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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.
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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
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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 with the annual Regional Retail
Food Seminars.
(8) Includes training workshops not limited 1o Food Code courses, pre-standardization workshops, HACCP workshops, and other identified training topics.
Also includes time for the Specialists' to prepare candidates for standardization, as well as, the presentation and training sessions given to stakeholders
groups via conference calls, seminars, conferences, web meetings, or other means.
(9) Includes technical assistance and consultation to enrolled state and local jurisdictions performing self-assessments and developing strategic plans using
the Program Standards as the foundation for enhancing the effectiveness of their retail food programs. Also includes interpretations and consultations
on the Food Code and other food safety issues. Also includes planning and field activities related to food safety and security events working in
conjunction with other federal agencies. &
ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-2



3 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Retail Food Protection - State Program

—
2. PPS PROJECT NAME/NUMBER

:

Technical Assi Food and Cc

-18

3. PROGRAM/ASSIGNMENT CODE(S)

18002

4. WORK ALLOCATION PLANNED BY

[ Jorma

T

5. OPERATIONAL FTE POSITIONS

(1.8)

DISTRICT/
SPECIALIZED
LABORATORY

Zo-0m>

CONFERENCE
FOR FOOD
PRO-
TECTION
ACTIVITIES

{10)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW| DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA { SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

FOOD
DEFENSE
OTHER &
CFSAN
DIRECTED
PROJECTS
11

960

1152

i

TOTAL HOURS

960

1152

CONVERSION FACTOR

1200

1200

TOTAL OPERATIONAL FTEs

0.80

0.95]

7. REMARKS:

(10) 1Includes all committee work for the Conference for Food Protection and preliminary work on issues/position paper development for 2008 CFP.
(11) Time allocated lor the presentation and distribution of FDA malerials related to food defense, such as guidance document, "Retail Food Stores and Food
Service Establishments: Food Security Preventive Measures ", to state and local regulatory agencies and industry. Includes counter-terrorism
presentations at seminars, meelings, conferences, etc. Also includes Specialisls’ activities relaled 1o CFSAN priority assignments in response

to national food safety needs.

FORM FDA 2621a (05/03}

ORA WORKPLANNING SHEET (Continued)
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FY 2008 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

2. PPS PROJECT NAME/NUMBER
Technical Assistance: Food and Cesmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)

18003

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

|:] ORA [I] CENTER 20.4(17.8)

DISTRICT/

ZO—-OMI®

SPECIALIZED
LABORATORY

CHECK
CHECK RATINGS

RATINGS TRANSFER

RECENVING '

NATIONAL
STATE MILK STEERING
SANITATION TECHNICAL STATE SAMPLING TEAM
RATMNG OFF. ASBISTANCE PROGRAM BURVEILLANCE MEETING
INTIAL/CONT HOURS EVALUATION * OFFICER CONFERENCE
CERTIFICA- INTIAL CALLS/TEAM
TON* CoNT? LEADER *

STATE BILK

CHECK SINGLE
RATING SERVICE
BTy’ AuprTS *

TOTAL FIELD

HEADQUARTERS

s

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

149

40

269 85 43 59 17 51 — 32|

HOURS PER OPERATION

24.0

12.0

20.0 8.0 40.0 100.0 120.0] 24.0 40.0

"_TOTAL HOURS

3576

480

5380 520 1720 5100 2040 1224 1280

CONVERSION FACTOR

1200

1200

1200 1200 1200 1200, 1200 1200 1200

TOTAL OPERATIONAL FTEs

2.98

0.40

7. REMARKS:

4.48 0.43 1.43 4.25 1.70 1.02 1.07

17 Check Ratings of Plants and RS/TS Every 3 Years, BTUs Every 4 Years and Audits Every 5 Years

b Activities Include the Initial (Including HACCP) and Continuous Certifications of State Rating Officers and Sampling Surveillance Officers.

3 State Program Evaluations Conducted of 1/3 of the States (Including Puerto Rico) Every 3 Years.

s Activities Include the National Steering Team Meetings and conference calls and time for team leader activities ( 2 RMSs with an additional 240 hours

each identified).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 18-4




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
(NCIMS) Milk Safety Program

2 PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)

18003

4. WORK ALLOCATION PLANNED BY

[ Jor

(s Jeninm

5. OPERATIONAL FTE POSITIONS

(2.6)

ZO-om>

DISTRICT/
SPECIALIZED
LABORATORY

RS *
STANDARD-
ZATION

Food
Defense *
COORDINATION

TRAINING
GIVEN"

NCIMS

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

20|

20]

20|

HOURS PER OPERATION

40.0

20.0

40.0]

80.0]

TOTAL HOURS

280

400

800

1600

CONVERSION FACTOR

1200

1200

1200,

1200

TOTAL OPERATIONAL FTEs

0.23

0.33

0.67

1.33

7. REMARKS:

s/ Aclivities include the Re-standardization (Group Field Exercise) of the RMS

o Includes time for presentation and distribution of the food defense preventive measures guidance document for dairy products to the state
regulatory agencies during check ratings routine field work and state program assessments. Presentations may be made at regional seminars or

local meetings and included in training sessions for all segments of the regulatory and industry community. Coordination ol food defense
activities and field activities related Lo food defense. Report lime against PAC 18R845.
b Activities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 18-5




FY.2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE " |2.PPS PROJECT NAME/NUMBER
Moll Shellfish Evaluati Technical Assist Food and C ies - 18

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

18004 CJom [x ] cenmen 145 (12.6)

DISTRICT?
SPECWALIZED
LABORATORY

zo=Om®

FOREIGH NATIONAL  [TRADENG ‘rLanT ZATON &
lEvaLuanon TEAM  [woRxsHoPs EVALUATION RE-STAND-

TOTAL FIELD

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

|

l

[

H

Mode! Ordinance {MO). The overwhelming majority of shellfish related ilinesses have been attributed to shellfish contamination due to conditions In the shelifish growing areas.
(2) Time is allocated for planning, field evaluations, file reviews, growing area data reviews and report wriling to determine state program conformity to the requirements of the NSSP
MO. liinesses and outbreaks have been altributed to the illegal harvest of shellfish from closed waters.

(3) Activities include technical assistance, education, and evaluation of state shellfish programs Vibrio vulnificus and vibrio parah, Iyticus and manag 1t programs.
(4) Includes interpretations and consultation on NSSP MO requirements related to program admini ion, risk Iw g . laboratory, shellfish growing areas, shell stock relaying,

shellfish aquacutture, shellfish wet storage and depuration, patrol, shellfish harvest and transportation, HACCP, and general sanitation in processing plants.
(5) Activities include planning, field evaluations, file reviews, and report writing for countries with MOUs with the FDA. Current MOU countries include Canada, Chile, South Korea
Mexico, and New Zealand.
1(6) Includes time for shelifish program planning, development and coordination responsibilities assigned to two specialists selected as leam representatives of the
Regional Shellfish Specialists’ team. .
(7) Includes lraining workshops coordinated and delivered by the specialists, including but not limited to basic shellfish plant and program courses applied concepts for shellfish
growing areas courses and HACCP workshops.
(8) Includes time for planning, field evaluations of processing plants, file reviews, and final report writing to determine state conformity with the NSSP MO. Plant evaluations include
a full evaluation of HACCP, including plan implementation and adherence to the sanitation requirements of the NSSP MO. '
(9) Standardization conducted every 5 years for all FDA and state standardization officers. Re-star ization training will be provided during evaluation and technical assistance
work while working in shellifish processing plants with state and FDA SSOs.

HOURS PER OPERATION | 200.0 180.0f 30.0 10.0] 40.0
TOTAL HOURS 1300 4040 800 ﬂ 420 1250] 560
CONVERSION FACTOR 1200 1200 1200 1200 1200 1 2oo| 1200
TOTAL OPERATIONAL FTEs 1.58 3.371 0.67 0.30) 0.35 1.04 0.47
7. REMARKS.
(1) Time is allocated for planning. field evaluati file reviews (Comprehensive Growing Area Sanitary Surveys. Triennial Evalualions and Annual Updates),
growing area data reviews and report writing to determine state program conformity to the requi ts of the National Shellfish Sanitation Program (NSSP)

FORM FDA 26213 (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.

18-6
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FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAMWASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER
Moll Shellfish Evaluali Technical Assi Food and C ics- 18

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

18004 E Jomw [ x Joewrem (1.9

6
DISTRICT/
SPECIALIZED
LABORATORY NATIONAL CENTER REGIONAL FOOD 183¢
TEAM PATA. SEMINARS DEFENSE COMMITTEE
worxswoP | TivEsLAB COORDINATION
[10) {11 12) 13 [

ZO0O-aom>2

JOTAL FIELD 11 7 12 11 11

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO | 3

CINCINNAT) [

CE DETROIT

MINNEAPOLIS

NEW JERSEY

A0 A—
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 L

HOURS PER OPERATION 40.0 40.0 30.0) 20.0 90.0/

TOTAL HOURS 440 280) 380] 20 990)
2

CONVERSION FACTOR 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTE 037, 0.23) 0.30 0.18] 0.83

7. REMARKS

{10) Includes specialist initiatives related lo shellfish program development of agency procedures, quidance documents, standards, and initiatives of national imporiance.
Includes discussions of FDA issues for the ISSC agency program priorities, etc.

(11) Time allocated for CFSAN priority assignments in response lo national shellfish safety. Time is also allocaled for the specialists to assist the FDA Laboratory

Evaluation Officer (LEO) in the planning and evaluation activities of state shellfish program labs.

(12) Includes time for the Regional Shellfish Specialists to attend regional shellfish Conferences, Pacific Rim Shellfish Conference, Gulf and South Atlantic States Shellfish

Conference, Interstate Seafood inar and the North Shellfish Sanitation Conference.

{13) Time allocated for presentation and distribution of the Food Prod! Pri s, and T rter: Food Security Preventive Measures Guidance to the slate

regulatory agencies and industries during field work and state program evaluations. Presentations may be made at regional seminars or local meetings and

presentations may also be included in training sessions for all segments of the regulatory and indusiry community.

{14) Time allocated for the specialists to attend the biennial Interstate Shellfish Sanitation Conference to address program related issues and new ISSC proposals. Represent

FDA on ISSC committees, task forces and work groups. Prior to the conference FDA receives the submitted issue that will be considered at the meeting. There is a

serious burden upon FDA to consider the issues as submitted and to formulate agency-approved scientific and policy positions thal will be communicated at the meeling.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Interstate Travel Program - Conveyances and Support Facilities

2. PPS PROJECT NAME/NUMBER
Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)

18029 A -F

4. WORK ALLOCATION PLAN

NED BY

[ x Jom

CENTER

5. OPERATIONAL FTE POSITIONS

218

ZO-Gm>X

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

CONVEY
UNDER
CONSTRUCTION

WATERING
POINTS
INSP

(A}

CATERING
POINTS

®)

AIRLINE
WATERING
POINTS

© ©)

DSCs

INV
{HOURS)

TOTAL FIELD

1555

0
1360

£
(282)

Cl..
(493)

(319)

200

200

900!

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

105

=

4.0

8.0

TOTAL HOURS

16328

1360

800

1600

900

CONVERSION FACTOR

950,

950

950

1180

TOTAL OPERATIONAL FTEs

17.19

1.43

0.84

1.36

0.95

7. REMARKS:

Inspections in Columns A-D are included in Column 1. The additional inspections can be used on other establishments under the program.

Time is allocated for Food Code promotion, coverage of Food Security issues and completion of Application of Food Code, Attachment B.
DSCs should be randomly collected from on-board conveyances water systems outlets ex. faucets, as close to the water holding tank as possible.
(*)Time for Conveyance under Construclion- time to be used for plan revicw, meetings, and final inspections. It includes galleys in DAL, LOS
and Aircraft/Vessels in SAN & SEA.

(**)Catering Point Insp. (B) is High Risk Priority and some potential Food Allergen firms identified by the District.
Districts should increase inspections of airline watering points because of pending new EPA regulations.

(***) all other watering points

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLAN

October 1, 2008

PROJECT SUMMARY SHEET

FY 2009

1. PROGRAM CATEGORY

Food and Cosmetics

2. PPS PROJECT NAME-NUMBER

Food Composition, Standards, Labeling and Economics - 21

IS. 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 36.6 12.8 49.4 89.7
| Medical Foods - Domestic and Import 21002 3.5 0.8 4.3 7.8 2
2 |Domestic Food Labeling and Economics Program 21003 3.1 3.1 5.6 3
3 |Domestic and Import NLEA Nutrient Sample Analysis
3
land General Food Labeling Program 21005* 4.0 7.4 : 11.4 20.7 4
4 | Infant Formula- Domestic and Import 21006 4.0 1.4 5.4 9.8 5
5 [IDietary Supplements - Domestic and Import 21008 17.1 3.2 20.3 36.9 6-7
6 |Selected Nutrients in Food Survey -Total Diet 21839 3.4 3.4 6.2 8
7 [Methods Validation/Development Program 21R816 1.5 1.5 2.7 9

*03R833,99R833, 21R824, 21R829(Health Fraud) and

FPLA

CENTER PROJECT MANAGER-TELEPHONE
Brenda Aloi, Acting Chief; 302-436-2657

ORA PLANNER-TELEPHONE

Lorraine B. Jefferson, 301-827-1631

FORM FDA 2622 (9-98)

PAGE NO. 21-1



FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Medical Foods - Domestic and Import

2. PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

21002

4. WORK ALLOCATION PLANNED BY

[ x Jora

X ] center

5. OPERATIONAL FTE POSITIONS
43

ZO0-G0m2x

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

2 3 4

DOMESTIC
SAMPLE
coLL

DOMESTIC

SAMPLE
coLL

CHEM

DOMESTIC
SAMPLE
coLL
MICRO

IMPORT
SAMPLE
coLL

5

DSAs
MICRO

DSAs
CHEM

ISAs
CHEM

TOTAL FIELD

22

44 25 19

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW -

HOURS PER OPERATION

30.0

52

5.0]

19

30.0

25 8

100.0 100.0

TOTAL HOURS

660

229

In |

570

2500 800

CONVERSION FACTOR

950

950

950

1180

1180 -1180

TOTAL OPERATIONAL FTEs

0.69

0.24

0.04

0.48

212 0.68

7. REMARKS

CFSAN spreads inspections and DSCs. CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the
beginning of each fiscal year.
ORA spreads import operations.
Time to investigate import entries for admissibility is planned under the Imports Foods General Program (7303.819)
*Includes samples resulting from import entry review as well as samples collected during foreign inspections.
**May be used for microbiological analysis.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 21-2




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

Domestic Food Labeling and Economics Program Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
21003 ORA CENTER 3.1

6. 1 2 3 4 - 5 7 7 8 8
DISTRICT/
SPECIALIZED INV
LABORATORY HOURS DSsC DSA

ZOo-0Om=a

TOTAL FIELD 950 100 100

HEADQUARTERS

REGIONAL STAFF

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
FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS
SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA [ SANFRANCISCO
SEATTLE
PACIFIC REGIONAL LABORTORY - SW
PACIFIC REGIONAL LABORTORY - NW
HOURS PER OPERATION 4.2 ©19.0
TOTAL HOURS 950 420 1900
CONVERSION FACTOR 950 950] 1180
TOTAL OPERATIONAL FTEs 1.00 0.44] 1.61]
7. REMARKS

To be issued as CFSAN Field Assignments

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  21-3



FY 20098 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER -
Domestic and Import NLEA, Nutrient Sample/Analysis and Food Composition, Standards, Labeling and Economics - 21
General Food Labeling Program

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

21005, 03R833, 99R833 [ X | orA [ ] CENTER 114
21R824, 21R829(Health Fraud)
1

2 3 5 3 7
DISTRICT/ DOMESTIC IHMPORT

SPECIALIZED psc DSCs 0SCs DSAs FRELD =1 iSAs v 1SCs

LABORATORY MOCUMENTARY) | [PHYSICAL) EXAMS {PHYSICALY HOURS (PAPER)

ZO0~0Om®n

OASIS 851 OASIS 241
(SEE REMARKS) {SCE REMARKS) [SEE REMARKS)

TOTAL FIELD 340 240/ 100 100 2000 125} 125 5000

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 LABORTORY - SW
PACIFIC REGIONAL LABORTORY - NW

785

HOURS PER OPERATION 4.2 19.0 04 ) 1.2] 10.0

12

TOTAL HOURS 1428 1900! 800! 150, 1250 5000

942

CONVERSION FACTOR 956, 1180 950 850 1180 850

850

TOTAL OPERATIONAL FTES 1.50 1.61 0.84 0.16; 1.06 5.26

0.99]

7. REMARKS

*DSCs (Physical) includes both compliance (for cause) sampling and surveillance sampling. The field should
attempt to collect sufficient surveillance sample as well as needed compliance samples to meet their workplan obligations. See compliance program for details.
**Domestic operations to be conducted during inspections conducied under CP 7303.803,7303.803A,7303.037, 7303.842 and 7303.847. Districts

should report time spent reviewing labels that does not result in a collection.

***]MPORT INV Hours are for field exams and any other import operations as required by the district 1o cover import

priorities. Districts should report time under the appropriate operation and PAC for the activities performed. For Import Field Exams, report time

spent reviewing import labels that does not result in Import Sample Collection. .

**+*]SCs (Physical) includes time 1o collect and forward samples to the lab for analysis (o suppon violations.

»#»**ISCs (Paper) includes time spent collecting labels, records or other documentation for submission to Compliance and does not include time spent

reviewing the import labels. Time spent revicwing the label will be included as OASIS #27 and reported along with compliance review time as OASIS #43.

All import field exams are 1o 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, eic);
and safety concerns. These activitics are to be rcported 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 in the event CT suspicions are raised conducting routine work requiring follow-up
should an additional exam and time be reported under CT PAC (03R845, 04R845, ctc.) Sec IOM Section 5.4.1.4 for additional information on Food and Cosmetic
Security Activities.

Prior 1o collecting product labels for trans fat and/or allergen contact CFSAN.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 214




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

Infant Formula - Domestic and Import Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) - 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
21006 [ X ] ora CENTER 5.4

6. 1 2 3
DISTRICT/
SPECIALIZED INSPEC- INVESTI- DOMESTIC
LABORATORY TIONS GATIONS SAMPLE
{Hours) cotL

7 7 4 B
DOMESTIC § DOMESTIC IMPORT
SAMPLES SAMPLES IMPORT SAMPLES

TOBE TOBE SAMPLES TOBE
ANALYZED ANALYZED coLL ANALYZED
CHEM MICRO * CHEM

ZO—-—0Om>X

TOTAL FIELD 22 200}
HEADQUARTERS

20} 10] 15| 15

REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC

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

REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER
KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF
LOS ANGELES
PA | SANFRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
1PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 42.0 5.3 -

100.0 120.0 5.0 100.0

TOTAL HOURS 924 200 159] 2000 1200 75 1500'

CONVERSION FACTOR 9508 950 950 1180 1180 850 1180

TOTAL OPERATIONAL FTES 0.97{ 0.21 0.17].
7. REMARKS

1.69 1.02) 0.08) 1.27

CFSAN spreads inspections and DSCs, CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts at the
beginning of each fiscal year.

ORA spreads import operations

* Includes samples resulling from import entry review as well as samples collected during foreign inspections.

Time to investigate import entries for admissibility is planned under the Import Foods General Program (7303.819)

** May also be used for microbiological analysis.

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 21-5



FY 2008 ORA WORKPLAN

OCTOBER 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Dietary Supplements - Domestic and Import

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)
21008, 21R 829 (Health Fraud)

4. WORK ALLOCATION PLANNED BY

[ Joma

CENTER

5. OPERATIONAL FTE POSITIONS

20.3(17.1)

DISTRICT/
SPECIALIZED
LABORATORY

ZO“QNI4

INSPEC-
TIONS

DOMESTIC
FIELD
EXAMS

DOMESTIC
SAMPLE
couL

DOMESTIC
BAMPLES
TO BE
ANALYZED

HQINIT
DOMESTIC
SAMPLE

coLL

HOINIT
DOMESTIC
SAMPLE
ANALYZED
CHEM

INV
HOURS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE| NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE| DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW/| DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA |SAN FRANCISCO

SEATTLE

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW|

250

40.0

400}

0.5

200

100

1 |

2000

4.2

25.0 4.2

250

TOTAL HOURS

10000

200

840

2500 210

1250

2000

CONVERSION FACTOR

950

950

950

1180 950

1180

950

TOTAL OPERATIONAL FIEs

10.53

0.21

0.88

2.12]

0.22

1.06]

2.41

7. REMARKS

during the inspections.

Import resources planned in page 2.

FORM FDA 2621a (05/03)

Investigational hours are planned primarily for CFSAN directed assignments.

*Half of the planned samples are physical and other half are documentary samples.

Field Exams and sample collections may be conducted at packers/repackers, distributors, or warehouses if the levels planned cannot be performed

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

21-6




FY 2009 ORA WORKPLAN OCTOBER 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 2]

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

21008, 21R829 (Health Fraud) [ora [ X Jcenmr (3.2)

DISTRICT/ IsC I1sc IMPORT IsA
SPECIALIZED PAPER PHYSICAL INV PHYSICAL
LABORATORY OASIS 841 HOURS CHEM

ZO—ONNJ

TOTAL FIELD 3] 70 s 70

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE| NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE| DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE| NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW| DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 1.6] 1.gs_|r 25.0
TOTAL HOURS 576 112] 900 1750

CONVERSION FACTOR 850 950! 950 1180

TOTAL OPERATIONAL FTEs 0.61 0.12 0.95 1.48

7. REMARKS

* IMPORT INV Hours are for field exams and any other import operations as required by the District to cover import priorities.

Districts should report time under the appropriate operation and PAC for the activities performed. Field Exams are time spent reviewing import labels that does not
result in a sample collection.

**Time spent collecting labels, records, or other documentation for submission to Compliance. Does not include lime spent reviewing the

import labels. Field Exams Time spent reviewing the label will be included as OASIS # 27 and reported along with compliance review time as OASIS #43.
*#*Physical samples collected and forwarded to the laboratory for analyses to support violations.

All import field exams are to routinely include verification that the imported product is the same as that which was declared (reconciliation exam); an 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 reported as a single import field exam under this compliance program and PAC. Only one exam should be reported

per line entry. Only in the event of a pre-determined "for cause” CT exam, or in the event suspicious are raised conducting routine work requiring follow-up, should
an additional exam and time be reported under the CT PAC (03RB45, 04RB45, etc.) See 10M for additional information on Food and Cosmetic Defense

activities.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 21-7



FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Selected Nutrient in Foods Survey - Total Diet Food Compeosition, Standards, Labeling and Economics - 21

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

21839 [Jora [x7] center 34

W

c. 1 2 3 4 s i 6 7 7
DISTRICT/ DOMEBTIC DOMESTIC
SPECIALIZED INSPEC- INVESTH DOMESTIC IMPORT FIELD WHARF SAMPLES SAMPLES
LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ EXAMS TO BE TOBE
{Hours) cowL coLL TESTS ANALYZED ANALYZED
CHEM* MICRO

ZOoO-Gm=a

TOTAL FIELD 1040

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY |

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SANFRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 3.8

TOTAL HOURS 3952

CONVERSION FACTOR 1180

TOTAL OPERATIONAL FTEs 3.35

7. REMARKS
* Represents total number of TDS foods for all four market baskets to be analyzed for selected nutrients by KAN-DO labs.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 21-8




FY 2009 ORA WORKPLAN October I, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Methods Validation/Development Program Food Composition, Standards, Labeling and Economics - 21

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

21R816 ORA [CJcenter 1.5

DISTRICT/ METHODS APPLED
SPECIALIZED VAUDEV | TECHNOLOGY
LABORATORY CHEM CENTER
{Hours) CHEM
{Hours)

ZO-GOm=3

TOTAL FIELD 600 1180

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 600 1180,

CONVERSION FACTOR 1205 1180

TOTAL OPERATIONAL FTEs 0.50 1.00]

9. REMARKS

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

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  21-9




FY 2009 ORA WORKPLAN October 1, 2008
1. PROGRAM GATEGORY - Iz. PPS PROJECT NAME/NUMBER
Food and Cosmetics Colors and Cosmetics Technology - 29
- PROGRAM 3 OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FIEs FTEs PAGE
TOTAL 3.0 51 8.1 14.7
1 Cosmetics: Domestic and Imports 29001; 29F099; 3.0 5:1 8.1 14.7 29-2
29R833; 29R824
99R833
2 . X
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brenda Aloi, 301-436-2065 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 29-1




FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Cosmetics: Domestic and Imports

2. PPS PROJECT NAME/NUMBER
Colors and Cosmetics Technology - 29

3. PROGRAM/ASSIGNMENT CODE(S)
29001, 29R833, 29R824, 99R833

4. WORK ALLOCATION PLANNED BY

—

5. OPERATIONAL FTE POSITIONS
8.1

6. 1
DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
INSPECT-
IONS

Z0-0OmM2A

DOMESTIC
INVESTI-
GATIONS
{HOURS)

8 8
IMPORT
SAMPLE

coLL

50% CHEM,

50% MICRO

IMPORT
SAMPLE
ANALYS!S
(CHEW)

IMPORT
SAMPLE
ANALYSIS
(MICRO)

TOTAL FIELD

100|

HEADQUARTERS

REGIONAL STAFF
NEW ENGLAND
NEW YORK

REGIONAL LAB

WEAC

NE

| REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

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

sSw

P_&EGIONAL STAFF

LOS ANGELES

SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

PA

—
————e——
—_—

HOURS PER OPERATION 17.0

4.4' 18.0,

230} 15| 115

1.5} 16.0| 16.0

TOTAL HOURS 1700

264] 1080

1500

345] 1840 1840

CONVERSION FACTOR 850)

pso] 1180

psof

950] 1180] 1180

OPERATIONAL FTEs 1.79

0.28]

082

1.58]

0.36] 1.56§ 1.56)

7. REMARKS

* Import Investigation Hour Resources cover: Entry Review Hours, Import Investigation, and time for 700 Import Label Reviews.

All Import Field Exams are to routinely include: verification that the imported product is the same as that which was declared (Reconcil-
iation Exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of intentional
adulteration, etc.); and traditional safety or label concemns. These activities are to be reported as single import field exam or label review

under this compliance program and PAC. ONLY one exam should be reported per line entry.

ONLY in the event of a Pre-Determined "for cause” CT exam, or in the event that CT suspicions are l;aised while conducting routine
work requiring follow-up should an additional exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1 for additional information on Food and Cosmetic Security Activities.

Note: If the Center initiates any assignments to follow up on drug claims on cosmetics, the field resources will be taken from this program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 29-2




CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2009
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
) OPERATIONAL, PROGRAM
PPS DOMESTIC} IMPORT | FOREIGN FTEs DOMESTIC] IMPORT J FOREIGN FTEs
NO. PROJECT TITLE ]
TOTAL 107 3.0 2.5] 115.0]  195.3 5 8.2 209.
41 HUMAN CELLULAR, TISSUE AND 26. ) 26.9‘ 48.9' 48.9‘
GENE THERAPIES
42 | BLOOD AND BLOOD PRODUCTS 71. 3,0H 22 76. 129. 55 40 138.
45 | VACCINES AND ALLERGENIC PRODUCTS 9.4 2.3I 11. 17.1 4.2 21.




FY 2009 ORA WORKPLAN

October 1, 2008

'PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

Biologics Human Cellular, Tissue and Gene Therapeutics - 41
5. PROGRAM |6 OPERATIONAL FIE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM [8.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 26.9 26.9 48.9
1 Inspection of Human Cells, Tissues, and 41002B,C,D 25 22.5 40.9 41-2
Tissue-Based Products (HCT/Ps)
2 Bioresearch Monitoring Programs * 4.4 3 4.4 8.0 41-3
Good Laboratory Practices 41808 * ' .
(Nonclinical Labs)
Institutional Review Board 41809 * *
Sponsors, Contract Research Organizations, 41810 * b
and Monitors
Clinical Investigators * 41811 4.4 (4.4) (8.0)
* Al resources planned under PAC 41811.
CENTER PROJECT MANAGER/TELEPHONE |ORA PLANNER/TELEPHONE
Anita Richardson, 301 827-6220 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 411




FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

Products (HCT/Ps)

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Human Cells, Tissues, & Cellular & Tiséue-Based
Inspection of Tissue Establishments

2. PPS PROJECT NAME/NUMBER

Human Cellular, Tissue and Gene Therapies - 41

3. PROGRAM/ASSIGNMENT CODE(S)
41002B,C,D

4. WORK ALLOCATION PLANNED BY

X ] om

[ ]centEr

22.5

5. OPERATIONAL FTE POSITIONS

Zo—-omax

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

CBER
PRIORITY
ESTAB

DOMESTIC
SAMPLE
coLL

3 4

IMPORT
SAMPLE

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

DOMESTIC

SAMPLES
TOBE

ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

9

OTHER
OPERATIONS
{Mours)

TOTAL FIELD

494)

(2

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

—
1
!
1
_—
|

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

43.3}

TOTAL HOURS

21390]

CONVERSION FACTOR

950]

TOTAL OPERATIONAL FTES

22.52'

FS. REMARKS

* Refer to CBER's 6-13-08 Memo for inspectional priorities.

(covers HCT/Ps recovered on or after 5/25/2005) :

PAC 41002B for Product Codes: 57K Reproductive Tissue
PAC 41002C for Product Codes: S7TM Hematopoietic Stem Cells
PAC 41002D for Product Codes: 57 Musculoskeletal Tissue; 57 L Ocular Tissue;

57 O Other Tissue (human skin, pericardium, dura mater, heart valves)

Personnel Types Required: Investigator

For Inspection Risk Based Approach, Refer to CBER's June 13, 2008 Memo,
Subject: HCT/P, Blood Bank, and Source Plasma Inspection Priorities for FY09.

C.P. 7341.002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)

C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators
(PDUFA Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER
Human Cellular, Tissue & Gene Therapies - 41

3. PROGRAM/ASSIGNMENT CODE(S)

41808-GLP, 41809-IRB, 41810-Spon/
Mon/CROs, 41811 Clinical Investigator*®

4. WORK ALLOCATION PLANNED BY

5] ora

[Jcenter

5. OPERATIONAL FTE POSITIONS
4.4

Z20-om3a

" DISTRICT/
SPECIALIZED

LABORATORY

1

INSPEC-
TIONS
.

DOMESTIC
INVESTH-
GATIONS

(Hours)

3 4 5

DOMESTIC
SAMPLE
COLL

IMPORT
SAMPLE
COLL

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

2 8 9
DOMESTIC IMPORT
SAMPLES SAMPLES
TO BE TOBE
ANALYZED ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS i

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

70.9

TOTAL HOURS

4183/

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

4.40

1. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 41808, 41809, 41810, and 41811 are planned under PAC 41811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 41-3




FY 2009 ORA WORKPLAN

October 1, 2008

e T O e —
1. PROGRAM CATEGORY

PROJECT SUMMARY SHEET

2. PPS PROJECT NAME/NUMBER

Biologics Blood and Blood Products - 42
[s. PROGRAM 6. OPERATIONAL FTE 7. TOTAL |s. ToTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 71.2 3.0 2.2 76.4 138.8
] Inspection of Licensed & Unlicensed Blood Banks | 42001F, G; 474 04 47.8 86.9 42-2
(National Experts) 42R825 2.6 0.1 2.7 4.9
Inspection of Donor Centers i
Inspection of Reference Laboratories )
Inspection of Blood/Plasma Brokers
Inspection of Blood Product Contractors
Technical Assistance and Coordination * 2.5 2.5 4.5
2 Inspection of Source Plasma Establishments 42002,A 10.4 10.4 18.9 42.3
3 Imported CBER-Regulated Products 42007, 42R833, 3.0 3.0 5.5 424
42R824,99R833
4 Inspection of Licensed Viral Marker Test Kits 42008,A 1.6 0.4 2.0 3.6 42-5
(Core Team Biologics)
Field Investigations 0.5 0.5 0.9
5 Bioresearch Monitoring Programs ** 4.0 4.0 7.2 42-6
Institutional Review Board 42809 »
Sponsors, Contract Research Organizations, 42810 »,
and Monitors
Clinical Investigators ** 42811 (4.0) 6.7
(National Experts) 42808, 42811 0.3 (0.5)
45808, 45811
6 Inspection of Medical Device Manufacturers 42845A,B,C 0.5 0.5 0.9 42-7
7 Inspection of Plasma Derivatives of
Human Origin (Core Team Biologics) 42848A.F,G 1.7 1.3 3.0 5.5 42-8
* For BLT-DO to Assist & Coordinate ARC Information
** A}l Domestic & Foreign Resources Planned Under Domestic PAC 42811
Foreign Resources to cover PPS 41, 42, 45
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Anita Richardson, 301 827-6220 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 421




FY-2009 ORA WORKPLAN

October 1, 2008

(Domestic & Foreign) *

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed and Unlicensed Blood Banks

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42001F,G 42R825

4."WORK ALLOCATION PLANNED BY

[ x ] ora

[ Jcenmer

53.0

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-O0OmXx

DOMESTIC
BLOOD BANK
INSPEC-
TIONS

2
DOMESTIC
INVEST-
GATIONS
(Hours)

1

FOREIGN
BLOOD BANK
INSPEC-
TIONS

1

PRE-LICENSE
INSPECTIONS
DOMESTIC

1

PRE-LICENSE
INSPECTIONS
FOREIGN

TECH ASST &
COORDIN-
ATION
{Hours)

IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

1093

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

CHICAGO

BALTIMORE

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

12

2376

41.2

43.0

TOTAL HOURS

45032

2469

516

2375

CONVERSION FACTOR

950

950

950

950

TOTAL OPERATIONAL FTEs

47.40

2.60

0.54

2.50

7. REMARKS

Domestic Inspectional Module Includes Time for AIDS.
Blood Bank PAC's: 42001F, Level | Inspection and 42001G, Level 2 Inspection.
BLT-DO, Report Technical Assistance Time under Operation Code 92.

*** Foreign Blood Bank Inspections spread by DFI.

Personnel Types Required: Investigator, National Experts

** Domestic Investigative Time is for National Expert Domestic Investigations and Follow-Up Inspections.

* Al listed resources are planned under PAC 42001F. Resources cover all facilities listed in current compliance program.
Pre-License Inspections for PPS 41, 42, 45 and Field Investigation Hours are not planned separately.
Use above resources for these as needed, at district discretion.
For Inspection Risk Based Approach, Refer to CBER's June 13, 2008 Memo,

Subject: HCT/P, Blood Bank, and Source Plasma Inspection Priorities for FY09.

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET (Continued)
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FY2009 ORA WORKPLANNING SHEET . October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Source Plasma Establishments : Blood and Blood Products - 42

42002F,G [ x ] ora ] centErR 10.4

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

1 2 3 4 5 [ 4 8

DISTRICT/ DOMESTIC IMPORT
SPECIALIZED INSPEC- INVESTI- DOMESTIC IMPORTY FIELD IMPORT SAMPLES SAMPLES

LABORATORY . TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE
(Hours) coLL coLL TESTS EXAMS ANALYZED | ANALYZED

ZO0-60Om™

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD 7 205 1330

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 41.8

TOTAL HOURS 8569 1330

CONVERSION FACTOR . 9508 950

TOTAL OPERATION FTEs 9.02{ 1.40

7. REMARKS

The above resources are planned under PAC 42002F, use resources as needed to accomplish this compliance program.
Resources may be used for Domestic/Foreign/Follow-up Inspections/Investigations, DSCs as needed.

Report operations under apropriate PAC and Operation Code.

For Inspection Risk Based Approach, Refer to CBER's June 1.3, 2008 Memo,
Subject: HCT/P, Blood Bank, and Source Plasma Inspection Priorities for FY09.

Personnel Types Required: Investigator, Team Biologics

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

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Imported CBER-Regulated Products

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42007, 42R833, 42R824, 99R833

41R824, 45R824

4. WORK ALLOCATION PLANNED BY

[ x_]ora

3.0

5. OPERATIONAL FTE POSITIONS

Z0-0Om>2

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

IMPORT
INVESTI-
GATION
HOURS

3

DOMESTIC
INVESTI-
GATIONS
{HOURS)

4

IMPORT
INVESTI-
GATIONS
{HOURS)

[} center

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

DOMESTIC
SAMPLES
TO BE
ANALYZED

[
IMPORT
SAMPLES
TO BE
ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

2850

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

TOTAL HOURS

2850

CONVERSION FACTOR

950

TOTAL OPERATION FTES

3.00

19. REMARKS

Personnel Types Required: Investigator

ALL Resources are planned under PAC 42007, as Import Investigation Hours:

Report Accomplishments under Appropriate PAC and Operation.

Planned Resources are to Cover ALL Import Operations: 42R833 Entry Review; 41R824, 42R824, 45R824 Follow-Up
to Refusals; 99R833 Filer Evaluation, Import Investigation Hours, and any inspections needed for PAC 42007.

Note: C.P. 7342.007 "Imported CBER-Regulated Products,"” and Addendum "Imported Human Cells, Tissues,
and Cellular and Tissue-Based Products (HCT/Ps)" provide product specific guidance.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Viral Marker Test Kits

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42008, A Domestic & Foreign *

4. WORK ALLOCATION PLANNED BY

%] ora

[ Jcenmer

5. OPERATIONAL FTE POSITIONS
25

6. 1
DISTRICT/ Postli

1 3 4
d { Post-Li 4

SPECIALIZED
LABORATORY

ZO0O—-0mx

DOMESTIC
INSPEC-
TIONS

FOREIGN
INSPEC-
TIONS

DOMESTIC
INV
{Hours)

IMPORT
SAMPLE
coLL

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

7 8 9
DOMESTIC IMPORT
SAMPLES | SAMPLES
TO BE TO BE
ANALYZED | ANALYZED

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

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

HOURS PER OPERATION

NE

CE

SE

sw

PA

475]

150.0} 200.0]

TOTAL HOURS

1500] 400] 475,

CONVERSION FACTOR

g50] 950§ 850

TOTAL OPERATIONAL FTEs

1.58] 0.42 0.50]

7. REMARKS

* 42008 GMP Inspections,
42008A Pre-License Inspections

Field Investigation Hours may be used for any Core Team Program.

Personnel Types Required: Investigator, Core Team Biologics

All inspections will be performed by Core Team Biologics. Field tlme is for district support to Team Biologics.
No separate resources are planned for 42008A, use above resources as needed.
Report accomplishments under appropriate operation code and PAC.

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

Clinical Investigators

1. PROGRAM/ASSIGNMENT TITLE
IRBs, Sponsor/Monitor/Contract Research Organizations,

(PDUFA Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42811 Clinical Investigator *

4. WORK ALLOCATION PLANNED BY

42809-IRB, 42810-Spon/Monitor/CROs,

X ] om

[Jcenmer

5. OPERATIONAL FTE POSITIONS

4.0

rlk DISTRICT/
SPECIALIZED
LABORATORY

Z0-G0OmX

INSPEC-
TIONS

DOMESTIC
INVESTI-
GATIONS

DOMESTIC

coLL

IMPORT
SAMPLE

FIELD

TESTS

6

IMPORT
FIELD
EXAMS

DOMESTIC
SAMPLES
TOBE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

OTHER
OPERATIONS
(Hours)

(Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE | NEWENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
S

HOURS PER OPERATION

704

TOTAL HOURS

3802

CONVERSION FACTOR

950]

TOTAL OPERATIONAL FTES

4.00]

1. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 42809, 42810, and 42811 are planned under PAC 42811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621ta (05/03)

ORA WORKPLANNING SHEET (Confinued)

PAGE NO. 42-6




FY 2009 WORKPLANNING SHEET

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Medical Device Manufacturers (Biologics)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42845A,B,C *

4. WORK ALLOCATION PLANNED BY

[x] ora [ ] center

0.5

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED INSPEC- INVESTI-
LABORATORY TIONS GATIONS
(Hours)

ZO-0Omx

3

DOMESTIC
SAMPLE

4 5 6

IMPORT FIELD IMPORT
SAMPLE EXAMS/ FIELD
coLL TESTS EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TOBE
ANALYZED

9

OTHER
OPERATIONS
(Hours)

TOTAL FIELD 10

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

sSw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW
e

HOURS PER OPERATION 47.5

TOTAL HOURS 475

CONVERSION FACTOR 950§

TOTAL OPERATIONAL FTES 0.50]

7. REMARKS

42845A Level 1 Inspections;
42845B Level 2 Inspections;
42845C Level 3 Inspections

Personnel Types Required: Investigator

* PACs changed from 42830C,L to 42845A,B,C in FY05

No Investigation Hours or Foreign Inspections are planned, use above resources if needed.

Note: Inspections of Manufacturers of Blood Bank Software should be reported under this program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLANNING SHEET

Oclober 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Plasma Derivatives of Human Origin

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S) ~ |4. WORKALLOCATION PLANNED BY'

5. OPERATIONAL FTE POSITIONS

Wy

42848A,F, G; 41848A,F, G
Domestic & Foreign *

ORA [JcentEr 3.0

1 1 3 2 5 6 7 ] []
DOMESTIC FOREIGN DOMESTIC IMPORT
LICENSED LICENSED SAMPLES SAMPLES

INSPECT- INSPECT- TO BE TO BE
IONS IONS ANALYZED ANALYZED

DISTRICT/
SPECIALIZED
LABORATORY

IMPORT
FELD
EXAMS

DOMESTIC
SAMPLE
COLL

DOMESTIC
INVESTH-
GATIONS

{Hours)

FIELD
EXAMS!
TESTS

OTHER
OPERATIONS
(Hours)

Zzo-@m3

TOTAL FIELD )| 7

HEADQUARTERS

REGIONAL STAFF

NE | NEWENGLAND 5

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 180.6' 175.2

TOTAL HOURS 1825] 1226

CONVERSION FACTOR 850] o |

OPERATIONAL FTEs 1.71] 1.29§

7. REMARKS

* Core Team Compliance Program new in FYO05 - Inspection of Biological Drug Products (CBER),
(Previously covered by PAC 42006):
All Inspections will be performed by Core Team Biologics.
42848A Pre-Licensed Inspection - Plasma Derivatives, 42848F Level 1 CGMP Inspection - Plasma Derivative,
42848G Level 2 CGMP Inspection - Plasma Derivatives; 41848A Pre-Licensed Inspection-Therapeutic Drugs,
41848F Level 1 CGMP Inspection - Therapeutic Drugs, 41848G Level 2 CGMP Inspection - Therapeutic Drugs

No separate resources are planned for Pre-License Inspections, or Therapeutic Drugs, use above resources as needed.
All resources are planned under PAC 42848F.

Report Foreign Inspections under Operation Code 11.
Personnel Types Required: Core Team Biologics, Investigator

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-8




FY 2008 ORA WORKPLAN

= chbafl}mﬂ

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Biologics Vaccines and Allergenic Products - 45
|s- PROGRAM 6. OPERATIONAL FTE 7. TOTAL |s. TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 9.4 23 11.7 21.3
1 Bioresearch Monitoring Programs * 6.5 6.5 11.8 45-2
Institutional Review Board 45809 *
Sponsors, Contract Research Organizations, § 45810 * .
and Monitors
Clinical Investigators * 45811 (6.5) (11.8)
2 Licensed Allergenic Products 45848A,F.G 0.6 0.1 0.7 1.3 45-3
( Core Team Biologics)
3 Licensed Vaccine Products 45848B,C,D.E 1.7 2.2 3.9 7.1 45-4
( Core Team Biologics)
Field Time 0.6 0.6 1.1
* All resources planned under PAC 45811
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Anita Richardson, 301 827-6220 Harriet R. Gerber, 301-827-1630
FORM FDA 2622 (5/00) PAGE NO. 45-1




FY 2009 ORA WORKPLANNING SHEET

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

IRBs, Sponsor/Monitor/CROs, Clinical Investigators

2. PPS PROJECT NAME/NUMBER
Vaccines and Allergenic Products - 45

(PDUFA)

3. PROGRAM/ASSIGNMENT CODE(S)

45809 IRBs, 45810 Spon/Mon/CROs,
45811 Clinical lnvestigators

4. WORK ALLOCATION PLANNED BY

[ 7 oma

[ Tcenter

5. OPERATIONAL FTE POSITIONS
6.5

6. 1
DISTRICT/

SPECIALIZED

LABORATORY

-

SPECIALIZED

ZO0—-0Om>x

INSPEC-
TIONS

2 3 4

INVESTI-
GATIONS
{HOURS)

DOMESTIC
SAMPLE
COLL

IMPORT
SAMPLE

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

7 8 3
pomesTC | IMPORT
SAMPLES | SAMPLES
TOBE TO BE
ANALYZED | ANALYZED

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

|

HEADQUARTERS

REGIONAL STAFF
NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

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

REGIONAL STAFF
ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT OPERATION
REGIONAL LAB

sw

| REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

81.3]

TOTAL HOURS

6179

CONVERSION FACTOR

[ |

TOTAL OPERATIONAL FTEs

6.50]

7. REMARKS

Personnel Types Required: Investigator

* Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators.
Use above resources for Foreign Inspections as needed.
Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.
Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

45-2

e o



FY 2009 WORKPLANNING SHEET October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Allergenic Products
(Post-Market & Pre-License)

Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
45848A,F,G Domestic/Foreign * [ X ]ora []center

5. OPERATIONAL FTE POSITIONS

0.7

6. I 1 2 3 4 . 6
DISTRICT/ * * IMPORT
SPECIALIZED DOMESTIC | FOREIGN | DOMESTIC | DOMESTIC IMPORT FIELD
LABORATORY INSPEC- INSPEC- | INVEST- SAMPLE SAMPLE EXAMS/
TIONS TIONS GATIONS coLL coLL TESTS
(HOURS)

20-0m3x

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

]

OTHER
OPERATIONS
{Hours)

TOTAL FIELD 5 1

HEADQUARTERS

s REGIONAL STAFF 3
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 1080l 1250

TOTAL HOURS 540 125

CONVERSION FACTOR 950 950

TOTAL OPERATIONAL FTEs 0.57 0.13
= e ==

7. REMARKS

* New in FY05 Core Team Compliance Program - Inspection of Biological Drug Products (CBER)
(Previously covered by PAC 45001):
PAC 45848A Pre-License Inspection - Allergenics
PAC 45848F Level 1 CGMP Inspection - Allergenics
PAC 45848G Level 2 CGMP Inspection - Allergenics
All Inspections will be conducted by Core Team Biologics.

Resources are planned under PAC 45848F. Use Resources As Needed and Report Under Appropriate PAC.

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

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

PAGE NO.

'45-3




FY 2009 ORA WORKPLANNING SHEET October 1, 2008

(Post-Market)

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Vaccine Products

2. PPS PROJECT NAME/NUMBER
Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S)
45848B,C,D Domestic/Foreign *

4. WORK ALLOCATION PLANNED BY

[ x ] ora

[ Tcenter

5. OPERATIONAL FTE POSITIONS

4.5

6.

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-0m3

1

DOMESTIC
INSPEC-
TIONS

FORBGN
INSPEC-
TIONS

2 3

DOMESTIC DOMESTIC
INVESTI- INVESTI-
GATIONS GATIONS

(Hours) (HOURS)

5

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS/
TESTS

¥
DOMESTIC
SAMPLES
TO BE
ANALYZED

8 9
IMPORT
SAMPLES | OTHER
TOBE | oPERATIONS
ANALYZED{ (Hours)

TOTAL FIELD

570

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

203.0

260.0

TOTAL HOURS

1624

2080

570

CONVERSION FACTOR

950

950

950

TOTAL OPERATIONAL FTEs

1.71

2.19

0.60

7. REMARKS

Personnel Types Required: Investigator, Core Team Biologics
Report Foreign Inspections under Operation Code 11.

* New Core Team Compliance Program in FYO05 - Inspection of Biological Drug Products (CBER):
(Previously covered by PAC 45002)
45848B Pre-License Inspection - Vaccines;
45848C Level 1 CGMP Inspection - Vaccines;
45848D Level 2 CGMP Inspection - Vaccines.
All inspections will be performed by Core Team Biologics.
Resources are planned under 45848C. Use Resources’As Needed and Report Under Appropriate PAC.
Field Investigation Hours may be used to assist any Core Team Program.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGENO 45-4




CENTER FOR DRUG EVALUATION AND RESEARCH

RESOURCE SUMMARY

FY 2009 ORA WORKPLAN
October 1, 2008

OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL| PROGRAM
PPS DOMESTIC {IMPORT| FOREIGN FTEs DOMESTIC| IMPORT [FOREIGN] FTEs
NO. PROJECT TITLE
TOTAL 228.6 30.9 79.5 339.0 415.5 . 56.1 144.4 616.0
46 JNEW DRUG EVALUATION 9.0 14.0 230 16.4 254 418
48 |BIORESEARCH MONITORING
HUMAN DRUGS 43.6 18.5 62.1 79.2 33.6 112.8
52 |GENERIC DRUG EVALUATION 5.0 10.0 15.0 9.1 18.2 273
53 [POSTMARKETING SURVEILLANCE
AND EPIDEMIOLOGY
HUMAN DRUGS 10.0 1.0 11.0 18.2 1.8 20.0)
56 |DRUG QUALITY ASSURANCE 1325 30.9¢ 36.0 199.4 240.8 56.1 65.4 362.3
63 |UNAPPROVED AND MISBRANDED 9.5 9.5 17.3 17.3
DRUGS
88 JINTERAGENCY COOPERATIVE 19.0 19.0 34.5 345
ACTMVITIES




FY 2009 ORA Workplan

October 1, 2008

PROJECT SUMMARY SHEET

e
1. PROGRAM CATEGORY

T S L T T e e SO S S
2. PPS PROJECT NAME/NUMBER

Human Drugs New Drug Evaluation - 46
5. PROGRAM [ 6. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 9.0 14.0 23.0 41.8
1 JNDA Pre-Approval Inspections/Investigations 46832/B/C 9.0 9.0 164 2
- Domestic (PDUFA) '
2 [NDA Pre-Approval Inspections/Investigations 46832/B/C 14.0 14.0 254 3
- Foreign (PDUFA) V
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joscph Famulare, HFD-320, (301) 827-8540 Anita T, McCurdy 301-827-1632
FORM FDA 2622 (9/98) PAGE NO. 46-1




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
NDA Pre-Approval Inspections/Investigations
-Domestic (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)

46832, 46832B, 46832C
46832M

4. WORK ALLOCATION PLANNED BY

[x] om

|:| CENTER

9.0

5. OPERATIONAL FTE POSITIONS

ZO-omx

6.

DISTRICT/
SPECIALIZED
LABORATORY

NDAs

INSPECT

1

CHEMIST
INSPECT
{HOURS)

3 7

DSAs
PROFILE
(Hours)

DOMESTIC
SAMPLE
coLL

TOTAL FIELD

120|

2272

17 17

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 DISTRIC]

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

46.0}

5.0 50.0]

TOTAL HOURS

5520]

2272

CONVERSION FACTOR

950}

9504

950] 1180]

TOTAL OPERATIONAL FTES
7. REMARKS

5.81]

239}

0.09] 0.72}

* Includes Microbiologists on Inspections.
146832M Therapeutic Biologics Products PAC- Resources under 56002M.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

46-2




FY2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

- Foreign (PDUFA)

NDA Pre-Approval Inspections/Investigations

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)
46832, 46832B, 46832C,

4. WORK ALLOCATION PLANNED BY

[ oma |

| cENTER

5. OPERATIONAL FTE POSITIONS
14.0

46832D

DISTRICT/
SPECIALIZED
LABORATORY

[

zZo-Qm=

'1 1

INSPEC- CHEMIST
TIONS INSPS
++ {Hours)

-

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

192 3325}

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

52.0]

TOTAL HOURS

9984] 3325

CONVERSION FACTOR

o50] 950]

TOTAL OPERATIONAL FTEs

10.50} 3.50]

I7. REMARKS

* Report as follows: Insps./Chem on Insps under foreign operation code 11, Pac Code 46832;
M. Valid.-46832; Profile ISCs & ISAs - 46832B; Biotest ISCs & ISAs (not planned) if collected -46832C.
** Includes microbiologists on inspections.

++Use PAC 46832D to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 46-3




FY 2008 ORA Workplan

October 1, 2008

PROJECT SUMMARY SHEET

g
1. PROGRAM CATEGORY

Human Drugs

e e e e
2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

6. OPERATIONAL FTE

5. PROGRAM TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |[s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 43.6 18.5 62.1 112.8
1 | In Vivo Bioequivalence - ANDAs & NDAs 48001,A 5.5 5.5 10.0 2
PDUFA (NDAs) (3.2)
Foreign Inspections (In Vivo Bicequivalence, 48001,A; 3.5 3.5 6.4 3
GLPs )* 48808
* Foreign Inspections PEPFAR (AIDS Relief) | 48001D,E;
(planned under 48001A and 48001)
National Experts (NDAs & ANDAs 0.1)
2 |Bioresearch Monitoring 4
Good Laboratory Practices (Non-Clinical Lab) | 48808 4.0 4.0 73
National Experts ©.4)
** Institutional Review Board 48809, 48809A 5.8 5.8 10.5
Sponsors, Contract Research Organizations, | 48810 33 33 6.0
and Monitors
3 Clinical Investigators 48811, D 25.0 15.0 40.0 72.6 5;
National Experts (0.24)

* PEPFAR work is not planned separately, NDA PEPFAR resources are planned under 48001A and ANDA PEPFAR resources are planned

under 48001.

** Resources in the Radioactive Drug Research Committee ( 48809A) have been collapsed into Institutional Review Board (48809).

oanne

LCENTER PROJECT MANAGER/TELEPHONE

L. Rhoads, (301) 594-0020

ORA PLANNER/TELEPHONE

Anita McCurdy, (301) 827-1632

FORM

FDA 2622 (5/00)

PAGE NO.

48-1




FY 2009 ORA Workplan October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE . 2. PPS PROJECT NAME/NUMBER
In Vivo Bioequivalence Bioresearch Monitoring: Human Drugs - 48
(Pre-Approval)

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

48001 (ANDAs) ora [ ] cenTEr 5.5

48001A (NDAs) (PDUFA)

6
DISTRICT/ 48001 48001A
SPECIALIZED ANDA NDA
LABORATORY INSPEC- INSPEC-
o TIONS TIONS
(PDUFA)
DOMESTIC DOMESTIC

ZO0—oOma

TOTAL FIELD 31 36}

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 70.0} 85.0)

TOTAL HOURS 2170} 3060

CONVERSION FACTOR 950] 950)

TOTAL OPERATIONAL FTEs 228] 3.22)

7. REMARKS
Assignments issued by the Center will identify the PDUFA Pre-Approval High Priority Classification.

An estimate of percentage of time for each PAC is: Non-PDUFA 48001 (ANDA) 48%, PDUFA 48001A (NDA) 52%.

Personnel Types Required: Investigator

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) raceno. 482



FY 2009 ORA WORKPLAN October 1, 2008

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

Foreign Inspections Bioresearch Monitoring: Human Drugs - 48
(NDA - PDUFA) (ANDA - Pre-Approval)

48001,A; 48808; 48001D,E { X | ORA | | center 3.5
NDA &, ANDA *

3. PROGRAMWASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

6. 1 1 4 5 7 8 9
DISTRICT/ FOREIGN FOREIGN

SPECIALIZED 48001A 48001 IMPORT FIEELD DOMESTIC IMPORT
LABORATORY NDA ANDA SAMPLE EXAMS/ SAMPLES SAMPLES
INSPEC- INSPEC- COLL TESTS TOBE TOBE

TIONS TIONS ANALYZED § ANALYZED
(PDUFA) (PRE-APPR)

ZO0O—-Om®a

TOTAL FIELD 23 1

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

cE [DETROIT 1
|

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

| KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW)

PACIFIC REGIONAL LAB (NW)

HOURS PER OPERATION 78.0 85.0

TOTAL HOURS 1794 1530]

CONVERSION FACTOR 950] 950

TOTAL OPERATIONAL FTEs 1.89] 1.61]

7. REMARKS

* Planned inspections include: 48001,A In Vivo Bioequivalence, 48808 GLPs (PDUFA),
PACs 48001D PEPFAR NDA Bioequivalence, 48001E PEPFAR ANDA Bioequivalence.

Report Inspections under Appropriate PAC, Foreign Inspections under Operation Code 11.
HIGH PRIORITY for NDA inspections.
48001D PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Bioequivalence.

NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001.
We are not planning separate PEPFAR work.

Inspections of bioequivalence manufacturers and clinical studies submitted in NDAs and ANDAs..
Data audit under PEPFAR will be verified by on site inspections.

Personnel Types Required: Investigator, National Expert

FORM FDA 2621a (03/03) ORA WORKPLANNING SHEET (Continued) raceno.

48-3




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Good Laboratory Practices; Institutional Review Board; Sponsors, Contract

Research Org., Monitors; Clinical Investigators (PDUFA)

2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)

48808, 48809, 48809A, 48810

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

13.2

Z0-0OmXO

DISTRICT/
SPECIALIZED
LABORATORY

GLP

INSPEC-
TIONS

NAT'L EXPERT
INVESTH-
GATIONS
{Hours)
48808 - GLP

5] oo
1

IRB
INSPECTIONS

SPONSOR,
CRO, MONITORS
48808, INSPECTIONS
48809A 48810

[ cavmen
1

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

-1 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

87.8] |

56.0] 0.0

TOTAL HOURS

3424)

3so|

5544) 3150

CONVERSION FACTOR

gso]

e |

950}

TOTAL OPERATIONAL FTEs

3.60]

5.84] 3.32

|o- REMARKS
48808:
Resources planned for Inspections may also be used for DSCs.

* Institutional Review Board )
** Sponsors, Contract Research Organizations, and Monitors

0.40]

Personnel Types Required: Investigator, National Expert

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-3).

§48809A: Resources for the Radioactive Drug Research Committee (RDRC, PAC 48809A) are not planned, please
use above resources as needed.

Planned Inspections include Surveillance Inspections and any Assignments from CDER to cover studies identified by CDER.
CDER assignments, i.e. Directed Inspections, cover studies associated with IND's and NDA's.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

48-4




FY 2009 ORA WORKPLAN October 1, 2008

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

Clinical Investigators Bioresearch Monitoring: Human Drugs - 48
(PDUFA) -

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

48811 ORA :] CENTER 40.0

6. 1 2 1

DISTRICT/ Nat'l Experts

SPECIALIZED INSPEC- INVESTH INSPEC-
LABORATORY TIONS GATIONS TIONS

(Hours)

DOMESTIC FOREIGN

ZO0O—-G0Omx

TOTAL FIELD 250) 228 169

HEADQUARTERS

REGIONAL STAFF

NE | NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF |

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF 3

1.OS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB (SW) |

PACIFIC REGIONAL LAB (NW)

HOURS PER OPERATION a1 84.5]

TOTAL HOURS 23525| 228 14281

CONVERSION FACTOR P | | 50|

TOTAL OPERATIONAL FTEs 24.76] 0.24f 15.03]

7. REMARKS

Personnel Types Required: Investigator, National Expert

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) raGeNO. 48-5




FY 2009 ORA Workplan

October 1, 2008

PROJECT SUMMARY SHEET

—
1. PROGRAM CATEGORY

e
2. PPS PROJECT NAME/NUMBER

Human Drugs Generic Drug Evaluation - 52
5. PROGRAM |6.  OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 5.0 10.0 15.0 273
1 {ANDA Pre-Approval 52832 5.0 5.0 9.1 2
-Domestic 5
2 |ANDA Pre-Approval Inspections/Investigations 52832 10.0 10.0 182 3
-Foreign
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Iloseph Famulare HFD-320; (301) 827-8940 Anita T. McCurdy 301-827-1632
FORM FDA 2622 (9/98) PAGE NO. 52-1




FY2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Inv. -
- Domestic

2. PPS PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

3. PROGRAM/ASSIGNMENT CODE(S)

52832,B,C

4. WORK ALLOCATION PLANNED BY

l X l ORAl ICENTER

5. OPERATIONAL FTE POSITIONS
50

ZOoO—-GOm=x

6.

DISTRICT/
SPECIALIZED
LABORATORY

ANDAs

INSPECT

3

DOMESTIC
SAMPLE
coLL

DOMESTIC
SAMPLE
ANALYSES

(Hours)

BIOTEST
(Chem)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

51

62

31

31

HOURS PER OPERATION

48.0

5.0

50.0] 30.0

TOTAL HOURS

2448|

310}

1550} 930

CONVERSION FACTOR

a50]

osof

1180}

1180]

TOTAL OPERATIONAL FTEs

2.58]

0.33]

1.31] 0.79]

7. REMARKS

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 52-2




FY2009 ORA WORKPLAN October 1, 2008

2. PPS PROJECT NAME/NUMBER

ANDA Pre - Approval Inspections/Investigations Generic Drug Evaluation - 52
- Foreign

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

52832, 52832B ,52832C, ORA [:] CENTER 10.0
52832E )

b. 1 1 1 5 8 8
DISTRICT/ IMPORT
SPECIALIZED INSPEC- CHEMIST INVEST. IMPORT SAMPLE
LABORATORY TIONS INSP. HRS IMPORT SAMPLE ANALYSES
- {Hours) SAMPLE ANALYSES BIOTEST
(Foreign) (Foreign) COoLL {Chem) (Chem)
>~ - . o e i d

ZO0O—-GmXx

TOTAL FIELD 69 2200 950 140} 708 70}

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sSw DENVER

KANSAS CITY
Southwest Import District
REGIONAL LAB

LOS ANGELES
—_—
PA SAN FRANCISCO i
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW : _

REGIONAL STAFF ‘

HOURS PER OPERATION 500] | 3.0 30.0] 15.0]

|
TOTAL HOURS 3450] 2200] 950] 420 2100] 1050]

CONVERSION FACTOR os0] gs0} 950) 950} 1180] 1180]

TOTAL OPERATIONAL FTEs 3.63] 2.30] 1.00] 0.44} 1,78} 0.89]

7. REMARKS
* Report as follow: Insps./Chem on Insps. under foreign operation code 11 Pac Code 52832;
++ PEPFAR inspections included in total. Use PAC 52832FE to report work conducted under the President's
Emergency Plan for AIDS Relief (PEPFAR).

Profile ISCs & ISAs -52832B; Biotest ISCs &ISAs under PAC 52832C.
** Includes microbiologists on inspections *** Samples are collected at foreign manufacturers.
**+% NRL analyzes all Profile/Biotest ISCs and methods development ISAs.

FORM FDA 2621a (05/03) “ORAWORKPLANNING SHEET (Confinued PacEno.  52-3



FY 2009 ORA Workplan October 1, 2008

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Postmarketing Surveillance and Epidemiology:
Human Drugs - 53
5. PROGRAM 6.  OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |s.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 10.0 1.0 11.0 20.0
1 |Enforcement of the Adverse Drug 53001A.B 10.0 1.0 11.0 20.0 2
Experience Reporting Regulation N
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ralph J Schmid, HFD-332; 301-827-8929 Anita T. McCurdy, 301-827-1632
FORM FDA 2622 (9/98) PAGE NO.

53-1




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Enforcement of the Adverse Drug

Experience Reporting Regulations

Human Drugs - 53

2. PPS PROJECT NAME/NUMBER
Postmarketing Surveillance and Epidemiology:

3. PROGRAM/ASSIGNMENT CODE(S)
53001A, 53001B *

4. WORK ALLOCATION PLANNED BY

(%] oma [ X Joewren

5. OPERATIONAL FTE POSITIONS
11.0

6.
DISTRICT/
SPECIALIZED
LABORATORY

ZO-GOmx

INSPEC-
TIONS

DOMESTIC

INSPEC-
TIONS

INVESTI-
GATION

FOREIGN

4

IMPORT
SAMPLE
coLL

FIELD
EXAMS/
TESTS

MPORT
FIELD
EXAMS

DOMESTIC
SAMPLES
TO BE
ANALYZED

IMPORT
SAMPLES
TOBE
ANALYZED

MISC.
HOURS

TOTAL FIELD

144

16,

HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROMT
|_MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE | NEW ORLEANS
SAN JUAN
REGIONAL LAB

REGIONAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | _SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - NW
PACIFIC REGIONAL LAB - SW

Sw

HOURS PER OPERATION

66.0]

60.0}

TOTAL HOURS

9504]

960

CONVERSION FACTOR

950]

950}

TOTAL OPERATIONAL FTEs

10.00]

1.01]

7. REMARKS

*Report both Domestic and Foreign inspections under 53001A for Center-Initiated and 53001B for District-Initiated.
Domestic inspections are spread by CDER HFD-332 based upon where inspections are likely to occur.
Numbers for domestic inspections may change slightly pending CDER assignment. ’
Foreign inspections are spread by ORA/DFI.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

53-2




FY 2009 ORA Workplan - October 1, 2008

PROJECT SUMMARY SHEET

o~

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Drug Quality Assurance - 56
5. PROGRAM 6. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM |8.
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 132.5 30.9 36.0 199.4 362.3
1 |Drug Process Inspections - Domestic 56002A-F, * 84.0 84.0 152.6 2
2 {Drug Process Inspections - Gas Manufs. 56002E 5.0 s 5.0 9.1 3
3 |Foreien Drug Inspections 56002A-F,* 34.0 34.0 61.8 4
4 JDrug Product Surveillance - Domestic Drugs 56008A,C 20.0 20.0 364 5
5 IDmug Product Surveillance - Import Drugs 56008H*** 30.9 30.9 56.1 6
6 [Drug Quality Reporting System - DQRS 56021A, B 4.5 4.5 8.2 7
7 Enforcerﬁent of Rx Drug Marketing Act (PDMA) 56022 2.0 2.0 3.6 8
8 JPost-Approval Inspections/Investigations - Domestic | 56843 2.0 20 3.6 9
9 §Post-Approval Inspections/Investigations - Foreign 56843 2.0 2.0 3.6 10
10 JPharmacy Compounding Assignments 56D015 5.0 5.0 9.1 11
11 JForensic Evaluation and Sample Analysis 56R838**** §} 100 10.0 18.2 12
1) 56832, S6R359
I("“) 56R824, 56R833, 99R833
I(‘"")S 6RB31
ICENTER PROJECT MANAGER/TELEPHONE ' ORA PLANNER/TELEPHONE
Ralph J. Schmid, HFD-330; 301-827-8929 ) Anita T. McCurdy 301-827-1632
FORM FDA 2622 (9/98) PAGE NO. 56-1



. FY 2009 ORA Workplan October 1, 2008

2. PPS PROJECT NAME/NUMBER
Drug Process Inspections - Domestic Drug Quality Assurance - 56

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

56002, A, B,C,D, F 56832, ORA [:] CENTER : 84.0

56R359, 56002M*

T 1 1 1 1 3 7. 7
DISTRICT/ MICROON | DOMESTIC | pomEsTic | pomestic | DomEsTic | Domesnc

SPECIALIZED INSPEC- SAMPLE SAMPLE SAMPLE SAMPLES SAMPLES
LABORATORY INVEST}- CHEMIST ON TIONS coLL coL coLL TOBE TOBE

INSPECTIONS GATIONS INSPECTIONS (Hours) (CHEM) (4ICRO) ANALYZED ANALYZED
(No:ns) (Hours) - (CHEM) (MICRO)

ZO-omx

TOTAL FIELD 1085 1300 6650] 1900§ 350 229 40 229 40
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND
NEW YORK

REGIONAL LAB
"
WEAC

REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
SE NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 55.0 I < \ RN 38.0 28.0
I AR \“\\ N
TOTAL HOURS 59675 1900 6850, 1900 \?:'ei\\\\ 8702 1120
N
1180 1180

X RS
CONVERSION FACTOR 950 950 950r 950 N \?\f\ﬁ?“:\%\g\\
3 7.37 0.95

R

0 \,§

3

SR
TOTAL OPERATIONAL FTEs 62.82 2.00 700] 2.0} \v&s::\:f}":{i

7. REMARKS
* Hours for certification audits or general investigations as needed by the District.

Gas firms are under a separate worksheet 56-5 . ** DSCs not analyzed are doc. samples. Report Certification Audit hrs under S6R359.

Domestic Sample Collections (Chem and Micro) : These areas break out the sample collections and are only guidelines for Districts.

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-2




FY2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
DRUG Process Inspections- Domestic
(Gas Manufacturer)

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)

56002E

[X] om

4. WORK ALLOCATION PLANNED BY

]

CENTER

5.0

5. OPERATIONAL FTE POSITIONS

ZO-0Om3X

DISTRICT/
SPECIALIZED
LABORATORY

PLANNED
INSPECTIONS

MEDICAL

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
coLL

5

FIELD
EXAMS/
TESTS

DOMESTIC

ANALYSES

8
IMPORT
SAMPLES
ANALYSES

HOURS

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF i

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

1591

SOUTHWEST iMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF |

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL-SW

PACIFIC REGIONAL-NW

HOURS PER OPERATION

30.0]

TOTAL HOURS

4770]

CONVERSION FACTOR

950|

TOTAL OPERATIONAL FTEs

5.02]

Is. REMARKS
* Tatal nnmber of nlanned gas insnections in the Prosram for FY 2009.

FORM FDA 2621a (06/97)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

56-3




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Foreign Drug Inspections

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)

56002,A,B,C,D,EF
56832

4. WORK ALLOCATION PLANNED BY

[ x Jora [ ]center

5. OPERATIONAL FTE POSITIONS
34.0

6.

DISTRICT/
SPECIALIZED
LABORATORY

Z0-m=3

1 1
CHEMIST
INSPEC- INSPEC-
TIONS TIONS
FOREIGN {Hours)
FOREIGN
-

TOTAL FIELD

487 7950}

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

s50.0]

TOTAL HOURS

24350] 7950

CONVERSION FACTOR

950 950]

TOTAL OPERATIONAL FTEs

25.63] 8.37]

7. REMARKS

* Foreign inspections (DPI) are planned under 56002 and should be reported under oper;ation 11 PACs 560024,
B, C, D, E, F, 56832. ** Time planned in this column may be used by chemists or microbiologists.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 564

g



FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Drug Product Surveillance -
Domestic Drugs

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

[3. PROGRAM/ASSIGNMENT CODE(S)
56008A, C

4. WORK ALLOCATION PLANNED BY

[ ] om

CENTER

5. OPERATIONAL FTE POSITIONS

20.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO-@OmXo

DOMESTIC
.COU.ECTIONS CoLL col

%
DOMESTIC
SAMPLES
ANALYZED
(CHEM)

DOMESTIC
SAMPLES

(MICRO)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE
CHICAGO

CINCINNATI
CE | DETROM
MINNEAPOLIS
NEW JERSEY ‘
PHILADELPHIA |
FORENSIC CHEM.CTR ___|
REGIONAL STAFF |
ATLANTA
FLORIDA
SE | NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA [ SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

836] 470} 376] 94|

376}

|

I

i

Il

Hill

| 5.5R%

TOTAL HOURS

36.3]

22.0]

CONVERSION FACTOR

| 2585 R

|
3615

950 950

TOTAL OPERATIONAL FTEs

13649I
1180

2&8}
1180

0.88) 2.72R0N

r& REMARKS

11.57]

1.75]

3—

Domestic Sample Collections (Chem and Micro) : These areas break out the sample collections and are only guidelines for Districts.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

56-5




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Drug Product Surveillance - Imported Drugs

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance-56

3. PROGRAM/ASSIGNMENT CODE(S)

56008H, 56R833, 56R824, 99R833

4. WORK ALLOCATION PLANNED BY

ORA l:l CENTéR

5. OPERATIONAL FTE POSITIONS

30.9

6.
DISTRICT/
SPECIALIZED
LABORATORY

ZO0-Omx

ENTRY
REVIEW
HOURS

2
IMPORT
INVESTIGATIONS
HOURS
-

MAIL
COURIERS
REVIEWS

INV HOURS IONS

IMPORT
SAMPLE
COLLECT-

8
IMPORT
SAMPLES
ANALYZED
APis

CHEM

8
IMPORT
SAMPLES
ANALYZED
FINISHED
DOSAGE
CHEM

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE | NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | _SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

10992

1064}

118}

60]

HOURS PER OPERATION

27

38.0'

25.0

TOTAL HOURS

10992

6654

10640

319

2280

1500

CONVERSION FACTOR

1200§

950)

950]

950

1180]

1180

TOTAL OPERATIONAL FTEs

9.18]

7.00

11.20]

0.34

1.93'

1.27,

[7. REMARKS
* Reporting Guidance:

for the activities performed.

Use CT PAC 56R845 only when specific CT work is performed.

FORM FDA 2621a (05/03)

- Import Entry Reviews (electronic and manual— operation code 14) PAC 56R833;
- Filer Evaluations (operation code 95) PAC 99R833;
- Follow-Up to Refusals 56R824, 63R824

- Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001, 63002;
- Report finished dosage form drugs and APIs collected at the site of entry under 56008H.

** Import investigation hours are for field exams, filer evaluations, follow-up to refusals, label exams, and other operations
as required by the District to cover program priorities. Districts should report time under the appropriate operatxon and PAC

ORA WORKPLANNING SHEET (Continued)PAGE NO.

56-6



FY 2009 ORA Workplan October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Drug Quality Reporting System (DQRS)/ Drug Quality Assurance - 56
NDA-Field Alert Reporting

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY . 5. OPERATIONAL FTE POSITIONS
56021A, 56021B [ x ]ora [ Jcenter 45

1 2 3 7
DISTRICT/ DOMESTIC
SPECIALIZED INSPEC- INVESTI- DOMESTIC SAMPLES
LABORATORY TIONS GATIONS SAMPLE TOBE
{Hours) coLL ANALYZED
{Chem)

ZO-0max

TOTAL FIELD 120] 4ol 4 40|

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB ~

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO l

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION ] 25.0 40] as.0]

TOTAL HOURS 3000 160} 1400

CONVERSION FACTOR 850 950 1180

TOTAL OPERATIONAL FTEs 3.15) 0.17 1.19]
7. REMARKS =

FORM FDA 2621a (05/03) _ ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-7



FY 2009 ORA Workplan October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Enforcement of the Prescription Drug Drug Quality Assurance - 56
Marketing Act (PDMA)

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY . 5. OPERATIONAL FTE POSITIONS
56022, 56022A [ X | ora [_]cenmERr 2.0

1 2 3 7
DISTRICT/ DOMESTIC
SPECIALIZED INSPEC- INVEST- DOMESTIC SAMPLES
LABORATORY TIONS GATIONS SAMPLE TOBE
{Hours) coLL ANALYZED
(Chem)

ZOoO-Gm=a

TOTAL FIELD 21 945 34 A 34

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI 1

CE DETROIT |

MINNEAPOLIS |

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 30.0] 2.0l 11.0

TOTAL HOURS 30| 945 68| 374

CONVERSION FACTOR 950[ 950 950 1180

TOTAL OPERATIONAL FTES 0.66] 0.99 0.07 0.32]

7. REMARKS

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-8



FY2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE ) 2. PPS PROJECT NAME/NUMBER
Post-Approval Inspections/Investigations - Domestic Drug Quality Assurance - 56

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

56843 [XJora [ ] center 2.0

1e. 1 2
DISTRICT/ PLANNED INVESTI- '
SPECIALIZED INSPECTIONS GATION MISC.
LABORATORY Hours HOURS

ZO-Gma

TOTAL FIELD 48

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

SwW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PA PACIFIC REGIONAL-SW_

PACIFIC REGIONAL-NW

HOURS PER OPERATION 40.0)

TOTAL HOURS 1920

CONVERSION FACTOR 950]

TOTAL OPERATIONAL FTES 2.02]

"l9. REMARKS

FORM FDA 2621a (06/97) : ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-9



FY2009 ORA WORKPLAN ' October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Post-Approval Inspections/Investigations - Foreign Drug Quality Assurance - 56

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

56843 [X Jora [_] cenTER 2.0

DISTRICT/ PLANNED INVESTI-
SPECIALIZED INSPECTIONS GATION MISC.
LABORATORY Hours HOURS

ZOo-om™m

TOTAL FIELD 48|

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PA PACIFIC REGIONAL-SW

PACIFIC REGIONAL-NW

HOURS PER OPERATION 40.0}

TOTAL HOURS 1920]

CONVERSION FACTOR 950]

TOTAL OPERATIONAL FTEs 2.02]

[S. REMARKS

FORM FDA 2621a (06/97) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-10



FY 2009 ORA Workplan October 1, 2008

56D015 [ X ]ora [:] CENTER 5.0

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Pharmacy Compounding Drug Quality Assurance - 56
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED INSPEC-
LABORATORY TIONS

ZO0-0Om2a

Misc.

{Hours)

TOTAL FIELD 70 ¥

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 67.4

TOTAL HOURS 4718

CONVERSION FACTOR 950]

TOTAL OPERATIONAL FTEs 4.97

7. REMARKS

Resources for collection and analysis of any sanip]es under this program should be taken from Drug Product Surveillance -
Domestic Drugs (56008A,C).

FORM FDA 2621a (05/03) ORA ontinue PAGE NO.

56-11




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAME/NUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)

56R838, 56R831

4. WORK ALLOCATION PLANNED BY

[X]ora [ Jcenter

5. OPERATIONAL FTE POSITIONS
10.0

ZO0-G0Om>X

DISTRICT/ FORENSIC
SPECIALIZED CHEM
LABORATORY {Hours)

FORENSIC
EVALUATION

TOTAL FIELD 12050

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

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

TOTAL HOURS 12050

CONVERSION FACTOR 1205

TOTAL OPERATIONAL FTEs 10.00H
7. REMARKS

The hours planned above are estimates. Report Forensic activities under the appropriate PAC 56R838;
PODs operation code 03, Petition Evaluation, Methods Development or Forensic Evaluation;
PODs operation 41 or 43 domestic or import sample analysis, PAC 56R838 or OCI PAC 56R831.

FORM FDA 2621a (03/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 56-12




FY 2009 ORA Workplan October 1, 2008

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Unapproved and Misbranded Drugs: - Human Drugs - 63
5. PROGRAM 6. OPERATIONAL FTEs TOTAL TOTAL
3: 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |8.
No. AND ASSIGNMENTS CODE DOMESTIC} IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 9.5 9.6 17.3
1 linternet, Health Fraud, & OTC Monographs 63001A, 63D012 4.5 45 82
2 |New Drugs Rx Not Covered by Approved NDAs 63002 5.0 5.0 9.1 3
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
'William Nychis HFD-310 301-594-1065 Anita T. McCurdy 301-827-1632

FORM FDA 2622 {9/98)

PAGE NO.

63-1




FY 2009 ORA Workpian

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Internet, Health Fraud, & OTC Monographs

2. PPS PROJECT NAME/NUMBER
Unapproved and Misbranded Drugs - 63

3. PROGRAM/ASSIGNMENT CODE(S)
63001A, 63D012

4. WORK ALLOCATION PLANNED BY

ORA

|:] CENTER

5. OPERATIONAL FTE POSITIONS

4.5

ZO-0OmX

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

INVESTH
GATIONS
{Hours)

3

DOMESTIC
SAMPLE
CoLL

DOMESTIC
SAMPLES
TOBE
ANALYZED

Misc.

(Hours)

TOTAL FIELD

1900}

118

59

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

20.0]

4.0]

20.0]

TOTAL HOURS

g60]

1900]

472

1180]

CONVERSION FACTOR

950

aso|

950

1180]

TOTAL OPERATIONAL FTEs

1.01

2.00]

0.50]

1.00]

7. REMARKS

Report Health Fraud and OTC Monograph work to PAC 63001A
Report Internet Drugs work to PAC 63D012.

*Not all samples collected will require analysis; some will be collected for documentary and labe] review.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

63-2




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
New Drugs (Prescription) Without
Approved NDAs

2. PPS PROJECT NAME/NUMBER
Unapproved and Misbranded Drugs - 63

3. PROGRAM/ASSIGNMENT CODE(S)

63002

[X] ow
2

4. WORK ALLOCATION PLANNED BY

:l CENTER

5. OPERATIONAL FTE POSITIONS
5.0

ZO-0Omx

5.
DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

INVEST-
GATIONS
{Hours)

TOTAL FIELD

69|

1986

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

40.00

TOTAL HOURS

2760

19

CONVERSION FACTOR

g50|

950}

TOTAL OPERATIONAL FTEs

2.91]

2.09}

7. REMARKS

* Samples collected will not require analysis; These samples will be collected for documentary and label review.

Report work under New Drugs (Rx) without Approved NDAs (formerly PAC 52002) to PAC 63002.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

63-3



FY 2009 ORA Workplan

October 1, 2008

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs ICA (Interagency Cooperative Activities) - 88
5. PROGRAM 6. OPERATIONAL FTEs TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM 8
No. AND ASSIGNMENTS CODE DOMESTIC} IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 19.0 19.0 34.5
1 |Sheif Life Extension Projects * 12.0 12.0 21.8 2
*See Data Codes Manual for appropriate N
project reporting PACs.
2 IUnited States Pharmacopeia (USP) Reference 7.0 7.0 12.7 3
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Donna A. Porter, HFC-140; 301-827-2757 Anita T. McCurdy 301-827-1632
FORM FDA 2622 (9/98) PAGE NO. 88-1



FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Shelf Life Extension Projects

2. PPS PROJECT NAME/NUMBER
Interagency Cooperative Activities - 88

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

All Appropriate PACs

[x ] oma

[ Jcenter

12.0

" DISTRICT/
SPECIALIZED
LABORATORY

INVEST
GATIONS

INSPEC-
TIONS

3

DOMESTIC
SAMPLE

MPORT
SAMPLE

s

FIELD
EXAMS/

IMPORT
FIELD

DOMESTIC
SAMPLES
TO BE

8
IMPORT
SAMPLES
TOBE

OTHER
OPERATIONS

ZO0O-GOmx |

(Hours)

CoLL TESTS EXAMS ANALYZED

{Chem)
Hours

ANALYZED {Hours)

TOTAL FIELD

B 14160|

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

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN _FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB-SW

PACIFIC REGIONAL LAB-NW

HOURS PER OPERATION

TOTAL HOURS

14160|

CONVERSION FACTOR

1180}

TOTAL OPERATIONAL FTEs

12.00§

7. REMARKS
Five FTEs are assigned to this Program using dollars reimbursed by DOD.

Seven additional FTEs are assigned to this Program using dollars reimbursed by the Department of Homeland Security.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 88-2




FY 2009 ORA Workplan

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
USP Reference Standards

2. PPS PROJECT NAME/NUMBER
t Interagency Cooperative Activities - 88

3. PROGRAM/ASSIGNMENT CODE(S)
88R451

4. WORK ALLOCATION PLANNED BY

[X] oma

[:I CENTER

7.0

5. OPERATIONAL FTE POSITIONS

Z0-0m3x

6.

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

2

INVESTH-
GATIONS
(Hours)

3 4

DOMESTIC
SAMPLE
coLL

IMPORT
SAMPLE
coLL

5

FIELD
EXAMS/
TESTS

IMPORT

EXAMS

7

DOMESTIC
CHEM
HOURS

8
IMPORT
SAMPLES
TOBE
ANALYZED

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

8260

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

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB-SW

PACIFIC REGIONAL LAB-NW

HOURS PER OPERATION

TOTAL HOURS

8260

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTEs

7.00

7. REMARKS
Seven FTEs are assigned to this Program using dollars reimbursed by United States Pharmacopeia.

FORM FDA 2621a (05/03)

o

oniinue

PAGE NO.

88-3




CENTER FOR VETERINARY MEDICINE

RESOURCE SUMMARY
FY 2009
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
PPS DOMESTIC | IMPORT | FOREIGN FTEs DOMESTIC | IMPORT | FOREIGN|  FTEs
NO. PROJECT TITLE
TOTAL 95.4 19.6 3.1 1181 172.7 357 5.6 214.0
68 |PRE-APPROVAL EVALUATION OF 49 2.4 7.3 8.9 44 133
ANIMAL DRUGS AND FOOD
ADDITIVES
71 |MONITORING OF MARKETED 90.5 19.6 07 1108} 163.8 357 12 200.7
ANIMAL DRUGS, FEEDS AND DEVICES




PROJECT SUMMARY SHEET

FY 2009 ORA WORKPLAN
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Animal Drugs and Feeds Pre-Approval Evaluation of Animal Drugs and Food Additives - 68
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 4.9 0.0 24 73 13.3
1_INADA Pre-Approval Inspection 68001 0.5 24 29 53 2
2 |Bioresearch Monitoring 44 44 8.0
3 (Pre-Market)GLP and Spon/Mon/Con 68808 (2.0) \ (2.0) 4.0 3
4 *68810 planned under 68808 168810
5 (Pre-Market) Clinical Investigators 68811 (2.4) (2.4) 4.0
6
7
8
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Deborah A. Cera, (240) 276-9209 Lorraine Jefferson - 301-827-1631
FORM FDA 2622 (9/98) PAGE NO. _68-1




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
INADA Pre-Approval Inspections

2. PPS PROJECT NAME/NUMBER

Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

3. PROGRAM/ASSIGNMENT CODE(S)
68001

4. WORK ALLOCATION PLANNED BY

[XJora  [X]cenrer

5. OPERATIONAL FTE POSITIONS
29

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-0OmX

TIONS ON

INSPEC-
TIONS
(Foreign)

3 7 [}

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

36.0 |

25|

90.0

TOTAL HOURS

180 28s)

2250

CONVERSION FACTOR

50| 950]

950

TOTAL OPERATIONAL FTEs

0.19] 0.30}

2.37

7. REMARKS

** Analyst will participate on inspections as necessary.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

*** Foreign inspections spread by DF). Use Operation Code 11 to report foreign inspections.

iDistricts and Laboratories should collect and analyze samples as needed by the program, time for these operations is planned under
inspections and chemist on inspections.

[Workload Source: FACTS database (registered firms in IND 56, 67, and 68; Workload Obligation is "Yes" and Status is "Operational”.)

PAGE NO. 68-2




FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
GLPs, Sponsor-Monitors, Clinical Investigators (Pre-Market) Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

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

68808, 68810, 68811 ora  [__Jcenter 4.4

B. 1 1
DISTRICT/ 68808 68811
SPECIALIZED INSPEC- INSPEC-
LABORATORY TIONS TIONS
(GLPs) (CLINICAL
{SPON/MON}) INVEST)

ZO0-G0Om=x

TOTAL FIELD 30 44

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND 1
NE | NEW YORK 1

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 63.3] 520

TOTAL HOURS 1899] 2288

CONVERSION FACTOR 950 850)

TOTAL OPERATIONAL FTEs 2.00! 2.41

7. REMARKS

* Resources for 68808 and 68810 are planned under 68808. Report inspections under the appropriate PAC.
Inspections are to be conducted only when assignments are received from CVM.

IWorkload Source: FACTS database (BIMO firms in IND 67, 68, and 69 with Status of "Operational”).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 68-3



PROJECT SUMMARY SHEET
FY 2009 ORA WORKPLAN

1. PROGRAM CATEGORY

Animal Drugs and Feeds

2. PPS PROJECT NAME/NUMBER

Monitoring of Marketed Animal Drugs,
Feeds and Devices - 71

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | PROGRAM |8.
No. AND ASSIGNMENTS CODE OMESTI(] IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 90.5 19.6 0.7 110.8 200.7
1 _|Animal Drug Manufacturing Inspections 71001/71R841 7.7 0.7 84 15.2 2
2 |Feed Contaminants 71003A-) 14.8 3.5 : 183 33.1 34
3 _|Feed Manufacturing 71004/A 42 42 7.6 5
4 {lllegal Drug Residues in Meat and Poultry 71006 16.9 16.9 30.6 6
5 _jRuminant Feed Ban Rule (BSE) Program * 71009, 71R844 38.3 16.1 54.4 98.6 7-8
6 |Methods Validation/Development Program 71R816 5.0 5.0 9.1 9
7 |Forensic Evaluation and Sample Analysis 71R838 1.0 1.0 1.8 10
8 ICenter Initiated Assignments 71V800 2.6 2.6 4.7 11
*Includes: 71R833, 99R833, and 71R824
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Deborah A. Cera, (240) 276-9209 Stephen Burt - 301-827-1633
FORM FDA 2622 (9/98) PAGE NO.  _71-1




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Articles

|Animal Drug Manufacturing Inspections / Type A Medicated

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71001 /A /B, 71005 /A

4. WORK ALLOCATION PLANNED BY

[x] ora

[ ]center

5.

DISTRICT/
SPECIALIZED
LABORATORY

ZO-Gm3zx

CHEM INSPEC-
ON TIONS

INSP (Foreign)
(Hours)

1 1 2

INVEST
GATIONS
(Howrs)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE |[DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

HOURS PER OPERATION

PACIFIC REGIONAL LABORATORY-NW

151

40.0

475 10}

111}

63.5]

2s0]

TOTAL HOURS

6040

475 83s|

2s0]

CONVERSION FACTOR

950

950] a50]

ss0]

TOTAL OPERATIONAL FTEs

6.36

0.50] 0.67]

0.26]

9. REMARKS

5. OPERATIONAL FTE POSITIONS

18.4}

368

1180

0.31

Inspections include product defects and adverse drug reaction follow up. Samples not analyzed are documentary samples.

FORM FDA 2621a (05/03)

Investigational or official samples should be collected as appropriate.
Resources for Type A Medicated Articies Program (71005/A) are now under 71001.

Foreign Inspections spread by Division of Field Investigations, DFI.

The shaded area serves as a guideline for Districts on the specific types of samples that should be collected in order to match
samples sent to the laboratories for analysis.

Workload Source: Resource distribution is based on the CVM risk model for ranking firms in this program.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

71-2

ey



FY 2009 ORA WORKPLAN October 1, 2008 Page 1 Of 2
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Feed Contaminants - DOMESTIC Monitoring of Marketed Animal Drugs, Feeds and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
TOTAL 183
DOMESTIC 14.3

IMPORT 3.5
7 7 7 2 k
DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SAMPLE BAMPLE SAMPLE SAMPLE SAMPLE
ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS
Metals Myco Micro Chem Dioxin

ae

710038 71003C 71003E 71003A 710036

71003 A-J

DISTRICT/ nspec- | pomesTic |
SPECIALIZED TIoNS SAMPLE
LABORATORY {Dioxin) colL

ZC—QNMJ
2
wl

20 280 300! 280 &0

TOTALFIELD _ 20 1300
HEADQUARTERS
IREGIONAL STAFF
NE | NEW ENGLAND

NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE |
| CHICAGO ‘
CINCINNATI ‘
CE | DETROT |
| MINNEAPOL IS
NEW JERSEY
PHILADELPHIA
FORENSICCHEM.CTR |
REGIONAL STAFF
ATLANTA
SE | FLORIDA
INEWORLEANS = |
SAN JUAN
REGIONALLAB |
IREGIONAL 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

e Ak s s e ]

HQURS PER OPERATION 200 PP Wi 30 S a0 g Rk 220 8| 16 88 17

TOTAL HOURS 400 sas0f . . X e ) 440 2320) 4800 1914] 702
CONVERSION FACTOR 950] 850 : S ' 1180 1180 1180, 1180) 1180)
TOTAL OPERATIONAL FTES 0.42) 575 : z 037§ 197 4.07 162 0.58]

9. REMARKS

* Inspections performed as F/U to violative dioxin samples

The shaded area serves as a guideline for Districts on the specific types of samples that should be collected in order to match samples expected by the laboratories for
lanalysis.

*Domestic Sampie Collections: 300 micro sampies are to be collected and shipped to CVM's Office of Research for additional analysis. They will not be analyzed by
ORA laboratories (71003E).
Another 300 micro samples will be collected by the field and analyzed by ORA labs.

~Domestic Sample Collection and Analysis: 71003E, sample collection and analysis are for pig ears, pet treats, and pet foods as well as

other animal feed/ingredients.

EXPECT THREE CENTER ASSIGNMENTS:

1. Continuation of the assignment for coflecting Direct Human Contact Feeds and analyzing for S almonella (n=300). [71003E]

2. Melamine in pet foodfeed/feed ingredients, domestic samples (n=50, import samples (n=50). [71003A)

3. Antibiotics in distilled grains (DDG), domestic samples (n=40), import samples (n=20) - the Field will collect and ship samples to CVM/OR. [71003A}

Workdoad Source: FACTS database; firms in IND 69-72 with Workload Obligation of "YES" and Firm Status of "OPERATIONAL".
INOTE: Continued on Page 71-4

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 71-3




FY 2009 ORA WORKPLAN October 1, 2008

Page20f2

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

Feed Contaminants - IMPORT Monitoring of Marketed Animal Drugs, Feeds and Devices -71
CONTINUED FROM PAGE 71-3

71003 A-J 35

3. PROGRAWASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

5. 3 P
DISTRICT/ IMPORY L PDRY
SPECIALIZED SAMPLE Jds L
LABORATORY coLL e

ZOo -0ma

JOTAL FIELD 340§ . m IR | 180} 1601

NE | NEW ENGLAND

REGIONAL STAFF

BALTIMORE

| CHICAGO

CINCINNAT)

CE | DETROM

MINNEAPOLIS

|NEwseRsEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA
PR
SE | FLORIDA

NEW ORLEANS ]

| SAN JUAN

REGIONAL LAB

REGIONAL STAFF

| DALLAS i

sw | DENVER

| KANSAS CITY

SO ST IMPORY DISTRICT

REGIONAL {AB

REGIONAL STAFF

PA | LOS ANGELES

SAN FRANCISCO

| SEATTLE

IFIC REGI ORY-SW

PACIFIC REGIONAL | ABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

CONVERSION FACTOR

1 12.0
1

TOTAL OPERATIONAL FTEs

9. REMARKS
Dioxin Samples, 71003G, will be analyzed by ARL and chem samples, 71003 A/B, will follow the distibution of this workplan and Servicing Laboratory Table.
Mycotoxin sampies, 71003C, will be analyzed by PRN. Mycotoxin and dioxin samples should be coflected as necessary.

L The shaded area serves as a guldeline for Districts on the specific types of samples that should be collected in order to match samples expected by the laboratories
or analysis.

*Import Sample Collection and Analysis: 71003E, sample collection and analysis are for pig ears, pet treats, and pet foods as well as
other animal feed/ingredients.

\Workload Source; FACTS and OASIS databases.

FORM FDA 2621 (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
iFeed Manufacturing

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71004/ A

4. WORK ALLOCATION PLANNED BY
X ] ora | | CENTER

5. OPERATIONAL FTE POSITIONS
42

3 7

DISTRICT/
SPECIALIZED
LABORATORY

1 1
INSPECTIONS BFINSPECTIONS|
FEED {FOREIGN)
ESTABS

DOMESTIC
SAMPLE
coLL

DOMESTIC
SAMPLES
ANALYZED

(CHEM)

Z O-G0mQx

TOTAL FIELD M1I 5' 60f

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 22.0] 22.0) 6.5]

TOTAL HOURS 31 02' 1 10] 380

CONVERSION FACTOR 50| gs0) 950

TOTAL OPERATIONAL FTEs 3.27} 0.12] 0.41
e e ozt

9. REMARKS
Resources are allocated for 15 physical samples, remaining resources may be used for the collection of documentary samples.

Non-potency feed sample analysis should be charged to 71003 A/E.

There are 354 State Contract inspections. Charge inspectional time for these contracts under 71S004.
Resources for audit inspections are in the BSE program (71009) under "Technical Support" hours.

In FY 2008 Voluntary Self Inspection Program (VSIP) resources are cancelled.

JShaded area serves as a guideline for Districts on the specific types of samples that should be collected in order to match
samples expected by the laboratories for analysis. The remaining 45 collected samples are available for documentary collection.

Workload Source: Resource distribution is based on the CVM risk model for ranking firms in this program.

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

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Illegal Residues in Meat & Poultry Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
71006 ORA CENTER 16.9
b. 1 2 3 7 T 4 []
R DISTRICT/
E SPECIALIZED INSPEC- INVESTH- DOMESTIC | DOMESTIC | DOMESTC | METHODS
G LABORATORY TIONS GATIONS SAMPLE SAMPLES SAMPLES VALID
] {Hours} coLL ANALYZED | ANALYZED {Hours)
(o] Chem Micro o
N {Hours) {Hours)
TOTAL FIELD 320§ 950] 225f 850 2s0] 360
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 39.0] 1 6.6] | | |
TOTAL HOURS 12480] 950f 1485] 850| 250) 3so)
CONVERSION FACTOR 950] a50f 950] 1180] 1180] 1180}
TOTAL OPERATIONAL FTEs 13.14] 1,00} 1.56] 0.72] 0.21] 0.31)
Io. REMARKS
* Planned analytical time may be converted to methods development (including bridging methods) per CVM's concurrence. Methods
development work will be assigned by CVM. Additional time for method validation and metods deviopment studies.
Sample collections represent CR's of FSIS violative samples and should not be analyzed further unless approved by CVM.
Feed and Animal Drug samples are analyzed by Denver Laboratory.
The Center will issue FACTS assignments to request Federal inspections when the risk score of the residue reported by FSIS
exceeds the annually calculated budget-defined risk-informed threshold.
Districts may issue assignments as well, but because resources for this program are limited, Districts should
discuss issuing other assignments with CVM to determine if they fall within CVM priorities.
KNorkload Source: Resource distribution is based on the CVM risk model for ranking residue violations in this program.

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 NAMENUMBER
Ruminant Feed Ban Rule/BSE Program Monitoring of Marketed Animal Drugs, Feeds and Devices - 71

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

71009, 71R844, 7IR843 ORA [ x Jcener 54.4 Domestic 38.3
!99R833, 71R833, 71R824) Import  16.1
6. 1 2 2 3 ] 7 8 ]
DISTRICT/ BSE BSE DOMESTIC IMPORT MPORT DOMESTIC MPORT DOMESTIC IMPORT TECHNICAL
SPECIALIZED INSPEC- PARTNERSHIP INVEST ENTRY INVESTI SANPLE - SAMPLE SAMPLES BAMPLES SUPPORT
LABORATORY TIONS INSPEC- GATION REVIEW GATIONS COLLECT- COLLECT- ANALYZED ANALYZED {HOURS)
o TIONS HOURS {Hours) {Hours) TIONS TIONS CHEM ~

ZO0-0Omx

TOTAL FIELD 2594 525] 2670§ 11700 3610} 855 400] 856 4001 5131
HEADQUARTERS

REGIONAL STAFF
NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNAT!
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR

REGIONAL STAFF
ATLANTA

SE FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT)
REGIONAL LAB ]

REGIONAL STAFF
LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION| 75 3.0 40| Y| 6.0 43|
TOTAL HOURS] 19455 1575| 2670 11700) 3610 3420 1000 5130 1720 5131
CONVERSION FACTOR 950 950 950 1200 950 950 950, 1180 1180 950
TOTAL OPERATION FTES, 20.48] 166 2.84 9.7s] 3.80 360 1.0 435 1.48] 5.40

7. REMARKS

* Inspections of performance goal firms with establishment types for renderers, protein blenders, and feed mills should be covered once per year, and other
establishment types handling or not handling prohibited material as specified in the inspectional priorities listed on the next page.

1_Workload Distribution: Resource distribution based on the CVM risk model for ranking firms in this program.

** Technical support hours include supporting state activities under the Ruminant Feed Ban Regulation and supporting state activities under the Feed
Manufacturing Program, 71004, and the Illegal Residues in Meat/Poultry program, 71006. These hours also include resources for audits of state
contract inspections.

Domestic Investigation Hours are to be utilized for OEI Improvement with a focus on searching for new firms that fall under the high risk category.
Report CVM State Contract Inspection Audit time under 71R843 Operation 13 (Investigation Operations)

*#* Import Investigation Hours are for field exams, filer evaluations, follow-up to refusals, 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.

**** 200 BSE samples are to be collectec product and the remaining 200 samples are to be collected from
products orginating from countries identified as at risk

Reporting Guidance: Import Entry Review (Electronic and Manual--Operation Code 14, PAC 71R833); Filer Evaluations (Operation Code 95,
PAC 99R833); and Follow-up to Refused Import Entries (PAC 71R824).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 71-7



FY 2009 ORA WORKPLAN October 1, 2008

CONTINUATION SHEET

1. PROGRAMWASSIGNMENT TITLE ]
Ruminant Feed Ban Rule/BSE Program

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs Feeds and Devices - 71

Inspection Priorities.

The first inspectional priority under this program is to inspect those firms that have a violative history that have been
classified by the FDA as "Official Action Indicated” or OAl. These inspections should be conducted with the intent that regulatory action

* will be pursued should the firm be unwilling or unable to take immediate actions to correct the violations. 21 CFR §589.2000 pertains to a
variety of firms and animal production operations that involve the manufacture, distribution, transportation, and feeding of animal feeds.
Although the intent of the rule is to ensure that specified animal proteins are not fed to ruminant animals, the regulation is written broadly in
such a way as to include some operations that do not necessarily involve ruminant feeds or the feeding of ruminant animals. Inspectional
resources for surveillance are to be spent covering those firms or industries potentially having the most adverse affect on BSE prevention
efforts should non-compliance with the regulations be encountered. In planning and prioritizing inspections, the following firn/industry

types should be considered, in order of descending priority:

Follow-up to 'OAl' inspections
Firms that have a violative history

Firms handling prohibited materials (Renderers, Protein Blenders, and Feed Mills)

Rendering operations
Protein Blenders
Commercial feed mills (licensed and unlicensed)

Animal feed distributors/retailers (ruminant feeds involved)

Pet food/animal feed salvage operations

On-farm feed mixers (ruminant and non-ruminant animals on farm premises)
Haulers/transporters of animal feeds (ruminant feeds involved)

Ruminant feeders (dairy cattle)
Ruminant feeders (ruminants other than dairy cattle)

Animal feed distributors/retailers (no ruminant feeds involved)
Haulers/transporters of animal feeds (no ruminant feeds involved)
On-farm feed mixers (only ruminant or no ruminant animals on farm premises)

ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Methods Validatioh/Development Program

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71R816

4. WORK ALLOCATION PLANNED BY

(X7 oma

[ Jcenter-

5. OPERATIONAL FTE POSITIONS

5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-0mx

METHODS
VAUDEV

(Hours)

APPLIED
TECHNOLOGY

CHEM
(Hours)

TOTAL FIELD

1205

4720

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-NW

PACIFIC REGIONAL LABORATORY-SW

HOURS PER OPERATION

TOTAL HOURS

1205

4720

CONVERSION FACTOR

1205

1180]

TOTAL OPERATIONAL FTEs

1.00

4.00]

19. REMARKS

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

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71R838

4. WORK ALLOCATION PLANNED BY

ORA [ center

5. OPERATIONAL FTE POSITIONS
1.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O~-oOm=Xx

FORENSIC
ANALYSIS

{Hours)

TOTAL FIELD

1205

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

1205

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

1.00]

FS. REMARKS

FORM FDA 2621a (05/03)

ORA W

ORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Center Initiated Assignments

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71V800

4. WORK ALLOCATION PLANNED BY

[X] ora

[ Jcenter

26

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

Zo0-0omx

INVESTI-
GATIONS
71V800 .

(Hours)

TOTAL FIELD

1520/

1180

HEADQUARTERS

REGIONAL STAFF

NEWENGLAND

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

|
1520f

1180

CONVERSION FACTOR

950}

1180

TOTAL OPERATIONAL FTEs

1.60]

1.00}

9. REMARKS

animal products.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

These resources include time for investigating pet turtle establishments, and to inspect pharmacies compounding animal

71V800: Workioad Source: Based on a pro-rated inventory in Feed Manufacturing, Feed Contaminants and Pre-Approval programs.
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

RESOURCE SUMMARY
FY 2009
3
OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL
OPERATIONAL PROGRAM
PPS FTEs FTEs
NO. PROJECT TITLE DOMESTIC | IMPORT | FOREIGN DOMESTIC | IMPORT | FOREIGN
TOTAL 169.2 46.4 22.4 238.0 307.8 84.5 40.7 433.0
81 JPOSTMARKET ASSURANCE: DEVICES 0.5 0.5 0.9 0.9
82 JCOMPLIANCE: DEVICES 97.0 39.2 17.2 153.4} 176.7 714 31.3 279.4
83 |PRODUCT EVALUATION: DEVICES 31.6 3.4 35.0 57.6 6.2 63.8
84 |SCIENCE: DEVICES 4.7 4.7 8.6 8.6
85 [MAMMOGRAPHY QUALITY STANDARDS 14.5 0.1 14.6 25.9 0.2 26.1
ACT (MQSA) AUTHORITY
86 |RADIATION CONTROL AND HEALTH 20.9 7.2 1.7 29.8 38.1 131 3.0 54.2
SAFETY ACT (RCHSA) AUTHORITY




PROJECT SUMMARY SHEET
FY 2009

1, PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Postmarket Assurance: Devices - 81
Is- PROGRAM [6.  OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM 8,
No. AND ASSIGNMENTS CcODE | DOoMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 0.5 0.5 0.9 =
1 |Medical Device Problem Reporting - MDR 81010 0.5 0.5 0.9 81-2
Follow-up
3
=3
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Susan N. Gardner 240-276-3351 John Aydinian 301-827-1634
FORM FDA 2622 (9/98) PAGE NO. 81-1




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Medical Device Problem Reporting - MDR Follow-Up

2. PPS PROJECT NAME/NUMBER
Postmarket Assurance: Devices - 81

3. PROGRAM/ASSIGNMENT CODE(S)
81010

4. WORK ALLOCATION PLANNED BY

[X] ora

[Jcenter

5. OPERATIONAL FTE POSITIONS

0.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO~-0Omax

1

INSPEC-
TIONS

(1)

INVESTH-
GATIONS
(Hours)

(2)

3

3

DOMESTIC DOMESTIC

coLL cow
ENG CHEM

3

DOMESTIC
SAMPLE

7

DOMESTIC
SAMPLES
TOBE
ENG

) -

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM
(4)

i
DOMESTIC
SAMPLES
TOBE
ANALYZED
STER

i)

TOTAL FIELD

21

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

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

15.8]

161

10.3 10.3

10.3)

1

37.0

36.0]

20.0.

TOTAL HOURS

328]

18]

10| 10

10

37

38)

20

CONVERSION FACTOR

950]

850]

950) 850

950

1180

1180

1180

TOTAL OPERATIONAL FTEs

0.35]

0.02]

0.01] 0.0

0.01]

0.03

0.03

0.02

9. REMARKS

(3) MDR samples to confirm reported defects.

(2) Investigational hours for MDR followup at medical facilities.

(4) Performance testing of chemical and serological test kits.

(5) Sterility testing to confirm reports of defective packaging and gross bacterial contamination of filth.

significant, or when a defect, injury, or death that has been reported directly to a district requires followup.

(1) Inspections may be based on direct Center assignment, as a result of receiving problem reports which are

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET
_FY 2009
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Compliance: Devices - 82
5. PROGRAM 6, OPERATIONAL m TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL{ PROGRAM B
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 97.0 39.2 17.2 153.4 279.4
1 [Monitoring Devices of Foreign Origin - Import 82008 * 29.1 29.1 53.0[ 82-4
2 JInspection of Medical Device Manufacturers: 93.7 17.2 1109 202‘0I 82-5-7
GMP Inspections 82845ABCGS (92.9) (1.2 (110.1) (200.5)'
Accredited Persons Audit Investigations 82845) (0.3) (0.3) (0.6)I
Accredited Persons Audit Inspections 82845P (0.5) (0.5) (0.9),
3 JCondom Assignment 827002 3.6 3.6 6.6 82-8
4 [Manufacturers and Importers of Surgical/ 827003 6.5 - 6.5 11.8 82-9
Examination Gloves
5 ICenter Initiated Assignments 827800 1.0 1.0 1.8) 82-10
6 {Methods Validation/Development Program 82R816 2.0 2.0 3.6] 82-11
7 |Forensic Evaluation & Sample Analysis 82R838 0.3 . 0.3 0.6] 82-12
* Tn addition to PAC 82008, includes reporting
PACs 82R824, 82R833, and 99R833.
, CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Tim Ulatowski 240-276-0100 John Aydinian 301-827-1634

FORM FDA 2622 (9/98) PAGE NO. 82-3



FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Monitoring Devices of Foreign Origin - Import Compliance: Devices - 82

82008, 82R824, 82R833, 99R 833 [x] ora [ Jcenter 29.1

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

G. 2 2 7 — 7] 8 8
DISTRICT/ IMPORT IMPORT
SPECIALIZED ENTRY IMPORT IMPORT IMPORT SAMPLES SAMPLES
LABORATORY REVIEW INV SAMPLE SAMPLE TO BE TO BE
{Hours) HOURS coLL coLL ANALYZED | ANALYZED
. {Physican) {Physical) ENG MICRO
ENG MICRO = e

ZO0O—-o0mx

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 . 1 2.2 22 25.5] 255

TOTAL FIELD 26521 3910} s0] - o} 60 80

TOTAL HOURS 26521 3910 132 132 1530| 1530

CONVERSION FACTOR 1200 950 950] 950 1180] 1180]

TOTAL OPERATIONAL FTES 22.10] 4.12] 0.14] 0.14 1.30] 1.30]

f. REMARKS

-

performed.

**  Audit samples for problems other than failure to register or list (eg. special assignment, import alert).
Includes 19 samples (40 subs each) of devices labeled as sterile; selection to be made by the import district.
*+* Sterile devices to be tested by USP XX method.

Includes 19 samples (40 subs each) of devices labeled as sterile; selection to be made by the import district.

Reporting Guidance:

- Import Entry Reviews (Electronic and Manual—operation code 14, PAC 82R833);
- Filer Evaluations (operation code 95, PAC 99R833); and

- Follow-up to Refusals (PAC 82R824).

Counter Terrorism PAC 82R845 is no longer used for planning purposes, but is still active for reporting purposes.

Import investigation hours are for field exams, filer evalutions, follow-up to refusals, 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

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
Inspection of Medical Device Manufacturers Compliance: Devices - 82

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

82845A,B,C,G,J.KP,S, ORA CENTER 1
81845R,T, 81011 L% ] ] 9  [108.0]

5. 1 1 1 1 1 1
DISTRICT/ INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INS:’EG : INV:STI—
SPECIALIZED TIONS TIONS TIONS TIONS TIONS TIONS TIONS INVESTI- GATIONS
LABORATORY LEVELL LEVELD LEVEL FOREIGN FORCAUSE | FORCAUSE | ACCRED GATIONS {Hours)
DOMESTIC DOMESTIC COMPLIANCE DOMESTIC HIGH RISK PERSONS {Hours) AP. AUDITS

DOMESTIC DOMESTIC | DOMESTIC MDUFMA
82845A 828458 82845C 828458 82845G 82845G B82845P 828458 82845

ZO~GOmxD

TOTAL FIELD 724 486 109] 251 75 75| 7 3309|

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
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 40.0] 625 100.0] 85.0] 71.0 go.of 63.0 |

TOTAL HOURS 28860] 30375] 10900 16315] 5325 6750] 441 3300]

CONVERSION FACTOR 950] 950] 950 950 950 950 950] 950]

9. REMARKS

For FY 2009, the hours/operation module for Level | inspections has been planned at 40 hours/operation to include additional

time for MDR review. Level Il inspection hours/operation modules have also been adjusted to reflect actual work.

Quality Systems Inspection Technique (QSIT) Inspection time has been planned for Level 1 (82845A), Level 2 (82845B), Level 3 (82845C)
and "For Cause” (82845G) inspections. We cannot accurately plan the number of Level 3 (compliance follow up) and "for cause "
inspections each district will conduct based on the criteria established in the program. The number of inspections reflected in each of these
areas is based upon historical data. Reprogram any unused resources into Level 1 and 2-inspections.

Inspectional modules include time for 828458 (sterilization), MDR (81001), Corrections and Removals (B1845R), Tracking (81845T), and
Registration and Listing. Resources for Single Use Reprocessor inspections have been included in Level 2 Inspections. Investigational Hours
resources have also been planned for National Experts (HQ line) and State Contract Monitoring (DAL-DO line).

Foreign inspections include resources for Level |, Il, Ill, and For Cause-related inspections. For planning purposes Foreign inspections will be
planned under the Level Il inspection PAC (82845B), use the appropriate reporting PAC to record accomplishments associated with these
Foreign inspections.

Accredited Person inspections are based on estimates of numbers and locations and are not based on known factors. Therefore,

resources not used in that MDUFMA program should be planned as statutory GMP inspections. If additional audits not covered

by the workplan are required, resources can be taken from the general GMP program. Accredited Person Audits are conducted by
NWE-DO, MIN-DO, SIN-DO, KAN-DO, SEA-DO.

TOTAL OPERATIONAL FTEs 30.48] 31.97] 11.47] 17.17, 5.61 7.11] 0.48] 3.48] 0.27

FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-5



FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAMWASSIGNMENT TITLE
Inspection of Medical Device Manufacturers

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

4. WORK ALLOCATION PLANNED BY

3. PROGRAM/ASSIGNMENT CODE(S) E

82845A,B,C,G,J,K.P,S,
81845RT, 81011

[]center

5. OPERATIONAL FTE POSITIONS
1109 [2.5]

DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
SAMPLES
TO BE
ANALYZED
ENG
82845C

DOMESTIC
SAMPLE
cou

ZO—~-GOmMmX

82845C

7 7
DOMESTIC
SAMPLES
TO BE
ANALYZED
MICRO
B2845C

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
CHEM
82845C

TOTAL FIELD af EE 10]

| |

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NEW YORK
REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNAT)

DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA

FLORIDA

NEW ORLEANS
| SAN JUAN

REGIONAL LAB
REGIONAL STAFF
DALLAS

DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

NE

CE

SE

sw

PA

.0l

80.0]

._62.0

38.0

TOTAL HOURS 252 800]

1612 228]

CONVERSION FACTOR 50|

1180]

1180 1180

TOTAL OPERATIONAL FTEs 0.27] 0.68]

1371 . 0.18]

9. REMARKS

Ispecific types of analyses that will be associated with the Domestic Samples collected.

DEN Lab.

CHEM Sample Analyses: Test Kit or Reagant Testing to support GMP observations at WEAC.

NOTE: Unshaded columns, for all Domestic Sample Collections, will include Documentary Samples; refer to shaded columns for those

.

MICRO Sample Analyses: Antisera and Products Media Testing to support GMP observations at WEAC; Disinfectant/Cold Sterilant Testing at

ORA WORKPLANNING SHEET (Continued)

'FORM FDA 2621a (05/03)

PAGE NO. 82-6




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE .

Inspection of Medical Device Manufacturers

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)

82845A,B,C,G,J.K,P,S,
81845R,T, 81011

4. WORK ALLOCATION PLANNED BY

(X ] oma

[C__Jcenter

110.9

5. OPERATIONAL FTE POSITIONS

[0.4]

DISTRICT/
SPECIALIZED
LABORATORY

Z0-oOm=x

DOMESTIC
SAMPLE
coLL

eE 7
a DOMESTIC
SAMPLES
TOBE
ANALYZED
BIOBURDEN
828455

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
STERIUTY
828468

TOTAL FIELD

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

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

47

1ol

25.0]

29.5

TOTAL HOURS

71

250

148

CONVERSION FACTOR

950

1180

1180

TOTAL OPERATIONAL FTEs

0.07

0.21

0.13

8. REMARKS

Domestic Sample Collections for Contract Sterilizers are to be collected "for cause”.

FORM FDA 2621a (05/03)

e

RA WORKPLANNING SHEET (Continued

Note: Domestic Sample Collections for Bioburden, Bioindicator are to be collected "for cause".

NOTE: Unshaded columns, for all Domestic Sample Collections, will include Documentary Samples; refer to shaded columns for those
Hspeciﬁc types of analyses that will be associated with the Domestic Samples collected.

PAGE NO.

. 82-7




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
HCondom Assignment

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAMIASSiGNMENT CODE(S)
827002

4. WORK ALLOCATION PLANNED BY

[x] ora [ ] center

5. OPERATIONAL FTE POSITIONS

36

DISTRICT/
SPECIALIZED
LABORATORY

ZO-0max™

INSPEC-
TIONS

IMPORT
SAMPLE
coLL
CHEM
(PHYSICAL)

8
IMPORT
SAMPLES
TOBE
ANALYZED
CHEM
{PHYSICAL

TOTAL FIELD

264

264

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

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

24.0}

23

12.8)

TOTAL HOURS

72

6807

3are]

CONVERSION FACTOR

950

950

1180)

TOTAL OPERATIONAL FTEs

0.08}

0.64

2.85)

r9, REMARKS

Import Samples are estimated and should be collected to cover the districts' workload.
Resources for Condom Detentions Without Physical Exam requests, part of the Entry Review
process for entries covered by the Import Alert, are included as import Entry Review Hours in PAC 82008 - Monitoring Devuces
of Foreign Origin. Reporting Guidance: Import Entry Reviews (Electronic & Manual—operation code 14, PAC 82R833);

Filer Evaluations (operation code 95, PAC 99R833); and Follow-up to Refusals (PAC 82R824).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-8



FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Gloves

[Manufacturers and Importers of Surgical/Examination

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
827003

4. WORK ALLOCATION PLANNED BY

[ x7] ora []center

5. OPERATIONAL FTE POSITIONS

6.5

e,

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O-0Omx

4 4

IMPORT
SAMPLE

INPORT
SAMPLE
coLL
ENG CHEM
{PHYSICAL)

8
IMPORT
SAMPLES
TOBE
ANALYZED

ENG
{PHYSICAL)

IMPORT
SAMPLES
TOBE
ANALYZED

{PHYSICAL]

TOTAL FIELD

194 563]

HEADQUARTERS

194

563

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

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

21 21

7.5]

7.5]

TOTAL HOURS

407, 1182

1455] 4223

CONVERSION FACTOR

950 950]

1180)

1180}

TOTAL OPERATIONAL FTEs

0.43| 1.24]

1.23]

3.58

9. REMARKS

FORM FDA 2621a (05/03)

Resources to cover Glove Detentions Without Physical Exam requests, part of the Entry Review process for entries covered
by the Import Alert, are included as Import Entry Review Hours in PAC 82008 - Monitoring Devices of Foreign Origin.

Reporting Guidance: Import Entry Reviews (Electronic & Manual—operation code 14, PAC 82R833); Filer Evaluations (operation
code 95, PAC 99R833); and Follow-up to Refusals (PAC 82R824). .

~ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-9




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Center Initiated Assignments

2. PPS PROJECT NAME/NUMBER

Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
827005, 827800

4. WORK ALLOCATION PLANNED BY

[X] ona

[ Jcenter

5. OPERATIONAL FTE POSITIONS

1.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-oomax

INSPEC-
TIONS

CENTER-

INIMATED
82ZB00

DOMESTIC
SAMPLE
COoLL

()
822800

T .
DOMESTIC
SAMPLES

TOBE
ANALYZED
CHEM (2)
822800

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

822800

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

ISTERILITY(3} MICRO (4)

822800

[]
OTHER
OPERATIONS
{Hours)
METH DEV
ENG {5)
822800

TOTAL FIELD 8] 13 1 2 - 2 400§
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 i ‘
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 42.0 10.0] 15.0] 50.0] 50.0
TOTAL HOURS 336 130 15] 100] 100 400
CONVERSION FACTOR 950 950 1180} 1180} 1180 1180
TOTAL OPERATIONAL FTEs 0.35 0.14 0.01] 0.08] 0.08 0.34
9. REMARKS
Planned BSE Inspections (82Z005) have been cancelled for FY 2008; PAC will remain active for reporting purposes and
any Center-Initiated Assignments involving BSE should be reported in PAC 82Z005.

R—

i

(1) Includes Documentary Samples and Analytical Samples.

(2) WEAC-Ad Hoc testing of test kits or reagents.

(3) WEAC-Sterility samples.

(4) WEAC--Ad Hoc testing of media.

(5) WEAC-Misc hours for engineers; includes Voluntary Standards Assessment and Methods Development.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued) PAGE NO.

82-10



—

FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

ethods Validation/Development Program

2. PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)

82R816

4. WORK ALLOCATION PLANNED BY

ora [ Jcente

5. OPERATIONAL FTE POSITIONS
20

ZO0O~-G0m>x

DISTRICT/
SPECIALIZED
LABORATORY

METHODS
VAUDEV
MICRO
(Hours)

METHODS
VALDEV
CHEM
{Hours)

TOTAL FIELD

1205{

1205

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATH

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

TOTAL HOURS

1205

1205

CONVERSION FACTOR

1205

1205

TJOTAL OPERATIONAL FTEs

1.00

1.00|

9. REMARKS

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

FORM

FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 82-11




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

Forensic Evaluation and Sample Analysis Compliance: Devices - 82

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

82R838 ' ORA [ Jcenter 0.3

DISTRICT/ FORENSIC
SPECIALIZED ANALYSIS
LABORATORY CHEM
(Hours)

ZO—-mGmx

TOTAL FIELD 360
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 3
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!
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION
TOTAL HOURS 360
CONVERSION FACTOR 1205
TOTAL OPERATIONAL FTEs 0.30

9. REMARKS

FORM FDA 2621a (05/03) "ORA WORKPLANNING SHEET (Continued) PAGENO. 82-12



PROJECT SUMMARY SHEET

FY 2009

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Product Evaluation: Devices - 83
5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL{ PROGRAM 8.
No. AND ASSIGNMENTS CODE DOMESTIC _MORT FOREIGN FTEs FTEs PAGE
TOTAL 31.6 3.4 35.0 63.8
1 {Medical Device Premarket Approval and 7.1 2.6 9.7 17.6] 83-14
Postmarket Inspections:
MDUFMA User Fee 83001 (5.0) ' (5.0) <3 B
PreMarket Approval Inspections 83001 1N 1.7 3. l)I
Postmarket Approval Inspections 83001A (2.1 (0.9 (3.0) &) .4)'
2 {Bioresearch Monitoring 24.5| 0.8 253 462] 83-15
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Donna-Bea Tillman 240-276-3993 John Aydinian 301-827-1634

FORM FDA 2622 (9/98)

PAGENO.  83-13




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Medical Device Premarket Approval and Postmarket
Inspections

2. PPS PROJECT NAME/NUMBER
Product Evaluation: Devices - 83

3. PROGRAM/ASSIGNMENT CODE(S)
83001, A

4. WORK ALLOCATION PLANNED BY

[X] om

[ Jcenter

5. OPERATIONAL FTE POSITIONS
9.7

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-60OmX

1 1
FOREIGN
INSPEC-
TIONS
PRE-
APPROVAL
83001

1 1
FOREIGN
INSPEC-
TIONS
POST-
APPROVAL
83001A

INSPEC-
TIONS
MDUFMA
USER FEE
83001

TOTAL FIELD

34) 21 75

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS .

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

CE

SE

Sw

PA

HOURS PER OPERATION

30|

40 8]

40.1 63.0]

TOTAL HOURS

1972]

1693}

842 4725]

CONVERSION FACTOR

P |

850]

asof a50]

TOTAL OPERATIONAL FTEs

2.08§

1.78]

089

4.97]

—

|S. REMARKS

FORM FDA 2621a (05/03)

Report all time used for evaluating compliance with domestic pre-market requirements in PAC 83001, OP CODE 12;
report all time used for domestic post-market requirements in PAC 83001A, OP CODE 12.

Report all time used for evaluating compliance with foreign pre-market requirements in PAC 83001, OP CODE 11;
report all time used for foreign post-market requirements in PAC 83001A, OP CODE 11.

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 83-14




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Bioresearch Monitoring

(Pre-Market)

2. PPS PROJECT NAME/NUMBER
Product Evaluation: Devices - 83

3. PROGRAM/ASSIGNMENT CODE(S)
83808, 83809, 83810, 83811

4. WORK ALLOCATION PLANNED BY

[ x ] ora

[ Jcenter

5. OPERATIONAL FTE POSITIONS
253

ZO~-0mpD

DISTRICT/
SPECIALIZED
LABORATORY

1 1

INSPEC-
TIONS
DOMESTIC

INSPEC-
TIONS
FOREIGN

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

300 10

77.5 77.5

TOTAL HOURS

23250 775!

CONVERSION FACTOR

950 850

TOTAL OPERATIONAL FTEs

24.47 0.82]

F

F

9. REMARKS
Device Bioresearch Monitoring inspections should be prioritized according to the following scheme:
1) For Cause with 30-day due dates;
2) Directed data audit for expedited PMA,

3) Directed data audit for non-expedited PMA,;
4) For Cause with 60-90 day due dates;
5) OAIl Follow-up (6 months);

6) Early Intervention (Probability Sampling, Vulnerable Population, and IDE-based)
7) Routine Surveillance.

Please contact Bridget Foltz at (240) 276-0262 with any questions.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

Medical Devices and Radiological Health

Science: Devices - 84

2. PPS PROJECT NAME/NUMBER

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 4.7 4.7 8.6
1 |Test Method Development and Evaluation 847002 37 3.7 6.8] 84-17
2 |Methods Validation/Development Program 84R816 1.0§ ~ 1.0 1.81 84-18
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Larry Kessler 301-796-2553 John Aydinian 301-827-1634
FORM FDA 2622 (9/98) 84-16

PAGE NO.




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

Test Method Development and Evaluation Science: Devices - 84

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

847002 [ ora [Cx ] center 37

9 9
DISTRICT/

] OTHER OTHER
SPECIALIZED OPERATIONS | OPERATIONS
LABORATORY

{Hours) {Hours)
METH DEV METH DEV
MICRO ENG

ZO-0Omx

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND -
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION
TOTAL HOURS
CONVERSION FACTOR
TOTAL OPERATIONAL FTEs
9. REMARKS : :
Above resources are for participation in the development of test methods and testing protocol. Projects will be coordinated by
the CDRH Laboratory Staff.

800k 3590

L

800 3590,
1180 1180]
0.68] 3.04

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 84-17




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER
Science: Devices - 84

3. PROGRAM/ASSIGNMENT CODE(S)

84R816

4. WORK ALLOCATION PLANNED BY

[x7] ora [ ) center

5. OPERATIONAL FTE POSITIONS
1.0

ZO-0Om2x

DISTRICT/
SPECIALIZED
LABORATORY

APPLIED
TECHNOLOGY
CENTER
MICRO
(Hours)

TOTAL FIELD

1180

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

TOTAL HOURS

1180,

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTEs

1.00|

fo. REMARKS

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

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued

—_—

PAGE NO. 84-18




FY 2009

PROJECT SUMMARY SHEET

e
1. PROGRAM CATEGORY

Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUMBER

Mammography Quality Standards Acts (MQSA) Authority - 85

HS. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL |  PROGRAM B.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs @ PAGE
TOTAL 14.5 0.1 14.6 26.1
1 JMammography Facilities Inspection Program 85014 A,C,F 14.5 0.1 14.6 26.1] 85-20-1
%
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Lynne L. Rice 240-276-3209 John Aydinian 301-827-1634
FORM FDA 2622 (9/98) PAGE NO. 85-19




FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE ' 2. PPS PROJECT NAME/NUMBER
[Mammography Facilities Inspection Program Mammography Quality Standards Act (MQSA) Authority - 85

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

85014 A,CF _ ORA [Jcenter 146 [84]

1 1 1 1 1 1 2 2
DISTRICT/ )
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INVESTI OTHER
LABORATORY TIONS TIONS TIONS TIONS TIONS TIONS GATIONS | OPERATIONS
FOREIGN {Hours) {Hours)
88014 85014 B5014 85014 85014F 85014F BS014A 85014C
) (2 (3) (4) {5) (6) (U] {8)

ZO~-Gm=x

TOTAL FIELD 192 14 124 30§ 9 9 2376 4312

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

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 8.0] .ol 8.0 8.0 11.0 11.0]

TOTAL HOURS 1536] 112} 992 240 99 os] 2376 4312

CONVERSION FACTOR 1160, 1160} 1160 1160} 1160} 1160] 1160 1160]

TOTAL OPERATIONAL FTEs 1.32 0.10f 0.86 0.21f 0.09] 0.09]  2.05 372|

9. REMARKS
IRRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS

1) Inspection of Certified Mammography Facilities not covered by the states.

2) Inspection of Domestic Establishment Mammography Facilities in Foreign Countries.
3) Federal Facility Inspections {(does not include VHA Facility inspections).

4) VHA Facility Inspections.

5) Follow-up Inspections.

16) Follow-up Inspection after Warning Letter.

7) Audit Investigations.

8) Compliance Activities: Inspection Follow-Up Activities {(Non-Warning Letter).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO.  85-20



FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE

Mammography Facilities Inspection Program Mammography Quality Standards Act (MQSA) Authority - 85

2. PPS PROJECT NAME/NUMBER

3. PROGRAM/ASSIGNMENT CODE(S)
85014 A,C)F

4. WORKALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA [ ] center 146 [6.2]

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-60mx

OTHER OTHER OTHER

OPERATIONS | OPERATIONS | OPERATIONS

{Hours) {Hours) {Hours)

85014C 85014C 85014C
(8 {10} (1)

TOTAL FIELD

1200 5941 52

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

1200 5941 52

CONVERSION FACTOR

1200 1160 1160

TOTAL OPERATIONAL FTEs

1.00 5.12 0.04

9. REMARKS

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS

9) Technical Assistance and Coordination Activities: RRHRs.
10) Technical Assistance and Coordination Activities: non-RRHRs.
11) Compliance Activities: Warning Letters.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued) PAGENO.  85-21



FY 2009

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA) Authority - 86

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM 8.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT FOREIGN FTEs
TOTAL 20.9 7.2 1.7 29.8
1 JInspection and Field Testing of Radiation-Emitting 5.0f 0.2 52 9.5] 86-234
Electronic Products: .
JInspection of Manufacturers of Laser Products 86001 4.2 ; (02) 44 [CRY) |
Field Implementation of the Sunlamp & Sunlamp 186002 (0.3) (0.3) (0.5—)I
Products Peformance Standard as Amended
Field Compliance Testing of Cabinet X-Ray 86004 (0.5) 0.5) (0.9
Equipment
2 |Inspections of Mamfacturers (Foreign and 86003 7.8 0.7 8.5 15.4f 86-25-30
Domestic) and Field Compliance Testing of
Diagnostic X-Ray Equipment
3 JCompliance Testing of Electronic Products 86006, A, B, 3.1 0.8 3.9 7.1 86-31
at WEAC D.E
4 Nmported Electronic Products 86007 * 7.2 72 13.1] 86-32
5 JRadiological Health Control Activities: 5.0 5.0 9.1] 86-334
Medical Device and Radiological Health Use 86008 3.0) 3.0) (3.5
Control and Policy Implementation
Emerg(éncy Planning and Response Activities 86009 (2.0) (2.0)L (3.6)
* In addition to PAC 86007, includes reporting
PACs 86R824, 86R833, and 99R833.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Lynne L. Rice 240-276-3209 John Aydinian 301-827-1634
FORM FDA 2622 (9/98) PAGE NO. 86-22



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

Inspection and Field Testing of Radiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA)

Products Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86001, 86002, 86004 [ x ] ora [x 7] center 5:2

o. 1 1 1 1 2 . 2 3 5 5
DISTRICT/ !
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVEST- INVESTH- DOMESTIC FIELD FIELD
LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS SAMPLE BEXAMS/ EXAMS/
FOREIGN (Hours) {Hours) coLL TESTS TESTS
85001 85001 88002 86004 85001 86004 86001 86001 86002
(U]

ZOoO~-G0m3

(1) {2) ) {4) (5) )
TOTAL FIELD 100} 5 3 2 658] 31 s 75 30}

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

ce [pETROT

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 17.2] 52.4] 36.0] 20.0} | a.of 50 44
TOTAL HOURS 17 262| 108} 440] 658] 31 15§ 375 132
CONVERSION FACTOR 950 1180] gso] 950 50] o50| 9s0] 950 850

TOTAL OPERATIONAL FTEs 1.81 0.22] 0.11] 0.48] 0.69) 0.03] 0.02] 0.39] 0.14

9. Remarks

Laser products (86001)

1) Inspections should be conducted on manufacturers of Class lilb and Class IV products. Medical laser systems should be highest priority, followed by
industrial, and commercial lasers (including laser light shows) or inspections directed based on a for cause request. For medical lasers, a joint QSIT
and electronic product radiation control inspection should be conducted. 2) Number of inspections to be conducted by WEAC Analysts. 5) Investigation
Hours—refer to Compliance Program for reporting information. 6) Field tests may be conducted for any laser products located at a user facility, following
the same priority scheme as for inspections (Class llb or IV medical, industrial and commercial lasers, including laser light show projectors).

3) Inspectional figures are only for biennial or for cause inspections of manufacturers of sunlamp products (e.g. sunlamps, booths, or beds).
Because sunlamp products are also medical devices, a joint QSIT and electronic product radiation control inspection should be conducted.
Examination of suniamp products at a user facility (e.g. tanning parior, athletic club) are NOT counted as inspections because they are field tests.
7) Each sunlamp product tested may be counted as a separate field test, even if located in a single facility.

NOTE: RRHR's Technical Assistance and Coordination under this program is planned under Radiological Health Control Activities (PAC 86008).

4) Cabinet x-ray manufacturer inspections are to be comprehensive electronic product radiation control inspections. Cabinet x-ray field tests are no longer
to be performed routinely under this program. The hours previously associated with field tests have been reprogrammed to inspections.

'FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 86-23




FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Inspection and Field Testing of Radiation-Emitting Electronic
Products

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S)

86001, 86002, 86004

4. WORK ALLOCATION PLANNED BY

(%] om

[ x"] center

5. OPERATIONAL FTE POSITIONS

52

ZO0-GmxD

T5.

DISTRICT/
SPECIALIZED
LABORATORY

OTHER
OPERATIONS
(Hours)

(8)

OTHER
OPERATIONS
(Hours)

TOTAL FIELD

1197,

75

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

TOTAL HOURS

1197

75

CONVERSION FACTOR

950

950|

TOTAL OPERATIONAL FTES

9. Remarks

Laser products (86001)

B) To include all other activities such as technical assistance, coordination, and training.

FORM FDA 2621a (05/03)

RA WORKPLANNING SHEET (Continued)

Counter Terrorism PAC 86R845 is no longer used for planning purposes, but is still active for reporting purposes.

1.26| 0.08]

PAGE NO.

86-24



FY 2009 ORA WORKPLAN October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspections of Manufacturers (Foreign and Domestic) and Radiation Control and Health Safety Act (RCHSA)
Field Compliance Testing of Diagnostic X-ray Equipment Authority - 86
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86003 [[X] ora [X_] center 8.5
T 1 1 1 2 T 2 5 ] 9
R DISTRICT/
E SPECIALIZED INSPEC- INSPEC- INSPEC- INVESTH- INSPEC- INVESTI FIELD AUDITS OTHER
G LABORATORY TIONS TIONS TIONS GATIONS TIONS GATIONS EXAMS/ OPERATIONS
) DOMESTIC FOREIGN DIRECTED {Hours) (Hours) TESTS (Hours)
(o]
‘N V) 2) o () {5) {6) m [} )
TOTAL FIELD 50 15 5 884} 18 1051 345 30§ 965,
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
SANJUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICY
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 50.0 5.0 50.0] 18.0] - 3.0 40|
TOTAL HOURS 2500 975 250] 884 280] 1054 1035 120| 965
CONVERSION FACTOR 950| 950 950] 950 950 P | 950 950} 950
TOTAL OPERATIONAL FTEs 2.63] 1.03 0.26] 093] 030}, 1.11] 1.00] 0.13] 1.02
9. REMARKS
1) Domestic inspections to be conducted.based on the OEI of diagnostic x-ray equipment manufacturers. Joint QSIT and electronic
product radiation control inspections should be conducted if possible.
2) Foreign inspections should be joint QSIT and electronic product radiation control inspections if possible.
3) Directed Inspections based on the OE| of diagnostic x-ray equipment manufacturers. .
4) Investigation hours for review and planning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed) Inspections.
6) Investigation hours for review of 2579 forms (reports of assembly) in preparation for performing field tests and field test
follow up activities.
7) Field tests and audits are obtained from Attachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch,
HFZ-240. Column 5B, Audits, is for quality assurance joint field tests for follow-up tests conducted by an individual qualified
as an auditor.
8) Coordination/technical assistance hours for field test activities.

FORM FDA 2621a (05/03) | ORA WORKPLANNING SHEET (Continued) PAGENO. 86-25




FY 2009 ORA WORKPLAN OCTOBER 1, 2008 ~

ATTACHMENT A - 2009 WORKPLAN
INSPECTIONS OF MANUFACTURERS (FOREIGN AND
DOMESTIC) AND FIELD COMPLIANCE TESTING
OF DIAGNOSTIC X-RAY EQUIPMENT

NEW ENGLAND DISTRICT ,

Number
Systems FDA FDA
Installed Tests F/U - Audi

State

CT
ME
MA
NH
RI
VT
Total
NEW YORK DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
&
BALTIMORE DISTRICT
Number
Systems FDA FDA
State Installed )
DC
MD
VA
wv
Total

PAGE NO. 86-26



FY 2009 ORA WORKPLAN OCTOBER 1, 2008

CHICAGO DISTRICT o \%

Number
Systems FDA FDA

State Installed Tests F/U Audits
IL (b)(2)&(b)(7)(E)

3

CINCINNATI DISTRICT

Number

Systems FDA FDA
State Installed
KY
OH
Total
DETROIT DISTRICT

Number

Systems FDA FDA
State installed Tests FlU Audits
IN
Mi
Total

MINNEAPOLIS DISTRICT

" Number »
Systems FDA FDA

State Installed Tests Fru Audits
MN

ND

SD

Wi

Total

Newrpy

PAGE NO. 86-27



FY 2009 ORA WORKPLAN OCTOBER 1, 2008

NEW JERSEY DISTRICT
Number
Systems FDA FDA .
- State Installed Tests F/U Audits
NJ (b)(2)&(b)(7)(E)
PHILADELPHIA DISTRICT '
Number c
Systems FDA FDA
State Installed
DE
PA
Total
ATLANTA DISTRICT
Number .
Systems FDA FDA
State Installed
GA
NC
SC
Total
FLORIDA DISTRICT
Number
Systems FDA FDA

State Installed Tests F/U Audits
L (b)(2)&(B)(N)(E)

PAGE NO. 86-28



FY 2009 ORA WORKPLAN OCTOBER 1, 2008

NEW ORLEANS DISTRICT

Number '
Systems FDA FDA
Installed Tests Audits

Total

SAN JUAN DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits

PR (b)R)&B)(7(E)

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT)

Number
Systems FDA FDA
State Installed Tests FIU Audits
AR
OK
TX
Total

SW REGIONAL STAFF (STATES IN DENVER DISTRICT)

Number
Systems FDA FDA
State installed
CcO
NM
uT
wy
Total

'PAGE NO. 86-29
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FY 2009 ORA WORKPLAN OCTOBER 1, 2008

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT)

Number
Systems FDA FDA

State Installed Tests F/U Audits

1A
KS
NE
MO
Total
LOS ANGELES DISTRICT
Number
Systems FDA FDA
State Installed
‘AZ
CA
Total
SAN FRANCISCO DISTRICT
Number
Systems FDA FDA
State Installed
CA
Hi
NV
Total
SEATTLE DISTRICT
Number
Systems FDA FDA
State
AK
ID
MT
OR
WA
Total

PAGE NO. 86-30



FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Compliance Testing of Electronic Products at WEAC

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S)
86006 A,B,D.E

4. WORK ALLOCATION PLANNED BY

[ o

[ x "] center

5. OPERATIONAL FTE POSITIONS
3.9

DISTRICT/
SPECIALIZED
LABORATORY

ZO-G0OMmMX

FOREIGN
INSPECTIONS
(PL 90-502
STANDARD)

T 7 7
DOMESTIC DOMESTIC
SAMPLES SAMPLES
JOBE TOBE
ANALYZED ANALYZED
MICROWAVE | TV - IONIZING

NON-MEDICAL

7 s
DOMESTIC
SAMPLES
TOBE
ANALYZED

LASERS

TOTAL FIELD

13|

100} 3| 5|

18|

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

70.0

18.0] 30.0]

15.0

25.0

TOTAL HOURS

910

2520]
1260}

1800} 117

270

250

CONVERSION FACTOR

1180

1180} 1180 1180

1180,

1180]

TOTAL OPERATIONAL FTEs

0.77

1.53} 0.10 1.07]

0.23

0.21]

r9. REMARKS

FORM FDA 2621a (05/03)

[Workplan includes both foreign inspection and laboratory testing activities for electronic products.

For any inspections of radiation-emitting medical device

Imanufacturers, a joint QSIT and electronic product radiation control inspection should be conducted by a trained investigator. Instructions for
performing inspections are provided in Compliance Program 7386.001, with time reported under PAC 86006.

Report time for specific lab analyses under PAC 86006, using the appropriate column and an accurate description of the type of product tested
(e.g. hand-held laser product, mobile diagnostic x-ray system, household microwave oven) in FACTS.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

86-31
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FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
ported Electronic Products

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3. PROGRAM/ASSIGNMENT CODE(S)

86007, 86R824, 86R833, 99R833

4. WORK ALLOCATION PLANNED BY

[X] ora

] center

5. OPERATIONAL FTE POSITIONS

72

ZOo0-0omx

6.
DISTRICT/
SPECIALIZED
LABORATORY

ENTRY IMPORT
REVIEW NV
{Hours) HOURS

TOTAL FIELD

6875] 1400

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

| SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

|

TOTAL HOURS

6875] 1400

CONVERSION FACTOR

1200] 950

TOTAL OPERATIONAL FTEs

5.73] 1.47

-

[s. REMARKS -
Import investigation hours are for field exams, filer evalutions, follow-up fo refusals, 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.

{Reporting Guidance:
- Import Entry Reviews (Electronic and Manual—operation code 14, PAC 86R833);
- Filer Evaluations (operation code 95, PAC 99R833); and ’

- Follow-up to Refusals (PAC 86R824).

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLAN

October 1, 2008

1. PROGRAM/ASSIGNMENT TITLE
Radiological Health Control Activities

2. PPS PROJECT NAME/NUMBER

Authority - 86

Radiation Control and Health Safety Act (RCHSA)

3. PROGRAM/ASSIGNMENT CODE(S)
86008, 86009

4. WORK ALLOCATION PLANNED BY

[ Jora [ X ] center

5. OPERATIONAL FTE POSITIONS
50

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-60mM>D

9 9
MISC TECHNICAL
{Hours) ASSISTANCE
RRHR {Hours)
RRHR

.

TOTAL FIELD

36001 2400

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

3600 2400

CONVERSION FACTOR

1200 1200

TOTAL OPERATIONAL FTEs

3.00{ 2.00

|9. REMARKS

See Continuation Sheet for footnotes, guidance, etc.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2009 ORA WORKPLAN October 1, 2008

CONTINUATION SHEET

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

iRadiological Health Control Activities Radiation Control and Health Safety Act (RCHSA)
i Authority - 86

|v. kemarks

FFOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH_USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008):

* RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program,
and the Mammography Facilities Inspection Program; 1200 hours will be shown in Mammography.

A portion of this total block of time per RRHR position includes Federal/State liaison activities and use consultation to conduct
this program.

This block of time also includes coordination, technical assistance, and other activities performed by RRHRs under
the following programs:
- Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended (PAC 86002);
- Field Compliance Testing of Diagnostic X-Ray Equipment (PAC 86003);
- Field Compliance Testing of Cabinet X-Ray Equipment (PAC 86004);
- Medical Device and Radiological Health Use Control and Policy implementation (PAC 86008);
- Emergency Planning and Response Activities (PAC 86009);

Any time in excess of 0.5 hours used for these programs should be reported into FACTS against the applicable PAC.

FOOTENOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009):
Technical Assistance hours will be performed by RRHRs.

Program activities include: providing technical assistance to state and local agencies regarding emergency response planning;
reviewing and evaluating emergency plans related to nuclear power plants.

PAGE NO.

86-34




Y2009
FTE REPORTS

b T -

DEPT OF HEALTH & HUMAN SERVICES
., FOOD & DRUG ADMINISTRATION
-/f. PROGRAM PLANNING & WORKFORCE
= MANAGEMENT BRANCH
ORA/ORM/DPEM



FIELD TOTAL

HOQ

NE REGN
NE RO
NWE
NYK
NRL
WEAC

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

SE REGN
SE RO
ATL
FLA
NOL
SJN
SRL

SW REGN
SW RO
DAL
DEN
KAN
SWID
ARL

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

Total Field

INVESTIGATION SUMMARY TABLE
FY 2009
DOMESTIC IMPORT TOTAL
INVESTIGATION INVESTIGATION INVESTIGATION
FTE FTE FTE

954.66 352'.16 1306.82
23.22 25.00 48.22
121.,30 75.74 197.04
10.49 0.00 10.49
57.42 17.54 74.96
53.39 5820 .111.59
0.00 0.00 0.00
0.00 0.00 0.00
295.02 50.63 345.65
17.48 0.00 17.48
38 98 9.63 48.61
37,97 4.74 42.71
33.00 14.67 47.67
32.80 7.13 39.93
56.96 7..32 64.28
39.28 1.00 40.28
38. 55 6.14 44.69
0.00 0.00 0.00
164.07 40.90 204.97
12.42 0.00 12.42
46.98 6.62 53.60
46.63 19:36 65.99
40.72 L1.%3 S51.85
17.32 3.79 21,11
0.00 0.00 0.00
141.87 67.92 209.79
14.97 0.00 14.97
54.16 0.16 54.32
28.48 0.18 28.67
43.80 0.20 44.00
0.45 67.38 67.83
0.00 0.00 0.00
209.18 91, +/197 301.15
13.38 0.00 13.38
84.20 46.08 130.28
57.11 19.90 77.01
54.49 25.99 80.48
0.00 0.00 0.00
0.00 0.00 0.00

Date:

Page: 1
17-SEPT-2008



POSITION CLASS
COMBINED ANALYTICAL & DISTRICT RESOURCES
























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

Output Reflects OPR FTES (Complete) Workplan 0 - 2009 (2009 Workplan) . Page &
ate: 09/17/2008 02.21 PM
Report: FWF109

REGION: NE REGN

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

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

FIELD TOTAL 197.08 $9.68 30.95 10.78 0.00 1.00 319.8 340%61.10
FOOD SAFETY/COS 111.44 40.85 4429 0.00 0.00 0.00 196.59 212986.20
@ §7.70 1115 43.17 0.00 0.00 0.00 142.02 151646.40

04 438 21.51 0.00 0.00 0.00 0.00 17.89 31931.00

07 0.67 1.59 0.00 0.00 0.00 0.00 226 1521.00

[ 0.88 370 0.00 0.00 0.00 0.00 458 5189.80

13 1231 0.00 0.20 0.00 0.00 0.00 12.51 14314.00

11 447 0.00 0.00 0.00 0.00 0.00 447 4251.70

29 1.03 0.91 092 0.00 0.00 0.00 236 313830

BIOLOGICS 10.11 0.00 0.00 0.00 0.00 0.00 10.11 9601.60
41 312 0.00 0.00 0.00 Q.00 0.00 3 1960.60

42 6.24 0.00 0.00 0.00 0.00 0.00 6.24 5930.60

45 0.7 0.00 0,00 0.00 0.00 0.00 0.75 710.40

HUMAN DRUGS 32.78 1230 LIS 0.00 0.00 0.00 46.24 46513.70
4% 178 118 0.00 0.00 0.00 0.00 .96 280400

a 6.95 0.00 0.00 0.00 0.00 0.00 6.95 6601.90

s1 0.96 320 0.00 0.00 0.00 0.00 4.16 4564,00

3 2.4 0.00 0.00 0.00 0.00 0.00 14 2028.00

56 19.88 6.39 1.19 0.00 0,00 0.00 2746 1T7T14.30

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

&) 1.04 0.03 0.00 0.00 0.00 0.00 L07 1031.00

] 0.00 1.50 0.00 0.00 0.00 0.00 1.50 1770.00

ANIMALD & F 12.14 1.81 L1 0.00 0.00 — 0.00 15.08 16203.10
68 0.63 0.03 0.00 0.00 0.00 . 0.00 0.66 615.60

7 1151 178 113 0.00 0.00 0.00 14.42 15567.50

DEVICES & RADH 30.61 471 434 10.78 0.00 1.00 SL41 55156.50
81 ' aoll 0.0 0.02 0.03 0.00 0.00 0.19 201.90

a2 19.44 4.68 164 3.55 0.00 0.00 3131 3328630

L &) 4.87 0.00 0.00 0.00 0.00 0.00 487 461830

L) 0.00 0.00 0.6 14 0.00 1.00 41 $570.00

L1} 246 0.00 000 0.00 0.00 0.00 246 2846.00

86 37 0.00 0.00 4.13 0.00 0.00 7.86 8754.00

gry? 1






























Output Reflects; OPR FTE'S  (Complete)

REGION: CE REGN

FIELD TOTAL

FOOD SAFETY/COS
[ )
04
o7
09
12
11
19

BIOLOGICS

a8z

HUMAN DRUGS

sg2pendss

ANIMALD & F

2e

DEVICES & RADH
a1

345.66

14,14
107.35
4.46
1.58
0.50
19.83

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

2

METH VAL &
ANALYTICAL
CHEM

54,08

030
0.00
030

0.00
0.00
0.00

Workplan 0 - 2009 (2009 Workplan)

METH VAL &
ANALYTICAL
MICRO

0.00

0.00

0.00
0.00

0,00
0.00
0.00
0.00
0.00
0,00
0.00

0.00
0.00

0.00
0.00

0.00
0.00

0.00

Date;

OPR

TOTAL

FTE'S

3nn

157.79
108.34
16.96
1.58
1.54
19.83
8.48
1.06

33.90

1.93

33.09
3028
58.17

34.74
1223
0.00
436
6.76

Page 18

09/17/2008 02 21 PM
Report: FWF109

TOTAL
PERSNHRS

401533.50

160212.60
105903.00
19291.70
1516.00
1711.40
22699.50
8056.00
1035.00

J2196.40
8051.00
22311.40
1836.00

119331.10
7510.00
17391.60
6132.00
4300.00
68531.50
0.00
1523.00
12390.00

32325.40
1664.90
19660.80

$7466.00
61.40
33609.90
11624.90
0.00
5079.00
7089.50





















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

Output Reflects: OPR FTES  (Complete) Waorkplan 0 - 2009 (2009 Workplan) . Page 25
ate: 09/17/2008 0221 PM
Report: FWF109

REGION: SE REGN

1 2z ) 4 .1 6
METHVAL & METH VAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL
INVEST CHEM MICRO ENG/PHY VAL/DEV CENTER OPR FTE'S PERSNHRS
FIELD TOTAL 204,98 4802 4533 0.00 0,00 3.00 31233 31721.50
)

FOOD SAFETY/COS $9.87 40.74 42.49 0.00 0.00 3.00 176,10 192333.20
(1] 66,11 8.10 39.95 0.00 0.00 0.00 114.16 121967.80

] 419 13.08 0.00 0.00 0.00 0.00 17.34 19491.60

07 0.80 .62 0.00 0.00 0.00 3.00 1.4 8571.00

] 0.7 0.6 0.00 0.00 0.00 0.00 0.80 906,60

18 14.80 0,00 047 0.00 0.00 0.00 1527 17337.00

U 3.04 15.20 1.50 0,00 0.00 0.00 19.74 21604.80

3 0.66 0.14 0.57 0.00 0.00 0.00 137 1454.40

BIOLOGICS 21.07 0.00 0.00 0,00 0.00 0.00 21.07 2003030
41 4.82 0.00 0.00 0.00 0.00 0.00 4.82 4582.20

42 14.76 0.00 ¢.00 0.00 0,00 0.00 14.76 1402730

45 1.49 0.00 0.00 0.00 0.00 0.00 1.49 142080

HUMAN DRUGS 5172 14,47 204 0.00 0.00 0.00 68.23 67982.60
46 3.60 0.80 0.00 0.00 0.00 0.00 448 4153.00

a 1L.B6 0.00 0.00 0.00 0.00 0.00 11.86 11260.60

5 1.28 0.16 0.00 0.00 0.00 0.00 144 1371.00

53 117 0.00 0,00 0.00 0.00 0.00 117 1104.00

86 3130 8.25 2.04 0.00 0.00 0.00 41.59 41493.00

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

(1] 243 0.26 0.00 0.00 0.00 0.00 .69 1601,00

L4 0.00 5.00 g.00 0.00 0.00 0.00 5.00 5900.00

ANIMALD X F 851 .81 180 0.00 0.00 0,00 13.42 13788.40
68 Ln 0.03 0,00 0.00 0.00 ; = 0,00 116 1100.90

" 7.70 2.76 1.80 0.00 0.00 0.00 1226 12637.50

DEVICES & RADH 33.51 0.00 0.00 0.00 0.00 0.00 33.51 J3187.00
a 0.06 0.00 0.00 0.00 0.00 0.00 0.05 46.80

n 21.24 0.00 0.00 0.00 0.00 0.00 11.24 10559.90

4 535 0.00 0.00 0.00 0.00 0.00 331 5082.50

“ 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

] J.06 0.00 000 0.00 0.00 0.00 3.06 3557.00

16 kX 0.00 0.00 0.00 0.00 0.00 3,80 3940.80



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



















Workplan Summery / Pastion Class (Combined Anal & District Resources)
Workplan 0 - 2009 (2009 Workplan) Page 32
Date: 09/17/2008 02 21 FM
Report: FWF109

Output Reflecis: OPR FTE'S  (Complete)

REGION: SW REGN

1 1 3 4 L] 6
METH VAL & METH VAL & METH VAL & DISTRICT APPLIED :
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH TOTAL TOTAL

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

FIELD TOTAL 109,79 95.11 40.44 0.00 0.00 .50 383.84 379575.80
FOOD SAFETY/COS 92.17 7839 3746 0.00 0.00 5.00 113.02 236683.30
L] 64.96 733 16.69 0.00 0,00 0.00 109.18 117686,00

04 6.46 61.14 0.00 0.00 0,00 5.00 72.60 84224.90

o7 123 2,75 0.00 0.00 0.00 0,00 4.00 440400

09 0.83 3.51 0.00 0.00 0.00 0.00 434 4919.60

! ] 12.70 0.00 0.26 0.00 0.00 0.00 12.96 15049.00

21 3.46 338 0.00 0.00 0.00 0.00 331 9150,20

29 051 0.11 0.51 0.00 0.00 0.00 L1 1209.60

BIOLOGICS 19.14 0.00 0.00 0.00 0.00 0.00 19.14 18179.70
4 481 0.00 0.00 0.00 0.00 0.00 481 4566.50

4 12.35 0.00 0.00 0.00 0.00 0.00 1235 11734.60

L) 1.98 0.00 0.00 0.00 0.00 0.00 1.98 1878.60

HUMAN DRUGS 3826 8.10 052 0.00 0.00 0.00 46.88 45723.20
4% 230 0.9 0.00 0.00 0.00 0.00 3.29 3121.00

48 12.62 0.00 0.00 0.00 0.00 0,00 12.62 11986.80

51 1.12 037 0.00 0.00 0,00 0.00 1.49 1416,00

3 0.53 0.00 0.00 0.00 0.00 0.00 0.53 504,00

36 20,76 6.66 0.52 0.00 0.00 Q.00 1794 27710.40

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

63 0.93 0.08 0.00 0.00 0.00 0.00 1.01 983.00

L] 0.00 0.00 0,00 0.00 0.00 0.00 0.00 0.00

ANIMALD & F 20.51 8.62 1.93 0.00 0.00 " 3.50 34,56 35935.60
(1] 1.96 0.19 0.00 0.00 0.00 * 0.00 1.78 1669.40

n 18,95 8.43 1.93 0.00 0.00 3.50 281 34316.20

DEVICES & RADH 39.71 0.00 0.5 0.00 0.00 0.00 40.24 43004,00
LI 0.11 0.00 0.00 0,00 0.00 0,00 0.11 94.00

a 2747 0.00 Q.33 0.00 0.00 0.00 18,00 30181.%0

L4 4,70 0,00 0.00 0.00 0.00 0.00 4.70 4466.50

84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

85 2,13 0.00 0.00 0.00 0.00 0.00 13 2430.00

36 5.30 0.00 0,00 0.00 0.00 0.00 530 5781.60





















Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects: OPR FTES  (Complete) Workplan 0 - 2009 (2009 Workplan) Page 39
Date: 09/17/2008 02 21 PM
Report: FWF109

REGION: PA REGN

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

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

FIELD TOTAL 30L.16 66.08 64.93 0.00 0.00 6.50 438,67 459154.20
FOOD SAFETY/COS 173.49 47.64 62.94 0.00 0.00 6.00 290.07 312162.60
(L) 138.40 1777 62.04 0.00 0.00 4.00 22121 23700530

(2] 6.09 26.17 0.00 000 0.00 0.00 3126 36704.90

07 1.30 1.56 0.00 0.00 0.00 1.00 3.86 4284.00

(4 051 1.86 0.00 0.00 0.00 0.00 137 2674.60

11 19.57 0.00 042 0.00 0.00 0.00 19,99 12188,00

11 6.76 0.00 0.00 0.00 0,00 1.00 7.76 7604.10

29 0.86 0.28 0.48 0.00 0.00 0.00 1.62 171170

BIQLOGICS 18.24 0,00 0.00 0.00 0,00 0.00 18.24 17314.70
41 5.70 0.00 0.00 0.00 000 0.00 5.70 5413.00

4a 11.59 0.00 0.00 0.00 0.00 0.00 11.89 11008.70

45 095 0.00 0.00 0.00 0.00 0.00 0.95 503.00

HUMAN DRUGS L.66 128 0.95 0.80 0.00 0.00 57.44 56638.50
46 262 130 0.00 0.00 0.00 0.00 i9n 3719.00

48 1.13 0.00 0.00 0,00 0.00 0.00 1.L13 10573.80

52 113 074 0.00 0.00 000 0.00 1.87 1773.00

5 213 0.00 0.00 0.00 0.00 0.00 1) 2024.00

56 2493 8.38 0.95 0.00 0.00 000 34.26 34033.70

61 0.00 0.00 0.00 0.00 0.00 0.00 0.0¢ 0.00

L7 0.41 0.00 0.00 0.00 0.00 1 2118,00

] 0.00 2.00 0.00 0.00 0.00 0.00 1.00 2360.00

ANIMALD & F 17.78 .65 104 0.00 0.00 a.50 21.94 22336.50
68 0.87 0.03 0.00 0.00 0.00 7 0.00 0.90 851.20

mn 16.88 262 1.04 0.00 0.00 0.50 21.04 2143830

DEVICES & RADH 43.02 1.96 0.00 0.00 0.00 0.00 50.98 50674.90
n 0.06 0.00 0.00 0.00 0.00 0.00 0,06 61.40

82 3141 2.96 0.00 0.00 0.00 0.00 3437 33763.60

a 7.85 0.00 0.00 0.00 0.00 0.00 788 7455.10

84 0.00 0.00 Q00 0.00 0.00 0.00 0.00 0.00

a5 2.58 0,00 0.00 0.00 0.00 0.00 .58 2997.00

86 6,12 0.00 0.00 0.00 0.00 0.00 6.12 6396.80



Workplan Summary / Postion Class (Combined Anal & District Resources)
Output Reflects; OPR FTE'S  (Complete) Workplan 0 - 2009 (2009 Workplan) Eqge 40
Date: 09/17/2008 02:21 PM
Report: FWF109

TOTAL FIELD
1 2 3 4 5 6
METH VAL & METH YAL & METH VAL & DISTRICT APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH
INVEST CHEM MICRO ENG/PHY VALDEV CENTER OFPR FTE'S PERSNHRS
FIELD TOTAL 1306.86 331.94 202.65 10.78 0.00 19,00 1872.20 1960200.50
FOOD SAFETY/COS 638.22 11228 187.18 0.00 0.00 14.00 1,061.68 114733).90
DX} 492.63 45.54 (81,85 0.00 0.00 4.00 T24.02 767156.50
04 25.68 136.37 0.00 0.00 0.00 5.00 167.08 191644.10
o7 5.60 9.52 0.00 0.00 0.00 4.00 19.12 21296.00
09 2.89 10.74 0.00 0.00 0.00 0.00 13.63 15412.00
18 79.21 0.00 135 0,00 0.00 0.00 80.56 $1587.50
1 .21 18,53 1.50 0.00 0.00 1.00 49.26 $1666.80
19 4.00 1.56 248 0.00 0.00 0.00 8.04 8569.00
BHIOLOGICS 115.09 0.00 0.00 0.00 0.00 0.00 115.09 109335.10
41 2693 0.00 0.00 0.00 0.00 0.00 26.93 15573.30
42 76.46 0.00 0.00 0.00 0.00 0.00 76.46 T72644.00
45 1170 0.00 0.00 0.00 0.00 0.00 11.70 11117.80
HUMAN DRUGS 4.7 85.80 4.70 0.00 0.00 0.00 339.29 339756.10
46 1641 6.62 0.00 0.00 0.00 0.00 23,03 22031.00
49 62.21 0.00 0,00 0.00 0.00 0.00 62.21 $9085.70
52 7.97 7.10 000 0.00 0.00 0.00 15.07 15408.00
£ 11.03 0.00 0.00 0.00 0.00 0.00 11.03 10464.00
§6 142,68 52.08 4.70 0.00 0.00 0.00 199.46 101089.40
61 0.00 0.00 0,00 0.00 0.00 0.00 0.00 0.00
(4} 8.49 1.00 0.00 0.00 0.00 0.00 9.4% 9258.00
L1} 0.00 19.00 0.00 0.00 0.00 0.00 19.00 22420.00
ANIMALD & F 9130 16,89 5.90 0.00 0.00 e 4.00 118.09 120639.00
63 6,98 0.30 0.00 0.00 0.00 0.00 7.28 6902.00
m 84,32 16.59 5.90 0.00 0.00 4,00 110.31 113737.00
DEVICES & RAD H 213.46 197 437 10.78 0.00 1.00 138.08 243138.40
n 042 0.03 0.02 0.03 0.00 0.00 0.50 467,50
a2 137.74 7.4 417 3.55 ¢.00 0.00 153.40 154921.60
L] 35.00 0.00 0.00 0.00 0.00 0.00 35.00 33257.30
84 0.00 0.00 0.68 .04 0.00 1.00 4.72 5570.00
a5 14.59 0.00 0.00 0.00 0.00 0.00 14.5% 16959,00
86 257 0.00 000 413 0.00 0.00 29.84 31963.00



POSITION CLASS
SEPARATE LAB RESOURCES
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