshops, confercnce calls, and any other direct contact with jurisdictions to promote their enrollment in the
program standards. Contacl with jurisdictions to assist them with completing their self assessments, stralegic 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 ofTicers in the application of thc FDA Food Code and mcthods
in conducling risk-based inspcctions. 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 1o work with the 2008 Risk Factor Study Design Work Group for the FDA Foodbome lliness Risk Factor Study and to collect data,
dala entry, quality assurance, and data analysis.
(5) Time allocated for team leaders of the National Retail Food Team Steering Committee for retail food program planning, development, coordination.
(6) Provides time for initiatives rclated to the Retail Food Program development of agency procedures, guidance documents, standards, and initialives of’
national importance. Includes attendance and active participation in team confercnce calls and face -to-face meelings/planning sessions. .
(7) Includes time for preparation work, coordination, and organization, as well as, the presentation delivered in conjunclion wi<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>