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Memorandum
Date September 20, 2010
From Director, Program Planning and Workforce Management Branch

Subject Final FY 2011 ORA Field Workplan

Regional Food and Drug Directors

District Directors

Regional Laboratory Directors: Northeast, Southeast, Arkansas, Pacific Northwest, Pacific Southwest,
WEAC, and FCC

Investigations Branch Directors

Laboratory Branch Directors

To

The enclosed Final FY 2011 ORA Field Workplan is based on the Centers’ compliance
program forecasts which incorporate input of the Centers and the Field Committees
during their review of the draft Workplan sheets. The FY 2011 Workplan is based on
ORA'’s planning level of 2,196 Operational FTEs. This represents an overall increase
of 233 Operational FTEs from the FY 2010 Workplan. This increase reflects the substantial
hiring that has occurred over the past few years.

During the previous two years, the Field Workplans have included the Centers and ORA’s risk
based approaches in allocating resources within the five program areas. [[S)REA=)]

WIS

ease contact DPEM 1f you would like to discuss our approach during the upcoming
F Y 2012 Workplanning Process.

The risk based approaches that are included in the Foods Workplan may result in resource
questions, but we want to emphasize that Districts will have enough resources to meet their
performance goals. Please note that the Workplan only includes resources for ORA investigators
and analysts and does not plan operations to be conducted by States under contract. Districts
will 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 should have 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.

As in the FY 2010 Workplan, the FY 2011 Workplan includes resources to meet
Congressional Targets. These Targets are linked to the level of appropriations in the
Congressional budget. ORA's appropriated funding increased and Congress directed a
specific corresponding increase in operational activities. These increases are directed
towards foreign inspections, domestic inspections, import field exams, and sample
collection/analyses. The FY 2011 Workplan provides sufficient resources to meet
both the Congressional Targets and Performance Goals. Please see below for a listing
by program area of the significant planning measures that are included in the FY 2011
Workplan:

Foods and Cosmetics:
e 160,158 Import Field Exams
e 6,806 Domestic Food Inspections
e 994 Foreign Food Inspections, with 400 planned in HQ

Biologics
® 533 Domestic Human Tissue Establishment Inspections
e 2 Foreign Human Tissue Inspections

Human Drugs:
e 750 High Risk Post-Approval Human Drug Inspections (some of which may be included
in the 419 Congressional Expectation Inspections)
e 419 Post-Approval Human Drug Foreign Inspections, with 250 planned in HQ

Animal Drugs & Feeds:
¢ 10 Foreign Feed Inspections
e 33 Foreign Post-Approval Animal Drug Inspections
e 250 High Risk Foreign and Domestic Animal Drug and Feed Manufacturer Inspections
(some of which may be included in the 10 Foreign Feed Congressional Expectation
Inspections)

Devices and Radiological Health:
e 313 Post Market Devices/Rad Health Foreign Inspections, with 180 planned in HQ
e 300 Foreign and Domestic BIMO Inspections
e 1,445 Foreign and Domestic Class 11 and 111 Medical Device Manufacturer Inspections
(some of which may be included in the 313 Post Market Device Congressional
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FY 2011 Workplan Changes:

The “FY 2011 Workplan Changes” spreadsheets provide a listing of programs compared to the
FY 2010 ORA Field Workplan, and will enable you to identify where specific resource shifts and
programmatic cuts occurred.

FY 2011 Servicing Laboratories Table:

The FY 2011 Servicing Laboratories Table continues to reflect the laboratory servicing changes
consistent with ORA’s Laboratory capabilities determined by the Division of Field Science.
Please note that there may be conflict between the National Sample Distributor (NSD) and the
Servicing Laboratories Table. If a conflict is identified, overrides to the NSD will only be
allowed on exception and with proper approval. Please direct issues or concems regarding
the Table and NSD to the Division of Field Sciences.

To effectively utilize ORA’s National Laboratory Resource (NLR) and strategically coordinate
field sample collections, a new ORA-wide procedure is being developed to manage and maintain
the NSD. The procedure will include a collaborative process to define lab capacities and set the
NLR capacity for the entire work week. The procedure will require all samples collected by field
personnel to utilize the NSD for assigning samples to specific laboratories.

FY 2011 Workplan CD:

The FY 2011 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

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) 796-4390,

é M. Mampllly
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FOODS AND COSMETICS

FY 2011 WORKPLAN CHANGES

FTEs

WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2010 FY 2011
PAC PROGRAM/ASSIGNMENTS
03003,A Import Acidified and Low Acid Canned Foods 19.8 15.3 -4.5
03037, Domaestic and Imported Cheese and Cheese 222 24.3 21
Producls
03803A Domestic Acidified and Low Acid Canned Food 13.9 31.7 17.8
03803,B Domeslic Food Safety 107.2 122.2 15.0
03819A,B  |lmport Foods - General 246.4 250.1 3.7
03842 B Domestic Fish and Fishery Products Inspeclions 44 .1 49.5 5.4
03844,B Import Seafood Products 91.7 89.7 -2.0
03847H Juice HACCP Inspection Program 7.7 6.6 -1.1
03R233 Unspecified Foreign Inspections/Assessments 1.6 25 0.9
03F098 Imported/Domestic Micro Assignment 48.9 48.9
03F830 CFSAN Environmental Sampling Assignments 61.1 172.8 111.7
03R839 Qutbreak and Emergency Respaonse 51.2 77.8 26.6
03R843 Contract Management 12.0 12.0
03R845 Food Defense 28.0 8.0 -20.0
03R816 Methods Validation/Development Program 10.0 7.0 -3.0
03 Foodborme Biological Hazards 765.8 918.4 152.6
04004A,0 :’estncldes & Industrial Chemicals in Domestic & 59.5 59.5
mport Food
04018 Seafood Chemaotherapeutics Sampling 33.0 32.7 -0.3
04019AB,C Toxic Elements in Foods & Foodware-(Domeslic & 192 196 0.4
Import)
04839 Total Diet Study 28.6 28.6
04F800 Field Assignments for Chemical Contaminants 6.5 6.5
04RB16 Methods Validation/Development Program 10.6 7.0 -3.6
04R838 Forensic Evalualion and Sample Analysis 12.0 12.0 0.0
04R839 OQutbreak and Emergency Response 11.9 38.3 26.4
04 Pesticides and Chemical Contaminants 181.3 204.2 229
07001 Mycotoxins in Domestic and Imporled Foods 14.6 14.6
07R816 Melhods Validation/Development Program 45 45
07 Molecular Blology and Natural Toxins 18.1 19.1
09006A,B  |Imported Foods-Food and Color Addilives 14.6 15.6 1.0
09 Food and Color Additives Petitlon Review 14.6 15.6 1.0
18002 Relail Food Protection- State Program 26.0 26.0
18003 (NCIMS} Milk Safety Program 20.4 20.0 -0.4
18004 Molluscan Shellfish Evaluation Program 14.7 14.7
18029A-F Inlersl.ate Travel Program Conveyances & Support 218 15.8 6.0
Facililies
18 Technical Assistance: Food & Cosmetics 82.9 76.5 -6.4
21002 Medical Foods - Domeslic and Import 3.7 3.8 0.1
21003 Domeslic Food Labeling and Economics Program 31 3.1
21005 Domestic & Import NLEA 12.6 11.8 -0.8
21006 Infant Formula Program 5.6 5.3 -0.3
21008 Dietary Supplemenis 22.2 21.1 -1.1
21839 Selected Nutrients in Foods - Total Diet 3.4 3.4
21R816 Melhods Validation/Development Program 1.5 1.5
VA Food Composltion, Standards, Labeling, & Econ 521 50.0 -2.1
29001 Cosmelics: Domestic and Imports 7.8 8.4 0.8
29 Colors and Cosmetlcs Technology 7.6 8.4 0.8
Total Mission Direct: Pre and Annual Planned 1123.4 1292.2 168.8




BIOLOGICS

FY 2011 WORKPLAN CHANGES

WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2010 FY 2011

PAC PROGRAM/ASSIGNMENT
41002 Tissue Establishments 25.5 31.0 5.5
41808 Good Laboratory Practices o *
41809 Institutional Review Board a *
41810 Sponsors, CROs, Monitors * *
41811 Clinical Investigators 4.4 5.0 0.6
41 Human Cellular, Tissue, & Gene Therapies 29.9 36.0 6.1
42001F,G Blood Banks 53.5 54.5 1.0
42002 Source Plasma Establishments 10.9 11.9 1.0
42007 Exam of Blood/Components - Import 3.5 4.0 0.5
42008,A Licensed Viral Marker Test Kits 2.5 2.5
42809 Institutional Review Board * *
42810 Sponsors, CROs, Monitors * *
42811 Clinical Investigators 4.0 44 0.4
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 3.5 0.5
42 Blood & Blood Products 77.9 81.3 34
45809 Institutional Review Board = 3
45810 Sponsors, CROs, Monitors * »
45811 Clinical Investigators 7.0 7.0
45848A,F,G |Licensed Allergenic Products 0.7 0.7
45848B,C,D |Vaccine Products 5.5 6.0 0.5
45 Vaccines & Allergenic Products 13.2 13.7 0.5

Total Mission Direct: Pre and Annual Planned 121.0 131.0 10.0

FTEs

* 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 2011 WORKPLAK CHANGES

FTEs

WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2010 FY 2011

PAC PROGRAM/ASSIGNMENTS

NDA Pre-Approval Inspections/Investigations
468328,C (Domestic) 9.5 95
468328.C NDA Pre-Approval Inspections/Investigations 13.0 13.0

{Foreign)

Pre-License Biotech (BLA) Inspections/Invesligations
46832M (DOM/FOR) 2,0 20
46832P Positron Emission Tomography (PET) 05 0.5
46 New Drug Evaluation 24.5 25.0 0.5
4B80C1/A In Vivo Bioequivalence (Domestic) 45 6.0 1.5
48001/A Foreign Inspections (In Vivo, GLP, CI) 35 5.0 1.5
48808 Good Laboralory Praclices 20 3.0 1.0
48809 institutional Review Boards 6.8 7.8 1.0
48810 Sponsors, Contract Research Orgs, Monilors 4.3 5.3 1.0
48811 Clinical Investigators (Domeslic) 28.1 29.9 1.8
48811 Clinicat Investigators (Foreign) 16.0 16.2 0.2
48 Bloresearch Monitoring 85.2 73.2 8.0

ANDA Pre-Approval Inspeclions/Investigations
52832,B,C (Domestic) 5.0 5.0
52832,8,CE |MIDA Pre-Approval inspeciionsiinvestigations 10.0 11.0 1.0

(Foreign)
52832P Positron Emission Tomography (PET) 1.0 1.0
52 Generic Drug Evatuation 15.0 17.0 2.0
53001A,B Adverse Drug. Exp. Rpt. Regu! {Domeslic) 8.0 8.0
53001A,B Adverse Drug. Exp. Rpt. Regu! {Foreign) 1.0 1.0
53001C Risk Evaluation Mitigation Syslem (REMS) 2.0 2.0
53 Postmarket Surv. & Epldemiology 11.0 11.0
56002A,8,0 |Drug Process Inspections-Domestic 69.4 64.9 -4.5
56002A-D Foreign Drug Inspections 40.0 42.0 2.0
56002E Drug Process Inspections - Gas Manufacturers 6.0 9.0 3.0
56002F Drug Process Inspections AP| Manufs (Dom/For) 13.0 13.0
56002M Drug Process Inspeclions - Biolech Manufacturers 4.0 6.0 2.0
56002P Positron Emission Tomography (PET) 0.5 0.5
56008A Drug Quality Sampling and Testing Program 17.0 18.5 1.5
56008H Drug Product Surveillance (Import) 33.9 37.9 4.0
56021A,B Drug Quality Reporling Systems-DQRS 4.5 4.5
56022 Enforcement of Rx Drug Marketing Act 2.0 2.0
56843 Post-Approval Inspections/Investigations (Domeslic) 2.0 2.0
56843 Posl-Approval Inspections/Investigations (Foreign) 2.0 2.0
56D015 Pharmacy Compounding Assignments 5.0 5.0
56R838 Farensic Evalualion and Sample Analysis 10.0 10.0
56 Drug Quality Assurance 195.8 217.3 21.5
63001 Inlernet, Health Fraud, & OTC Monographs 45 6.5 2.0
63002 :[e)‘:fmgs (Prescription) Nol Covered by Approved 5.0 5.0
63 Unapproved & Misbranded Drugs 9.5 11.5 20
88— Shelf Life Extension Projects 12.0 12.0
88 Interagency Cooperative Activities 12.0 12.0

Total Misslon Direct: Pre and Annual Planned 233.0 167.0 4.0
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ANIMAL DRUGS AND FEEDS

FY 2011 WORKPLAN CHANGES

WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2010 FY 2011
PAC PROGRAM/ASSIGNMENT
68001 NADA Pre-Approval Inspections 4.0 49 0.9
68808 (Pre-Market) GLP and Spon/Mon/Com 2.0 22 0.2
68810* Sponsors Qonﬁact Research R R
Orgs./Monitors
68811 (Pre-Market) Clinical Investigators 24 2.6 0.2
Pre-Approval Eval. of Animal Drugs &
68 Food Additives 8.4 7 13
71001A,B* Animal Drug Manufacturing Inspections 12.3 13.0 0.7
71003A-J Feed Contaminants 19.4 25.6 6.2
71004A Feed Manufacturing 45 5.1 0.6
71006 lllegal Drug Residues in Meat and Poultry 31.9 38.3 6.4
71009, 71R844** |Ruminant Feed Ban Rule (BSE) Program 39.6 33.1 -6.5
71R816 Methods Validation/Development Program 5.0 5.0
71R831, 71R838 |Forensic Evaluation and Sample Analysis 1.0 1.0
71V800 Center Initiated Assignments 1.0 1.3 0.3
Monitoring of Marketed Animal Drugs,
71 Feed, & Devices 114.7 122.4 7.7
Total Mission Direct: Pre and Annual
Planned FTEs 1231 132.1 9.0
* 68810 planned under 68808

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




MEDICAL DEVICES AND RADIOLOGICAL HEALTH

FY 2011 WORKPLAN CHANGES

FTEs

WORKPLAN [ WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2010 FY 2011
PAC PROGRAM/ASSIGNMENT
81010 Med Dev Problem Reporting-MDR/DEN F/U 0.5 0.5
81 Postmarkeat Assurance: Devices 0.5 0.5
82008 Monitoring Device of Foreign Origin-lmporis 38.5 44.0 55
82845A,8,C,G H,S|Inspeclion of Medical Dev Mfgrs: GMP Domestic 97.6 1024 4.8
82845B Inspection of Medical Dev Mfgrs: GMP Foreign 19.6 226 3.0
B2845P Inspection of Accrediled Persons: MDUFMA 0.5 1.0 0.5
82845J Audits of Accrediled Persons 03 0.3
822002 Condom Assignment 3.6 3.6
822003 Mfgrs & Imporiers of Surgical/Exam Gloves 75 8.8 1.3
822800 Center Iniliated Assignments 1.0 20 1.0
82R816 Methods Validation/Development Program 2.0 2.0
82R838 Forensic Evaluation and Sample Analysis 03 0.3
B2 Compliance: Devices 170.9 187.0 16.1
B83001/A Med Dev Premki/Postmki Insp Domestic 7.1 71
B3001/A Med Dev Premkt/Postmki Insp Foreign 2.6 2.6
83808-11 Bioresearch Monitoring Domaestic 241 23.3 -0.8
83810-11 Bioresearch Monitoring Forelgn 1.2 20 0.8
83 Project Evaluation: Devices 35.0 35.0
847002 Test Method Developmeni & Evaluation 3.7 37
84R816 Methods Validation/Development Program 1.0 2.0 1.0
84 Science: Devices 4.7 5.7 1.0
85014 Mammography Facililies Insp Program Domestic 145 14.5
85014 Mammography Facilities Insp Program Foreign 0.1 0.1
85 Mammography Quality Standards Act (MQSA) 14.6 14.6
86001 Inspection of Mfgrs of Laser Producls Domestic 4.3 4.3
86001 Inspection of Mfgrs of Laser Producis Foreign 0.2 0.5 0.3
86002 Field Implementation of Sunlamp Products 03 0.3
86003 Field Co_mpllanoe Tesling of Diag X-Ray Equip 76 76
Domastic
86003 Fleld.Compllance Testing of Diag X-Ray Equip 10 10
Foreign
86004 Field Compliance Testing of Cab X-Ray Equip 0.5 0.5
86006A,B,D.E Compliance Tesling of Eiec Prod at WEAC Domestlc 31 31
86006 Compliance Testing of Elec Prod at WEAC Foreign 0.8 0.4 -0.4
86007 Imported Electronic Products 7.5 8.5 1.0
86008 Med Dev & Bad Hith Use Conirol & Policy 3.0 30
Implementalion
86009 Emergency Planning & Response Activities 20 2.0
86 Radiation Control & Health Safety Act (RCHSA) 30.3 31.2 0.9
Total Mission Direct: Pre and Annual Planned 256.0 274.0 18.0
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SERVICING LABORATORIES

FY 2011
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS
REGIONS>>>>>053330005555 555 5> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>>>> NWE NYK BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SN DAL DEN KAN SWiD SWID { LOS SAN SEA
FOOD & COSMETICS TXSNM CARAZ
|03 FOODBORNE BIOLOG HAZARDS
IMPORT A/L ACID CAN FD 030034 | NRL NRL SR1L ARL SRL ARL ARL - NRL SRL SRL SRL SRL - DEN KAN ARL PRS PRS  SAN PRN
IMP CHEESE PRODUCTS (Filth) 03037B SAL NRL SRL ARL SRL ARL ARL - SRL SRL SRL SRL SRL DEN DEN DEN ARL PRN PRE  SAN PRN
DOM ACID/L ACID CAN FD 03803A NRL NRL 8RL ARL BRL DEN ARL NRL NRL SRL SRAL SRL SRL DEN PEN KAN - - PRS SAN PRN
DOMESTIC FOOD SAFETY (Filtk) 038038 NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SAL SRL SRL KAN DEN KAN - - PRS PRS PRN
DOMESTIC FOOD SAFETY 03803C NRL NRL SRL ARL SRL ARL ARL NRL NRL SAL SRL SRL SRL KAN DEN KAN - - PRS SAN PRN
IMPORTED FDS-GENERAL (Fllth)  03818A NRL KRL SRL ARL SRL ARL ARL — NRL SRL SRL SRL SRL - - - ARL PRS PRS PRS PRN
IMPORTED FDS-GENERAL 038198 NRL NRL SRL ARL SRL ARL ARL — NRL SRL SRL SRL SRL - - - ARL PRS PRS SAN PRN
DOM FISH & FISHERY PROD (Flilth) 038428 NRL NRL SRL ARL 9RL ARL ARL NRL NRL 8AL SRL SRL SRL ARL  ARL ARL - - PRS PRS PRN
DOM FISH & FISHERY PROD 03s42C NRL NRL SRL ARL SRL ARL ARL NRL NRL SAL 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 SRL SRL SRL SAL - ARL ARL ARL PRS PRS PRS PRN
IMFPORT SEAFOOD PROD 038448 NRL NRL SRL ARL SRL ARL ARL - NRL SRL SRL SRL SRL - ARL ARL ARL PRS PRS SAN PRN
ORGANOLEPTIC ANALYSIS++  03844C | NRL  NRL - = - - = = - = = i - - - - - - - - PRN
JUICE HACCP 03847H NAL NRL 8RL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL ARL  ARL ARL - - PRS SAN PRN
FOOD DEFENSE (Im O03RB45 NRL NRL | WEA WEA KAN FCC FCC FCC NRL SRL BRL SRL DEN ARL DEN KAN ARL PRS PRS SAN PRN
[04_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 04004D | -ARL- -ARL-| -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL-| -ARL- -ARL- -ARL- -ARL- | -ARL- -ARAL- -ARL- - - “ARL- -ARL- -ARL~
IMP FOODS - PESTICIDES 04004A 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 SAL SRL SRL SRL - KAN KAN ARL PRS PRS PRS PRN
TOXIC ELM IN FDS DT 04018A NRL NRL SAL KAN SRL KAN KAN SRL SRL SRL SRL SRL SRL KAN KAN KAN KAN KAN SAN SAN SAN
TOXIC ELM TRL&CK WARE-D/ 040198 NRL NRL SRL KAN SRL KAN  KAN 8RL BRL SRL SAL 8RL 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 04838 -KAN- -KAN- | -KAN- -KAN- -KAN- KAN -KAN- HAN- -KAN- | -KAN- -KAN- -KAN- JKANe | -KAN- AN- -KAN- - - SKAN: -KAN- -KAN-
|07 MOL BIO & NATURAL TOXINS
MYCOTOXINS DOM FDS (AFLA) 07001 -SRL- -SRL- | -SRL- -SRL- -SRL- -8RL- -SRL. -SRL. -SRL-| -SRL- -SRL- -BRL- .SRL-| -SRLe <SRL= <SRL- - - -SRL- -SAL- -SRL-
MYCOTOXINS DOM FDS (FUM) 07001 | -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN- -KAN.- -KAN- -KAN- | AN~ -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 HAN - - PRN PRN PRN
MYCO DOM FDS (DON,PATULIN) 07001 NRL NRL NRL SRL NRL 8RL 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 SAL SRL SRL SRL KAN KAN KAN KAN KAN PRN PRN PRN
MYCOTOXINS IMP FDS (FUM) 07001 -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 FD5 (DON, PATULIN) 07001 NRL NRL NRL SRL NRL SRL BRL NRL NRL 8AL SAL SRL SRL KAN KAN KAN KAN KAN PRN PRAN PRN
MYCO IMP FDS (SPEC SUR 07001 -BRL- SRL- | -SAL- -SAL- -3RL- SRL -SRL- -SRL- -SRL-| -SRL- -SAL- -SRL- -SAL-| -SRL- -SRL- -8RL- .SRL- -SAL-| -BRL- -SRL- -SRL-.
IW FOOD & COLOR ADDITIVEE
IMPORT FOODS (FD ADDS) 08008A NRL NRL NRL ARL NRL DET ARL —_ NRL SRL SRL 8AL SRL DEN DEN DEN DEN DEN SAN SAN  SAN
IMPORT FOODS (COLOR) 080068 NRL NRL NRL ARL NAL DET ARL _— NRL SRL SRL SJN SJN DEN DEN DEN DEN DEN SAN SAN SAN
DOM FD SAFETY (COLOR) 08803,E NRL NRL NRL ARL NRL DET ARL _— NRL SRL SRL SJIN 8N DEN DEN DEN - - SAN SAN SAN
DOM FD SAFETY (FD AD. 09803,F NRL NRL NRL ARL NRL DET ARL -— NRL SRL SRL SRL 8JN DEN DEN DEN — - SAN SAN SAN
18 _TECH ASSIST: FODD & COSMETICS ==
INTERSTATE TRAVEL SANIT 18029A-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 I = =
MEPICAL FOODS 21002 -3RL- -SAL- | -SRL- +SRL- -SRL- -3RL- -SRL- +SRL- +SRL-| -SRL- -8RL- -SRL- -SRAL-| -SRL- -9RL- -SRL- - - «S5RL- +SRL- -SRL-
NLEA ENFORCEMENT DOM 21003 -S8RL- -SRL-| -8RL- -SAL- -BRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - -5RAL- -SAL- -SRL-
NLEA ENFORCEMENT IMP 21008 -SRL- -8RL- | -8RL- -SRL- -SRL- .SAL- -BAL~ =—  .BRL-| -8RL- -SRL- -SRL- -SRL- - -SRL- -SRL- -SRL- -SRL-| -SRL- .SRL- -SRL-
NLEA ENFORCEMENT D/I {Allergen) 21005 NRL NRL | NRL NRL NRL NRL NRL NRL NRL | SRL. SRL SRL SRL | SRL SRL SRL - - SRL SRL  SRL
INFANT FORMULA DOM/TMP 21006 -8RL- -SRL- | -SRL- -S5RL- -SRL- -SAL- -SRL- -5RL- -BRL-| -SRL- -8RL- -BRL- -BRL- - -SAL- -SAL- -SRL- -SRL-| -SRL- :SRL- -SRL~
DIETARY SUPPLEMENTS 21008 | -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL.| -8RL- -SRL- -9RL- -SRL-| -SRL- -SRL- -SRL- -SRL- .SRL-|-SRL- -SRL- -SRL-
SELECT NUTH IN FOOD SURVEY 21839 | -KAN- -KAN- | -AN. KAN- -KAN- -KAN. -KAN. -KAN- -KAN- | -KAN- -KAN- -MAN- -KAN-| -KAN- -KAN- -KAN- - ~ | KAN- -KAN- -KAN-
!29 COSMETICS i === -
DOM/IMP COSMETICS 28001 NAL NRL NRL ARL NRL DET ARL NRL NRL BRL SRAL SRL SRL ARL ARL ARL ARL ARL SAN SAN SAN |

NATIONAL & SPECIAL SERYICING LABS INDICATED WITH DASHES (a.g. “WEA-)

+ Netlonal Experi: Collaciing Districts Chack wilh DFS (HFC-140) Except for Breaded Shrimp - Sse Compllance Program for list of laborelories
++ Natlonal Expert: Collecting Districts Chack with DFS (HFC-~140)

SWID - TX & NM Column: Samples collociad In TX ar NM will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collacted In CA or AZ will be analyzed by lhe Labs |isted,



SERVICING LABORATORIES

FY 2011
CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS
REGIONS>>>>>>>>>>5>>>55>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
HUMAN DRUGS TXSNM CAaAZ
[46 NEW DRUG EVALUATION
NDA CREM INSP 48832 NRL  NRL [ PHI  DET FCC DET DET PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - - | PRS  PRN PRN
PRE APPROVAL PROFILE 48832B,C | NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL  NRL NRL NRL | FCC FCC  FCC - - | FCC FCC  FCC
PRE APPR FOREIGN CHEM INSP 46832 NRL  NRL | PHL  PHL FCC PHI PHI PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - - | PRS SAN PRN
PRE APPR FOREIGNPROFILE _ 48832B.C | NRL NRL | NRL __NRL NRL NRL NRL NRL NRL | NRL NRL NRL _NRL { NRL _NRL _NRL - -~ | NRL _NRL NRL
62 GENERIC DRUG EVALUATION -
ANDA CHEM INSP 52832 NRL NRL | PHI  PHl FCC DET PHI PHI  PHI | SRL SRL SRL SJN | DEN DEN KAN - - | PRS  SAN PRN
GENPRE APPROV PROFILE ~ 52832B,C | NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL  NRL NRL NRL | FCC FCC FCC - - | Fce Fcc Fcc
PRE APPR FOREIGN CHEM INSP 52832 NRL NRL | PHt  PHI PHt PHI PHI PHI PHI | SRL SRL SRL SIN | DEN DEN KAN - - | PRS PRN PRN
PRE APPR FOREIGNPROFILE__ 52832B,C | NRL NRL [ NRL NRL __NRL NRL NRL NRL NRL | NRL _NRL NRL NRL | NRL NRL NRL - - | NRL NRL _NRL
{58 DRUG QUALITY ASSURANCE -
DPI CHEM ON INSP 56002A-F| NRL NRL [ PHI DET PHI DET DET PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - - | PRS PRN  PRN
DRUG PROCESSINSP (DSA) ~ 56002A-F| NRL NRL | PHL PHI PH DET PHI PHI PHI | SRL SRL SRL SIN | DEN DEN DEN - -~ | PRN  PRN PRN
FOREIGN CHEM INSP 56002A-F| PHI  NRL | PHI  PHl FCC DET PHI PHI PHMI | SRL SRL SRL SJN | DEN DEN KAN - - | PRS SAN PRN
DRG QUAL SAMP/TEST (API) ~ 56008A | -8JN- -8JN- | -SJN- -8JN- -SJN- -SJN- -SIN- -SIN- -SJN- | -SJN.- -SIN- -SIN- -SIN- | -SIN- -SUN- -SIN. -SJN- -SIN-|-SUN- -SIN- -SUN-
DRG QUAL SAMP/TEST (DPS) ~ 56008A | NRL NRL | PHl  PHI PHI DET PHI PHl PHl | SRL SIN SRL SIN | DEN DEN KAN - - | PRS PRN PRN
DPS AP] 56008H | NRL NRL | PHI DET PHL DET DET PHl PHI | SRL SIN SIN SIN | — — — 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  56021AB | NRL NRL | PH  DET PHI DET DET PH PHI | SRL SRL SJN SJN | DEN DEN DEN - - | PRN  PRN  PRN
RXDRGMKTGACT(PDMA) _ 560022A | NRL__NRL | PHI PHI _PHI _PHI __PHI__PHI__PHI | SJN SJN SN SIN | DEN DEN DEN - — | PRN__PRN _PRN
{83 INTERNET, FRAUD, OTC MONO 83001A | PHI __NRL | PHL __PHI __PHI __DET __PHI __PHI _PHI | SRL SRL SRL _SJN | DEN DEN KAN - — | PRN__PRN _PRN

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

The Analyzing Laboratories for Samples Collected Under 56008A/H, Drug Produci Survalllance will ba asalgned by DFS (HFC-140) based on expertise of drug lab for each specHic drug sampled,
SWID - TX & NM Column: Samples collected In TX or NM will be analyzed by the Laba listed.
SWID ~ CA & AZ Column: Samples collected In CA or AZ wlll be analyzed by the Labs listed.




SERVICING LABORATORIES
FY 2011

CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS

REGIONS>>5>>>353> > 200005 >>>> NORTHMEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>5>5>>>>>> NWE  NYK BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJIN DAL DEN KAN SWID SWID | LOS SAN SEA
ANIMAL DRUGS & FEEDS TXSNM  CARAZ
[68_PRE APPR MON ANIMAL DGS FEEDS
NADA PRE APPROVAL INSP 668001 NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRL SRL SRL KAN KAN KAN - - PRN PRN PRN
NADA PRE APPROVAL INSP 88001G NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRL SRL SRL KAN KAN KAN - - PRN PRN PRN
METHOD VALIDATION 48001 NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRL SRL SRL DEN DEN KAN - - PRN PRN PRN
GLP NON-CLINICAL 68808 NRL NRL KAN ARL KAN ARL ARL SRL KAN SRL SRL SRL SRL KAN DEN KAN - - PRN PRN PRN
GLP NON-CLINICAL 88808G NRL NRL KAN ARL KAN ARL ARL SRL KAN SRL SRL SRL SRL KAN DEN KAN - - PRN PRN PRN
71_POST APPR MON ANIMAL DQS 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/IMF FEED CONTAMIN 71003A NRL NRL SRL KAN SRL ARL KAN NRL NRL SRL SRL SRL SRL KAN KAN KAN ARL ARL FRS 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 MYCO (FUM) /1 71003C -KAN-  -KAN- | -KAN- -KAN- -KAN- -KAN- -KAN- -KAN- -KAN-|-KAN- -KAN- -KAN- -KAN-|.KAN- -KAN- -KAN- -KAN- -KAN- | .KAN- -KAN- -KAN.
FEED CONT MYCOTOXINS DA 71003C NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | PRN PRN PRN
FEED CONT DIOXIN ANALY DA 71003G -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -ARL-
FEED CONT ANTIBIOTICS D/I 71003K NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN ARL ARL PRN PRN PRN
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 71005 -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-
ILL RESIDUES IN MILK T71008M ARL ARL DEN DEN DEN DEN DEN DEN DEN SRL SRL SRL SRL 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 71008 NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN - - PRS PRS PRN
BSE PROGRAM IMPORT 71RB44 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 a1010 -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 RADIONGCLIDES 1010 “WEA-_ WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- WEA. WEA-|-WEA- .WEA- -WEA. .WEA.| -WEA- -WEA- -WEA. -WEA- W EA- | -WEA. -WEA- -WEA-
|82 COMPLIANCE: DEVICES _ __
MON DEV FOREIGN ORIGIN 82008 -WEA- -WEA. | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA.|-WEA- -WEA. -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA-
MFRS - REAGANTS B2845C -WEA- .WEA- | -WEA. .WEA. -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA. -WEA- -WEA.|-WEA. -WEA- -WEA- -WEA- -WEA.| -WEA. -WEA- -WEA-
MFRS - IN VITRO B2845C -WEA- -WEA- | -WEA- -WEA- -WEA- .WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA.| -WEA. -WEA- -WEA-
MFRS - SPORICIDAL 82845C WEA WEA | WEA WEA WEA WEA WEA WEA WEA | WEA WEA WEA WEA | DEN DEN DOEN 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 a2zo02 WEA WEA | WEA WEA WEA WEA WEA WEA WEA | WEA WEA WEA WEA | PRS PRS PRS PRS PRS | PRS PRS PRS
SURGICAL EXAM GLOVES 82z003 - - WEA - WEA WEA WEA WEA WEA | WEA WEA WEA WEA | PRS PRS PRS PRS PRS | PRS PRS PRS
CTR INIT ASGN TEST KT/REAG 022800 -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-

SWID - TX & NM Column: Samples collecled In TX or NM will be analyzad by the Labs listed.
SWID - CA & AZ Column: Samples collected In CA ar AZ will be analyzed by the Laba llsted.

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (a.9. -WEA-)




SERVICING LABORATORIES

FY 2011
MICROBIOLOGISTS
REGIONS>>>25000000 000000500 NORTHEAST CENTRAL SOQUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>> NWE NYK BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJN DAL DEN KAN SwWID SWID | LOS SAN SEA
FOOD & COSMETICS TXaNm CAzAZ
| 03 FOODBORNE BIQLOG 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 ACID/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- -S5RL- -SRL- -SRL- -SRL-| -SRL- .SRL- -SRL. .SRL-| -SRL- -SRL- -SRL- - - -SRL- -SRL- -SRL.
DOMESTIC FOOD SAFETY 038030 NRL NRL SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - PRS SAN PRN
IMP FOODS GENERAL* 0381eC NRL NRL SRL DEN SRL DEN DEN —_ NRL SRL SRL SRL SRL DEN DEN DEN ARL PRN PRS SAN PRN
DOM CHEESE PRODUCTS 03037D 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  03842D NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN - - PRS SAN FPRN
IMPORT SEAFOOD FROD 03844D NRL NRL SRL ARL SRL ARL ARL — NRL SRL SRL SRL SRL DEN DEN DEN ARL PRS PRS SAN PRN
TMPORT MICRO ASSIGN 03F088 NRL NRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL DEN DEN DEN ARL DEN PRS SAN PRN
DOMESTIC MICRO ASSIGN 03F100 NRL NRL ARL ARL ARL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN - - PRS SAN PRN
+ENVIRONMENTAL SAMPLING 03FB800 WEA NRL [ SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - PRS SAN PRN
FOOD DEFENSE (Tmp/Dom) 03RB45 NRL NRL NRL NRL NRL SRL SRL SRL NRL SRL - SRL SRL SRL DEN DEN DEN ARL PRS PRS SAN PRN
OUTBREAK & EMERGENCY 03RB30 NRL NRL { SRL ARL SRL ARL ARL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - 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
|18 TECH ASSIST: FOOD & COSMETICS
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 =
MEDICAL FOODS DOM/TVP 21002 -SRL- «SRL- | -S8RL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -8RL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - «SRL- -SRL- -Sﬁ
INFANT FORMULA DOM/IMP 21006 -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- +SRL- -SRL-| -SRL- -SRL- -SRL- - - «SRL- -SRL- -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-
|22 _DOMAMP COSMETICS/COLOFR 28001 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 It 58002 NRL NRL | SRL NRL SRL NRL NRL SRL SRL | SRL SRL SRL SRL | DEN DEN DEN - - SAN SAN SAN
DRG QUAL SAMP/TEST 56008A NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL DEN DEN DEN - - SAN SAN SAN
DQRS/NDA FLD ALERTREPT 58021AB| NRL NRL | SRL  NRL SRL__NRL NRL SRL SRL | SRL SRL SRL SRL | PEN 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 (a.g. -WEA-)

*Import Foods: SWID CA & AZ samples callscied for micro analyals only go to PRL-NW. No spllt samplss. Samples requiring any chem analysle go to PRL-SW.

SWID - TX & NM Cofumn: Samples collected In TX or NM will be analyzed by the Labs lIsted.

SWID - CA & AZ Column: Samplea collecled in CA or AZ wlll be analyzed by the Labs listed.

+ Detrolt High Throughput Laboratory will serve as a Servicing Laboratory for Salmenelia testing for all Diatricts.



SERVICING LABORATORIES

FY 2011
MICROBIOLOGISTS
REGIONS >>>>>>>>>>>>3>3>3>>>>> 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 & FEED TXENM CARAZ
|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/ 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 710086 -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
|B1 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 DEY 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 828455 | \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 828455 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA. -WEA- -WEA- -WEA- | -WEA. WEA- -WEA-
MED MFG BIOINDICATOR 028455 | -WEA- -WEA. | -WEA- -WEA- -WEA- .WEA. -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA. | -WEA- -WEA- -WEA. -WEA. “WEA- | \WEA- -WEA- -WEA.
MFRS - DISINFECT 02845C | WEA WEA | WEA WEA WEA WEA WEA WEA WEA | WEA WEA WEA WEA 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 DIAGNOS 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 - STERILITY 827300 | -WEA- -WEA- | -WEA- -WEA- -WEA- WEA- -WEA- -WEA- -WEA.|-WEA- WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- -WEA. -WEA- -WEA- -WEA-
CTR INIT ASGN - MEDIATEST __ 822800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- .WEA- -WEA- -WEA-| -WEA- .WEA- -WEA. .WEA.| -WEA- -WEA- WEA- -WEA- -WEA- | WEA- -WEA- -WEA-
(84 SCIENCE: DEVICES = _
METHODS YALIDATION 842002 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA.- -WEA- -WEA. -WEA- | -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA.| -WEA- -WEA. -WEA-

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

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




SERVICING LABORATORIES

FY 2011
ENGINEERS/PHYSICISTS
REGIONS >>555555535>>3555> NORTHMEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHl | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
MEDICAL DEV & RAD HLTH TXENM  CAZAZ
|81_POSTMKT ASSURANCE: DEVICES _
PROB REPORT MDR/DN F/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 B2845C | -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- — — — — — — — — — — — — — — — - —
CTRINITIATED ASGNMTS 82ZB00 | -WEA- -WEA- | WEA- -WEA- -WEA- -WEA- -WEA- -WEA. -WEA-|-WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA-
[84 _SCIENCE: DEVICES B B - B B B —
METHODS VALIDATION 84Z002 | -WEA- -WEA- | -WEA- -WEA- .WEA- -WEA- -WEA- -WEA- -WEA- [ -WEA- -WEA.- -WEA- -WEA-| .WEA- .WEA. .WEA- -WEA. -WEA.|.WEA.- .WEA- -WEA-
|88 _RCHSA AUTHORITY
COMF TEST ELECT PROD BBADBA-E | -WEA- -WEA- | -WEA- -WEA- WEA- -WEA- -WEA- -WEA. -WEA- | -WEA- -WEA- -WEA- -WEA. | -WEA- -WEA. -WEA- -WEA- -WEA. | -WEA- -WEA- -WEA.
DMPORTED ELECT PROD 86007 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 wlll 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 2011

OPERATIONAL FTES TOTAL
OPERATIONAL
FTEs
DOMESTIC IMPORY FOREIGN

TOTAL ALL PROGRAMS 1390.5 635.1 170.7' 2196.3
FOODS AND COSMETICS T48.3| 513.0 3D.Dﬁ 1292.2
BIOLOGICS 120.4 4.0 6.6 1310
HUMAN DRUGS 231.4 37.9‘ 977 367.0
ANIMAL DRUGS AND FEEDS 1085 17.34 6.31 1321
MEDICAL DEVICES AND RADIOLOGICAL HEALTH 181 .91 62.9§ 29.2 274.0#
TOBACCO (GUIDANCE ONLY)




CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2011
OPERATIONAL FTES TOYAL
OPERATIONAL
PPS FTEs
NO. |PROJECT TITLE DOMESTIC | IMPORT | FOREIGN
TOTAL 748.3 513.0] 30.9 1292.2
s [FoooBorNE BloLoGICAL HAZARDS 492.2 3955 30.7 918.4
4 Tesncmss AND CHEMICAL CONTAMINANTS 1269 77.3| 204.2
7 |MOLECULAR BIOLOGY AND NATURAL TOXINS 138 5.3| 19.1
8 |FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 15.6{ 15.6
18 |TECHNICAL ASSISTANCE: FOOD AND COSMETICS 76.5 76.5
21 |FOOD COMPOSITION, STANDARDS, LABELING AND ECONOMICS 35.9 13.9 0.2 50.0
20 |COLOR AND COSMETICS TECHNOLOGY 3.0 5.4 8.4




PROJECT SUMMARY SHEET

FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmelics Foodborne Biological Hazards- 03
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT [ _7 OPERATIONAL
CODE DOMESTIC [ IMPORT | FOREIGN FTEs
TOTAL 4022 305.5 30.7 918.4
1| Imported Acidified & Low Acid Canned Foods (13003,A 153 15.3 03-2
2 | Domestic & Imported Cheese & Cheese Products 103037,B,D 10.3 11.3 2.7 24.3 03-3
3 | Domestic Acidified & Low Acid Canned Foods 03803A 26.3 54 31.7 03-4
4 | Domestic Food Safety {03803,B,C,D,E 107.7 14.5 122.2 03-5
5 | Imported Foods - General I03819A,B,C 250.1 250.1 03-6-7
6 | Domestic Fish & Fishery Products Inspections IO3842,B,C,D,H 43.9 5.6 49.5 03-8
7 | Imported Seafood Products I03844,B.C,D,H 89.7 89.7) 03-9-10
8 | Juice HACCP Inspection Program l03847,l{ 5.9 0.7 6.6 03-11
9 | Imported & Domestic MICRO Assignments 4&)3!’098;03!’100 24.5 24.4 48.9 03-12
10 _| CFSAN Environmental Sampling and Assignments* |03F830;03R858 172.8 172.8 03-13
11 ) Unspecified Foreign Inspections/Assessments 03R233 | 2.5 2.5 03-14
12 | Methods Vaiidation/Development Program 03R816 7.0 7.0 03-15
13 | Outbreak and Emergency Response (PPS 03) J03R839 77.8 77.8 03-16
14 { Contract Management I03R843 12.0 12.0 03-17
15| Food Defense Jo3rsss 4.0f 4.0 8.0 03-18
* Includes 04R858
ENTER PROJECT MANAGER/TELEPHONE IORA PLANNER/TELEPHONE
Glen Bass 301-436-2774 Michelle Bukowczyk 301-796-4362
FORM FDA 2622 (10/09) PAGE NO. 03-1




FY 2011 ORA WORKPLAN October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import Acidified and Low Acid Canned Foods Foodborne Biological Hazards -03
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03003, 03003A ORA GENTER 153
6. 2 3 TR [ ] 8
R DISTRICT/ IMPORT IMPORT w IMPORT IMPORT IMPORT
E SPECIALIZED INVESTI SAMPLE ) FELD SAMPLES SAMPLES
G LABORATCRY GATIONS coLL 9&.}, EXAMS TOBE TO BE
| {HOURS) 1 y l ANALYZED § ANALYZED
[0} MICRO CHEM
N —— : (n
TOTAL FIELD 884 1400f 1 8410 1300
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
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 v - .5 7.0 10.0
TOTAL HOURS 684 Bl ——— —§ —— 3205] 9100 1000
CONVERSION FACTOR as50] == 950| 1180 1180
[TOTAL OPERATIONAL FTEs 0.72 2.65 - | = 3.37| 7.71 0.85
(1) - Import Field Exams Hours are for Field Exams as required by the District to cover program priorities.
Imporl Field Exams are 1o roulinely include: Verification that the imported product is the same as declared (Recongciliation Exam); and
assessment of security concems related to labeling & source counlry (including container integrity, signs of intentional adulleration, etc.);
Jtraditional safety concems. These aclivilies are to be reported as a single import Field Exam under this Compliance Program and PAC.
Only one exam should be reporled per line entry. Only in the evenl of a Pre-Determined *for cause™ CT Exam, or in the event CT suspicions
are raised while conducting routine work requiring follow-up, should the CT Exam be reported under the CT PAC (03R845, 04R845, etc.).
See IOM Section 5.4.1.4 for additional information on Food & Cosmaetic activities.
Surveillance aclivities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives
will be reporied under, and credited lo, this program unless oltherwise directed.
Note: send SWID samples collected from TX & NM o ARL; send SWID samples collecled from CA & AZ to PRS.,

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-2




FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

Domestic & Imported Cheese & Cheese Products Foodborne Biological Hazards -03

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

03037, 03037B, 03037D ORA CENTER 243

B. 1 1 2 3 4 - 7 B 8
DISTRICT/ FOREIGN DOMESTIC DOMESTIC DOMESTIC PORT ﬁ DOMESTIC WPORT IMPORY

SPECIALIZED INSPEC- INSPECTIONS INVESTH SAMPLE SAMPLE SAMPLES SAMPLES SAMPLES
LABORATORY TIONS INCLUDING GATIONS coLL coLL TO BE TO BE TOBE

HIGH {Honare) MICRO D B0 | ANALYZED | AMALYZED | ANALYZED

RISK MICRO MICRO CMEM

(1) (2) @) ) T -
TOTAL FIELD 63 204 760 200 saof 200 630 75

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 40.0 18,0 4.0 2.0 18.0 18.0 6.1

[rovAL HouRs 2520 3572 760 1160 1260 5220| 11340 458

|cONVERSION FACTOR 950 o50| 950 aso| sk —| 1180] 1180] 1180

ITOTAL OPERATIONAL FTEs 2.65 3,87] 0.80 1.22] Y e s.42] 0.61] 0.39

9. REMARKS

(1) - Foreign inspections planned at HQ will be conducled by the Foreign Food Cadre. Foreign inspection resources spread by DFI.

ZO0—-GOm2aD

(2) - Domestic resources are to complele the domestic high-risk performance goal. Additional resources are set aside under the
Domestic Food Safety, Domestic LACF, and Domestic Fish programs. Does not include time for high risk inspections that will be
conducted under state contracts.

(3) - Investigation Hours are provided for assignments to cover the investigation of raw milk cheese (based on inspection time).
(4) - Domestic Sample Colleclion - Districts may collect both compliance and surveillance samples according to the guidance obligations
in the compliance program to fulfill their sampling obligation. If no problems are observed al the firm, the disiricts may accomplish sampling

obligations by collecting samples during the inspeclion, or by collecting samples al the wholesale / retail level.

(5) - Filth analysis should be dane as needed on split import samples collected for more then one attribute.
Note: send SWID samples collecled from TX & NM to NRL; send SWID samples collected from CA & AZ to NRL.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-3




FY 2011 ORA WORKFLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Domestic Acidified and Low Acid Canned Foods Foodborne Biological Hazards -03

3 PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03803A ORA CENTER 3.7

6. 1 1 3 3 i § 7 7 9
CISTRICT/ FOREIGN DOMESTIC DOMESTIC | GUIDANCE GUIDANCE FIELD DOMESTIC | DOMESTIC BETTER
SPECIALIZED INSPEC- | INSPECTIONS | SAMPLE ooMESTIC DORESTIC EXAM/ SAMPLES | SAMPLES [PROCESSING
LABORATORY TIONS INCLUDING coLL BAMPLE SAMPLE TESTS TOBE TO BE SCHOOL
HIGH cou. col ANALYZED | ANALYZED | TRANNG
RISK wmcno CHEM (Hours) MICRO CHEM (Hours)

(1] 2) (3) _u {d) 5)
TOTAL FIELD 230 545 2100 g 1520 188 21 760

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 ORILEANS

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

ZO-Gm=a

HOURS PER OPERATION 22.2 35.0 6.0 3 14.0 14.0

froTAL HOURS 5106 19075 126j ] 1520} 2848 204] 760
|CONVERSION FACTOR 850 950 950 ) o50] 1180 1180] 950
TOTAL OPERATIONAL FTEs 5.37 20.08 1.33] ! 1.60] 2.24 0.25] 0.80
9. REMARKS -

Repor all resources expended for NLEA under PAC 21005.

PAC 03R839 Response to Foodbome Emergencies - use resources when needed.

PAC 03803 is for inspections of central distribution warehouses where unlabeled cans are shipped for labeling and casing, and follow up
inspections of LACF/AF products for filth only.

(1) - Foreign inspeclions planned at HQ will be conducted by the Foreign Food Cadre. Foreign inspection resources are spread by DFI.

(2) - Domestic resources are to complete the demestic high-risk performance goal. Additional resources are set aside under the Domestic
Domeslic Cheese, Domeslic Food Safety, and Domestic Fish programs. Does not include time for high risk inspections 1hat will be
conducted under state contracts.

Inspect NAI firms on a 3 year inspection cycle. Stale inspeclions may be conducted in addition to the number of inspections assigned per
district.

(3) - Planned DSC are for projected “for cause™ sampling.

(4) - Field Exams are to include pH and canned seam evaluation.

(5) - Resources are for atlendance at Better Processing Schools (BPS).
Surveillance activities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives

will be reporied under and credited to the program PAC uniess otherwise directed.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 034




FY 2011 ORA WORKPLAN i October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic Food Safety Foodbomne Biological Hazards -03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03803,B,C,D,E,U* ORA CENTER 122.2

1 H 3 o ) 7 7 7
DISTRICT/ FOREIGN DOMESTIC INVEST- ODOMESTIC BUISANCE ) ESRIANEE | DOMESTIC | DOMEBTIC DsA
SPECIALIZED INSPEC- | INSPECTIONS | GATIONS SAMPLE poaane | oomEsTe | sauples | saMPLES NICRO
LABORATORY TIONS INCLUDING (HOURS) cow || sk Lty TO BE TOBE SALMONELLA
<ol ey
L= CnEd

HIGH INCLUDES ANALYZED ANALYZED SEROTYPING

RISK NAT'L EXPERT] ‘ MICRD CHEM (HOURS)

{1) {2) {3) = {8)
TOTAL FIELD 11708 §33 n, S 380 253 2075

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

ce [peTrOm

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 FRANGCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 32.9 18.0 6.0 [ 12.0 12.0

20~-0ma

TOTAL HOURS 13785 78894 11798 azes) ¥ ) 4560 3036 2075
CONVERSION FACTOR 950 950 950 950) ! 1180 1180 1180
TOTAL OPERATIONAL FTEs 14,51 83.05 1242| 4.00] ‘ s | 2.57 1.76

ﬁg, REMARKS

Resources for PACs 04803 and 09B03E F are included. Resources for audils are under State Contracts Program PAC 03R843.
Assignments for sprout producers and egg farms, if needed, will be taken from this program.

Non Seafood Inspectlions for EU and Chilean Cerlification will be handled by CFSAN Assignment and counted against inspactional
obligations of this program.

(1) - Foreign inspections planned at HQ will be completed by the Foreign Food Cadre. Foreign inspeclion resources are spread by DFI.
(2) - Domeslic resources are fo complete the domestic high-risk performance goal. Addilional resources are set aside under the Domeslic
Cheese, Domeslic LACF, and Domeslic Fish programs. Does not include time for high risk inspection that will be conducted under state

contracts.
(3) - A portion of Domestic Sample Collection resources are set aside for targeled Risk Based Surveillance Assignments in FY10.

(4) - Salmonella Serotyping: Samples generated from SRL & ARL go to ARL; Samples generated from olher labs go to Denver.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-5




FY 2011 ORA WORKPLAN Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER
Imported Foods General Foodbome Biological Hazards -03
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 8. OPERATIONAL FTE POSITIONS
03819, AB,C [ x] ora | X ] CENTER 250.1 [201.3
(03R833,03R824,99R&33) [x] [ :
b. 2 2 2 2 4 | " 3 8
R DISTRICT/ MAL NTERNATIO IMPORT IMPORT WMPORT GUEOARCE ) saodonafig  IMPORTY LMPORT
E SPECIALIZED COURIER MAIL INVESTH ENTRY SAMPLE WrORT. [ - .3 FIELD SAMPLES
G LABORATORY REVIEW FACILITY GATIONS REVIEW coLL BamrLE Leawmey EXAMS T0 BE
] {Hours) (Hours) {Hours) RO Ko, ANALYZED
0 (Hours) wena | 2eom MICRO
N {1) 2 _ X {31
TOTAL FIELD 2850 950 40165 20804 7500] api 7
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE [ NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADEL PHIA
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 L ABORATORY-NW
HOURS PER OPERATION 22 0.5 8.2
TOTAL HOURS 2850 850 10185 90804 16500]1 ‘ 56857 39770
CONVERSION FACTOR 950 950 950 1200 950 L 950] 1180)
[TOTAL OPERATIONAL FTEs 3.00 1.00 10.70 75.67 17.37| [ 59,85( 33.70
Nole: Please Review CFSAN's Import Risk Priorities List Available on Inside.FDA.Gov.
Resources in this program can be used to report Import Food Aclivities under the following PACs: 03R833 - Impor/Entry Review
Hours 99R833 - Evaluation Hours; 03R824 - Follow-Up to Refusal.
(1} - Invesligation Hours: Resources are for Import Filer Evaluations, Follow-up to Refusals (marking and tracking
the deposilion of detained lots) and other operalions as required by the Districl to cover program priorities. Districts should report
time under the appropriaie operation and PAC for the activities performed.
(2) - Import Entry Review Hours: Resources for these aclivilies cover All Imporl Food Programs.
(3) - All Import Field Exams are to routinely include the following:
(a) Verificalion thal the imported product is the same as that which was declared (Reconciliation Exam);
(b) An assessment of security concerns related to labeling & source Country (Including container integrity, signs of intentional
adulleralion, elc.);
(c) Tradilional safety concems.
These activilies are to be reported as a single import field exam under this compliance program and PAC. Only one exam
should be reporied per Line Entry. Only in the event of a Pre-Determined “"Far Cause* CT Exam, or in the event CT suspicions
are raised conductling routine Follow-Up, should an additional exam and time be reported under the CT PAC
(03R845, D4RB45, ect.) See IOM Section 530.04 for additional information on Food and Cosmetic Defense Activities.
FORM FDA 2621a (10/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-6



http:lnside.FDA.Gov

FY 2011 ORA WORKPLAN October 1,2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Imported Foods General Foodbome Biological Hazards -03

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

03819, AB,C [(x ] ora [ x] center 250.1 [48.8)
{03RB33,03R824,99R833) * ’

6. 8 8 ] 9
DISTRICT/ IMPORT MPORT OP CODE 92 PRIOR
SPECIALZED SAMPLES SAMPLE PRIVATE NOTICE
LABORATORY TOBE ANALYSIS LAB REVIEW
ANALYZED | SALMONELLA REVIEW {Hours)
CHEM RESISTANCE
(4) {5) (6)

ZO-0OOMX

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

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-S'

PACIFIC REGIONAL LABORATORY:
HOURS PER OPERATION 75

frorAL HouRs 19875 1180] a720| 32400

JCONVERSION FACTOR 1180 1180] 1180| 1200

TOTAL OPERATIONAL FTEs 16.84 1.00] 4.00| 27.00
. REMARKS

(4) - Import Samples to be Analyzed - Salmonella Resislant {Hours) will be performed by Denver Laboratory.

|(5) - Private Laboratory Review Time is for NRL, SRL, ARL, PRS analysts to review privale lab results submitted for imporied foods. Review
time MUST be reported under Miscellaneous Operation Code 92 with "PL" in the FACTS description field. Without consistency in
reporling, your lime will not be found and credited.

|(6) - Resources in Headquarters are for review of prior notices at the Prior Notice Center.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-7



http:llmrnnrrtP.rl

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Fish & Fishery Products Foodborne Biological Hazards -03
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
03842,B,C,D. H ORA CENTER 49.5
0. 1 1 3 >3 s e 7 7 7 9
R DISTRICT/ FOREIGN DOMESTIC DOMESTIC | CHAGANCE GURANEE | COMESTIC | DOMESTIC | NatlExpert LEVELD
E SPECIALIZED INSPEC- | ONSPECTIONS |  SAMPLE DOMESTIE | DOMESTIC | SAMPLES | SAMPLES DSA AUDITORS
G LABORATORY TIONS INCLUDING coLL 2aarit bAMPLES TOBE TaBE ORGANO CERTK
I HIGH TS g ANALYZED | ANALYZED EXAM FICATION
0 RISK MICHO LHEM MICRO CHEM {Hours) HOURS
N (1) (2) {3) J 4 (5}
TOTAL FIELD 230 1361 260 b N 2
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADEL PHIA
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 23.3 25.6] 5.0 =1 i : 17.0 13.0
[TOTAL HOURS 5359 34842 1400 ‘ . 3570 910 320 1600
CONVERSION FACTOR 950 850 850 . 1180} 1180 1180 950
TOTAL OPERATIONAL FTEs 5.64 36.68 W — = 3,034 0.77] 0.27 1.68
9. REMARKS
Additional PACs: 03R839; 04842A H; 07842F F,H; 09842; 21842, 21R829
(1) - Foreign Inspections planned under HQ will be conducted by the Foreign Food Cadre. Foreign inspection resources are spread by
DFI.
{2} - Domestic resources are to complete the domesilic high-risk performance goal. Additional resources are sel aside under the Domastic
Cheese, Domestic LACF and Domestic Food Safety programs. Does not include time for high risk inspections that will be conducled
under state contracts.
High Risk Potential Products (HRPP) processors whose last two inspections were NAI can be considered for a 2-year inspection cycle
unless the firm has added a new high risk seafood product to their line.
(3) - Domestic Sample Collections: Seafood colleclions are planned "For Cause Only." The number of samples planned per district are not
te be considered a goal or 1argel. Only collect "For Cause” samples following the guidance in Parl Ill, page 5, Section E.1 of the
compliance program. Verification samples are not to be collected.
1(4) - Organoleplic National Experl time
(5) - Level Il Auditors Certificalion Time: These hours are o provide auditors the time to evaluale/train other invesligators trying to maintain
Level |l Certification.
Note: EU Cerlification has been deleted because in June 2009 this responsibility was transferred to NOAA.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-8



I'Y 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Imported Seafood Products

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

3. PROGRAM/ASSIGNMENT CODE(S)

03844, B,C,D,H, U

4. WORK ALLOCATION

PLANNED BY

GENTER

ORA

5. OPERATIONAL FTE POSITIONS
89.7

ZO0~-~0OmM>D

DISTRICT/
SPECIALIZED
LABORATORY

1 2 4
IMPORTER IMPORT IMPORT
INSPEC- INVESTH- SAMPLE
TIONS GATIONS COLL
038444 (Hours) PHYSICAL
(2)

i (3)

MPORT
FIELD
EXAMS

1
GUIDANCE
WPONT
EAMPLE
oL
MCHD
A o

] B 8
IMPORT HPORT Nat1 Experts
SAMPLES SAMPLES ISA's
TOBE TOBE ORGANO
ANALYZED | ANALYZED ANALYSIS
MICRO CHEM HOURS
[4) {4)

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 FRANCISCC

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

375 1700 6400

14.0 2.6

16016|

0.5

3050 1180

11.0 5.3

TOTAL HOURS

5250 1700 16640|

8008]

48280 16165 1180

CONVERSION FACTOR

8950 950

gs0]

950|

1180 1180,

1180)

TOTAL OPERATIONAL FTEs

5.53) 1.79] 17.52]

p.43|

41.76] 13.70 1.00

9. REMARKS
Other PACs include: 07844; 09B44E,F; 21844

Note: NWE-DO will collect 76 MICRCO & 119 CHEM samples to be sent to WEAC Lab for analyses.
SWID samples collecied for TX & NM are lo be sent to ARL; SWID samples collecled for CA & AZ are to be senito PRS.

FORM FDA 2621a {10/09)

(1) - Inspeclions of Importers are to ascertain if the importer has complied with Seafood HACCP Regulations, not 1o perform filer
inspeclions.

(2) - Import Investigalions Hours are for Field Exams, Label exams, & other operations as required by (he Districl to cover program priorities
Report lime under the appropriate operations & PAC for activilies performed.

(3)- All Districts should concenlrate on collections as per the priorities set in the Imporl Seafood Compliance Program (C.P.)
For more delail please see the continualion sheet on page 03-10.

(4) - Mulliple Analyses will be run on numerous samples, both Micro & Chem, therefore analyses outnumber collections.

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN October 1, 2010

CONTINUATION SHEET
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Seafood Products Foodbomne Biological Hazards -03

9. Remarks

When physical samples are collecled for analysis, the guidance in the C.P. should be followed in determining what the product should be
analyzed for specifically: Raw scrombrotoxic fish should be analyzed for hislamine, not for MICRO: raw shrimp should be analyzed for
undeclared sulfite (and/or chemotherapeulics under PAC 04018 following the guidance in the C.P.), not for MICRO.

All Import Field Exams are to routinely include the following: a) Verification that the imported product is the same as thal which was declared
(Reconciliation Exam); b) An assessment of security concems relaled lo labeling & source country, including container integrity, signs of
intentional adulleralion, etc.; ¢) Tradilional safety concems.

[ These activities are 10 be reported as a single Import Field Exam under this C.P. & PAC. Only one exam should be reporied per line entry.
Only in the event of a pre-determined "For Cause” CT Exam, or in the event CT suspicions are raised conducling routine follow-up, should an
exam & time be reported under the CT PAC (03R845,04R845 efc.). See IOM Section 5.4.1.4 for additional information on
Food & Cosmelic Defense Aclivities.

{10/09) PAGE NO. 03-10



FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE
Juice HACCP Inspection Program

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

3. PROGRAMASSIGNMENT CODE(S)
03847H, 03847

4. WORK ALLCCATION PLANNED BY

ORA [ X ] center

6.6

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-Qm2xn

1
DOMESTIC
INSPECT-
TIONS

1 1 K
IMPORTER | DOMESTIC | Ollitasce
INSPECT- SAMPLE DOMESTE
TIONS coLL BaMPY
AINO.

o
DOMESTIC
SAMPLES

TORE
ANALYZED
| MICRO

ousonc. |
i
|

i
o

DOMESTKC
SANPLES
TCBE
ANALYZED
CHEM

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMCRE

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-N

HOURS PER OPERATION

22.0

~ bl

75) — e 55

13.0 5.0 . | 15.0

20

1190

[rorAL HOURS

g25]

220]

ICONVERSION FACTOR

950

650| 315j
g50| 950

1180]

1180]

TOTAL OPERATIONAL FTEs

4.63

0.68] 0.39

0.70]

0.19]

9. REMARKS

Use "H"* PACs for HACCP Verification Samples and the HACCP component of inspeclion.
Use Non "H" PACs for "For Cause” sampies and filth/sanitation companent of inspection.

DSC resources have been provided for anticipated “for cause” and "verification™ samples.

Additional related PACs: 04847; 07847H; 09847 H; 21847H. Use PAC 03847 for General Sanitation Issues (non-HACCP).

State inspections may be conducled in addition 1o the number of inspections assigned per district (PAC 035004). Resources have been
added 1o cover foed security issues at all domeslic processor inspections. Inspectional priority is as follows: Firms associated with recent
outbreaks, unpasteurized juice firms, firms whose previous inspections were OAl, and firms that have not yel been inspected.

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

FORM FDA 2621a (10/09)
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Y 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE

Imported & Domestic Micro Assignments

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

3. PROGRAM/ASSIGNMENT CODE(S)

03F(98 Import
03F100 Domeslic

4. WORK ALLOCATION PLANNED BY

[ x ] ora CENTER

5. OPERATIONAL FTE POSITIONS
48.9

DISTRICT/
SPECIALIZED
LABORATCRY

INVESTH
GATIONS
(Howrs)

ZO—-GmaA

DOMESTIC
SAMPLE
cou

{1

4 7 7 8
MPORT DOMESTIC HIGH MPORT
SAMPLE SAMPLE THROUGHPUT SAMPLE

colL ANALYSIS
MICRO DOMESTIC

SAMPLE
ANALY SIS

MICRO

2)

L ABORATORES| ANALYSIS [LABORATORIES

8
HIGH
THROUGHPUT

INPORT
SAMPLE
ANALYSIS

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK
REGIONAL LAB

WEAC
REGIONAL STAFF
BALTIMORE

CHICAGQO

CINCINNATI

DETRQIT
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

1100

NE

CE

SE

Sw

PA

700

3.0

1000 442

3.0 25.0 20.0 25.0

443

20.0

TOTAL HOURS 1100

2100]

3000 16125 8840 16175

CONVERSION FACTOR 950

950 1180 1180 1180

1180

TOTAL OPERATIONAL FTEs 1.16

221

3.18 13.67 749 13.71

7.51

9. REMARKS
0

laboratories.

(2) - Resources include time for mobile laboralories to analyze samples.

CFSAN will work with ORA to determine how resources will be allocated in FY 2011.

Note: SWID samples collected from TX & NM are to be sent to ARL.
SWID samples collected from CA & AZ are to be sent 1o ARL.

(1) - In FY 2011 an additional 300 domestic samples will be collected under slate conlracts. Includes time 1o collect samples for mobile

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

QOctober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
CFSAN Environmental Sampling Assignments

2. PPS PROJECT NAMENUMBER
Foodborne Biological Hazards -03

3. PROGRAM/ASSIGNMENT CODE(S)
03F830, O3R858, 04R858

4, WORK ALLOCATION

PLANNED BY
ORA

CENTER

5. OPERATIONAL FTE POSITIONS
172.8

Enwironmental

Envir

Eny

DISTRICT/
SPECIALIZED
LABORATORY

ZO~GOmMm2x

SAMPLE
CSO HOURS
SMOXED
FISH
FIRMS
)

SANPLE
CSOHOURS

SAMPLE
€80 HOURS
CRAB
MEAT
FIRMS
(3)

SAMPLE
GSO HOURS
EGG RULE
INSPEC-
TIONS
{4)

SAMPLE
CS0 HOURS
SOFT
CHEESE
FIRMS
{5}

Environmental

SAMPLE
CS0 HOURS

UNIDENTIFIED]

INDUSTRIES

{8

SAMPLE
ANALYSES
HOURS

THROUGHPUT

(7}

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROM

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGICNAL 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

8160

D) (7

4480

52500

28007

E)

7080

TOTAL HOURS

8160

27880

4480

52500

6580

38220

28007

7080

CONVERSION FACTOR

950

950

950,

950

950

950

11804

1180

TOTAL OPERATIONAL FTES

6.48

29.45

4.72

55.26

6.93]

40,23

23.73]

6.00

9. REMARKS
Additional hours were added 1o CSO time to allow approximately 140 hours for each firm to be ulilized and reported as sither

an inspection (op 12) or sample collection (op 31).

(1} - Estimated iiliifirms.

(2}- Estimaled Bl firms.

(3)- Eslimaled%rms.

(4) - Egg Rule Inspections are High-risk Domestic Performance Goal Inspections, report inspections, sample collections and

analyses under PAC 03F836. See pages 03-3, 03-4, 03-5, 03-8 for addilional resources to conducl the remaining domestic performance
goal inspections. Eslimaied [§ill§ egg producers to be inspecied.

(5) - Estimated [ffirms.

(6) - Resources are set aside for environmental sampling for Salmoneila in currentty unidentified industries-CFSAN directed.

(7) - Resources for Detroit Labaratory are to conduct Listeria and Salmonella analyses only. Reporiing PAC o be determined in sampling
assignment to be issued by DFS.

Environmental sampling to follow-up on Outbreaks and Emergency Response activilies is planned separalely (Response to Foodbormne
Emergencies, NEC: PACs 03R839 and 04R839). District spread of resources is for planning purposes only. Report inspeclions and
analyses conducted in response to an outbreak and emergency against the appropriate Foodbome Emergency PAC (e.g. 03R855
Salmonella in Peanut Butter Emergency/Recall - Human Food Use, 03R266 Listeria Emergency, or another PAC o be crealed in response
to a fulure emergency). Assignments and district inventories will determine resource usage. Analylical resources are spread based on
microbiological servicing laboratories.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 03-13



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Unspecified Foreign Inspections/Assessments

2. PPS PROJECT NAMENUMBER
Foodbome Biological Hazards -03

3. PROGRAM/ASSIGNMENT CODE(S)
03R233

4. WORK ALLOCATION

PLANNED BY
ORA

CENTER

5. OPERATIONAL FTE POSITIONS
2.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gm2x

FOREIGN

TIONS

9
FOREIGN
ASSESSMENT
TECHNICAL
ASSISTANCE
{Hours)

1)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

30.0

950,

[TOTAL HOURS

1440

950,

CONVERSION FACTOR

850

950

TOTAL OPERATIONAL FTEs

1,52

1.00

9. REMARKS

Fareign aclivities per DF| inspeclion distribution.

FORM FDA 2621a (10/09)

NO INSPECTIONS ARE TO BE REPORTED UNDER PAC 03R233.

These resources are sel aside for foreign food inspections as yel to be determined.

(1) -Technical Assistance can include, but is not limited to: Training, presentations, speeches, site visits, oulreach, workshops,
seminars or meetings with parinership groups, trade associalions, elc.

Report accomplishments under the program PAC covered during the inspection. CFSAN will determine the type of inspection and
provide relevant information to DF] well in advance of dates required for planning trips.

ORA WORKPLANNING SHEET (Continued}
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FY 2011 ORA WORKPLAN

October [, 2010

1. PROGRAM/ASSIGNMENT TITLE

Methods Validation/ Development Program

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

3. PROGRAM/ASSIGNMENT CODE(S)

03R816

4. WORK ALLOCATION

PLANNED BY
ORA

CENTER

5. OPERATIONAL FTE POSITIONS
7.0

ZO0-G0oma

DISTRICT/
SPECIALIZED
LABORATORY

METHODS
VALDEY
MICRO

(Hours)

APPUED
TECHNOLOGY
CENTER
MICRO
{Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

(913

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

3616

4720

[TOTAL HOURS

3616]

4720

CONVERSION FACTOR

1205]

1180

TOTAL OPERATIONAL FTEs
|S. REMARKS

3.00]

4.00

FORM FDA 2621a (10/09)

Workload Sources: Determined by Division of Field Science, ORO

ORA WORKPLANNING SHEET (Continued)
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I'Y 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEANUMBER

Outbreak and Emergency Response (PPS 03) Foodbomne Biological Hazards -03

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

03R839 [ x7] ora CENTER 77.8

3
DISTRICT/ CONSUMER ANALYSIS
SPECIALIZED SAFETY MICRO
LABORATORY CFFICER
MICRO
{Hours) [Hours)
{1)

20-mx

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

REGICNAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

[TOTAL HOURS 51801 27349

CONVERSION FACTOR 850 1180

TOTAL OPERATIONAL FTEs 54.62] 23.78

9. REMARKS

Time to be used for all outbreak and emergency activities related to foodbomne biological hazards. Dislrict spread is for planning purposes
only. Report inspeclions and analyses conducted in response o an oulbreak and emergency against the appropriate Foodbome
Emergency PAC (e.g. 03R855 Salmonella in Peanut Butier Emergency/Recall - Human Food Use, 03R266 Lisleria Emergency, or another
PAC to be created in response to a future emergency).

(1) - Includes time for districts thal could be affected by hurricanes.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-16



FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Contract Management

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

3. PROGRAM/ASSIGNMENT CODE(S)
03R843

4. WORK ALLOCATION

PLANNED BY

ORA [Cx7] center

5. OPERATIONAL FTE POSITIONS
12.0

DISTRICT/
SPECIALIZED
LABORATORY

ZOo-GQmD

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

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 0

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

TOTAL HOURS

CONVERSION FACTOR

[TOTAL OPERATIONAL FTEs

9. REMARKS

FORM FDA 2621a (10/09)

Note: Non-operational FTEs, i.e. supervisors, should nol reporl contract management time.

|(1) - Time planned for Coniraci Management includes resources 1o conduct audils. Report Foods State Contract Inspection Audit ime
under operation 13 ( Invesligation Operations).

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Food Defense

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

3. PROGRAM/ASSIGNMENT CODE(S)
03RB45

4. WORK ALLOCATION PLANNED BY

ORA [ Jcenmer

5. OPERATIONAL FTE POSITIONS
8.0

DISTRICT/
SPECIALIZED
LABORATORY

ZQ~Qma

2 2 7 8 B
CcCsS0 DOMESTIC MPCORT IMPORT
DOMESTIC MICRO HICRO CHEM
INVESTH ANALYTICAL ANALYTICAL J ANALYTICAL
GATIONS
(Hours)

7
DOMESTIC
CHEM
ANALYTICAL

MPQRY
INVESTI-
GATIONS
(Hours) (Hours)

{Hours) ({Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT)

CE | DETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELFHIA

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 LABORATORY-SW

PACIFIC REGIONAL LABCRATORY-NW

2850 2830 590 500! 590

programs.

HOURS PER OPERATION

TOTAL HOURS 2850 2850 590 590 580 5%0
CONVERSION FACTOR 950 950] 1180 1180 1180 1180
TOTAL OPERATIONAL FTEs 3.00, 3.001 0.50 0.50 0.50 0.50
9. REMARKS

FORM FDA 2621a (10/09)

|Report Food Defense activities under PAC 03R845. Reporl Expanded Time under PACs: 04R845, 07R845, 09R845, 21R845.

Planned resources are for all special Food Defense related activilies over and above operations accomplished under other Project 03

Based on circumslances, resources may be shifled between Import and Domeslic. Resources are to be used for CFSAN Food Defense
assignments for inspeclions, sample colleclions, and analyses including those to support FERN. Tolal lab time may be used for
for maintaining general food defense capabilities.

Note: SWID samples coliected from TX & NM are to be sent to ARL. SWID samples collected from CA & AZ are to be sent {o PRS.

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET

FY 2011
1. PROGRAM CATEGORY 2 PPS PROJECT NAMENUMBER
Food and Cosmetics Pesticides and Chemical Contaminants - 04
3. NO, 4. FDA GOMPLIANGE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIBNMENT OPERATIONAL
CCOE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 126.9 T7.3 204.2
1 |Pesticides and Industrial Chemicals in Domestic and |04004AD* 32.1 274 59.5] 04-20-21
[mported Foods
2 |Chemotherapeutics in Seafood fo4018 33 29.4 32.7] 04-22-23
3 |Toxic Elements in Food and Foodware 5.3 14.3 19.6
Toxic Elements in Foods (Domestic and Import)** 104019A (5.0) (7.5} (12.5)] 04-24-26
Toxic Elements in Foodware {Domestic and Import) I040]9B (0.1) (6.2) (6ﬂ
Radionuclides in Foods (Domestic and Import) I0401 9C (0.2) (0.6) (0.8)|
4 ]Total Diet Study |04839 28.6 28.6 04-27
5 JField Assignments for Chemical Contaminants 04F300 0.3 6.2 6.5 04-28
6§  Mcihods Validation/Development Program 04R816 7.0 7.0 04-29
7 |Forensic Evaluation and Sample Analysis J04RB38 12.0 12.0| 04-30
8 |Outbreak and Emergency Response I04R839 383 38.3 04-31
* 04R833, 99R833, 04RB24
** Includes DISC and DISA FTEs
NTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn T. Bass 301-436-2774 Kristen Kamas 301-796-439]
FORM FDA 2622 (10/09) PAGE NO. 04-19




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Pesticides and Industrial Chemicals in Domestic and Imported Foods

2. PPS PROJECT NAMENUMBER

Pesticides and Chemical Contaminants - 04

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

4. WORK ALLOCATION

PLANNED BY
ORA

CENTER

59.5

5. OPERATIONAL FTE POSITIONS

[34.8)

b. 2
DISTRICT/

SPECIALIZED

LABORATORY

INYESTH
GATIONS
{Hours)

ZO-Gma

3
DOMESTIC
SAMPLE
coLL

W)

3
DOMESTIC
SAMPLE
coLL
SURVEILL-
ANCE

3 3 4 4

DOMESTIC
SAMPLE
cow
DIOXINS

DOMESTIC
SAMPLE
coLL
SEAFOQOD

MPORT
SANPLE
CoLL

IMPORT
SAMPLE
coLL
SEAFOOD

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM
2

7
DOMESTIC
SAMPLES
JOBE
ANALYZED
DIOXINS

TOTAL FIELD 880

1300

HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT
MINNEAPOLIS

NEVY 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 QPERATION

NE

CE

SE

SW

PA

3.0

100

3.0

750 100 3000/

300

40 3.0 1.6 1.6

6.5

750

20.0

TOTAL HOURS B8O

3900

3000 300 4800 480

9100

15000

CONVERSION FACTOR 8950

950

850,

850 950 950 950

1180

1180

TOTAL OPERATIONAL FTEs

0.93]

4.11

0.32

3.16 0.32 5.05

7.71

12.71

9. REMARKS
CFSAN will issue biannual Dioxin Schedule.

DSC Seafoods: See compliance program for collection details.
ISC Seafoods; See compliance program for collection details.

(1) - Includes time to collect samples for mobile laboralories
(2) - Includes time for sample analyses to be conducted by maobile laboratories
(3) - Includes analysis of 232 Total Diet Study Sample homogenales.

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)
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04-20




FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

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, 04004U, 04R833, 99R833, 04R8§24 ORA CENTER 595  [24.7]

G. 7 7 8 E] ]
DISTRICT/ DOMESTIC DOMESTIC MPORT IMPORT IMPORT
SPECIALIZED SAMPLES SAMPLES SAMPLES SAMPLES SAMPLES
LABORATORY TO BE TO BE TO BE TO BE ANAL- YO BE
ANALYZED | ANALYZED ANALYZED YZED HIGH ANALYZEOD
DIOXINS SEAFODD CHEM THROUGHPUT| SEAFOOD
LAB CHEM CHEM

TOTAL FIELD 232 983
HEADQUARTERS

ZO0—-om=a

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 11.8 8.5 7.8 6,0] 7.8
TOTAL HOURS 2601 650 17503 e | 2340)
CONVERSION FACTOR 1180 1180 1180 1180 1180
TOTAL OPERATIONAL FYEs 2.28] 0.55 14.83 5.00| 1.98
9. REMARKS

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

Sample analyses exceed sample collections because some samples will be collected per unplanned assignments to be issued
during the year.

FORM FDA 26212 (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 04-21


http:SAMPI.ES
http:Chemica.ls

'Y 2011 ORA WORKPLAN

Uctober 1, 2010

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 ALLOCATION

PLANNED BY
ORA

[ ) cenrer

5. OPERATIONAL FTE POSITIONS
327 [26.3)

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-oomx

3 4 7

POMESTIC
SANPLE
CoLL

IMPORY
SAMPLE
coLL

DOMESTIC
SAMPLES
TO 8E
ANALYZED

SRR

=
nysunt
S LE
st
s e - I

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROM

MINNEAPQLIS

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

100

1000

5.0 2.5 24.0

100|!

<

]
DORESYIC
MPLES
ToBe
ALTIED

o
_sawm & GNes

7

DOMESTIC
SAMPLES
TOBE
ANALYZED
NITRQ (1)

FURANS

[ 8 L]
IMPORT IMPORT
SAMPLES SAMPLES
TOBE TOBE
ANALYZED ANALYZED
INDIVIDUAL COMP-

OSTES

IMPORT
SAMPLES
TO BE
ANALYZED

30.0

240

TOTAL HOURS

300 2500, 2400

o |

24000

CONVERSION FACTOR

950 950 1180]

|

2

1180]

1180

TOTAL OPERATIONAL FTEs

2,63

0.53 2.03)

)\
||
If

0.76]

20.34

9. REMARKS

CFSAN spread the number of sample collections per districl based on ORADDS line entry data and domestic OEl 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 ba a composite of 12 subsamples. The analytical module is a Field Wide Average, based on number
of tolal samples planned for individual subsample analysis and for composite analysis. Refer to the FY11 Colleclion Schedute

(when issued) for specific commaodities to collecl. Import samples ¢an be collected as D/I samples if samples are being collected
fresh. The sample collection and analylical numbers are based on all products except for crab being analyzed for two chemo-
therapeutic agents.

{1) - Domestic Samples for Nitrofurans include 20 catfish and 10 shrimp samples.
The shaded area serves as a guideline for Districts on the specific types of samples thal should be collected in order to match
samples expecled by the laboratories for analysis.

'FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 04-22




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Chemotherapeutics in Seafood

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

3. PROGRAM/ASSIGNMENT CODE(S)
04018

4. WORK ALLOCATION PLANNED BY

[ ] ora

(] center

5. OPERATIONAL FTE POSITIONS

127 [64)]

DISTRICT/
SPECIALIZED
LABORATORY

2Q0-omx

IMPORT
SAMPLES
TOBE
ANALYZED

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

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

30.0

[TCTAL HOURS

7500

CONVERSION FACTOR

1180

OTAL OPERATIONAL FTEs
L

6.36

. REMARKS

(2) - Import Samples for Nitrofurans include 125 Basa/Catfish samples and 125 Shrimp samples.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 201 | ORA WORKPLAN

October 1, 2010

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

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

3. PROGRAM/ASSIGNMENT CODE(S)

040194, 04019U

4. WORK ALLOCATION

PLANNED BY
ORA

CENTER

5. OPERATIONAL FTE POSITIONS

19.6  [12.5]

ZO-Gm>o

F 3 3
F DISTRICT/ DOMESTIC
SPECIALIZED SAMPLE DOMESTIC
LABORATORY couL SAMPLE
NON- COLL
SEAFOOD SEAFOOD

4
MPORT
SAMPLE

coLL

SEAFOOD

7 7 7 8
DOMESTIC DOMESTIC DSAY IMPORT
SAMPLES SAMPLES METHYL SAMPLES

YO BE TOBE MERCURY TOBE
ANALYZED ANALYZED N ANALYZED
NON SEA- SEAFOOD SEAFOOD | NON SEA-
FOUD CHEM CHEM FOOD CHEM|

TOTAL FIELD 23 310

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 C(TY

SOUTHWEST IMPCORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

.5 4.5

825

25 210 100 625

1.8

12.0 12.0 12.0 12.0

OTAL HOURS

88 1385

1125

300 2520 1200 7500

CONVERSION FACTOR

850 950

950

1180 1180] 1180 1180

TOTAL OPERATIONAL FTEs

Q.09

1.47]

1,18)

0.25 2.14] 1.02 6.36

9. REMARKS
Both Seafood and Non-Seafood Domestic and Import Sample Collections: CFSAN will issue collection schedule.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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I7Y 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Toxic Elements in Foodware (Domestic and Import) Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOGATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
04019B ORA [ JcenTer 19.6  [6.3]

6. 2 3 4 5 3 7 8
DISTRICT/ DOMESTIC IMPORT
SPECIALIZED IMPORT DOMESTIC MPORT FELD INPORT SAMPLES | SAMPLES
LABORATORY INVESTH SAMPLE SAMPLE EXAMS/ FIELD TOBE TO BE
GATIONS coLu. COLL TESTS EXAM ANALYZED | ANALYZED
(Hours) HOUSEWARE | HOUSEWARE CHEM CHEM
{1 2)

TOTAL FIELD 684 10 200 25 6408) 10 200

ZO0—-Gma

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

NEVY ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 3.5 1.8 0.7 0.5 100 10.0

TOTAL HOURS 684 35 360 13' 3203] 100 2000

CONVERSION FACTOR 950 950 850 950] as0) 1180 1180

TOTAL OPERATIONAL FTEs 0.72 0.04 0.38 0.0gl 3.37| 0.08} 1,69

9. REMARKS

(1) - Import Invesligation Hours are for field exams and any other imporl operation as required by the Dislric 1o cover import
priorities. Districts should report time under the appropriate operation and PAC for aclivilies performed.

(2) - Import field exams are to routinely include: verification thal the imported product is the same as that which was declared
(reconcilialion exam); an assessment of security concerns related to labeling and source country (including container inlegrity,
signs of inlenlienal adulteration, etc) and traditional safety concems. These aclivilies are lo 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 rouline work requiring follow-up should an
additional exam and time be reported under the CT PAC (03R845, 04R845, etc.). For districts that are nol provided domestic field
exam and sample collection resources, district should slill collect samples, if necessary.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 04-25




FY 2011 ORA WORKPLAN

October 1, 2010

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

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

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

04019C

[X] ona

[ x ] center

196  [0.8]

DISTRICT/
SPECIALIZED
LABORATORY

ZO0—Gm=a

3

DOMESTIC
SAMPLE
CoLL

MPORT
SAMPLE
coLL

T
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

8
IMPORT
SAMPLES
YO BE
ANALYZED
CHEM

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

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

2.5

1.7

15.0]

8.0

TOTAL HOURS

40

143

240

504

CONVERSION FACTOR

950

850

1180

1180,

[TOTAL OPERATIONAL FTEs

0.04

0.15

0.20

0.434

19. REMARKS

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

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET {Continued)
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FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT 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 [ ]ora CENTER 28.6

F 3 7 7 7
F DISTRICT/ DOMESTIC DOMESTIC TOTALDIET | TOTAL DIET
SPECIALIZED SAMPLE SAMPLES SAMPLE SAMPLE
LABORATORY COLL TOBE ANALYSIS ANALYSIS
(TOTAL) ANALYZED RADIO- PERCHLOR-
{DIET) CHEM NUCLIDES ATES
(1} {2) (3) {4)

TOTAL FIELD 80 1136] 2 1136
HEADQUARTERS

ZO0O—-Om>D

REGIONAL STAFF
NEW ENGLAND .

NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO

CINCINNATI
CE | DETROM

MINNEAPOLIS

NEW JERSEY
PHILADEL PHIA

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 a.0
TOTAL HOURS 1560] 22834 5600 3408
ICONVERSION FACTOR 850 1180 1180 1180
TOTAL OPERATIONAL FTES 1.64] 19.35 475 2.89
9. REMARKS

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

(2) - Represents the lotal 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 baskels analyzed by WEAC for selecled radionuclides.

(4) - All TDS foods from each market baskel are analyzed for perchlorales.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 04-27




I'Y 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Field Assignments for Chemical Conlaminants

2. PPS PROJECT NAMENUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
04FB00

4. WORK ALLOCATION

ORA

PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
6.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO0—-G0Om2=a

3

DOMESTIC
SAMPLE
coLL
PERCHLOR.
IN FOODS

4
IMPORT
SANFLE

CoLL
CONTAMK
NANTS
IN HONEY

4
IMPORT
SAMFLE

coLL
PERCHLOR.
IN FOODS

4

ISCIDISC

PES&TE

DIETARY
SUPPL.

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
FERCHLOR.
IN FOODS

IMPORT
SAMPLES

TO BE ANA-
LYZED CON-
TAMINANTS

IN HONEY

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 LABORATORY-SW,
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

NE

CE

SE

SW

PA

3.0

3.0

3.0

3.0

30

8
IMPORT
SAMPLES
TOBE
ANALYZED
PERCHLOR,

IN FOODS

ISA/DISA
PES
DIETARY
SUPPL.

ISA/DISA

DIETARY
SUPPLL

6.5)

6.5 14.5 3.0

TOTAL HOURS

150

300

150

750]

150

650

16825 3350 150

CONVERSION FACTOR

950/

950

950

950

1180

1180

1180 1180 1180

TOTAL OPERATIONAL FTEs

0.16

0.32

0,16

0.79

0.13

0.55

1.38 2.84] 0.13

9. REMARKS

FORM FDA 2621a (10/08)

Collections for Dietary Supplements will be direcled by CFSAN field assignments.
Contaminanis in honey include chloroamphenicol (See Import Bulletin).

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN October |, 2010
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 ORA [ center 7.0

DISTRICT/ APPLED
SPECIALIZED METHODS TECHN-
LABORATORY VAL/DEY OLOGY
CHEM CENTER
{Hours) CHEM

ZO—-Gom=x

TOTAL FIELD 2410 5800/

HEADQUARTERS N
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGKINAL 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 2410 5900

CONVERSION FACTOR 1205 1180

TOTAL OPERATIONAL FTEs 2.00) 5.004

9. REMARKS
Workload Source: Determined by Division of Field Science, ORQO.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-29



http:SPECIAl.IZ.EO

FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

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

3. PROGRAM/ASSIGNMENT CODE(S)
04R8338

4. WORK ALLOCATION PLANNED BY 5, OPERATIONAL FTE POSITIONS

ORA [ ] cenrer

12.0

DISTRICT/
SPECIALIZED FORENSIC
LABORATORY SAMPLE
ANALYSIS

CHEM

Z0-0mx

FORENSIC
EVALUATION

TOTAL FIELD 120
HEADQUARTERS N
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

| REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

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

13255

CONVERSION FACTOR 1205

1205

[TOTAL OPERATIONAL FTEs 1.00

11,00

9. REMARKS

The hours planned above are eslimales. Repori Forensic aclivities under the appropriate PAC 04R838; PODS operalion
code 03, Pefition 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 04RB831.

Contaci Division of Field Science (HFC-140), ORA, for additional reporting instructions.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN October 1,2010
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAMEANUMBER

Outbreak and Emergency Response Pesticides and Chemical Contaminants - 04

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

04R839, 04R858 ORA [ ] center 38.3

3 9 9
F DISTRICT/ CHEM
SPECIALIZED C80 Anslys|
LABORATORY Hours Hours
Totad Total

ZO-GOm>

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

OTAL HOURS 25470 13558]

fcoNVERSION FACTOR 50 1180]
TOTAL OPERATIONAL FTEs 26.81] 11.49]

. REMARKS

Time 1o be used for all outbreak and emergency activilies relaled to pesticides and chemical contaminants. District spread is for
planning purposes only. Report inspections and analyses conducted in response to pesticides and chemical contaminants against
the appropriate Foodbome Emergency PAC (e.g. 04R078 Deep Water Horizon Oil Spill Activities, or another PAC to be

created in response {o a fulure emergency).

Includes time for conducting follow-up to RFR and RCR.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-31




FY 2011

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Food and Cosmetics

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

3. NO, 4. FOA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT _ OPERATIONAL
COLE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 13.8 5.3 19.1
1 |Mycotoxins in Domestic and Import Foods 7001 9.3 5] 14.6] 07-33-35
2 |Methods Validation/Development Program 07RE816 4.5 4.5 07-36
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn Bass  301-436-2774 Stephen Burt  301-796-4398
FORM FDA 2622 {10/09) PAGE NO.

07-32




FY 2011 ORA WORKPLAN

Oclober I, 2010

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

2. PPS PROJECT NAME/NUMBER

Molecular Biology & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S)
07001

4. WORK ALLOCATION

(X1 ora

PLANNED BY

[__] cenTER

5. OPERATIONAL FTE POSITIONS

14.6

[5.2]

DISTRICT/
SPECIALIZED
LABORATORY

ZO-Ghm>D

DOMESTIC
SAMPLE
CoLL
AFLA.
TOXIN

DOMESTIC
SAMPLE
coLL
FUMON-

3
DOMESTIC
SAMPLE
coLL
DOMN

DOMESTIC
SAMPLE
coLL
OCHRA
TOXIN

3
DOMESTIC
SAMPLE
coLL
PATULIN

MPORT
SAMPLE
coLL

TOXIN

Barlii

(MPORT
SAMPLE

FUMON-
ISON

IMPORT
SAMPLE
coLL

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGQO
CINCINNATI
CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

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 DPERATION

485

4.0

190

4.0

4.0

B0/

40

140

4.0

2.0]

90

2.0

2.0

|roTaL HouRrs

1860

760

240

560

s68|

180

180

f[convERSION FACTOR

950

950

850

950

950

950

950

950

TOTAL OPERATIONAL FTEs

1.96

0.80

0.61

0,25

0.59

0.60

0.19

0.19

S. REMARKS

(b) (7)(E)

Report all Domestic and Import Operations under PAC 07001.

(1) - For information only. Subsel of Aflatoxin Imporl Sample Collection.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Mycotoxin in Domestic and Import Foads Molecular Biclogy & Natural Toxins - 07

3. PROGRAM/ASSIGNMENT CODE(S}) 4. WORK ALLOCATION PLANNED 8Y 5. OPERATIONAL FTE POSITIONS

07001 ORA [ | CENTER 146 [5.5]

4 4 4 7 7
DISTRICT/ MPORT IMPORT (MPORT Al DOMESTIC
SPECIALIZED SAMPLE SAMPLE SAMPLE DOMESTIC SAMPLES
LABORATORY coLL cow coLL SAMPLES 106
OCHRA PATULIN SPECIAL TOBE AMALYZED ‘
TOXIN SURVEY ANALYZED LA

ZO-0Oma

TOTAL FIELD 40 140 20 1000,
HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

Ce | bETROMT

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
PACIFIC REGIONAL LABORATORY-N
|HOURS PER OPERATION 2.0 2.0 2.0 600 : : =
TOTAL HOURS BO 280 40 6000 E B i e |
CONVERSION FACTOR 950 950 950 1480) }

TOTAL OPERATIONAL FTEs 0.08) 0.29 0.04 5.08
9. REMARKS

(b) (7)E)

Report all Domestic and import Operations under PAC 07001.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 07-34



FY 2011 ORA WORKPLAN

October |, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Mycotoxin in Domestic and Import Foods Molecular Biology & Natural Toxins - 07

07001 ORA [ center

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

146 [3.9]

0. 8 N ] & B 1 H .
DISTRICT/ ALL ront PCET PORT PO HPORT WPORT
SPECIALIZED IMPORT TaMELES sawpies | sarces sasrtEn | osAMpiES | sampies
LABORATORY SAMPLES 1088 TORE - 1088 toae | 1o oL
TO BE amazEn | oamavare | oasoavaen | aaEb | AALYIED |f saobvem
ANALYZED A Dow. m CRRTOLC | RvEen

ZO-Gom>X

— - , =

TOTAL FIELD 864 ol e I &
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 CPERATION 701

TOTAL HOURS 4848

CONVERSION FACTOR 1180

TOTAL OPERATIONAL FTEs 3.94 T “

9. REMARKS

Report all Domestic and Import Operations under PAC 07001.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)
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FY 201! ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Methods Validation/Development Program Molecular Biology and Natural Toxins - 07

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

07R816 [x7] ora [ ]center 4.5

6. g 8 ]
DISTRICT/ APPLIED APPLED
SPECIALZED METHODS TECHN- TECHN-
LABORATORY VALDEV OLOGY oLOGY
CHEM CENTER CENTER
(Mours) CHEM MICRO
{Hours) {Hours)

ZO0—-omx

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB

WEAC
REGIONAL STAFF
BALTIMCRE
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 LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
{HOURS PER OPERATION

roTAL HOURS 600 4130 800
|conVERSION FACTOR 1205 5180 1180
TOTAL OPERATIONAL FTEs 0.50 3.50 0.50
9. REMARKS

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

FORM FDA 2621a {10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 07-36




PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY
Food and Cosmetics

2. PPS PROJECT NAME/NUMBER
Food & Color Additive Petition Review & Palicy Development -09

3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT _ OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 15.6 15.6!
I |Imported Foods- Food & Color Addilives 09006A.B 15.6 15.6 09-38
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn Bass 301-436-2774 Stephen Burt 301-796-4398
FORM FDA 2822 {10/09]) PAGE NO.

09-37




FY 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

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), 090068 ( Color) ORA [ ]center 15.6

b. - 2 4 ] 3 8 8
DISTRICT/ MPORT MPORT IMPORT TMPORT
SPECIALIZED IMPORT SAMPLE SAMPLE IMPORT SAMPLES SAMPLES
LABORATORY INVESTI- COLL coLL FELD TOBE TO BE
GATIONS FOOD COLOR EXAMS ANALYZED | ANALYZED
ADDITIVES ADDITIVES FOOD COLOR
{1) (2) ADDITIVES ADDITIVES

TOTAL FIELD 522] 310 865 4804 310 B65]

ZO-Gmmp7x

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK 1

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

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 1.4 1.4 0.5 13.0 10.0

TOTAL HOURS 522 434 1211 2402 4030 8650

CONVERSION FACTOR 950 950 950] 950 1180 1180

TOTAL OPERATIONAL FTEs 0.55 0.45] 1.27 2.53 3.42 7.33)

9. REMARKS

D L

Note: Resources for Entry Heview and Filer Evaluation are planned under the Import Foods-General Program (PAC 03819).
(1) - Import Investigation Hours are for label reviews of Food and Color Addilives as required by Districts to cover program
|priorities. When repeal violations against manufaclurers and importers occur, consider broad-based enforcement in lieu

of conlinued sampling.

(2) - Import Field Exams are to routinely include: Verification that the imported producls are the same as that which were declared
(Reconcilialion Exams); an assessment of security concems related to labeling and source country (including container inlegrity,
signs of intenlional adulleralion, elc.); and traditional safety concems. These activilies 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 1he event of a pre-detlemmined "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 Secilion 5.4.1.4.1. for additional information on Food and Cosmelic Securilies Aclivities.

—

FORM FDA 2621a (10/09) RA WORKPLANNING SHEET {Continued) PAGENO., (09-38



PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics Technical Assistance: Food and Cosmetics -18
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC[ IMPORT | FOREIGN FTEs
TOTAL 76.5 76.5
1 JRetail Food Protection - State Program 18002 26.0 26.0‘ 18-40-41
2 |(NCIMS)Milk Safety Program 18003 20.0 20.0§ 18-42-43
3 IMolluscan Shellfish Evaluation 18004 14.7 14,7 18-44-45
4 |interstate Travel Program - Conveyances 18029A-F 15.8 158 ) 18-46-47
and Support Facilities
CENTER PROJECT MANAGER/TELEPHONE ORA PILANNER/TELEPHONE
lenn Bass 301-436-2774 Lormaine Jefferson 301-796-4393
FORM FDA 2622 {10/09) PAGE NO. 18-39




FY 2011 ORA WORKFPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Retail Food Protection - State Program Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
18002 [ Jora CENTER 260 [242)

©. S 9 9 9 9 9 9 ] 9
DISTRICT/ NATIONAL | STANDARD- [RE-STANDARDS FDA TEAM NATIONAL | REGIONAL | TRAINING | TECHNICAL
SPECIALIZED RETAIL FOOD ZATION IZATION | FOOD BOURNE LEADER TEAMN SEMINARS | WORKSHOPS | ASSISTANCE
LABORATORY PROG. STAND{ (ITP,CDCHS) | (ITP,STATE ILLNESS scf WORK PRE-STAND-
ARDS BASE- STYATER LLOCAL) | RISK FACTOR | NATIONAL GROUP ARDIZATION
UINE SUPP. LOCAL) STUDY TRANING

()] 12) ) ) 5 {6) )} 18) (8)
TOTAL FIELD 7000 45/ 58 1170 1200 3840 1560 2600 7802

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

ZO—-GmM3D

|HOURS PER OPERATION 48.0 320

[TOTAL HOURS 7000 2160 1888 1170 1200 3640 1560 2600 7602
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTES 5.83 1.80 1,57 0.98 1.00 3.03 1.30 2,17 6.50
9. REMARKS

Report Counter Temorism work performed only under 18RB45.

{1) - Includes time for meetings, presentations, workshops, conference calls, and any other direct contact with jurisdiclions to
promole their enroliment in the program slandards.

{2) - Standardization of regulatery retail food inspection/training officers in 1the inlerpretation and application of the FDA Food Code
and methods of conducling inspections.

(3) - Re-standardizalion every three years for regulatory retail food inspeclion/training officers in the application of the FDA Food
Code and methods in conducling risk-based inspections.

(4) - Allocalion of time 1o collecl data, data entry, quality assurance, and data analysis.

(5) - Time allocated for team leaders for retail food program planning, development, and coordination.

(6) - Provides lime for initiatives related 1o the Relail Food Program development of agency procedures, guidance documents,
standards and initialive of National Imporiance.

(7) - Includes lime for preparation work, coordinalion, and organizalion, as well as, the presentation delivered in conjunction with the
annual Regional Retail Food Seminars.

(8) - Includes training pre-standardization workshops, HACCP workshops, and other ideniified training topics as well as the
presentation and training sessions given to stakeholder groups.

(9) - Includes technical assistance and consultalion to enrolled staie and local jurisdictions performing self assesments and develop-
ing, stralegic plans for enhancing the effectiveness of their retail food programs.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-40



http:WORKJ'L.AN

FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Retail Food Protection - State Program

2. PPS PROJECT NAMENUMBER

Technical Assistance: Food and Cosmetics - 18

3 PROGRAM/ASSIGNMENT CODE(S)
18002

4. WORK ALLOCATION PLANNED 8Y

[ om

CENTER

5. OPERATIONAL FTE POSITIONS

26.0 [1.8)

DISTRICT/
SPECIALIZED
LABORATORY

zZOoO-OmMx

9 9
CONFERENC EFOOD DEFEN
FOR FOOD QTHER
PROTECTION & CFSAN
ACTIVITIES DIRECTED

PROJECTS
{10}

FSS
WORK
GROUPS

{12)

TOTAL FIELD

(11)
1040 1040 100

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIM

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
JHOURS PER OPERATION

fToTAL HOURS

1040 1040 100

|CONVERSION FACTOR

1200 1200 1200

[TOTAL OPERATIONAL FTEs

0.87 0.87 0.08

9. AEMARKS

(10) - Includes all committee work and preliminary work on issues/position paper development for 2008 CFP.
(11) - Time allocated for the presantation and distribution of FDA materials related to food defense. Includes Specialist activities
relaled to CFSAN priority assignments in response to National Food Safety needs.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

(12) - Provides time for supporting FDA's plan of developing a fully Integrated Food Safety System.

PAGE NO.
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
J(NCIMS)Milk Saftey Program

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

3. PROGRAM/ASSIGNMENT CODE(S)
18003

4. WORK ALLOCATION

Jom

PLANNED BY

CENTER 20.0

5. OPERATIONAL FTE POSITIONS

[17.5]

DISTRICT/
SPECIALIZED
LABORATORY

Z2O0—-Gm:

CHECK
RATING
TRANSFER

RECEIVING
{1) (L]

]
CHECK
RATING

BTU

(1)

8 9 L] E] 9
SINGLE STATE MILK STATE MILK STATE NATIQNAL
SERVICE SAMPLING SANITATION | PROGRAM STEERING
AUDITS OFFICER RATING OFF, JEVALUATION TEAM
INITIAL/CONT.| CONFERENCE
CERTIFICA. CALLS/TEAM
() i) 2) @ )

9
TECHNICAL
ASSISTANCE
HOURS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [ DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST MPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

150 38

24.0 12.0

272

20.0

8.0 24.0 40.0 120.0

40.0

90.0

TOTAL HOURS

3600 432

5440

538 1104 1920 2040

1280

4590

CONVERSION FACTOR

1200 1200

1200

1200 1200 1200 1200]

1200]

1200

TOTAL OPERATIONAL FTEs

3.00 0.36

4.53)

0,45 0.92] 1.60 1.70]

1,07]

3.83)

Officers.

additional 240 hours each identified).

(1) - Check Ralings of Plants and RS/TS every 3 years, BTUs every 4 ysars and Audils every 5 Years.
(2) ~ Activities include the inilial (including HACCP) and conlinuous Cerifications of State Raling Officers and Sampling Surveillance

(3) - State Program Evaluations conducted of 1/3 of the states (including Puerto Rico) every 3 Years.
(4) - Activilies include 1he Nalional Sieering Team Meetings and conference calls and time for team leader aclivilies (2 RMSs with

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN Ociober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
(NCIMS) Milk Safiey Program Technical Assistance: Food and Cosmetics - 18
3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
18003 ] ora [x7] center 200 [25]
e, g 9 9 9 9
R DISTRICT/ RMS FGOD TRAINNG § INTEGRATED NCIMS
E SPECIALIZED STANDARDI} DEFENSE GIVEN FQOD
G LABORATORY ZATION COORDI- SAFETY
| NATION SYSTEM
Q
N [5) (8) ) {8) (8
TOTAL FIELD 4 20| 20 5 20
HEADQUARTERS
REGICNAL STAFF
NEW ENGLAND . |
NE | NEW YORK
REGIONAL LAS
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE |DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHLA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 40.0 20.0 40.0] 20.0] 80.0
TOTAL HOURS 160 400 800} 10 1600
CONVERSION FACTOR 1200 1200 4200 120 1200
TOTAL OPERATIONAL FTES 0.13 0.33) 0.67 0.08] 1.33
9. REMARKS

(5) - Activities inciude the Re-standardization (Group Field Exercise) of the RMS.

(8) - Includes lime for presentalion and distribution of the food defense preventive measures guidance document for dairy products
to the slate regulalory agencies during check ratings, rouline field work, and siate program assessments. Presentations may be
made at local meetings and included in training sessions for all segments of the regulatory and industry community. Coordination of
food defense aclivilies and field aclivities related to food defense. Reporl lime against PAC 186R845.

(7) - Activities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops and RMS Teaching Cadre.
(8) - Time is allocated for work related to the development of the National Integrated Food Safety System.

(9) - Time is allocated for work related to the National Conference of Inlerstate Milk Shipments.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-43



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAMWASSIGNMENT TITLE
Molluscan Shellfish Evaluation

2. PPS PROJECT NAMENUMBER
Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)
18004

4. WORK ALLOCATION

PLANNED BY

5. OPERATIONAL FTE POSITIONS

[ ora

CENTER

14.7

(12.3)

ZO-0Om™

DISTRICT/
SPECIALIZED
LABORATORY

9
GROWING
AREA
EVALUATION

1)

CONTROL
oF
HARVEST

(2)

]
VIBRO
SPECIES
JMANAGEMENT]
{Houre)

3

9
TECHNICAL
ASSISTANCE
(Hours}

{4

9
FOREIGN
EVALUATION

{5}

9 9 []
CENTER PLANT
EVALUATION
TIVES/LAB

i) 18)

9
STANDARD
IZATION &
RE-STAN-
DARD-

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETRCIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

18

(

b)

2015

4105/

4

2 111

14

{1) - Time is allocated for planning, field evaluations, file reviews 1o determine state program conformity to the requirements of Na-
tional Shellfish Sanitation Program (NSSP) Model Ordinance (MQ).

(2) - Time is allocated for planning, field evaluations, file reviews, growing area dala reviews and report wriling lo delemmine state
program conformity Model Ordinace.

(3) - Activilies include technical assislance, educalion and evaluation of state shellfish program and management programs.

(4) - Includes interpretations and consullation on NSSP MO requirements.

{5) - Activities include planning, field evaluations, file reviews and report writing for countries with MOU's with the FDA. Current MOU
countries include Canada, Chile, Soulh Korea, Mexico and New Zealand.

(6) - Includes time for shellfish program planning,developmenl and coordination.

(7) - Time allocated for CFSAN priority assignments in response to national shellfish safety.

(8) - Includes time for planning field evalualions of processing plants, file reviews, and final report wriling.

(9) - Standardization conducted every 5 years for all FDA and state standardization officers. Re-standardization training will be
provided during evaluation and lechnical assistance work while working in shellfish processing plants with stale and FDA SSOs.

HOURS PER OPERATICN 20.0 90.0 2000 180.0 40.0 10.0 40.0
TOTAL HOURS 3740 1800 2015 4105 800 360 280 1110 560
CONVERSION FACTOR 120D 1200 1200 1200 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTEs 3.12] 1.50 1.68 3.42 0.67 0.30 0.23} 0.9 0.47
8. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGE NO.
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FY 2010 ORA WORKPLAN QOctober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Molluscan Shellfish Evaluation

2, PPS PROJECT NAME/NUMBER
Technical Assistance: Foed and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)
18004

4. WORK ALLOCATION

PLANNED BY

[ om

CENTER

5. OPERATIONAL FTE POSITIONS
147  [24]

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-GOOm>D

NATIONAL

WORKSHOP

{10)

TRAINING
WORKSHOPS

{11)

B
REGIONAL
SEMINARS

(12)

(13}

9
Basc
COMMITTEE

{14)

-]
FSS
WORKGROUP

{15)

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 IMPCRT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIF{C REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

(b)

14

30.0

20.0

(7)(E

90.0

20.0

TOTAL HOURS

390

280

1170

100

CONVERSION FACTOR

1200

1200

1200

1200

TOTAL OPERATIONAL FTES

0.33

0.22|

0.98

0.08

9. REMARKS

(10) - Includes specialist initiatives related to shellfish program development of agency procedures, guidance documents, standards,
initiatives of national importance.

(11) - Includes Lraining werkshops coordinated and delivered by the specialists.

(12) - Includes lime for the Regional Shellfish Specialisls to attend regional shellfish conferences.

(13) - Time allocated for presentation and distribulion of the Food Producers, Processors, and Transporter: Food Security Preventive
Measures Guidance to lhe stale regulatory agencies and industries during field work and stale program evaluations.

(14) - Time allocated for the specialists 1o attend the biennial Interstate Shellfish Sanitation Conference to address program related
issues and new ISSC proposals.

(15) - Time is allocated for participating and or providing informalion 1o the developmential workgroups for the Integrated Food
Safety System.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 18-45



FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Interstate Travel Program - Conveyances and Support Facilities Technical Assistance: Food and Cosmetics - 18

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

18029 A - F ORA CENTER 158  [14.4]

1 1 1 2 2 3 3
DISTRICT/ WATERNG CAFEARS || CONVEYNCE AWMU CONVEY DOMESTIC DOMESTIC
SPECIALIZED INSPEC- PONTS IREPEC. WATERNG UNDER INVESTL SAMPLE SAMPLE
LABORATORY TIONS 8 TIOMY mmw CONSTRUC- | GATIONS coLL coLL
iy TION {Houra) FOR CAUSE SURY
Gl <) o) (Hours) CHEM MICRO
(1} {4) (5}

TOTAL FIELD 1057 ' 9] : 935 B50 20
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 10.5 4.0 4.0
TOTAL HOURS 11099} bl 935 850 80| 720
CONVERSION FACTOR | i o as0] 950 950] 950
TOTAL OPERATIONAL FTEs 11,68 ‘ ; = 0.98] 0.89 0.08] 0.76
9. REMARKS
(1) - Inspections in Columns A-D are included in Column 1. The addilional inspeclions can be used for 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 waler systems oullets ex. faucels, as close lo the water holding
tank as possible. :
{2) - all other walering points
(3) - Catering Point Insp. (B) is High Risk Priority and some potenlial Food Allergen firms ideniified by 1he District.
(4) - Time for Conveyance under Construction- time to be used for plan review, meelings, and final inspections. ll includes galleys in
DAL, LOS and Aircraft/Vessels in SAN & SEA.
(5) - Includes waler sample collected from conveyances under construction and major reconstruclion to determine compliance
wilh EPA's Nalional Drinking Water Standards (40 CFR 141 & 142) regarding Maximum Contaminant Levels (NCLs) for heavy melals
(Pb,Cu,elc.)

ZO0O—-G0m™XD

o
:
§

FORM FDA 2621a {10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 18-46




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Interstate Travel Program - Conveyances and Support F acilities

2. PPS PROJECT NAMENUMBER

Technical Assistance: Food and Cosmetics - 18

3, PROGRAM/ASSIGNMENT CODE(S)
18029 A -F

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
158 [14]

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O-G00mMm3

DOMESTIC DOMESTIC
SAMPLES SAMPLES
TO BE TOBE
ANALYZED ANALY2ZED
FOR CAUSE MICRO

CHEM

TOTAL FIELD

HEADQUARTERS

REGYONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETRO(T

MINNEAPCLIS

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

PACIFIC REGIONAL LABORATORY-
|HOURS PER OPERATION

[TOTAL HOURS

CONVERSION FACTOR

TOTAL OPERATIONAL FTEs

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 1847



FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics Food Composition, Standards, Labeling and Economics - 21
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT _ OPERATIONAL
CODE DOMESTIC | IMPORT | FOREIGN FTEs
TOTAL 35.9 13.9| 0.2 50.0
1 IMedical Foods - Domestic and fmport 21002 3.0 0.7 0.1 3.8 21-49
2 IDomeslic Food Labeling and Economics Program 21003 3.1 3.1 21-50
3 |Domestic and Import NLEA Nutrient Sample Analysis
and General Food labeling Program 21005* 4.0 7.8 11.8) 21-51-52
4 |Infant Formula- Domestic and Import 21006 3.8 1.4 0.1 5.3] 21-53-54
5 |Dietary Supplements - Domestic and Import 21008 7.1 4.0 21.1)  21-55-56
6 §Selected Nutrients in Food Survey -Touwal Diet 21839 34 34 21-57
7 |Methods Validation/Development Program 21R816 155 1.5 21-58
*()3R833,99R833, 21R824, 21R82%Health Fraud) and FPLA
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn Bass 301-436-2774 Lorraine B. Jefferson 301-796-4393

FORM FDA 2622 {10/09}

PAGE NO,
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FY 2011 ORA WORKPLAN

October 1, 2010

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

[%] ora

CENTER

5. OPERATIONAL FTE POSITIONS
38

DISTRICT/
SPECIALIZED
LABORATORY

ZO-0mXm

INSPEC-
TIONS

INSPECTIONS

1 3 .

DOMESTIC ne

FOREIGN SAMPLE SAMPLE
coLL
CH

CADRE COoLL

.

sAMPLE
CoLs
WCRO

DONESTIC

IMPORT
SAMPLE
coLL
CHEM
{1

DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO

INPORY
BAMFPLES
TOBE
ANALYZED
CHEM
(2)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLANO

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIM

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

19

30.0

30.0 60| " L)l

6.0

21 15 ]

100.0 30.0 100.0

TOTAL HOURS

s70]

60 216},

as|

2100 450

CONVERSION FACTOR

9504

950 850,

950

1180 1180 1180

TOTAL OPERATIONAL FTEs

0.60]

0.06 0.23 |

0.05]

1.78 0.38} 0.68

9. REMARKS

CFSAN spread inspections and DSCs. CFSAN/OC/FPB will issue an inspeclion and sample colleclion schedule to participating
disliricts at the beginning of each fiscal year.
Time to invesligate import entries for admissibility is planned under the Imports Foods General Program (7303.819),
(1) - Includes samples resulling from import entry review as well as samples collected during foreign inspections,

(2) - May be used for microbiological analysis.

FORM FDA 2621a (10/09)

"ORA WORKPLANNING SHEET {Continued)
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Y 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE

Domeslic Food Labeling and Economics Program

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

3. PROGRAM/ASSIGNMENT CODE(S)
21003

4. WORK ALLOCATION PLANNED BY

[ Jora CENTER

31

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

INVEST-
GATIONS
(Hows)

ZO~-OmMX

7

DOMESTIC
SAMPLE
coLL
CHEM

DOMEBTIC
SAMPLES
TOBE
ANALYZED

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADEL PHIA
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

4.2 19.0

TOTAL HOURS aso|

420 1900

CONVERSION FACTOR g50|

950 1180

TOTAL OPERATIONAL FTEs 1.00]

0.44] 1.61

9. REMARKS
To be issued as CFSAN Field Assignments.

FORM FDA 2621a (10/03)
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FY 2011 ORA WORKPLAN October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER
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 B8Y 5. OPERATIONAL FTE POSITIONS

21005 (includes FPLA) ORA [Jcenmer 118 [10.7

o, 2 3 3 4 4 5 8
DISTRICT/ | MPORT IMPORT

GATIONS CoLL

cONL- PHYSICAL PAPER TESTS EXAMS

ZO—-GOmx

SPECIALIZED wprorT | pomesmc | BOMESTE | GdlsEne SAMPLE SAMPLE FIELD mPoRT | DOMESTIC
LABORATORY INVESTH SAMPLE Syt | ssew coLL coLL EXAMS/ FIELD SAMPLES
cot

(Hours) CHEM DOCUMERY PRl | (oasises1) | (DAsis sa1) ANALYZED

TOTAL FIELD 522
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

[ 3) {4) (5} CHEM

HOURS PER OPERATION LW FOEnE— (S 1.2 1.2 0.4 0.5 19.0
TOTAL HOURS 522 1428)0 ] EEl ; 150 942 | 4805 1900|
CONVERSION FACTOR 950 gs0] 1| 950 950 950 9s0] 1180
TOTAL OPERATIONAL FTEs 0.55 1.50 == [ 0.16 0.99 0.84 5.08} 1.61
9. REMARKS

(1) - Hours for field exams and any other import operations as required by the district 1o cover imporl.

priorities. Districts should reporl ime under the appropriale operation and PAC for the aclivities parformed. For Import Field Exams,

report lime spent reviewing import labels that does not resutt in Import Sample Colleclion.

(2) - DSCs (Physical} includes both compliance (for cause) sampling and surveillance sampling. The field should attempt to collect

sufficient surveillance samples as well as needed compliance samples 1o meet their workplan obligations. See compliance programs

for details.

(3) - ISCs {Physical) includes time to collect and forward samples to the lab for analysis lo support violations.

(4) - ISCs (Paper) includes time spent collecling labels, records or other documentation for submission o Compliance and does not

include time spent reviewing the imporl {abels. Time spent reviewing the label will be included as OASIS #27 and reported along

with compliance review time as OASIS #43.

Prior to collecling product labels for trans fat and/or allergen conlact CFSAN.

(5) - 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 concems related to labeling and source counlry (including container integrity,

sign of inlentional adulteration and 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 event of pre-delermined "for cause" CT

exam, or in the event CT suspicions are raised conducling rouline work requiring follow-up should an addilional exam and time be

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 21-51




FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE

General Food Labeling Program

Domestic and Import NLEA, Nutrient Sample/Analysis and

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)
21005 (includes FPLA)

4, WORK ALLOCATION

(K] om

PLANNED BY

[ ] center

5. OPERATIONAL FTE POSITIONS

118 [L1)

DISTRICT/
SPECIALIZED IMPORT
LABORATORY SAMPLES

TOBE
ANALYZED

ZO~-OmMm>D

TOTAL FIELD 125

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 LAS

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

JHOURS PER OPERATION

[TOTAL HOURS

ICONVERSION FACTOR

[TOTAL OPERATIONAL FTES

WS. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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Y 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Infant Formula - Domestic and Import

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

3. PROGRAM/ASSIGNMENT CODE(S)
21006

4. WORK ALLOCATION

PLANNED BY 5. OPERATIONAL FTE POSITIONS

[x7] ora [ x Jcenrer 53 [4.0]

DISTRICT/
SPECIALIZED INSPEC-
LABORATORY ’ TIONS

ZO-GOm=D

1

FOREIGN
INSPECTIONS

2

INVESTE
GATIONS

3 * [ 4 7 7
DOMESTIC | DOMESTIC
DOMESTIC DOMESTIC. || DOMESATE 1 IMPORT SAMPLES SAMPLES
SAMPLE SAUPLE SAurLE 1 SAMPLE ToBE TOBE
couL Ctst GoLL coLL ANALYZED | ANALYZED
el MicsD CHEM GHEM MICRO
—l

TOTAL FIELD 21
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
REGKONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 42.0

42.0

200

5 = 3 23 5.0 100.0 120.0

TOTAL HOURS 882

84

200

148 - 75 1900 1080

CONVERSION FACTOR 950

950

950

55 850 1180 1180

TOTAL OPERATIONAL FTEs 0.93

0.09

0.21

RE == 0.08] 1.61 0.92

|9. REMARKS

districis al the beginining of each fiscal year.
JORA spreads import operations.

(1) - Includes samples collected during foreign inspections.
Time to investigate import entries for admissibility is planned under the Import Foods General Program (7303.819).

CFSAN spreads inspections and DSCs, CFSAN/OC/FPB will issue an inspection and sample collection schedule to participating

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 21-53




FY 2011 ORA WORKFLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT T(TLE
Infant Formula - Domestic and Import

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

3. PROGRAMASSIGNMENT CODE(S)
21006

4, WORK ALLOCATION

PLANNEC BY 5. OPERATIONAL FTE POSITIONS

ORA CENTER 53 [13]

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-0Omx

IMPORT
SAMPLES
TOBE
ANALYZED
CHEM

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

15

100.0

TOTAL HOURS

1500

CONVERSION FACTOR

1180

[TOTAL OPERATIONAL FTEs

1,27

|9. REMARKS

{2) - May also be used for microbiological analysis.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGENO. 21-54



FY 2011 ORA WORKPLAN October (, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER

Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOGATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
21008 [ ]ora CENTER 211 [16.4)

6. 1 2 2 3 3 4 3 5 ]
DISTRICT/ IMPORT
SPECIALIZED INSPEC- DOMESTIC IMPORT DOMESTIC HQINIT SANPLE IMPORT FIELD [MPORT
LABORATORY TIONS INVEST}- INVESTH SAMPLE DOMESTIC COLL SAMPLE EXAMS! FIELD
GATIONS GATIONS coLL SAMPLE PAPER cowL TESTS EXAMS
{Hours) (Hours) COLL OASIS #4Y | PHYSICAL

(1)} A2) (3) (4) (5}
TOTAL FIELD 250 2000 865 200 50 360 70 400 1600

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGHONAL STAFF

BALTMORE

CHICAGO

CINCINNATI

CE | DETRCIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIKONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPCRT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

ZO—-Gm3x

HOURS PER OPERATION 40.0 4.2 4.2 1.6 1.6 0.5 0.5]
TOTAL HOURS 10000 2000 865 840 210 576 112 200, 800
CONVERSION FACTOR 950 950 950 950 950 950 950 950 950
[TOTAL OPERATIONAL FTEs @ 211 (.81 0.88 0.22 0.61 0.12 Q.21 0.84
9. REMARKS

Domeslic Field Exams and sample coilections may be conducted at packers/repackers, disiributors, or warehouses if the levels
planned cannot be perfarmed during the inspeclions.

Domeslic Invesligational hours are planned primarily for CFSAN directed assignments.

(1) - Time spent on any other imporl operations as required by the District to cover import priorities.

{(2) - Half of Lhe planned samples are physical and other half are documentary samples.

(3) - Time spent collecting labels, records, or other documentation for submission to Compliance. Does not include time spenl
reviewing the import labels. Field Exam time spent reviewing the label will be included as OASIS # 27 and reported along

with compliance review time as OASIS #43,

(4) - Physical samples collecled and forwarded to {he labaratory for analyses to support violations.

Districts should report ime under the appropriate operation and PAC for the activities performed.

Impori Field Exams are time spent reviewing labels that do not resull in sample collection.

(5) - All import field exams are to routinely include verification that the imported product is the same as thal which was declared
(reconciliation exams); and assessment of security concems related to labeling and source country (including container integrity,
sign of intentional adulleration, etc) and traditional safety concems. These aclivilies are reported as a single import field exam under
this compliance program and PAC. Only one exam should be reported per line enlry. Only in the evenl of a pre-delermined “for
cause” CT exam, or in the event suspicions are raised conducting routine work requiring follow-up, should be an additional exam
and time reported under the CT PAC (03R845, 04R845, etc.) See IOM for additional information on Food and Cosmetic Defense
activities.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 21-55




FY 2011 ORA WORKPLAN Qctober 1,2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 21

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

21008 [ Jora CENTER 211 [4.7]

13 7 7 B
DISTRICT/ HQ INIT MPORT
SPECIALIZED DOMESTIC DOMESTIC SAMPLES
LABORATORY SAMPLES SAMPLES TO BE
YO BE TOBE ANALYZED
ANALYZED | ANALYZED PHYSICAL
CHEM CHEM CHEM

TOTAL FIELD 70
HEADQUARTERS

ZOo—-G0mX

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|

JHOURS PER OPERATION 26.0

froraL HOuRs 2500

[CONVERSION FACTOR 1180

TOTAL OPERATIONAL FTEs 2.12
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO.  21-56



FY 2011 ORA WORKPLAN

Oclober 1, 2010

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

Selected Nutrient in Foods Survey - Total Diet Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

21839 [ Jora [ x ] center

5. OPERATIONAL FTE POSITIONS
34

DISTRICT/ DOMESTIC
SPECIALIZED SAMPLES
LABORATORY JOBE
ANALYZED

CHEM

{1}

ZO—-Gmzx

TOTAL FIELD 1040)

HEADQUARTERS 8

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGHONAL STAFF

BAL TIMORE

CHICAGO

CINCINNATI

CE | DETROM

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 L ABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION 38

TOTAL HOURS 3952

CONVERSION FACTOR 1180

TOTAL OPERATIONAL FTEs 3.35

2 REMARKS

{1) - Represents total number of TDS foods for all four market baskets to be analyzed for selected nutrients by KAN-DO labs.

FORM FDA 2621a {10/08) ORA WORKPLANNING SHEET {Continued)

PAGE NO. 21-57




FY 2011 ORA WORKPLAN

QOctober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Methods Validation/Development Program

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)
21R816

4. WORK ALLOCATION PLANNED BY

ORA [ Jcenter

5. OPERATIONAL FTE POSITIONS
1.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO0—-Gmax

APPUED
TECHN-
OLOGY
CENTER
CHEM
{Hours)

METHOOS
VALIDEY
CHEM
(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
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-S
PACIFIC REGIONAL LABORATORY
HOURS PER OPERATION

NE

CE

SE

sSw

600 1180

[TOTAL HOURS

00| 1180

CONVERSION FACTOR

1205) 1180

TOTAL OPERATIONAL FTEs

1.00

0.50]

9. REMARKS
Workload Source: Determined by Division

of Field Science, ORO.

FORM FDA 2621a (10/08)

ORA WORKPLANNING SHEET {Continued)

PAGENO. 21-58




FY 2011

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Food and Cosmetics

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

3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSKGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
COOE DOMESTIC | IMPORT [ FOREIGN FTEs
TOTAL 3.0 5.4 8.4
1 JCosmetics: Domestic and Imports 29001; 29R833; 3.0 54 8.4 29-860
29R824;
99R 833
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Glenn Bass 301-436-2774 Stephen Burt 301-796-4398
FORM FDA 2622 (10/09) PAGE NO. 29-59




I'Y 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Cosmetics: Domestic and Imports Colors and Cosmetics Technology - 29

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
29001, 29R833, 29RR24, 99R833 ORA [ ] center 8.4

0. 2 1 2 3 4 3 7 8 8
DISTRICT/ IMPORT IMPORT DOMESTIC IMPORT MPORT
SPECIALIZED DOMESTIC MPORT DOMESTIC SAMFLE FIELD SAMFPLES SAMPLES SAMPLES
LABORATORY INSPECT- INVEST SAMPLE COLL EXAMS TOBE TG BE TO BE
IONS GATIONS coLL 50% CHEM ANALYZED | ANALYZED ANALYZED
(HOURS) 50% MICRO {Micre) {Chem) (Maicro)
(1)

(b

ZO—-GOma

(2)

) (7)(E)

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 17.0 4.4 1.5 0.5 18.0 16.0 16.0
TOTAL HOURS 1700 1000 264 345 800 1080 1840| 1840
ICONVERSION FACTOR 950 950 950 50 950 1180] 1180 1180
TOTAL OPERATIONAL FTEs 1.79 1.05 0.28 0.36] 0.84 0.92| 1.56] 1.56
3. REMARKS

(b) (7)(E)

(1) - Import Investigation Hours: Resources are for Impori Filer Evaluation and Follow-up to refusals.

(2) - Import Field Exams are to routinely include: Verification that the imported producis are the same as that which were declared
(Reconciliation Exams), an assessment of security concems related 1o labeling and source country (including container integrity,
signs of inlentional adulteration, etc.); and traditional safety or label concems. These activilies are to be reported as a single Import
Field Exam or label review under this compliance program and PAC. Only one exam should be reporied per line entry.

Only in the event of a pre-delermined “for cause™ CT exam, or in the event CT suspicions are raised while conducting routine work
requiring follow-up, should an addiliecnal exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1. for additional information on Food and Cosmelic Securities Aclivities.

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 (10/09) ORA WORKPLANNING SHEET {Continued) PAGE NO. 29-80



CENTER FOR BIOLOGICS EVALLUATION AND RESEARCH

RESOURCE SUMMARY
FY 2011
OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs
NO. |PROJECT TIILE DOMESTIC | IMPORT | FOREIGN

TOTAL 120.4 4.0 6.6 131.0
41 | HUMAN CELLULAR, TISSUE AND GENE THERAPIES 359 0.1 36.0
42 | BLOOD AND BLOOD PRODUCTS 73.8 4.0 as 81.3
45 | VACCINE AND ALLERGENIC PRODUCTS 10.7 3.0 13.7



http:CELLUL.AR

PROJECT SUMMARY SHEET

C
IJan:t Ishimoto 301-827-6220

Harriet R. Gerber 301-796-43%6

FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Biologics Human Cellular, Tissue and Gene Therapeutics - 41
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5, PROGRAM 6. OPERATIONAL FTE 7. TOTAL A PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 35.9 0.1 36.0
| Jinspection of Human Celis, Tissves and Cellular & Tissue- 41002B,C,D 30.9 30.9 41-2
Based Products (HCT/Ps)
Field Foreign 0.1 0.1
2 |Bioresearch Moniloring Programs * 5.0 5.0 41-3
Good Laboratory Practices (Nonclinical Labs) 41808
Institutional Review Boards 41809
Sponsors, Contract Research Organizations, and Monitors 41810
Clinical Investigators * 41811 (5.0)
* Al resources planned under PAC 41811,
ENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

FORM FDA 2622 {10/08)

PAGE NO,

41-1




FY 2011 ORA WORKPIAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE
Human Cells, Tissues, & Cellular & Tissue-Based Products (HCT/Ps)

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] ora

5. OPERATIONAL FTE POSITIONS
310

[ ]center

o. 1 1 1
DISTRICT/ DOMESTIC CBER FOREIGN
SPECIALIZED INSPEC- PRIORITY INSPEC-
LABORATORY TIONS ESTABS TIONS

ZOoO~-Gmx

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 LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

NE

CE

SE

Sw

PA

46.0] 54.7

TOTAL HOURS 29348]

108]

CONVERSION FACTOR 950]

30.80]

TOTAL OPERATIONAL FTEs

= |
0.12)

9. REMARKS
* Refer to CBER's memo for inspectional priorities.

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

NEW PAC TITLES:

Personnel Types Required: Investigator
FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

C.P. 7341002 - 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)

PAC 410028 Inspection of HCT/Ps-361 Reproductive, for product codes: 57K Reproduclive Tissue

PAC 41002C Inspection of HCT/Ps-361 Hematopoietic Stem Cells, for product codes: 57M Hematopoietic Stem Celis

PAC 41002D for Inspections of HCT/Ps-361 ALL Other 361 HCT/Ps Products, for product codes: 57J Musculoskelelal Tissue;
57L Ocular Tissue; 570 other Tissue (human skin, pericardium dura mater, heart valves)

There will be NO separate reporling of AIDS time, report AIDS time under ihe appropriate compliance program and PAC.

PAGE NO. 41-2




FY 2011 ORA WORKPLAN

October 1, 2010

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

(PDUFA Domestic & Foreign)

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators Human Cellular, Tissue and Gene Therapeutics - 41

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

41808-GLPs, 41809-IRBs, 41810-Spon/Mon/CROs ora  [_JcEnTER
41811 Clinical Investigators

5. OPERATIONAL FTE POSITIONS
5.0

6. 1

DISTRICT/

SPECIALIZED INSPEC-
LABORATORY TIONS

ZO0-60OMmMx

TOTAL FIELD 53

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 89.3|

TOTAL HOURS 4759)

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 5.01

9. REMARKS

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.
Rennr arromnlishment hours under anoronriate PAC.



http:r.r.nmnli.c::hmP.nt

PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

Biologics Blood and Blood Products - 42
3. NO. 4. ¥DA COMPLIANCE PROGRAMS AND ASSKGNMENTS 5. PROGRAM 6, OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMEST!C | IMPORT FOREIGN ~ FTEs
- TOTAL 73.8 4.0 35 81.3
i JInspection of Licensed & Unlicensed Blood Banks LQOOIF.G 48.7 0.6 49.3 42-5
National Experis 2.6 0.1 2.7
Inspection of Donor Centers
Inspection of Reference Laboratories
Inspection of Blood/Plasma Brokers
Inspection of Blood Product Contractors
Technical Assistance and Coordination * 2.5 2.5
2 }nspection of Source Plasma Establishments 142002A,F,G 11.9 11.9 42-6
Imported CBER - Regulated Products 42007 42R833, 4.0 4.04 42-7
41R824,42RB824
45R824,99R833
4__|Inspection of Licensed Viral Marker Test Kits (Team Biologics) 42008, A 1.1 0.9 2.04 42-8
Field Investigations 0.5 0.5
5 jBioresearch Monitoring Programs ** 4.4 4.4 42-9
Institutional Review Boards 142809 o
Sponsors, Contract Research Organizations, and Monitors 42810 b
Clinical Investigators ** 42811 {4.0)
National Experts 141808-41811 {0.4)
4280842811
4580845811
6 |Inspection of Medical Device Manufacturers 42845A,B,C 0.5 0.5 42-10
Inspection of Plasma Derivatives of Human Origin 42848A ,F,G; 1.6 1.9} 35 42-11
(Team Biologics) 42848B,C,.D
* For BLT-DO to Assist & Coordinate ARC Information.
** All Domestic & Foreign Resources Planned Under Domestic
PAC 42811, Foreign Resources 1o cover PPS 41, 42, 45,
CENTER PROJECT MANAGER/TELEPHONE RA PLANNER/TELEPHONE
anet Ishimoto 301-827-6220 arriet R, Gerber 301-796-4396
FORM FDA 2622 (10/09) PAGE NQO. 42-4



http:1�2R4.AA
http:Martc.er

FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Licensed and Unlicensed Blood Banks (Domestic & Foreign)

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

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

4. WORK ALLOCATION PLANNED BY

[X] o

[ center

5. OPERATIONAL FTE POSITIONS
54.5

DISTRICT/
SPECIALZED
LABORATORY

Z0-Gm3

1
DOMESTIC
INSPEC-
TIONS

{1

1 2 9
TECH ASST &
COORDIN-
ATION

FOREIGN
INSPEC-
TIONS

DOMESTIC
INVESTI
GATIONS (Hours)
(Hours) OP CODE 82
(2) 3} (4)

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

1137

40.7,

10 2460) 2375

63.0

[TOTAL HOURS

46276

630 2469 2375

CONVERSION FACTOR

950

950 950 950

TOTAL OPERATIONAL FTEs

48.71

0.66] 2.60 2,50

9. REMARKS

needed at District discrelion.

needed for other CBER programs.

report time under Operalion Code 92.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

LPersonnel Types Required: Investigator, National Expert

All listed resources are planned under PAC 42001F. Resources cover all facilities listed in compliance program.
Blood Bank PAC's: 42001F, Level 1 Inspection, 42001G, Level 2 Inspection.
Pre-License Inspections for PPS 41, 42, 45 and Field Investigation Hours are not planned separately; use above resources as

(1) - Domestic Blood Bank Inspections: Starled in FY10 ALL AIDS time will be reported under the appropriate compliance program
and PAC. There will be NO separate reporting of AIDS time.
(2) - Foreign Blood Bank Inspections spread by DFI.

{3) - Domestic Investigation Time is for National Expert Domestic Investigations and Follow-Up Inspections and may be used as

(4) - Technical Assistance & Coordinatian {Hours) are for BLT-DQ to assist and coordinate ARC information:

PAGENO. 42-5



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Inspections of Source Plasma Establishments

2. PPS PROJECT NAMENUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)
42002A,F,G

4. WORK ALLOCATION PLANNED BY

ora  [Jeenter

5. OPERATIONAL FTE POSITIONS
11.9

Te. 1 2

DISTRICT/
SPECIALZED INSPEC-
LABORATORY TIONS

INVESTI
GATIONS
(Hours)

ZO0-G0m2a

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 LAR

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

Report operalions under appropriate PAC and Operation Code.
Refer to CBER's memo for inspectional priorities.

There will be NO separale reporling of AIDS lime.

iPersonneI Types required: Investigator, Team Biologics
FORM FDA 2621a {10/09)

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/invesligations, DSCs as needed.

Started in FY2010 ALL AIDS lime will be reported under the appropriaie Compliance Program and PAC.

L e
ORA WORKPLANNING SHEET (Continued)

PAGENO. 426




FY 2011 ORA WORKPLAN October 1,2010
1. PROGRAM/ASSIGNMENT T(TLE 2, PPS PROJECT NAMENUMBER

Imported CBER-Repulated Products Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S}) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
42007, 42R833, 42R824, 99R833, 41R824, 4SR824 ora [ ]cEnTer 4.0

b. F3
DISTRICT/
SPECIALIZED IMPORT
LABORATORY INVEST)-
GATION
HOURS

ZO~@oOm™

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGD

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 GITY
| SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANGISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION
|roTAL HOURS 3800)
JconVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 4,00
9. REMARKS

ALL resources are planned under PAC 42007 as Import Investigation Hours.

Report accomplishments under appropriate PAC and Cperalion.

Planned Resources are to caver ALL Import Operations: Entry Review 42R833; Follow-Up to Refusals 41R824, 42824, 45R824;
Filer Evaluation 99R833 and any inspeclions needed under the C.P. for PAC 42007. Resources also include lime for courier
and intemalional mail facilities review.

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

Personnel Types required: Investigator

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 42-7




FY 2011 ORA WORKPLAN

October I, 2010

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Viral Marker Test Kits Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
42008, A Domestic & Foreign ORA [ ]center

5. OPERATIONAL FTE POSITIONS
2.5

1 1 1 F)

DISTRICT/
SPECIALIZED DOMESTIC FOREIGN DOMESTIC
LABORATCRY INSPEC- INSPEC- INVESTH-
TIONS TIONS GAYIONS

ZO-Gom3

TOTAL FIELD

HEADQUARTERS

|IREGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | OETROIT

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 L ABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

JHOURS PER OPERATION 135.0] 176.7

[roTAL HOURS 1080 884 410

ICONVERSION FACTOR Y | 950 950

[TOTAL OPERATIONAL FTEs 1.14] 0.83]_ 0.43

!9. REMARKS

42008 GMP Inspeclions;

42008A Pre-License Inspections.

All inspections will be performed by Team Biologics. Field time is for district suppori to Team Biologics.
No separate resources are planned for 42008A, use above resources as needed.

IReport accomplishments under appropriate operalion code and PAC.

|Field Investigation Hours may be used for any Team Biologics Program.

Personnel Types Required: Investigator, Team Biologics

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)

PAGE NO. 428



FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

|(PDUFA Domestic & Foreign)

IRBs, Sponsor/Monitor/CROs, Clinical Investigators

2. PPS PROJECT NAMENUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42811 Clinical mvwﬁsgtors

42809-1RBs, 42810-Spon/Mon/CROs,

4. WORK ALLOCATION PLANNED BY

%] ora

[ ] center

5. OPERATIONAL FTE POSITIONS
44

DISTRICT/
SPECIALIZED
LABORATORY

Z0-0m3x

1

INSPEC-
TIONS

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC
REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADEL PHIA
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

[TOTAL HOURS

CONVERSION FACTOR

TOTAL OPERATIONAL FTEs

9. REMARKS

Resources for PACs 42809, 42B10, and 42811 are planned under PAC 42811 Clinical Investigators.
Use above resources for Foreign Inspeclions as needed.

Inspections are to be conducted only when assignmenis are received from CBER.
Reporl accomplishment hours under appropriate PAC.

Personnel Types required: Investigator

Report Foreign Inspections under Operation Code 11.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 42-9




FY 2011 ORA WORKPLAN

October 1,201¢

1, PROGRAM/ASSIGNMENT TITLE
Inspection of Medical Device Manufacturers {Biologics)

2. PPS PROJECT NAMENNUMBER
Blood and Blood Products - 42

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

4. WORK ALLOCATION PLANNED BY

(X ] ora

[ ] cenrer

5. OPERATIONAL FTE POSITIONS
0.5

DISTRICT/
SPECIALIZED INSPEC-
LABORATORY TIONS

ZO—-oGmD

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MNNEAPOLIS

| NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW DRLEANS

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 LABORATCRY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

CONVERSION FACTOR

[TOTAL OPERATIONAL FTEs

9. REMARKS

PACs changed from 42830C,L to 42845A,B,C in FY05
42B45A Level 1 Inspeclions;
42845B Level 2 Inspeclions;
42845C Level 3 Inspections.

Personnel Types required: investigator

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)

No Investigation Hours or Foreign Inspeclions are planned, use above resources as needed.

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

PAGE NO. 42-10




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAMWASSIGNMENT TITLE

Inspection of Plasma Derivatives of Human Origin

2. PPS PROJECT NAMENUMBER
Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S)

42848A,F,G; 42848B,C,D Domestic & Foreign

4. WORK ALLOCATION PLANNED BY

ORA [ ]center

5. OPERATIONAL FTE POSITIONS
3.5

e

DISTRICT/
SPECIALIZED
LABORATORY

ZO-~Gm3x

1
DOMESTIC
UCENSED

INSPEC-
TIONS

FOREIGN
LICENSED

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

REGKINAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION

150.0

182.5

[TOTAL HOURS

1500

1825

ONVERSION FACTOR

850

950

OTAL OPERATIONAL FTES

1.58

1.92

9. REMARKS

FORM FDA 2621a (10/09)

Personnel Types required: Team Biologics

Team Biologics Compliance Program new in FY05 - Inspection of Biological Drug Products (CBER),
(Previously covered by PAC 42006). All Inspections will be performed by Team Biologics.

42848A Pre-Licensed Inspeclion - Plasma Derivatives;

42848F Leavel 1 CGMP Inspeclion - Plasma Derivatives;

42848G Level 2 CGMP Inspection - Plasma Derivalives.

NEW PACs: 428488 Pre-Licensed Inspection - Recombinant Analogues;
42848C Level 1 CGMP Inspection - Recombinant Analogues;
42848D Level 2 CGMP Inspection - Recombinant Analogues.

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

ORA WORKPLANNING SHEET (Continued)

PAGENO. 42-11



PROJECT SUMMARY SHEET
FY 2011
2. PPS PROJECT NAMENUMBER

1. PROGRAM CATEGORY

Biologics Vaccines and Allergenic Products - 45
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT _ | OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 10.7 3.0] 13.7_
1 |Bioresearch Monitoring Programs * 7.0 7.0' 45-13
Institutional Review Boards 45809 ~]
Sponsors, Contract Research Organizations, and Monitors 45810 N
Clinical Investigators * 45811 (7.0)
2 |JLicensed Allergenic Products 45848A,F,G 0.4 0.3 0.7 45-14
(Team Biolosic_s)
3 JLicensed Vaccine Products 45848B,C,D,H 257, 2.7 5.4 45-15
(Tearn Biologics)
Field Time 0.6 0.6

* All resources planned under PAC 4581].

CENTER PROJECT MANAGER/TELEPHONE
Uanet Ishimoto 301-827-6220

FORM FDA 2622 {10/09)

ORA PLANNER/TELEPHONE
Harriet R. Gerber 301-796-4396

PAGE NO. 45-12




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

IRBs, Sponsor/Monitor/CROs, Clinical Investigators
{PDUFA Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER

Vaccines and Allergenic Producls - 45

3. PROGRAM/ASSIGNMENT CODE(S)

45809-1RBs, 45810-Spon/Mon/CROs,

45811 Clinical Investigators

4. WORK ALLOCATION PLANNED BY

[5] ore

{__]center

5. OPERATIONAL FTE POSITIONS
7.0

ZO—Gma

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

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

REGKINAL 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

JHOURS PER OPERATION

86.7

[TOTAL HOURS

6653

ICONVERSION FACTOR

[TOTAL OPERATIONAL FTEs

7.00

9. REMARKS

Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigalors.
Use above resources for Foreign Inspections as needed.

Inspections are lo be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.

Report Foreign Inspections under Operation Code 11.

Personnel Types required: Investigator

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 45-13




FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PRQJECT NAME/NUMBER

Inspection of Licensed Allergenic Products (Posl-Market & Pre-License)  [Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
45848A,F,G Domestic & Foreign ORA [ Jcenrer 0.7

11 1 1
DISTRICT/
SPECIALIZED DOMESTIC FOREIGN
LABORATORY INSPEC- INSPEC-
TIONS TIONS

zZOo—-Goma

TOTAL FIELD

HEADQUARTERS

REGKINAL 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-:

|HOURS PER OPERATION

[TOTAL HOURS

CONVERSION FACTOR

[TOTAL OPERATIONAL FTEs

§9. REMARKS

New Team Biologics Compliance Program In FYO05 - Inspection of Biological Drug Products {CBER)
(Previously covered by PAC 45001).

45848A Pre-License Inspeclion - Allergenics;

45848F Level 1 CGMP Inspection - Allergenics;

45848G Level 2 CGMP Inspection - Allergenics.

All inspections will be performed by Team Biologics.

Resources are planned under PAC 45848F. Use resources as needed and reporl under appropriate PAC.

Personnel Types Required: Team Biologics

OO ————— —
FORM FDA 2621a {10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 45-14



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAWASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Vaccine Products Vaccines and Allergenic Products - 45
(Post-Market)

45848B,C.D,H Domestic & Foreign ORA ] cenTER

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

6.0

1 1
DISTRICT/
SPECIALIZED DOMESTIC FOREIGN DOMESTIC
LABORATORY INSPEC- INSPEC- INVEST)
TIONS TIONS GATIONS
{Hours)

Z0-0omx

TOTAL FIELD 10 13 503

HEADQUARTERS

REGIONAL STAFF | . 1

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 260.0 200.0

TOTAL HOURS 2600 2600 503]

CONVERSION FACTOR 950 950 950

TOTAL OPERATIONAL FTEs 2.74 2.74 0.53

9. REMARKS

New Team Biologics Compliance Pragram in FYD5 - Inspection of Biological Drug Products (CBER)

{Previously covered by PAC 45002).

458488 Pre-License Inspection - Vaccines;

45848C Level 1 CGMP Inspeclion - Vaccines,

45848D Level 2 CGMP Inspection - Vaccines.

45848H Off-Year Flu Vaccine: for inspecting the 50% of firm inventory not scheduled for inspection in this year.

All inspeclions will be performed by Team Biologics.
Resources are planned under 45848C. Use resources as needed and report under appropriate PAC.
Field Investigalion Hours may be used 1o assist any Team Biologics Program.

Persannel Types Required: Team Biologics, Investigator

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)

PAGE NO. 45-15




CENTER FOR DRUG EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2011
OPERATIONAL FTES TOTAL
OPERATIONAL
PPS FTEs
NO. [PROJECT TITLE DOMESTIC IMPORT FOREIGN
OTAL 231.4) 37.9 97.7 367.0
’
46 |NEW DRUG EVALUATION 11.0f 14.0| 250
48 Walonesmcu MONITORING HUMAN DRUGS 52.0] 212 73.2)
52 Lceuewc DRUG EVALUATION 6.0 11.0) 17.0#
52 1POSTIAARKEI'ING SURVEILLANCE AND EPIDEMIOLOGY HUMAN DRUGS 10.0 1.0 11.0H
56 hnnuc QUALITY ASSURANCE 128.9 319 50.5L 217.3)
63 |UNAPPROVED AND MISBRANDED DRUGS 1.5{ 11,5
89 |INTERAGENCY COOPERATIVE ACTIVITIES 12.0 12.0)




PROJECT SUMMARY SHEET
FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs New Drug Evaluation - 46
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT | FOREIGN FTEs
TOTAL 11.0 14.0 25.0
| _|NDA Pre-Approval Inspections/invesligations 46832/B/C 8.5 9.5 46-02
- Domestic (PDUFA)
2 _|NDA Pre-Approval Inspections/Investigations 46832/B/C 13.0 13.0] 4603
- Foreign (PDUFA)
3 |Pre-License Biotech (BLA) - (PDUFA) 46832M 1.0 1.0} 2.0  46-04
[nspections/Investigations - Domestic/Foreign.
4 _JPositron Emission Tomography (PET) Pre-Approval 46832P 0.5 0.5 46-05
Inspeclions/Investigations
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
een Anderson, HFD-310: (3C1) 796-3309 Anita T. McCurdy 301-796-4395

FORM FDA 2622 (10/09) PAGE NO. 46-01



FY 2011 ORA WORKPLAN

October |, 2010

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, 46R845

4. WORK ALLCCATION PLANNED BY

ORA [___)centerR

5. OPERATIONAL FTE POSITIONS
9.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-@m>3

T [ 1 3 7

INSPECTION

CHEMIST

ON DOMESTIC
INSPECTIONS | SAMPLE

{Hours) COLL ANALYZED
CHEM PROFILE

(1) {Hoyra}

DOMESTIC
SAMPLES
TOBE

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK

REGIONAL LAB

WEAC

REGICNAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

SE | FLCRIDA

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 LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

SW

154 703 17 17

51.1 6.0 24.0

TOTAL HOURS

7869 703} 102

ICONVERSION FACTOR

950 850 950 1180

TOTAL OPERATIONAL FTEs

8.28 0.74 0.11 0.35

9, REMARKS

{1) - Includes Microbiologisis on Inspections.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

[NDA Pre-Approval Inspections/Investigations - Foreign (PDUFA)

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

3. PROGRAM/ASSIGNMENT CODE(S)
(1) 46832, 468328, 46832C, 46832D

4. WORK ALLOCATION PLANNED BY

[ o

5. OPERATIONAL FTE POSITIONS
13.0

[Joenten

DISTRICT/
SPECIALIZED
LABORATORY

Z20—-Gommn:m

JINSPECTION

2l

i
CHEMIST
ON
INSPECTIONS
(Hours)

o)

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

PAGIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
JHOURS PER OPERATION

NE

CE

SE

Sw

PA

117

5470

froTaL HOURS

fCONVERSION FACTOR

[TOTAL OPERATIONAL FTEs

lo. REMARKS

(3) - Includes Micraobiologists on Inspections.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

(1) - Use PAC 46832D 1o report work conducted under the President’s Emergency Plan for AIDS Relief (PEPFAR).

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

PAGE NC. 46-03




FY 2011 ORA WORKPLAN

Uctober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Domestic and Foreign (PDUFA)

Pre-Licensed Biotech (BLA) Inspections/Investigations -

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

3. PROGRAM/ASSIGNMENT CODE(S)
46832M

4. WORK ALLOCATION PLANNED BY

ORA [ center

5, OPERATIONAL FTE POSITIONS
2.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O-Omx

INSPEC’
Domaestic

1)

1

INSPECTIONS
Foreign

TOTAL FIELD
HEADQUARTERS N
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGQ

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORL.EANS

SAN JUAN

REGIONAL LAS

REGIONAL STAFF

DALLAS

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

sSw

511

58.8

[TOTAL HOURS

amn

sa1l

CONVERSION FACTOR

950]

[TOTAL OPERATIONAL FTEs

1.02

0.99]

9. REMARKS

(1) - Includes Micrabiologisls on Inspections.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 CRA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Positron Emission Tomography (PET) Pre-Approval
Inspections/Investigations

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

S

3. PROGRAM/ASSIGNMENT CODE(S)
46832P

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
0.5

DISTRICT/
SPECIALIZED
LABORATORY

INSPECTION:
Domestic

ZOQ=-=GmM3

m

TOTAL FIELD
HEADQUARTERS S
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAG

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 204

TOTAL HOURS 480

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 0.52

9, REMARKS

etc. so specified in the application.

FORM FDA 2621a (10/09)

(1) - Includes Microbiologists on Inspections. Inspections are to verify thal NDA applicant has facilities, equipment, controls,

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 46-05




PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGCRY

2. PPS PROJECT NAME/NUMBER

Human Drugs Bioresearch Monitoring: Human Drugs - 48
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL B PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC| IMPORT FOREIGN FTEs
TOTAL 52.0 21.2 73.2
1 | In Vivo Bioequivalence - ANDAs & NDAs 48001/A 6.0 6.0 48-07
PDUFA (NDAs) (3.34)
Foreign Inspections (In Vivo Bioequivalence, 48001/A; 5.0 5.0 48-08
GLPs)* 48808
* Foreign Inspections PEPFAR (AIDS Relief) 48001D/E;
(planned under 480G1A and 48001) 48808, 48811D
2 |Bioresearch Monitoring 48-09
Good Laboratory Practices (Non-Clinical Lab) 48808 3.0 3.0
National Experts (0.12)
** Institutional Review Board 48809/48809A 7.8 7.8
Sponsors, Contract Research Organizations, 48810 5.3 53
and Monitors
3 | Clinical Investigators 48811 29.9 16.2 46.1 48-10
National Experts (0.11)

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

resources are planned vnder 48001.

| l I

l

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

CENTER PROJECT MANAGER/TELEPHONE

ORA PLANNER/TELEPHONE
Joanne L. Rhoads, (301) 594-0020 Anita T. McCurdy 301-796-4395
FORM FDA 2622 (10/03) PAGE NO. 48-06




FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE
In Vivo Bioequivalence - Pre-Approval (PDUFA)

2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)
48001 {ANDAs), 48001A (NDAs)

4. WORK ALLOCATION PLANNED BY

ORA [_]center

5. OPERATIONAL FTE POSITIONS

6.0

e. 1
DISTRICT/ 48001
SPECIALIZED ANDA
LABORATORY

ZO-0Om2x

msrecmusr INSPECTIONS

1
ABOCIA
NDA

TOTAL FIELD 33|
HEADQUARTERS
REGIONAL STAFF J
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 L AB
REGIONAL STAFF
LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL L ABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

NE

CE

SE

SwW

PA

77.3

47

67.6

TOTAL HOURS 2551

3177

CONVERSION FACTOR 950

850

TOTAL DPERATIONAL FTEs 2.68

3.34

9. REMARKS

Assignmenls 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) 35%, PDUFA 48001A {NDA) 65%.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 48-07




FY 2011 ORA WORKPLAN October 1,2010

1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER
Foreign Inspeclions (NDA - PDUFA; ANDA - PRE-APPROVAL) Bioresearch Monitoring: Human Drugs - 48

48001,A: 48808, 48001D,E, 48811D : ORA \ |CENTER 5.0
NDA & ANDA (1)

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

r& 1 1
DISTRICT/ FOREIGN FOREIGN
SPECIALIZED 45001A 48001
LABORATORY NDA ANDA
|INSPECTIONS{ INSPECTIONS
{PDUFA) (PRE-APPVL)

ZO0—-Gm>D

TOTVAL FIELD 31 29

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAS

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPQLIS

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_Houns PER OPERATION 83.8 753
TOTAL HOURS 2598] 2184

|conversion FACTOR g50] 50

TOTAL OPERATIONAL FTEs 273] 2.30

9. REMARKS

(1) - Planned inspections include: 48001,A In Vivo Bioequivalence, 48808 GLPs (PDUFA), PACs 48001D PEPFAR NDA
Bioequivalence, 48001E PEPFAR ANDA Bioequivalence, and 48811D PEPFAR Clinical Investigations .

Report [nspections under appropriate PAC, Foreign Inspections under Operation Code 11.

IHIGH PRIORITY for NDA inspections.

480010 PEPFAR NDA Bicequivalence; 48001E PEPFAR ANDA Bioequivalence; 48811D PEPFAR Clinical Investigations.
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001.

We are nol planning separale PEPFAR work.

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 48-08



I'Y 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Good Laboratory Practices; Institutional Review Board; Sponsors, Bioresearch Monitoring: Human Drugs - 48
Contract Research Org., Monitors (PDUFA)
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
48808, 48809, 48809A, 48810 ORA [ center 16.1

TE_ 1 2 1 1
DISTRICT/ NATL EXPERT
SPECIALIZED GLP INVESTH- RA (1) SPONSOR,

LABORATORY INSPECTIONS{ GATIONS | INSPECTIONS [CRO, MONITOR!
{Hours) 43809, INSPECTIONS
45508 42308-GLP | 48809A(2) 42810

{3)

TOTAL FIELD 28 112 121 46|
HEADQUARTERS

ZOoO—@aQmxy

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 98.0 81.0 110.3
TOTAL HOURS 2744 112 7381 5074
CONVERSION FACTOR 950 950} 950 350
TOTAL OPERATIONAL FTEs 2.89 0.12] 7.77 5.34
9. REMARKS

48808: Resources planned for Inspections may also be used for DSCs.

Planned Inspeclions include Surveillance Inspections and any Assignments from CDER 1o cover studies identified by CDER.
CDER assignments, i.e. Directed Inspeclions, cover studies associated with IND's and NDA's.

HResources for Good Laboralory Practice (GLP} Foreign Inspections are planned under 48001A (see page 48-3).

(1) - Institutional Review Board

(2) - 48809A: Resource (1 FTE) for the Radioactive Drug Research Commitiee (RDRC) is nol planned separately. However, please
use above resources as needed and report RDRC work under PAC 48809A.

(3) - Sponsors, Contracl Research Organizations, and Monitors

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-09




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Clinical Investigators (PDUFA)

2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S)
48811

4. WORK ALLOCATION

[X] ora

PLANNED BY

[ Jcenter

46.1

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

Z20-omMm=3T

1

INSPECTIONS]
DOMESTIC

2 1
NATL. EXPERT
INVESTH
GATIONS
(Mours)

INSPECTIONS
FOREIGN

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

1

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATL

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW | 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

100.0

80.0

TOTAL HOURS

26300

102 15390

CONVERSION FACTOR

850

TOTAL OPERATIONAL FTEs

28.79

0.11 16.20]

9. REMARKS

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

48-10




FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Generie Drug Evaluation - 52
3. NO 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5 PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 6.0| 11.0 17.0
[ JANDA Pre-Approval Domestic (PDUFA) 52832/B/C 5.0 S‘OI 52-12
2 JANDA Pre-Approval Inspections/Investigations 52832/B/C/E 11.0 ll.OI 52-13
- Foreign
3 JPositron Emission Tomography (PET) Pre-Approval 52832P 1.0 1.0 52-14
Inspections/Investigations
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Kathleen Anderson, HED-310; (301) 796-3309 Anita T, McCurdy 301-796-4395

FORM FDA 2822 (10/09) PAGE NO. 52-11



['Y 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Investigations - Domestic

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

3. PROGRAM/ASSIGNMENT CODE(S)
52832,B,C

4. WORK ALLOCATION PLANNED BY

ORA [] center

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO-Gm=x

1 3 7 7
DOMESTIC DOMESTIC
SAMPLES SAMPLES
TOBE TOBE
ANALYZED | ANALYZED
PROFILE BIOTEST
(Cham) [Chem)

ANDAS
TO INSPECT

DOMESTIC
SAMPLE
coLL

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT

CE | DETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAS

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

47 41 31 1

53.7 5.9 50.0 30.0

TOTAL HOURS

2524 242 1550] 930

CONVERSION FACTOR

950 9501 1180 1180

TOTAL OPERATIONAL FTES

2.66 0.25 1.34 0.79]

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 52-12




FY 2011 ORA WORKPLAN

Oclober 1,200

1. PROGRAM/ASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Investigations - Foreign

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

3. PROGRAM/ASSIGNMENT CODE(S)

52832, 52832B ,52832C, 52832E

4. WORK ALLOCATION PLANNED BY

(%] oma

[ Jcenter

5. OPERATIONAL FTE POSITIONS
11.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO=-G0m>a

INSFECTIONS] INSPECTIONS

1)
(Foreigm)
{2)

1 2 7]

CHEMIST IMPORT
SAMPLE
COLL

INVESTIGA-
{Hours) TIONS
{Foreign) (Hours)

{3} {4)

8
WMIPORT
SAMPLES
ANALYSES
PROFILE
(Cham)
(5}

IMPORT
SAMPLE
ANALYSES
BIOTEST
{Chem)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE | DETROMT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

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

62

2200, 147/ 203

61.4

3.0

101

30.0

102

15.0

TOTAL HOURS

2807

2200/ 147 609

3030

1530}

CONVERSION FACTOR

950

950 850 950

1180

1180}

TOTAL OPERATIONAL FTEs

4.01

2.32 D.15 0.64

2.57

1.30]

9. REMARKS

FORM FDA 2621a (10/09)

Profile ISCs & ISAs ~52832B; Biolesl ISCs &ISAs under PAC 52832C.
(3) - Includes microbiologists on inspactions
(4) - Samples are collected at foreign manufaclurers.

(5) - NRL analyzes all Profile/Biotest ISCs and methods development ISAs.

(1) - Report as follow: Insps./Chem on Insps. under foreign operation code 11 Pac Code 52832,
(2) - PEPFAR inspections included in {otal. Use PAC 52832E to report work conducted under the President's
Emergency Plan for AIDS Relief (PEPFAR).

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 52-13




FY 2011 ORA WORKPLAN

Oclober 1, 2011

Pos

1. PROGRAM/ASSIGNMENT TITLE

itron Emission Tomography (PET) Pre-Approval

Inspections/Investigations

2. PPS PROJECT NAMENUMBER
Generic Drug Evalualion - 52

3. PROGRAM/ASSIGNMENT CODE(S)

52832P

4. WORK ALLOCATION PLANNED 8BY

(x| ora [x ] cenTerR

5. OPERATIONAL FTE POSITIONS
1.0

Zo—-0omx

6. 1
DISTRICT/
SPECIALIZED ANDA
LABORATORY PET
{inspecTions|
)

TOTAL FIELD

HEADQUARTERS

NE | NEW YORK

REGIONAL STAFF

NEW ENGLAND

REGIONAL LAB

WEAC

CE | DETROIT

[REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

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

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 21,5
I:TOTAL HOURS 46|
CONVERSION FACTOR as0]
OTAL OPERATIONAL FTEs 1.00]
9. REMARKS

1(1) - Inspeclions are to determine compliance of establishments with GMPs prior 1o approval of pending ANDAs.
ANDA bulk products are collected for profile analysis.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 52-14




FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Human Drugs Postmarketing Surveillance and Epidemiology: Human Drugs - 53
3. NO 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL B, PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 10.0 1.0 11.0
1 |Enforcement of the Adverse Drug 53001 A/B 8.0 1.0 9.0 53-16
Experience Reporting Regulation (Domestic/Foreign)
2 |Experience Reporting Regulation REMS (PDUFA) 53001C 2.0 2.0 53-17
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
|Kathleen Anderson, HFD-310; (301) 796-3309 Anita T. McCurdy 301-796-4395
FORM FDA 2622 {10/09)

PAGE NO. 53-15



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Enforcement of the Adverse Drug Experience Reporting Regulation

2, PPS PROJECT NAME/NUMBER
Postmarketing Surveillance and Epidemiology: Human Drugs - 53

3. PROGRAM/ASSIGNMENT CODE(S)

53001A, 530018 (1)

4. WORK ALLOCATION PLANNED BY

(%] ora

CENTER

6. OPERATIONAL FTE POSITIONS
9.0

ZO—Gm:ax

DISTRICT/
SPECIALIZED
LABORATORY

INSPECTION

DOMESTIC

(NSPECTIONS

FOREIGN
[¢d]

TOTAL FIELD

118

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS
NEW JERSEY

PHILADEL PHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABCRATORY-NW

HOURS PER CPERATION

64. 64.9

TOTAL HOURS

7611

974

ICONVERSION FACTOR

950

950

[TOTAL OPERATIONAL FTES

8.01]

1.03

|9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

(1) - Reporl bolth Domestic and Foreign inspections under 53001A for Cenler-Iniliaied and 53001B for Districl-Initiated.

(2) - CDER will issue one (1) foreign inspection assignment for the REMS program. Work canducted for the REMS program
should be reported lo PAC 53001C.

CDER will issue inspection assignments using a risk site seleclion model. The field should contact CDER for guidance
if a site selection is not from the CDER model.

PAGE NO. 53-16




FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE
Risk Evaluation and Mitigation System (REMS)

2. PPS PROJECT NAME/NUMBER

Postmarketing Surveillance and Epidemiology: Human Drugs - 53

3. PROGRAM/ASSIGNMENT CODE(S)
53001C

4. WORK ALLOCATICN PLANNED BY

o  [X]centen

5. OPERATIONAL FTE POSITIONS
2.0

DISTRICT/
SPECIALIZED
LABORATORY INSPECTION

0]

Z0—-Gma

TOTAL FIELD 29

HEADQUARTERS D

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAS

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

JHOURS PER OPERATION 66.0

froTAL HouRrs 1914]

lconvERSION FACTOR asa

OTAL OPERATIONAL FTES 201

9. REMARKS

Program (53001A/B).

FORM FDA 2621a (10/09)

(1) - Because of the complexity and individuality of each REMS program, conlact CDER at least 2 weeks before conducling
inspection. Forward EIRs directly to CDER's Divisian of Risk Management and Surveillance (HFD-330). This program has
one (1) foreign inspection assignment to be issued by CDER using resources from the Adverse Drug Experience Reporling

IPlease note: District inspection allocation may be subject to change as a result of CDER's final site selections.

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 53-17




PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY

2. PPS PROJECT NAMENUMBER

Human Drugs Drug Quality Assurance - 56
3. NQO/| 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8 PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 126.9 37.9 50,5 217.3
1 IDrug Process Inspections - Domestic 56002A,B,D* 64.9 64.9' 56-19
2 Foreign Drug Process Inspections 56002A-D* 42,04 42.0 56-20
3 |Drug Process Inspections - Gas Manufs, 56002E 9.0 9.0, 56-21
4 |Drug Process Inspections - APl Manufs. (Domestic/Foreign) 56002F* 6.5 6.5 13.0) 56-22
5 |Drug Process Inspections - Biotech Manulacturers 56002M 6.0 6.0] 56-23
6 JPositron Emission Tomography (PET) Pre-Approval 56002P 0.5 0.5 56-24
Inspections/Investigations !
Drug Quality Sampling and Testing Program 56008A 18.5 18.5] 56-25-26
Drug Product Surveillance - Import Drugs 56008H*** 379 37.9]  se-27
Drug Quality Reporting System - DQRS 56021A/B 4.5 4.5 56-28
10 |Enforcement of Rx Drug Marketing Act (PDMA) 56022/A 2.0 2.0 56-29
11_|Post-Approval Inspections/Investigations - Domestic 56843 2.0 2.0I 56-30
12 _JPost-Approval Inspections/Investigations - Foreign 56843 2.0 2.0[ 56-31
13 [Pharmacy Compounding Assignments 56D015 5.04 5.0[ 56-32
14 |Forensic Evaluation and Sample Analysis S6RZIG**+++ I0.0I IO.OI 56-33
* 56832, 56R359
*** 56R824, 56R833, 99R833
*E¥ 56RB3 1
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Kathleen Anderson, HFD-310; {301) 796-3309 Anila T. McCurdy 301-796-4395

FORM FDA 2622 {10/09})

PAGE NO.

5616 _




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Drug Process Inspections - Domestic

2. PPS PROJECT NAME/NUMBER

Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)
56002, A-D, 56832, 56R359

4. WORK ALLOCATION PLANNED BY

] o

{_]center

64.9

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

zZO-GOmx

1

INSPECTIONSY

2

CERTIFICA-
TION
ALDITS

(INV Hours)

1))

)

CHEMIST ON
NSPECTIONS
{Hours)

1

MICRO ON
INSPECTIONS
(Hours)

3

2)

DOMESTIC
SAMPLE
coLL

)
DOMUESTIC

sl
oL

1AM

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CRICAGO
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
JHOURS PER OPERATION

707

67.5

3350

2401

1200

350

5.0

A

i
L

DOBESTIC

sAuPLE
cou.
HRiCRO)

" i
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

16.0

[TOTAL HOURS

47723

2461

1200

1750

574

720

CONVERSION FACTOR

950

950

950]

950

950

A

1180

1180

TOTAL OPERATIONAL FTEs

50.23

3.53

2.50]

1.28

1.84

4,87

0.61

9. REMARKS

(2) - DSCs not analyzed are documentary samples.

(3) - Shaded area serves as a guideline for Districls on the specific types of samples that should be collected in order
to match samples expecled by the laboratories for analysis.

(1) - Hours for certificalion audits in support of Level || Drug Certification Audits and the Pharmaceutical Inspectorate (PI).
Report Cerlification Audit hours under 56R359.
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FY 2011 ORA WORKPLAN

October 1,2010

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, 56832, 56R359

4. WORK ALLOCATION PLANNED BY

(%] om

[ | cenTErR

5. OPERATIONAL FTE POSITIONS
42.0

DISTRICT/
SPECIALIZED
LABORATORY JINSPECYIONS|

FOREIGN

ZO-Qm>Dd

1 1

CHEM)ST ON
INSPECTIONS
FOREIGN
(Mours}
(2)

FOREIGN
CADRE
INSPECTIONS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINGINNATI

CE | DETROIY

| 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 DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
[HOURS PER OPERATION

SwW

TOTAL HOURS

620

CONVERSION FACTOR

9

TOTAL OPERATIONAL FTEs

20.49|

6.53]

15.00]

9. REMARKS

B, C, D, E, 56832.

FORM FDA 2621a (10/09)

(2) - Time planned in this column may be used by chemists or microbiologisis.

(1) - Foreign inspections (OPI) are planned under 56002 and should be reported under operation 11 PACs 56002A,
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FY 2011 ORA WORKPLAN

Ottober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Drug Process Inspections - Gas Manufacturers (Domestic)

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

3. PROGRAM/ASSIGNMENT CODE(S})
56002E

4. WORK ALLOCATION

[x] oma

PLANNED BY

[ ]center

5. OPERATIONAL FTE POSITIONS

9.0

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-Gmna

1

PLANNED

INSPECTION

JuEDICAL

[£}]

TOTAL FIELD
HEADQUARTERS b
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 WPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION

285

30.0

[roTAL HOURS

|cONVERSION FACTOR

[TOTAL OPERATIONAL FTES

9.00

9. REMARKS

{1} - Total number of planned gas inspections in the Program for FY 2011.

FORM FDA 26218 (10/09)
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FY 2011 ORA WORKPLAN

Ogclober |, 2010

1. PROGRAM/ASSIGNMENT TITLE

{(Domestic and Foreign)

Drug Process Inspections - Active Pharmaceutical Ingredients (APIs) -

2. PPS PROJECT NAMENUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)
56002F

4. WORK ALLOCATION PLANNED BY

ORA [ ] center

5. OPERATIONAL FTE POSITIONS
13.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gm2D

1

DOMESTIC
INSPECTIONS

FOREIGN
INSPECTIONS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | 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 LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

JHOURS PER OPERATION

110

56.1

106

58.3

ITOTAL HOURS

6171

5180|

ICONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs
p——

8.50

6.51]

9. REMARKS

FORM FDA 2621a (10/09)
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FY 2011 ORA WORKPLAN October 1, 2009
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Drug Process Inspections - Biotech Manufacturers (Domestic) Drug Quality Assurance - 56

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

56002M ORA [_]cenTER 6.0

DISTRICT/
SPECIALIZED
LABORATQORY

ZQ—-Gm2x

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTMORE

CHICAGO

CINCINNATI

CE | DETROIMT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW DRLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGICNAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

FPACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION

|roTAL HOURS 5688

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 5.99
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 56-23




Y 2011 ORA WORKPLAN

October |, 2010

1. PROGRAM/ASSIGNMENT T(TLE

Inspections/Investigations

Drug Process Inspections - Positron Emission Tomography (PET)

2. PPS PROJECT NAME/NUMBER

NEW Drug Quality Assurance -~ 56

3. PROGRAM/ASSIGNMENT CODE(S)
56002P

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
0.5

F‘ DISTRICT/
SPECIALIZED
LABORATORY

Zo0-G0mx

DOMESTIC
INSPECTIONS

(1)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST 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

TOTAL HOURS

CONVERSION FACTOR

950

[TOTAL OPERATIONAL FTEs

0.51

9. REMARKS

(1) - Inspeclions are to evaluate the conditions under which drug products are manufactured, tested, packaged and held. InFY2011,
Imanufaciurers are required to adhere 10 USP <823>; 21 CFR Parl 212 becomes effective December 2011.

FORM FDA 2621a (10/09)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Drug Quality Sampling and Testing Program

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

3. PROGRAM/ASSIGNMENT GODE(S)
56008A

4, WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS

18.5

[4.3])

DISTRICT/
SPECIALIZED
LABORATORY

ZO-Qm3

INVEST
GATICNS

3 3

DOMLSTI
a3
cout,
enEw

g 3 \ A,
1 pomesTic
MPORT
SAMPLE
coLL \

2)

"
DOMESTIC '
SAMPLE
CoLL

[
BT
COLL

3
OouELTe
SRLE

WICHO Chies

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
DETRO!IT
MINNEAPOLIS
NEW JERSEY
PHLADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGICNAL 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

700!

380

5.5 5.5§

b Guagnare |

e S

7

DOMESTIC
SAMPLES
TOBE
ANALYZED

37.5

DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO

220

[TOTAL HOURS

700

20|

1125

CONVERSION FACTOR

950

g50|

1180

1180

TOTAL OPERATIONAL FTES

0.74]

0.23 2.20

0.95

0.19

9. REMARKS

(1) - Shaded area serves as a guideline for Districts on the specific types of samples that should be collecied in order
1o malch samples expected by the laboratories for analysis.

(2) - NEW - Reporting Guidance: Reporl domeslic-import sample calleclions and sample analyses under 56008A.

FORM FDA 26218 {10/09)
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FY 2011 ORA WORKPLAN

October L, 2010

1. PROGRAM/ASSIGNMENT TITLE
Drug Quality Sampling and Testing Program

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

3. PROGRAM/ASSIGNMENT CODE(S)
56008A

4. WORK ALLOCATION PLANNED BY

ORA [[x7] cenrer

e

5. OPERATIONAL FTE POSITIONS

18.5

(14.2]

DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
PORT
SAMPLES
TORBE
ANALYZED
CHEM

ZO—QMNJ
|

7 ]
DOMESTIC
INMPORT
SAMPLES
TOBE
ANALYZED
MICRO

METHODS
DEVELO#-
MENT
HOURS
CHEM

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 CPERATION

375

TOTAL HOURS

12000

3446]

CONVERSION FACTOR 1180

1180 1180!

OTAL OPERATIONAL FTEs 1017

1.12 2.92)

9. AEMARKS

FORM FDA 2621a {10/09}
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FY 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAMW/ASSIGNMENT TITLE . 2, PPS PROJECT NAME/NUMBER

Drug Product Surveillance - Imported Drugs Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
56008H, S6R833, S6R824, 99RB33 ORA [ center 379

6. 2 2 [ 2 2 4 8 8
DISTRICT/ INTERNATIONAL} MAIL IMPORY MMPORT
SPECIALIZED MPORT IMPORT IMPORT MAIL FACILITY COURIER (MPORT SAMPLES SAMPLES
LABORATORY ENTRY INVESTIGA- FIELD REVIEWS REVIEWS SAMPLE TO8E ANALYZED
REVIEW TIONS EXAM coLL ANALYZED | FINISHED
HOURS HOURS INV HOURS INY HOURS APl DOSAGE
i Chom Chem
TOTAL FIELD 11184 3572 6200 12103 1235
HEADQUARTERS
REGIONAL STAFF
NEW ENGILAND
NE [ NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF

ZO-Gmx

BALTIMORE

CHICAGO

CINCINNAT!

CE [ DETROIT

MINNEAPOL IS

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 1.0 2.7 25.0 18.0

TOTAL HOURS 11184 3572 BZOO] 12103 1235) 545 2525 1818

CONVERSION FACTOR 1200 950 950] 950 950 950 1180 1180

[TOTAL OPERATIONAL FTEs 9.32 3.76 6.53[ 12,74 1.30] 0.57, 2.14 1.54[
9. REMARKS

Reporting Guidance:

- Import Entry Reviews (elecironic and manual- operalion code 14) PAC 56R833;

- Filer Evaluations (operalion code 95) PAC 99RB33;

- Follow-Up lo Refusals 56R824, 63R824

- Imporl Label Reviews, Imporl Field Exams under PACs 56008H, 56014/A, 63001, 63002;
- Report finished dosage form drugs and APIs callected at the site of entry under S6008H.

1(1) - Import investigation hours are for filer evaluations, follow-up 1o refusals, label exams, and other operations
as required by the Districl to cover program priorities. Districts should report time under the appropriate operation and PAC
for ihe aclivities performed.

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NC. 56-27




FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Drug Quality Reporting System (DQRS)/NDA-Field Alert Reporting

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

3. PROGRAM/ASSIGNMENT CODE(S)
56021A, 56021B

4. WORK ALLOCATION PLANNED BY

ORA [ ] center

5. OPERATIONAL FTE POSITIONS
4.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-0mx

NSPECTDONSr

3

DOMESTIC
SAMPLE
coLL
(Hours)

TOTAL FIELD
HEADQUARTERS

REGIONAL STAFF |
NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROM

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

103

30.7

23

52

52.8

TOTAL HOURS

3162

120

1214

CONVERSION FACTOR

950

950

1180

TOTAL OPERATIONAL FTEs

3,33

0.13]

1.03

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Enforcement of the Prescription Drug Marketing Act (PDMA)

2. PPS PROJECT NAMENUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)
56022, 56022A

4. WORK ALLOCATION PLANNED BY

[X ] ora []cenver

5. OPERATIONAL FTE POSITIONS
2.0

2

DISTRICT/
SPECIALIZED
LABORATORY

ZO=0ma

1 2 3 7

INVESTH
GATIONS

DOMESTIC
SAMPLE
coLL

DOMESTIC
SAMPLES
TOBE
ANALYZED

INSPECTIONSY

(Hours)

TOTAL FIELD

HEACQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGC

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

HOURS PER OPERATION

43 294 34 34

30.0 2.0 1.0

TOTAL HOURS

1290 294 68 374

CONVERSION FACTOR

850 850 950 1180

TOTAL OPERATIONAL FTEs

1.35 0.31 0.07, .32

9. REMARKS

FORM FDA 2621a (10/09)
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FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE
Post-Approval Inspections/Investigations - Domestic

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

3, PROGRAM/ASSIGNMENT CODE(S)
56843

4. WORK ALLOCATION PLANNED 8Y

ORA [ ] center

5. OPERATIONAL FTE POSITIONS
2.0

[ 1
DISTRICT/

SPECIALIZED

LABORATORY

PLANNED
INSPECTIONSY

ZO0—-om3y

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIMT
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

PACIFIC REGIONAL LABORATORY-N

HOURS PER OPERATION

TOTAL HOURS 1920

|conveRsION FACTOR 950

2.02)

|TOTAL OPERATIONAL FTEs
9. REMARKS

FORM FDA 2621a (10/09)
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FY 2011 ORA WORKPLAN October 1,2010
1. PROGRAM/ASSIGNMENT TIMTLE 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 ORA [ ] center 20

DISTRICT/
SPECIALIZED PLANNED
LABORATORY Tnsrecnousﬁ

ZO-Om>D

TOTAL FIELD 48
HEADQUARTERS b
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

ce | DETROM

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

L.OS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION 40.0
[ToTAL HouRrs 1920]
CONVERSION FACTOR 950]
TOTAL OPERATIONAL FTEs 2.02|
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-31




FY 2011 ORA Workplzn October 1, 2010
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

56D015 ORA [ ]center 5.0

DISTRICT/
SPECIALIZED INSPEC-
LABORATORY TIONS

ZO—-GGm3

TOTAL FIELD 58
HEADQUARTERS D
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAG
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
REGKONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 85.0
TOTAL HOURS 4750]
CONVERSION FACTOR ssgl
TOTAL OPERATIONAL FTEs 5.01
9. REMARKS
Resources for collection and analysis of any samples under this program should be taken from Drug Quality Sampling and
Testing Program (56008A).

Please note: District inspection allocation may be subject 1o change as a result of COER's site selection.
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http:REGIOtW.l.A8

I'Y 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Forensic Evaluation and Sample Analysis Drug Quality Assurance - 56

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

56R838, 56R831 ORA [ Jcenrer 10.0

DISTRICT/ FORENSIC
SPECIALIZED CHEM
LABORATORY (Hours)

FORENSIC
EVALUATION

Z20-G00mmx

TOTAL FIELD
HEADQUARTERS 0

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHLADELPHIA

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

fTOTAL HOURS 12050

ICONVERSION FACTOR 1205

|TOTAL GPERATIONAL FTES 10.00
Ws. REMARKS

The hours planned above are eslimales. Report Forensic activilies under the appropriate PAC 56R838;
PODs operalion code 03, Petition Evaluation, Methods Development or Forensic Evaluation;
WPODS operation 41 or 43 domestic or imporl sample analysis, PAC 56R838 or OC| PAC 56R831.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 56-33




FY 2011

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Human Drugs

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

3 NO 4 FOA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs

T'OTAL 11.5 11.5

1 JInternet, Health Fraud, & OTC Monographs 63001 A, 6.5 6.5 63-35

63D0]2
2 INew Drugs Rx Not Covered by Approved NDAs 63002 5.0 5.0 63-36
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

William Nychis HFD-310 301-796-3298

Anita T, McCurdy 301-796-4395

FORM FDA 2622 {10/09)

PAGE NO.

63-34




FY 2011 ORA WORKPLAN

October 1, 2010

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

Internet, Health Fraud, & OTC Monographs Unapproved and Misbranded Drugs - 63

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY

63001A, 63D012 ORA ] ceNTER

5. OPERATIONAL FTE POSITIONS
6.5

b. 1 2 3 7
DISTRICT/
SPECIALIZED INVESTH DOMESTIC DOMESTIC
LABORATORY JINSPECTION GATIONS SAMPLE SAMPLES
(Hours) CcOoLL TOBE
) ANALYZED

(Chem)

Z0—-Gmxy

TOTAL FIELD 133 1300 118 83

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 25.7 5.4 15.3

TOTAL HOURS 3418 1300 637 995

CONVERSION FACTOR 950 950 950 1180)

ITDTAL OPERATIONAL FTEs 3.60 1.37 0.67 U.Bdl

9. REMARKS
{1) - Noi all samples collected will require analysis; some will be collected for documentary and label review,

Repart Heallh Fraud and OTC Menograph work to PAC 63001A.
Report Intemet Drugs work lo PAC 63D012.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)

PAGENO., 63-35



FY 2011 ORA WORKPLAN

October 1, 2010

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

4. WORK ALLOCATION PLANNED BY

ora [ Jeenter

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO~-GOm=I

JINSPECTIONS]

INVESTH
GATIONS
{Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION

TOTAL HOURS

CONVERSION FACTOR

TOTAL OPERATIONAL FTEs

9. REMARKS

FORM FDA 2621a (10/09)

Report work under New Drugs (Rx} withoul Approved NDAs (formerly PAC 52002) to PAC 63002.

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 63-36




PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY
Human Drugs

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

3. NO. 4, FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 12.0] 12.0
| 1Shelf Lifc Extension Projects - 12.0 12.0| 86-38
*See Data Codes Manual for appropriale
project reporting PACs.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Donna A. Porter, HFC-140; 301-827-2757 Anila T. McCurdy 301-796-4395
FORM FDA 2622 {10/09} PAGE NO. 88-37




FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Shelf Life Extension Projects

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

3. PROGRAM/ASSIGNMENT CODE(S)

All Appropriate PACs

4. WORK ALLOCATION PLANNED BY

[x] ora

[ ] center

5. OPERATIONAL FTE POSITIONS
12.0

ZO—-0OmX

DISTRICT/
SPECIALIZED
LABORATORY

DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

(le

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 REGKINAL LABORATORY-NW
|HOURS PER OPERATION

TOTAL HOURS

14160

CONVERSION FACTOR

1180

[TOTAL OPERATIONAL FTEs

12.00

HQ. 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 Depariment of Homeland Security.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 88-38



CENTER FOR VETERINARY MEDICINE

RESOURCE SUMMARY
FY 2011
OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs
NO. |PROJECT TITLE DOMESTIC IMPORT FOREIGN

TOTAL 108.5 17.3 6.3] 132.1
89 LPRE-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD ADDITIVES 55 4.2 9.7

4l WMONITORING OF MARKETED ANIMAL DRUGS, FEEDS AND DEVICES 103.0 17.3 21 1224




FY 2011
1. PROGRAM CATEGORY 2 PPS PROJECT NAMENUMBER
Animal Drugs and Feeds Pre-Approval Fvaluation of Animal Drugs and Food Additives - 68
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT __ OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 5.5 4.2 8.7
| INADA Pre-Approval Inspection I68001. 68001G 1.1 3.8 4.9 68-2
2 |Bioresearch Monitoring 4.4 04 4.8 68-3
{Pre-Market) GLP i68808, 68808G (2.0) (0.2) (2.2)
* (Pre-Market) Spon/Mon/Con I688|0,688!OG
(Pre-Marke() Clinical Investigators 68811,68811G (2.4) (0.2) (2.6)
* 68810 is planned under 68808
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
eremy Robbi 240-276-9227 Michelle Bukowczyk 301-796-4392

FORM FDA 2622 (10/09)

PAGE NO. 68-1




FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

[NADA Pre-Approval Inspections Pre-Approval Evaluation of Animal Drugs and Food Additives-68

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

68001, 68001G [x ] ora CENTER 49

[} i 1 1
DISTRICT/ FOREIGN DOMESTIC CHEMIST
SPECIALIZED INSPEC- INSPEC- ON
LABORATORY TIONS TIONS INSP

ZO=Gm=3

(1) (2)
TOTAL FIELD 40 5 850

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 90.0 40.0

TOTAL HOURS 3600 200 850

CONVERSION FACTOR 950 950 950

TOTAL OPERATIONAL FTES 3.79 0.21 0.89,

(1) - Foreign inspections spread by DFIl, Use Operalion Code 11 to report foreign inspections.
(2) - Analysl will participate on inspections as necessary.

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

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

FORM FDA 2621a {10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 68-2



FY 2011 ORA WORKPLAN Ociober |, 2010

1. PROGRAM/ASSIGNMENT TITLE

GLPs Sponsor-Monitors, Clinical Investigators (Pre-Market)

2. PPS PROJECT NAME/NUMBER
Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

3. PROGRAM/ASSIGNMENT CODE(S)
PACs 68808, G, 68810, G, 68811, G

4. WORK ALLOCATION PLANNED BY

ORA [ Jcenter

5. OPERATIONAL FTE POSITIONS
4.8

DISTRICT/
SPECIALIZED
LABORATORY

FOREIGN
INSPEC-

6a31e

Z0—-GmMxT

1 1 1
FOREIGN DOMESTIC DOMESTIC
INSPEC- INSPEC- INSPEC-
TIONS TIONS TIONS

eaa1 63808 68011

i)

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NEW YORK
REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADEL PHIA
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-5W
PACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION

NE

CE

SE

SW

PA

70.0

TOTAL FIELD 2

70.0 63.3 52.0

TOTAL HOURS 140

210} 1899 2288

CONVERSION FACTOR 950

as0) 850 950

TOTAL OPERATIONAL FTEs 0.15

0.22| 2.00 2.41

9. REMARKS

(1) - Domestic resources for 68808 and 68810 are planned under 68808. Report inspections under the appropriate PAC.
Foreign inspections are for sponsor/monitors (68810) and clinical investigators (686811).
Inspactions are to be conducted only when assignments are received from CVM.

Workload Source: FACTS database (BIMO firms in IND 67, 68, and 69 with Stalus of "Operational®).

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 68-3



FY 2011 '
1. PROGRAM CATEGORY 2. PPS PROJECT NAMENUMBER
Animal Drugs and Feeds Pre-Approval Evaluation of Animal Drugs and Food Additives - 71
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8 PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 103.0 173 24 1222
| fAnimal Drug Manufacturing Inspections 71001 11.2 0.1 1.7 ]3.0] 71-5
2 |Feed Contaminants 71003A-K 19.3 6.3 25.6 71-6-8
3 |Feed Manulacturing 71004,A 4.7 04 5.1 71-9
4 |INegal Drug Residues in Meat and Poultry 71006.M 38.3 38.3 71-10
5 iRuminanl Feed Ban Rule (BSE) Program * 71009,71R843 22.2 10,9 33.1 71-11-13
6 lMeLbods Validation/Development Program 7iR816 5.0 5.0 71-14
7 |Forensic Evaluation and Sample Analysis 71R838 1.0 1.0 71-15
& |Center Initialed Assignments 71V800 1.3 1.3 71-16
*Includes: 71R833, 71R844, 99R833, and 71R824
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Jeremy Robbi 240-276-9227 Michelle Bukowczyk 301-796-4392

FORM FDA 2622 (10/09) PAGE NO. 71-4



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Animal Drug Manufacluring Inspection/ Type A Medicated Articles

2, PPS PROJECT NAME/NUMBER

Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

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

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
13.0

DISTRICT/
SPECIALZED
LABORATORY

ZO~-GmMm»D

FOREIGN
INSPEC-
TIONS

{1)

1 1 2 3 o 3l
DOMESTIC INVESTE DOMESTIC | DOMESTIC
INSPEC- GATIONS SAMPLE EAMPLES
TIONS CoLL CouL
{Hours) CHEn

(2) {3)

1

[ 7
MPORT OOMESTIC
FIELD SAMPLES
EXAMS TOBE
ANALYZED

CHEM

TOTAL FIELD
HEADQUARTERS
REGICNAL STAFF

NEW ENGLAND

NEW YORK
REGIONAL LAB

WEAC
REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETROIT
MINNEAPCLIS

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

33,

48.0

205 230

44.0 7.0J

100

0.8 25.0]

[ToTAL HOURS

1617

9020 600 250

| 500}

ICONVERSION FACTOR

950

950/ 950 950

1180]

asol

|[TOTAL OPERATIONAL FTEs

1.70

9.49 0.634 (.26 0.37

0.08} 0.42]

9. REMARKS

(1) - Foreign Inspeclions spread by Division of Field investigations, DFI.
(2) - Inspectiions include product defects and adverse drug reaction follow up. Samples not analyzed are documentary samples.
I(3) - Investigational or official samples should be collected as appropriate.

Resources for Type A Medicated Arlicles Program (71005/A) are now under 71001,

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

FORM FDA 2621a (10/09)

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

ORA WORKPLANNING SHEET (Continued)

PAGENO. 71-6




FY 2011 ORA WORKPLAN

October 1, 2009

1. PROGRAMIASSIGNMENT TITLE
Feed Contaminants- Domestic

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

3. PROGRAMWASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

71003 A-K 256 [7.5]

ORA [ Jcenter

T
DOMESTIC
LarLE

6. 1 3
DISTRICT/ INSPEC- DOMESTIC
SPECIALIZED TIONS SAMPLE
LABORATORY coLL

oo
cou
Myco
e

{1} (2} i

TOTAL FIELD 25 1545 & el

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHILA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DAL LAS

SW { DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABODRATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION 25.0 4.2 =i e et = BB

18
S

its
piest]-

TOTAL HOURS 625 6489

CONVERSION FACTOR 950 950

TOTAL OPERATIONAL FTEs 0.66] 6.83

[o. REMARKS
(1) - Inspections performed as F/U to violalive samples and as needed surveillance.

The shaded area serves as a guide for the districts on the specific types of samples thal should be collected in order to match
samples expected by the laboratories for analysis.

(2) - Domestic Sample Collection and Analysis: 71003E, sample collection and analysis are for pig ears, pet lreats, and pet foods as
well as other animal feed ingredients. 300 of the 600 mlcro samples collected by ORA will be sent to CVM Office of Research for
micro analysis.

EXPECT THREE CENTER ASSIGNMENTS:

1. Continuation of the assignment for collecting Direct Human Contact Feeds and analyzing for Salmonella. For more details
please see the assignment.

2. Continualion of the CFSAN/CVM assignment for Melamine in pet food/feedfeed ingredients [71R854] . For more details, please
see the assignment.

3. A second micro assignment will cover feeds/ingredients, Including animal/plant derived products for farm use, analyzing for
Salmonella.

Antibiolics in distilled grains (DDG) may not be reissued, if not use resources for metals/pesticides/dioxin sampling as needed.

CVM is planning to issue a dioxin assignment, using planned dioxin resources.

Workload rce: FACTS database; firms in IND 69-72 with Workload Obligation of "YES® and Firm Status of "OPERATIONAL".

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-6



FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Feed Contaminants- Domestic

2. PPS PROJECT NAMENUMBER

Monitering of Marketed Animal Drugs, Feeds and Devices - 71

3. PROGRAM/ASSIGNMENT CODE(S)
71003 A-K

4. WORK ALLOCATION PLANNED BY

ORA (] center

5. OPERATIONAL FTE POSITIONS
256 [11.8)

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-@Gm3

DOMESTIC
SAMPLES
TOBE
ANALYZED
Metais
710038

7 7 7 7 7
DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SAMPLES SAMPLES SAMPLES SAMPLES SAMPLES
TOBE TOBE TOBE TOBE TO BE
ANALYZED ANALYZED ANALYZED ANALYZED ANALYZED
Myco Micro Micro Digxin

71003C T1003E 71003 71003A 71003G

7
DOMESTIC
SAMFLES
TOBE
ANALYZED
Antbtatics
T1003K

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

REGICNAL 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

18.0

395 300 100| 290 60

11.0 13.0 13.0 6.6 11.7

40

-

17.3

TOTAL HOURS

1080]

4345 3800 1300] 1914 702

692

CONVERSION FACTOR

1180

1180 1180 1180} 1180 1480

1180

TOTAL OPERATIONAL FTEs

0.92

3.68] 3.31 1.10] 1,62 0.59

0.59

9. REMARKS

FORM FDA 2621a (10/09)

"ORA WORKPLANNING SHEET (Continued)

PAGENO. 71-7
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FY 2011 ORA WORKPLAN

Oc¢lober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Feed Contaminants- Import

2. PPS PROJECT NAME/NUMBER

Monitoring of Marketed Animal Drugs, Feeds and Devices- 71

3. PROGRAM/ASSIGNMENT CODE(S)
71003A-K

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS

256  [6.3]

—

DISTRICT/
SPECIALIZED
LABORATORY

ZQ-Gm=a

i L) L) B 8
MPORT WPORT
FIELD SAMPLES
EXAMS TOBE
ANALYZED
Chem

NProRT

e
otk
Chen

MPORT
SAMPLES
TOBE
ANALYZED
Micro
{3}

SAMPLES
TOBE
ANALYZED
Antihlotics

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
REGKONAL 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
JHOURS PER OPERATION

NE

CE

SE

SW

PA

2.5

300 230

0.6 71

12.

TOTAL HOURS 1375

180,

1750[

3360

346

CONVERSION FACTOR 950§

950

1180}

1180

1180

TOTAL OPERATIONAL FTEs

1.45)

0.18

1.48]

2.85

0.29

9. REMARKS

samples expecled by the laboratories for analysis.

other animal feed/ ingredients.

FORM FDA 2621a {10/09}

The shaded area serves as a guideline for districts on Lhe specific types of samples that should be collected in order to match

I(3) - Import Sample Collections and Analyses: 71003E, sample collections are for pig ears, pel lreats, and pet foods as well as

ORA WORKPLANNING SHEET (Continued)

PAGENO. 71-8



http:Slla!Pt.ES

FY 2011 ORA WORKPLAN October 1, 2010
1. PRCGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Feed Manufacturing Monitoring of Market Animal Drugs, Feeds and Devices- 71

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

PACs 71004, A ORA CENTER 5.1

©. 1 2 3 3 7
DISTRICT/ FOREIGN DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SPECIALIZED INSPEC- INSPEC- SAMPLE | BAMME SAMPLES
LABORATORY TIONS TIONS coLL oL TOBE
CLIOMICE | ANALYZED
(e | (cHEM)

ZO-0Om>

TOTAL FIELD 10/ 141 80 15|

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND .
NE | NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BA!L TIMORE

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 25.0 7.8 39.0

TOTAL HOURS 400 3525 468] 585

CONVERSION FACTOR 950 950 oso] 1180

TOTAL OPERATIONAL FTEs 0.42 3.71 0.43) 0.50

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

Non-polency feed sample analysis should be charged lo 71003 A/E.

There are 363 Stale Conlract inspections. Charge inspeclional time for these contracts under 71S004.
|Resources for audit inspections are in the BSE program (71009} under "Technical Support” hours.

In FY 2009 Voluntary Self Inspection Program (VSIP) resources are cancelled.

Shaded area serves as a guideline for Districls on the specific types of samples thal should be collecled in order to match
samples expecled by the laboratories for analysis. The remaining 45 collected samples are available for documentary collection.

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-9




FY 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Illegal Residues in Meat & Poultry Maonitoring of Market Animal Drugs, Feeds and Devices- 71

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

71006,M ORA CENTER 38.3

1 3 3 7 [] []
DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC METHODS TEGH
SPECIALIZED INSPEC- SAMPLE BAMPLE SAMPLES VALIDA- SUPPORT
LABORATORY TIONS COLL coLL TOBE TION
ANALYZED
MILK MILK {Hours) (Hours)
(1) 2 (3) ] (5)

TOTAL FIELD 400/ 650 04 900 360 1500

20~-G0m3x

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK
REGIONAL LAB

WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO

CINCINNATI

CE | DETRQIT

MINNEAPOLIS
NEW JERSEY
PHILADELPHIA

FORENSKC 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 38.0 7.0 4.0 15.0

TOTAL HOURS 15500] 4550 3600 13500 360 1500
CONVERSION FACTOR 50| 950 950 1180 1180 950
TOTAL OPERATIONAL FTES 16.42| 4.79 2.79 11.44] 0.31 1.58

fo. REMARKS
The Center will issue FACTS assignments to request Federal inspections when the risk score of the residue reported by FSIS
exceeds the annually calculaled budget-defined risk-informed threshoid.

|(1) - Documentary samples collected during inspections.

(2) - 900 Milk samples will be collected by the FDA and analyzed by regional aboratories.

|(3) - Planned anatytical lime may be converted to methods validation and methods development {including bridging methods) per CVM's
concurrence. Methods validation and methods development work will be assigned by CVM. Report time under OP 3.

(4) - Additional time for methods validation and methods development studies. Reporl time under OP 3.

(5) - Tech support hours include supporting state aclivilies under lllegal Residues in Meal & Poultry and time for Tissue Residue Monitors.
Districts may issue assignments as well, but because resources for lhis program are limited, Districts should

discuss issulng other assignments with CVM to determine if they fall within CVM priorilies.

Workload Source: Resource distribution is based on the CVM risk model for ranking residue violalions in his program.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-10



FY 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLLANNED 8Y 5. OPERATIONAL FTE POSITIONS
71009, 71844, 71R843 [x] ora [ X ] cenTer 331 [30.2)
(99R833, 71R833, 71R824)

[ 1 2 2 2 3 4 3 7 8
DISTRICT/ DOMESTIC DOMESTIC IMPORT MPORT DOMESTIC WPORT IMPORT DOMESTIC IMPORT
SPECIALIZED INSPEC- INVESTH ENTRY INVEST)- SAMPLE SAMPLE FIELD SAMPLES SAMPLE
LABORATORY TIONS GATIONS REVIEW GATIONS cOLL coLL EXAMS TOBE TO BE
ANALYZED | ANALYZED

(Hours) (Hours) {Hours) CHEM CHEM

{3) (2) (3) {4)
TOTAL FIELD 1486 1500 7440 2030 640 200 3200 640

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 7.5 4.0 2.5] 0.4 6.0 4.3

TOTAL HOURS 11145 1500 7440 2030 2560 500 1280/ 3840' 860

CONVERSION FACTOR 850 950 1200 950 950 950} 950 11801 1180

Zo0—Gmz

TOTAL OPERATIONAL FTEs 11.73 1.58 6.20 2.14 2.69 0.53' 1,35 3.25 0.73
9. REMARKS

(1) - Inspections of performance goal firms wilh establishment types for renderers, protein blenders, and feed mills should be covered
once per year and olher establishment types handling or not handling prohibited material as specified in the inspeclional priorities lisied on
the next page.

(2} - Domeslic Investigation Hours are to be ulilized for OEI Improvement with a focus on searching for new firms that fall under the high risk
category. Report CVM Stale Contract Inspeclion Audit time under 71R843 Operation 13 (Investigation Operations)

L(3) - Reporling Guidance: Imporl 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). Includes time for mail courier review.

(4) - Imporl Invesligation Hours are for filer evaluations, follow-up to refusals, and other operations as required by the Districi to cover
program priorities. Districls should report lime under Lhe appropriate Operation and PAC for the activilies parformed.

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

FORM FDA 26213 (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-11



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Ruminant Feed Ban Rule/ BSE Program

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

3. PROGRAM/ASSIGNMENT CODE(S)

PACs 71009, 71844, T1R843
(99R833, 71R833, 71R824)

4. WORK ALLOCATION PLANNED BY

[3] o

CENTER 33.1

5, OPERATIONAL FTE POSITIONS
2.

9]

DISTRICT/
SPECIALZED
LABORATORY

ZO0—-m X

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
IREGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
[HOURS PER OPERATION

NE

CE

SE

Sw

PA

TOTAL HOURS

2748

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

2.89

|9. REMARKS

FORM FDA 2621a (10/09)

(5) - Technical support hours include supporting state activilies under the Ruminant Feed Ban Regulation and supporting slate aclivilies
under the Feed Manufacluring Program, 71004. These hours also include resources for audits of state contract inspections.

ORA WORKPLANNING SHEET (Continued)
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71-12



FY 2011 ORA WORKPLAN Oclober 1, 2010

CONTINUATION SHEET
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Ruminant Feed Ban Rule/BSE Program Monitoring of Marketed Animal Drugs Feeds and Devices - 71

. Remarks
Inspection Priorities.
The first inspectional priority under this program is to inspect those firms that have a violative history classifed by the FDA " Official Action
Indicaled” or OAI. 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 cormrect the violations. CFR 589.2000 pertains to a variety of firms and animal product operations that
involve manufaclure, distribution, transportation, and feeding of animal feeds. Although the intent of the rule is lo ensure specified animal
proteins are not fed to ruminant animals, the regulation is written broadly in such a way as to include some operations thal do not
necessarily involve ruminant feeds or the feeding of ruminanl 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 regulations be
encounlered. in planning and prioritizing inspections, the following firm/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, Prolein Blenders, and Feed Mills)
Rendering operations :

Prolein Blenders

Commercial feed mills (licensed and unlicensed)

Animal feed distributors/retailers {ruminanl feeds involved)

Pet food/animal feed salvage operations

On-farm feed mixers (ruminant and non-ruminani animals on fanm premises)
Haulers/transporters of animal feeds {ruminant feeds invoived)

Ruminant feeders {dairy catlle)

Ruminant feeders (ruminants other than dairy cattle)

Animal feed distributors/retailers (no ruminanl feeds involved)
Haulers/transporters of animal feeds (no ruminant feeds involved)

On-farm feed mixers (only ruminant or no ruminant animals on farm premises)

(10/09) PAGENO. _71-13



FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Methods Validatien

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

3. PROGRAM/ASSIGNMENT CODE(S)
71R816

4. WORK ALLOCATION PLANNED BY

[x ] ora

5. OPERATIONAL FTE POSITIONS

[ ]center 50

6. 9 9
DISTRICT/ METHODS APPLUED
SPECIALIZED VALDEV | TECHNOLOGY
LABORATORY CHEM CENTER

ZO0=-0mM3x

{Hours) {Hours)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

{HOURS PER OPERATION

TOTAL HOURS 1205 4720

CONVERSION FACTOR 1205 1180

TOTAL OPERATIONAL FTEs 1.00] 4.00

9. REMARKS
Workload Source - Determined by Division of Field Science, ORO

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAMENUMBER
Monitoring of Market Animal Drugs, Feeds and Devices- 71

3. PROGRAM/ASSIGNMENT CODE(S)
7IR838

4. WORK ALLOCATION PLANNED BY

ORA CENTER 1.0

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-0mMmXx

FORENSIC
ANALYSIS
CHEM

(Hours)

TOTAL FIELD

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK
REGIONAL LAB

WEAC

REGIKONAL STAFF
BALTIMORE

CHICAGC

CINCINNATI

CE |[DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY
SQUTHWEST IMPORT DISTRICT
REGIONAL LAS
REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGICNAL LABORATORY-NW
HOURS PER OPERATION

1205

[TOTAL HOURS

1205

JCONVERSION FACTOR

1205

[TOTAL OPERATIONAL FTEs

1.00

Io. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

5. OPERATIONAL FTE POSITIONS
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FY 2011 ORA WORKPLAN October 1,2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Center Initiated Assignments Monitoring of Market Animal Drugs, Feeds and Devices- 71

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

71V800 ORA [x ] center 13

DISTRICT/ GRAS INVESTI
SPECIALIZED AUDIT GATIONS
LABORATORY INSPECTIONS{

ZO=-GMmM3Q

TOTAL FIELD 5 1020
HEADQUARTERS N
REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI

CE | DETROM
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 OPERATICN 40.0
TOTAL HOURS 200 1020
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 0.21 1.07
9. REMARKS

These resources include time for investigaling pet turtle establishments, and lo inspect pharmacies compounding animal products and to
perform Generally Recognized As Safe (GRAS) inspections.

CVM will issue assignments for GRAS inspeclions based on the need fo verify data submitted by the firm. The current distribution of
these inspections is subject to change, depending on the Jocation of firms that require verification of their data.

71V800 Workload Source: Based on a pro-rate inveniory in Feed Manufacturing, Feed Contaminants and Pre-Approval programs.

N

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-16




CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

RESOURCE SUMMARY
FY 2011
OPERATIONAL FTES TOTAL
OPERATIONAL
PPS FTEs
NO. |PROJECT TITLE DOMESTIC IMPORT FOREIGN
TOTAL 181.9 62.9 29.2 274.0
81 |POSTMARKET ASSURANCE: DEVICES 0.5 0.5
82 JCOMPLIANCE: DEVICES 110.0| 54.4 22.6 187.0
83 |PRODUCT EVALUATION: DEVICES 30.4 4.6 35.0
84 [SCIENCE: DEVICES 5.7 57
85 |MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA)} AUTHORITY 14.5 0.1 14.6
86 IRADIATION CONTROL AND HEALTH SAFETY ACT {RCHSA) AUTHORITY 20.8 8.5 1.9 31.2




FY 2011

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Medical Devices and Radiological Heslth

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

3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5 PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE OOMESTIC| IMPORT | FOREIGN FTEs
TOTAL 0.5 0.5
1 |Medical Device Problem Reporting - MDR Follow-Up 81010 0.5 0.5 81-2
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Susan N, Gardner 240-276-3351 John Aydinian 301-796-4394
FORM FDA 2622 (10/09) PAGE NO. 81-1
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Y 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Medical Device Problem Reporting - MDR Follow-Up

2. PPS PROJECT NAME/NUMBER

Postmarket Assurance: Devices - 8]

3. PROGRAM/ASSIGNMENT CODE(S)
81010

4. WORK ALLOCATICN PLANNED BY

X7 oma

[ ] cener

0.5

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALEZED
LABORATORY

Z0-0Oma

1

INSPEC-
TIONS

{1

2 3 3

INVESTI- DOMESTIC DOMESTIC
GATIONS SAMPLE SAMPLE
{Houre) coLL COoLL
CHEM STER
(2)

7

DOMESTIC
SAMPLES
TJOBE

ANALY.
CHE!

3)

'ZED
L]

DOMESTIC
SAMPLES
TO BE
ANALYZED
STER
{4)

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
ENG

{3)

TOTAL FIELD

HEADQUARTERS

REGICNAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [ DETROM

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

15.6]

10.3, 10.3

10.3

36.0

20.0

37.0

TOTAL HOURS

358

40 10 10|

10]

36

20

37

CONVERSION FACTOR

950

950 950 950

950

1180

11B0;

1180

[TOTAL OPERATIONAL FTEs

0.38]

0.04 0.01 0.01

0.01

0.03

0.02,

0.03

9. REMARKS

(1)-Inspections may be based on direci Center assignment, as a result of receiving problem reports which are significant, or when a defect,
injury, or death that has been reported direclly 1o a district requires followup.
j(2)-Investigational hours for MDR followup at medical facilities.

(3)Performance lesting of chemical and serological test kits.

(4)-Sterility testing 1o confirm reports of defective packaging and gross bacterial contamination of filth.
{5)-MDR samples 1o confirm reported defecls.

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET

FY 2011

1 PROGRAM CATEGORY
Medical Devices and Radiological Health

2. PPS PROJECT NAMENUMBER
Compliance: Devices - 82

i NO 4 FDA COMPLANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 110.0 54.4 22.6 187,
I |Monitoring Devices of Foreign Origin - Import 82008* 440 44.0 82-4-5
2 |{Inspection of Medical Device Manufacturers: 103.7 22.6 126.3 82-6-8
GMP Inspections 82845A-S (102.4) {22.6) (125.0)
Accredited Persons Audit Investigations 8§2845) 0.3) 0.3)
Accredited Persons Audit Inspections 82845P {1.0) (1.0)
3 |Condom Assignment 827002 3.6 3.6 82-8
4 |Manufacturers and Importers of Surgical/Examination Gloves  |822003 2.0 6.8 8.8 82-10
5 |Center Initiated Assignments 827800 2.0 2.0 82-11
6 |Methods Validation/Development Program 82R816 2.0 2.0 82-12
7 JForensic Evaluation & Sample Analysis 82R838 0.3 0.3 82-13
* In addition to PAC 82008, includes reporting
PACs 82R824, 82R833, and 99R833.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Tim Ulatowski 240-276-0100 John Avdinian 301-796-4394
FORM FDA 2622 (10/09) PAGE NO. 82-3




FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE

Monitoring Devices of Foreign Origin - Import

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

3. PROGRAM/ASSIGNMENT CODE(S)

82008, 82R824, 82RB833, 99R833

4, WORK ALLOCATION

[x]

PLANNED BY
ORA

[ Jcenter

5. OPERATIONAL FTE POSITIONS
440 [434)]

DISTRICT/
SPECIALIZED
LABORATORY

ZO0~0Om®m

ENTRY

{Hours)

2 2

IMPORT
INVESTY-
GATION
HOURS
)

MAIL
COURIER
REVIEW

2 ry 7]
MPORT
SAMPLE
coLL
(Physical)
MICRO (Physlcal)
{2) ENG

INTERNATION
NAL

FACILITY

REVIEW

IMPORT
SAMPLE

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGC

CINCINNATI

CE | DETRCIT

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

26486

3814, 2200

300 120 120

2.2 2.2

& 8 8
IMPORT IMPORY IMPORT
FELD SAMPLES SAMPLES
EXAMS TOBE TOBE
CONGRES- | ANALYZED ANALYZED
SIONAL MICRO ENG
EXPECTN 3}

12781 60

150

a.7 25.5 255

[TOTAL HOURS

26438

3914 2200|

300 264 264

8947 1530] 3825

ICONVERSION FACTOR

1200]

950 950)

950 950 950)

950 1180] 1180)

[TOTAL OPERATIONAL FTEs

22.07]

4.12] 2.32]

0.32 0.28 0.28]

9.42] 1,30] 3.24

[5. REMARKS

made by the imporl districl.

Reporiing Guidance:

- Import Entry Reviews (Electronic and Manual-operation code 14, PAC 82R833);
- Filer Evaluations (operation code 95, PAC 99R833); and
- Follow-up te Refusals (PAC 82R824).

(1)-Impori investigalion hours are for field exams {non-Congressional Target), filer evalutions, follow-up to refusals, label exams, and
other operations as required by the District to cover program priorities. Districls should reporl time under the appropriate operation
and PAC for the activities performed. Field Exams lo meet Congressional Targets are planned in a separate column.

(2)-Audit samples for problems olher 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 imporl district.

H(a)—SteriIe devices o be tested by USP XX melhod. Includes 19 samples (40 subs each) of devices labeled as sterile; selection to be

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Monitoring Devices of Foreign Origin - Import

2. PPS PROJECT NAMENUMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
82008, 82R824, B2R833, 99RE33

4. WORK ALLOCATION PLANNED BY

ORA []center

5. OPERATIONAL FTE POSITIONS
440 [06)

DISTRICT/ L]
SPECIALIZED SAM
LABORATORY

ZO0=-00mMX

ORT
PLES

TO BE

CHEM

TOTAL FIELD
HEADQUARTERS O
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

DENVER

KANSAS CImY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION

SwW

30,

255

[TOTAL HOURS

765

CONVERSION FACTOR

1180

TOTAL OPERATIONAL FTEs

0.65

|9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 82-5
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FY 2011 ORA WORKPLAN Oclober 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAMENUMBER

Inspection of Medical Device Manufacturers Compliance: Devices - 82

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATICNAL FTE POSITIONS
82845A,B,C,G,H,J,K.P,S,81845R,T,81011 ORA [ CENTER : 1263 [118.7]

0. 1 1 1 1 1 1 1 1 1
DISTRICT/ MSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC~- INSPEC- INSPEC- INSPEC-
SPECIALIZED TIONS TIONS TIONS TIONS TIONS TIONS TIONS TIONS TIONS
LABORATORY LEVEL | LEVEL Il LEVEL i FOREIGN FOREIGN FOR CAUSE | FOR CAUSE| FOR CAUSE ACCRED
DOMESTIC DOMESTIC | COMPLIANCE : CADRE DOMESTIC | HIGH RISK | HIGH RISK PERSONS

DOMESTIC DOMESTIC FOREIGN DOMESTIC
B2845A 828458 A2845C &_28456 028458 828456 82845H B2845H 828459

ZO—-oom3x

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMCRE
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 | BAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
JHOURS PER OPERATION 38.6 62.5 102.4 65.0 52.8 71.0 100.0 100.0 63.0

[TOTAL HOURS 31007 33063] 10547 9945' 9504 9230 8500 2000' 945

ICONVERSION FACTOR 950 950 950) Py | 950 950 950 a50] 950

TOTAL OPERATIONAL FTEs 32.64 34,80 11.10] 10.47] 10,00 9.72 6.84 2.11) 0.99
Is. REMARKS

For FY 2011, the hours/operation module for Level [ inspections has been planned at 39.6 hours/operation to include additional

time for MDR review. Level |l inspection hours/operation medules have also been adjusted to reflect actual work,

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

Inspectional modules include time for 82845S (sterilization), MDR (81001), Corrections and Removals (81845R), Tracking {81845T), and
Registration and Listing. Resources for Single Use Raprocessor inspections have been included in Level 2 Inspections. Investigational
Hours resources have also been planned for National Experts (HQ line) and State Contract Moniloring {DAL-DO line).

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

Accrediled Person inspections are based on estimales of numbers and locations and are nol based on known factors. Therefore,
resources not used in thal 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.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 826




FY 2011 ORA WORKPLAN QOctober 1,2010
1. PROGRAWASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Inspection of Medical Device Manufacturers Compliance: Devices - 82

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82845A,B,C,G,H,J K.P,S 81845R,T,81011 ORA []center 126.3 [4.1]

b. 2 2 3 3 1 3 I 3 3 3
DISTRICT/ INVESTH- ! DOMREVIC
SPECIALIZED INVESTH GATIONS DOMESTIC DOMESTIC Dotk DLTRAG § DOMESTIC | DOMESTIC TAMPLE
LABORATORY GATIONS {Hours) SAMPLE Saurs et s W P T SAMPLE SAMPLE cou.
(Hours) AP, ALDITS cow ool SudL. ROl coLL cou lm ]
MDUFMA . )
828458 828450

ZO0—-oOma

TOTAL FIELD 3

HEADQUARTERS (

REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINKRATI

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
PACIFIC REGIONAL LABORATORY-N

HOURS PER OPERATION 6.0 ' 8.0 4.7
TOTAL HOURS 3309 255 22| et D TN 72| 71
CONVERSION FACTOR 950 950 gsol - 1 950] 850
TOTAL OPERATIONAL FTEs 3.48 0.27 0.27 0.08 0.07
9. REMARKS -

Accredited Person Audits are conducted by NWE-DO, MIN-DQ, SIN-DO, KAN-DO, SEA-DO.

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

FORM FDA 2621a (10/08) ORA WORKPLANNING SHEET (Continued) PAGENO.  82-7




Y 2011 ORA WORKPLAN

October 1, 2010

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,H,J,K,P,S,81845R, T, 81011

4. WORK ALLOCATICN PLANNED BY

ORA [Jcenter

5. OPERATIONAL FTE POSITIONS

126.3

3.5)

6. ?
DISTRICT/

SPECIALIZED

LABORATORY

FF ROMBETIC |

BAMPLE
oL

p GILTALITY

ZO0—-GmX>

7 7 7 7 7
DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SAMPLES SAMPLES SAMPLES SAMPLES SAMPLES
TORE TJOBE TOBE TO BE TO8E
ANALYZED ANALYZED ANALYZED ANALYZED ANALYZED

ENG MICRO CHEM ENG BIOBURDEN
B2B45C 82845C 82845C B2845H B28455

DOMESTIC
SAMPLES
TO BE
ANALYZED
STERILTY
8284558

TOTAL FIELD
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

10

80.0 62.0 38.0 88.3 25.0

29.5

TOTAL HOURS

BOD 1612 228 1060 250

148

CONVERSION FACTOR

1180 1180 1180 1180} 1180

1180

TOTAL OPERATIONAL FTEs

0.68

1,37 0.19] 0.90f

0.21

0.13

9. REMARKS

at WEAC and DEN Lab.

and DEN Lab.

FORM FDA 2621a (10/09)

MICRO Sample Analyses: Anlisera and Products Media Testing to support GMP observations at WEAC; Disinfeclant/Cold Sterilanl Testing

CHEM Sample Analyses: Test Kit or Reagant Testing to support GMP observations at WEAC; Sporicidal and Tuberculocidal at WEAC

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-8
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Condom Assignment

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

3. PROGRAM/ASSIGNMENT CODE(S)

8272002

[x] ora

4. WORK ALLOCATION PLANNED BY

[ Joenter

3.6

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO=-GmMD

1 4 8
MPORT
INSPEC- IMPORYT SAMPLES
TIONS SAMPLE TOBE
coLL ANALYZED

{Phynicat) {Phrysical)
CHEM CHEM

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGC

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-S!

PACIFIC REGIONAL LABORATORY-N

HOURS PER OPERATION

2 312 312

24.0 2.8| 10.0

TOTAL HOURS

48 874 3120]

CONVERSION FACTOR

850 950 1180]

{TOTAL OPERATIONAL FTESs

0.05 0.92] 2.64]

9, REMARKS

Import Samples are estimated and should be collected 1o cover the districts’ workload.
Resources for Condom Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Impor
Alerl, 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 Evalualions (operation code 95, PAC 99R833); and Follow-up

to Refusals (PAC B2R824).

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-9



FY 2011 ORA WORKPLAN

Oclober |, 2010

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

Manufacturers and Importers of Surgical/Examination Gloves Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S)
822003

4. WORK ALLOCATION PLANNED BY

ORA [ ] cenmEr

5. OPERATIONAL FTE POSITIONS
8.8

G. 4 4 8 B 9
DISTRICT/ WPORT IMPORT
SPECIALEZED MPORT IMPORT SAMPLES SAMPLES OTHER
LABORATORY SAMPLE SAMPLE TORE 7O BE OPERATIONS
COoLL cow ANALYZED ANALYZED (Houra)
(Phyeica)) (Phyaical) {Physical) ENG
CHEM ENG CHEM ENG

ZO—-—GOGmM2x

TOTAL FIELD 446 313 448 313 2360

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTMORE

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

HOURS PER OPERATION 2.1 2 X 8.0

TOTAL HOURS 937 2504 2360]

CONVERSION FACTOR 950 950 1180 1180 1 180'

[TOTAL OPERATIONAL FTEs (.99 0.69 3.02) 2.12 2.00]

9. REMARKS

Alert, are included as Impori Entry Review Hours in PAC 82008 - Monitoring Devices of Foreign Origin.

PAC 99R833); and Follow-up to Refusals (PAC 82R824).

'and credited.

Resources to cover Glove Detentions Without Physical Exam requests, parl of the Entry Review process for entries covered by the Import

Reporting Guidance: Import Enlry Reviews (Electronic & Manual—operation code 14, PAC 82R833); Filer Evaluations {operation code 95,

Other Operations (Hours) are for Private Lab Review Technicat Assistance/Coordination at WEAC: Review time must be reported under
Miscellaneous Operation Code 92 with "PL* in the FACTS description field; without his consistency in reporting, your time will not be found

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 82-10




FY 2011 ORA WORKPLAN

Oclober 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Center Initialed Assignments

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

3, PROGRAM/ASSIGNMENT CODE(S)
827005, 82Z800

4. WORK ALLOCATION PLANNED BY

(%] oma

[Jcenter

5. OPERATIONAL FTE POSITIONS
2.0

©. 1 3
DISTRICT/

SPECIALIZED

LABORATORY

DOMESTIC
SAMPLE
COLL

{1)
827800

ZO-oOm>x

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM {2)
A27E00

7 7
DOMESTIC DOMESTIC
SAMPLES SAMPLES
TOBE TOBE
ANALYZED ANALYZED
STERILTY (3) |  MICRO (4}
B27200 222800

OTHER
OPERAYIONS
(Hours)
METH DEV
ENG (5)

$2Z00

TOTAL FIELD 29

HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

DETRO(T
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

NE

(b)

CE

SE

Sw

PA

(7)(E

550

Assignments involving BSE should be reported in PAC 82Z005.

(1)Includes Documentary Samples and Analytical Samples.
(2)XWEAC~Ad Hoc tesling of test kits or reagents.
(3)-WEAC—Sterility samples.

(4FWEAC-Ad Hoc testing of media.

HOURS PER OPERATION 45.0 10.0 15.0 50.0 50.0

[TOTAL HOURS 495 260 75 250 500} 550

CONVERSION FACTOR 950 950 1180 1180 1180] 1180

TOTAL OPERATIONAL FTEs 0.52 0.31 0.06 0.21 0.42] 0.47
e ——— —

9. REMARKS

Planned BSE Inspections (82Z005) were cancelled in FY 2008; PAC will remain active for reporting purposes and any Center-Initialed

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued}

PAGE NO. 82-11



FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAMW/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Methods Validation/Development Program Compliance: Devices - 82

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

B2R816 ORA [ center 2.0

DISTRICT/
SPECIALIZED METHODS METHODS
LABORATORY VALDEV VALIDEV
CHEM MICRO
{Hours) (Hourw)

ZQ—-Om=

TOTAL FIELD 1205 1205
HEADQUARTERS °
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL SYAFF
BALTIMORE
CHICAGO
CINCINNAT)
cE |DpETROMT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE [ FLORDA
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
IToTAL HOURS 1205 1205
|conveRsiON FACTOR 12085 1205
TOTAL OPERATIONAL FTEs 1,004 1.00
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-12



FY 2011 ORA WORKFLAN Octaber 1,2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Forensic Evaluation and Sample Analysis Compliance: Devices - 82

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

82R838 (X ] ora [ ] cENTER 0.3

DISTRICT/ FORENSIC
SPECIALIZED ANALYSIS
LABORATORY CHEM

ZO=-QmMm3A

TOTAL FIELD
HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

GINCINNATI

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
REGJONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
|[HoOURS PER OPERATION

TOTAL HOURS 360
CONVERSION FACTOR 1205]
TOTAL OPERATIONAL FTEs 0.30{
|s. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 82-13



FY 2011
1. PROGRAM CATEGORY 2 PPS PROJECT NAMENUMBER
Medical Devices and Radiological Health Product Evaluation: Devices - 83
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5 PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
COOE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 30.4 4.6 35.0
| IMedical Device Premarket Approval and Postmarket Inspections] 7.1 2.6 9.7 83-15
MDUFMA User Fee 83001 (5.0) (5.0)
PreMarket Approval Inspections 83001 (1.7 (1.7)
Postmarket Approval Inspections 83001A (2.1 (0.9) (3.0)
2 |Bioresearch Monitoring §3808-11 23.3 2.0 25.3 83-16
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Donna-Bea Tillman 240-276-3993 ohn Aydinian 301-796-4399
FORM FDA 2622 (10/09) PAGE NO. 83-14
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FY 2011 ORA WORKPLAN

Oclober 1,2010

1. PROGRAM/ASSIGNMENT TITLE

Medical Device Premarket Approval and Postmarket Inspections

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

3. PROGRAMASSIGNMENT CODE(S)
83001, A

4, WORK ALLOCATION PLANNED BY

ORA [ | cenTER

5. OPERATIONAL FTE POSITIONS
9.7

DISTRICT/
SPECIALIZED
LABORATORY

ZO0—-0Om=m

1 1 1 1
FOREIGN
INSPEC- INSPEC~
TIONS
MDUFMA
USER FEE

23001

(NSPEC-
TIONS
POST-

APPROVAL
B3001A

PRE-~
APPROVAL
83001

TOTAL FIELD

READQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPGLIS

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

SEATILE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

88 33 48 18

70.0 48.8 410 47.0

TOTAL HOURS

4760 1610 1968] 893

CONVERSION FACTOR

950 as0] 50| 950

TOTAL OPERATIONAL FTEs

5.0 1.69] 2.07] 0.94

9. REMARKS

Reporl all time used for evalualing compliance with domestic pre-market requirements in PAC 83001, OP CODE 12:
repori all time used for domeslic post-market requirements in PAC 83001A, OP CODE 12.

Repori all lime used for evaluating compliance wilh foreign pre-market requiremenis in PAC 83001, OP CODE 11;
report all time used for foreign post-market requirements in PAC 83001A, OP CODE 11.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Bioresearch Monitoring
{Pre-Market)

2. PPS PROJECT NAMENUMBER
Product Evaluation: Devices - 83

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

4. WORK ALLOCATION PLANNED BY

(%] om

[ | center

253

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO-G0m>D

INSPEC-
TIONS
DOMESTIC

NSPEC~
TIONS
FOREIGN

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

FORENSIC CHEM. CTR
REGIONAL STAFF

ATLANTA

FLORIDA

NEW CRLEANS

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
JHOURS PER OPERATION

NE

CE

SE

SW

PA

76.1

75.1

TOTAL HOURS

22155

1878

CONVERSION FACTOR

850

950

TOTAL OPERATIONAL FTEs

23.32

1.98]

9. REMARKS

-For Cause wilh 30-day due dates;
-Directed data audit for expedited PMA,;

-For Cause with 60-90 day due dales;
-OAl Follow-up {6 months});

-Routine Surveillance.

-Directed dala audit for non-expedited PMA;

FORM FDA 2621a {10/09)

Device Bioresearch Monitoring inspections should be prioritized according (o the following scheme:

-Early Intervention (Probability Sampling, Vulnerable Population, and IDE-based);

Please contact Rulh Hinckley (301-796-5658) or Matthew Tarosky (301-796-5645) with any questions.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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PROJECT SUMMARY SHEET
FY 2011

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Science: Devices - 84
3. NO. 4. FDA COMPLIANCF PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT | _ OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 5.7 5.7
1 [Test Method Development and Evaluation 847002 3.7 3.7 84-18
2 |Methods Validation/Development Program 84R816 2.0 2.0 84-19
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Dr. Steven Pollack 301-796-2476 John Aydinian 301-796-4394

FORM FDA 2622 (10/09)

PAGE NO. 84-17




FY 2011 ORA WORKPLAN

Octaber 1, 2010

1. PROGRAM/ASSIGNMENT TITLE
Test Method Development and Evaluation

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

3. PROGRAM/ASSIGNMENT CODE(S)
847002

4. WORK ALLOCATION PLANNED BY

[ Jora CENTER

5. OPERATIONAL FTE POSITIONS
37

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-@Gma

OPERATIONS| OPERATIONS

9 9
OTHER OTHER

{Hours)
METH DEY
MICRO

(Hours)
METH DEV
ENG

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGICNAL ST,
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

800 31580

|Laboratory Staff.

HOURS PER OPERATION

TOTAL HOURS BOD. 3590
IcCONVERSION FACTOR 1180 1180
TOTAL OPERATIONAL FTEs 0.68 3.04
9. REMARKS

FORM FDA 2621a (10/09)

Above resources are for participation in the development of test methods and testing prolocol. Projects will be coordinated by the CDRH

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN

October 1, 2010

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

ORA [ Jcenter

5. OPERATIONAL FTE POSITIONS
2.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—~0OmX

APPLED
[TECHNOLOGY|
CENTER
{Hourw)
MICRO

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YCRK

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

REGICNAL 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

frotAL HOURS

2360

lconvERSION FACTOR

1180

2.00

ISOTAL CPERATIONAL FTEs
. REMARKS

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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PROJECT SUMMARY SHEET

FY 2011

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Mammography Quality Standards Acts (MQSA) Authority - 85
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE | DOMESTIC| IMPORT | FORE!GN FTEs
TOTAL 14.5 0.1 14.6
| [Mammography Facilities Inspection Program 85014 A,C)F 14.5 0.1 14.6] 85-21-22
NTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Lynne L. Rice 240-276-3209 Kristen Kamas 301-796-4391
FORM FDA 2622 (10/09) PAGE NO. 85-20
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FY 2011 ORA WORKPLAN October 1, 2010
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 [9.2)

o 1 1 1 1 1 1 2 9 ]
DISTRICT/ OTHER QTHER
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INVEST- OPERA- OPERA-
LABORATORY TIONS TIONS TIONS TIONS TIONS TIONS GATIONS TIONS TIONS

FOREIGN {Hours) {Hours) {Hours)
85014 85014 85014 5014 B5014F BSO14F B5014A B5014C e5014GC

() 2 ) (4) i5) 8} ) ()] [
TOTAL FIELD 213 15 118 37| 9 9 2299 3948 1200

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

zZO0O—-60Om3x

HOURS PER OPERATION 8.0 8.0 8.0 8.0 11.0 11.0

TOTAL HOURS 1704 120 944 298 99 99 2209 2048] 1200
CONVERSION FACTOR 1180 1160 1160 1160 1160 1160 1160 1160 1200
TOTAL OPERATIONAL FTEs 1.47, 0.10 0.81 0.26 0.09 0.09 1.98 3,40) 1,00
5. REMARKS

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HCURS
(1) - Inspeclion of Certified Mammography Facililies not covered by the states.

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

(4) - VHA Facility Inspections.

(5) - Follow-up Inspections.

(6) - Follow-up inspeclions afler Waming Letter.

{7) - Audit Invastigations.

(8) - Compliance Activilies: Inspeclion Follow-Up Aclivilies {Non-Waming Letler).

(9) - Technical Assistance and Coordinalion Activities: RRHRs.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO.  85-21




I'Y 2011 ORA WORKPLAN

October 1, 2010

1. PROGRAM/ASSIGNMENT TITLE

Mammography Facilities Inspection Program

2. PPS PROJECT NAME/NUMBER
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 [ ] centerR

146  {5.4)

DISTRICT/
SPECIALIZED
LLABORATORY

ZO0-O0Om>a

OTHER
OPERA-
TIONS
{Hours)
85014GC
{10}

OTHER

TIONS

(Hours)

B5014C
(11)

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

6206

|

CONVERSION FACTOR

1160

1160

[TOTAL OPERATIONAL FTEs

5.35

0.05

9. REMARKS

FORM FDA 2621a {10/09)

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
(10) - Technical Assistance and Coordinalion Activities: non-RRHRs.
(11) - Compliance Activities: Waming Letlers.

ORA WORKPLANNING SHEET (Continued)
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FY 2011
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Radiation Control and Health Safety Act (RCHSA) Authority - 86
3. NO, 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 20.0 8.5 1.9 31.2
! _JInspection ang Field Testing of Radiation-Emitting 5.1 0.5 5.6] 86-24-25
Electronic Products:
Inspection of Manufacturers of Laser Products 86001 {4.3) (0.5) (4.8}
Field Implementation of the Sunlamp & Sunlamp 86002 {0.3) (0.3)]
Producis Peformance Standard as Amended
Field Compliance Testing of Cabinet X-Ray Equipment 86004 (0.5) 0.5)
2 |Inspections of Manufacturers {Foreign and Domestic) and 86003 16 1.0 8.6] 86-26-31
Field Compliance Testing of Diagnostic X-Ray Equipment
3 |Compliance Testing of Electronic Products 86006, A, B, 31 0.4 3.5 86-32
at WEAC D, E
4 |Imported Electronic Products 86007 * 8.5 8.5 86-33
5__JRadiological Heallh Control Activitics: 5.0 50| 86-34-35
Medical Device and Radiological Health Use 86008 (3.0) (3.0)'
Control and Policy Implementation
Emergency Planning and Response Activities 86009 (2.0) (2.0)4
* In addition to PAC 86007, includes reporting PACs
86R824, B6R833, and 99RB33.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
[Lynne L. Rice 240-276-3209 Krisien Kamas 301-796-4391

FORM FDA 2622 (10/09) PAGE NO. 86-23



FY 2011 ORA WORKPLAN October 1, 2010

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 Authorily - 86

86001, 86002, 86004 ORA [ Jcenmer 56 [4.

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

3]

6. i 1 1 1 2 2 3 5
DISTRICT/

SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVESTL INVEST | DOMESTIC FIELD
LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS SAMPLE EXAMS/!
FOREIGN (Houwrs) (Hours) coLL TESTS
66001 86001 86002 BSOD4 82001 86004 86001 86001
{1) (2) (3) {4) {5) (8)

ZO—-GOm2a

5
FELD
TESTS

86602
]

TOTAL FIELD
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | BETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR
REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL | AB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCQ

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

Laser products {86001): (1) - Inspections should be conducted on manufacturers of Class Illb 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 requesl. For medical iasers, a joinl QSIT and electronic product radiation control inspection should be
conducted. (2) - Number of inspections lo be conducted by WEAC Analysts and other EOS Specialists. (5) - Invesligation Hours-
refer to Compliance Program for reporting information. {6} - Field tesis may be conducled for any laser products iocaled at a user
facility, following the same priority scheme as for inspections. (Class Illb or IV medical, industrial and commercial lasers, including
iaser light show projectors).

Sunlamps and sunlamp products (86002): (3) - Inspectional figures are only for biennial or fer cause inspections of manu-
faclures of sunlamp products (e.g. sunlamps, booths, or beds). Because sunlamp producls are also medical devices, a joinl QSIT
and electronic product radiation conlrol inspection should be conducted. Examination of sunlamp products al a user facility (e.g.
tanning parlor, athletic club) are NOT counted as inspections because they are field tesis. (7) - Each sunlamp product tested may
be counted as a separate field tesi, even if located in a single facility. NOTE: RRHR's Technical Assistance and Coordination under
ihis program is planned under Radiological Health Conirol Activities (PAC 86008).

Cabinet x-ray products (86004): (4) - Cabinet x-ray manufacturer inspeclions are 1o be comprehensive electronic product
radiation control inspections. Cabinel x-ray field tests are no longer to be performed routinely under this program. The hours
reviously associated with field tests have been reprogrammed 1o inspections.

HOURS PER OPERATION ] g % 20.0 3.0 5.0 4.4

TOTAL HOURS 1817 594 108 440 658 31 15 375 132]

CONVERSION FACTOR 950 1180 950 950 950 950 950 950 50|

TOTAL DPERATIONAL FTEs 1,81 0.50) 0.11 0.46, 0.69 0.03 0.02 0.39] 0.14|
. REMARKS

'FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-24
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FY 2011 ORA WORKPLAN

October 1,2010

1. PROGRAM/ASSIGNMENT TITLE

Products

Inspection and Field Testing of Radiation-Emitting Electronic

2. PPS PROJECT NAME/NUMBER

Authority - B6

Radiation Control and Health Safety Act (RCHSA)

3. PROGRAM/ASSIGNMENT CODE(S)
86001, 86002, 86004

4. WORK ALLOCATION PLANNED BY

ORA (] center

&, OPERATIONAL FTE POSITIONS
56 [13]

DISTRICT/
SPECIALIZED
LABORATORY

ZOoO-O0Om>Xx

OTHER

OTHER
OPERA-

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROT

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

1197 75

CONVERSION FACTOR

950 950

TOTAL OPERATIONAL FTEs

1.26] 0.08

9. REMARKS
Laser praducts (86001):

(8) - To include all other activilies such as technical assistance, coordination, and training.

FORM FDA 2621a (10/09)

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

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN Oclober 1, 2010
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 ORA CENTER 8.6

—

G, 1 1 1 i 2 2 5 5B ]
DISTRICT/

SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVEST INVESTI- FIELD AUDITS OTHER
LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS EXAMS/ OPERA-
DOMESTIC FOREIGN DIRECTED {Hours) {Hours) TESTS TIONS

{Houra)
1) (2) (3) {4) (5) (6} 7 (7} )]

TOTAL FIELD 52 15 5 18 884 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

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CmY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 50.0 65.0 50.0 16.0 3.0 4.0
TOTAL HOURS 2600 975 250] 288 884 1051 1035 120 965,
CONVERSION FACTCR 950 950 gs50] 850 950 950 950 950 950
TOTAL OPERATIONAL FTEs 2.74 1.03 0.26] 0.30 0.93 1.11 1.09 0.13 1.02
9. REMARKS

(1) - Domeslic inspections to be conducted based on the OEI of diagnostic x-ray equipment manufacturers. Joint QSIT and
electronic praoduct radiation control inspections should be conducled if possible.

(2) - Foreign inspections should be joint QSIT and elecironic product radiation control inspeclions if possible.

(3) - Direcled Inspeclions based on the OEI of diagnostic x-ray equipment manufacturers.

(4) - Inspections based on the OEIl of diagnoslic x-ray equipment assemblers.

{5) - Investigation hours for review and planning of activities under columns 1 (Domesilic), 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 acilivities.

(7} - Field 1ests and audits are obtained from Atlachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch,
HFZ-240. Column 5B, Audils, is for quality assurance joint field tesls for follow-up tests conducted by an individual qualified as an
audilor.

(8) - Coordination/technical assistance hours for field tesi aclivities.

.

zZ2C—-Gm3xm

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-26




FY 2011 ORA WORKPLAN OCTOBER 1, 2010

ATTACHMENT A - 2011 WORKPLAN
INSPECTIONS OF MANUFACTURERS (FOREIGN AND
DOMESTIC) AND FIELD COMPLIANCE TESTING

OF DIAGNOSTIC X-RAY EQUIPMENT

NEW ENGLAND DISTRICT

Number

Systems FDA FDA

State Instatled Tests Audits
CT

ME

MA

NH

RI

VT

Total

NEW YORK DISTRICT

Number
Systems FDA FDA

State i
NY

BALTIMORE DISTRICT

Number
Systems
State Installed Tests Audits

M b) (7)(E

Total

PAGE NO. 86-27



FY 2011 ORA WORKPLAN OCTOBER 1, 2010

CHICAGO DISTRICT

Number

Systems FDA FDA
State Installed Tests FiU Audits
IL (b) (7)(E)

CINCINNATI DISTRICT

Number
Systems FDA FDA
State Installed Tests FiU Audits

(D) (7)(E

DETROIT DISTRICT

Number
Systems FDA FDA
State Instailed Tests FiU Audits

(D) (7)(E)

MINNEAPOLIS DISTRICT

Number
Systems FDA FDA
State Installed Tests i FiU Audits
MN
ND
SD
Wi
Total

PAGE NO. 86-28



FY 2011 ORA WORKPLAN OCTOBER 1, 2010

NEW JERSEY DISTRICT

Number
Systems FDA FDA
State Installed Tests FiU Audits

Z (b) (7)(E)

PHILADELPHIA DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits
DE
3 (b) (7)(E)
Total

ATLANTA DISTRICT

Number
Systems FDA FDA
State Installed Tests Audits
Total ( ) ( ) (
FLORIDA DISTRICT
Number
Systems FDA FDA
State Installed Tosts FiU Audits

FL (b) (7)(E)

PAGE NO. 86-29



FY 2011 ORA WORKPLAN OCTOBER 1, 2010

NEW ORLEANS DISTRICT

Number
Systems FDA FDA
State Installed
AL
LA
MS
TN
Total

SAN JUAN DISTRICT

Number
Systems FDA FDA
State Instailed Tests FiU Audits

PR (b) (7)E)

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT)

Number
Systems FDA FDA
State Installad Tests F/U Audits
AR
OK
>

() (7)(E)

SW REGIONAL STAFF (STATES IN DENVER DISTRICT)

Number
Systems FDA FDA

State ___Installed Tests FiU Audits
CO

NM 7 E
wy

Total

PAGE NO. 86-30



FY 2011 ORA WORKPLAN OCTOBER 1, 2010

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT)

Number
Systems FDA FDA
State
A
KS
NE
MO
Total

LOS ANGELES DISTRICT

Number
Systems FDA FDA
State Installed Tests FiU Audits

(D) (7)(E

SAN FRANCISCO DISTRICT

Number
Systems FDA FDA
Installed Tests FiU Audits

(b

SEATTLE DISTRICT

State

Total

Number

Systems FDA FDA
State Installed Tests FiU Audits
Total

PAGE NO. 86-31



FY 2011 ORA WORKPLAN

October 1, 2010

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

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA)
Authority - §6

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

4. WORK ALLOCATION PLANNED BY

) oma

CENTER

5. OPERATIONAL FTE POSITIONS
35

DISTRICT/
SPECIALIZED
LABORATORY

FOREIGN
INSPEC-
TIONS
PL 99- 602
STANDARD

ZO-amx

7 7 7
DOMESTIC poMESTIC | DOMESTIC
BANPLES SAMPLES SAMPLES

TO BE TO BE TO BE
ANALYZED | ANALYZED | ANALYZED
MICROWAVE XRAY NON-MED
WHOLE LASERS
—tRERS

7
DOMESTIC
SAMPLES
TCBE
ANALYZED
SUN
LAMPS

JOTAL FIELD 7|

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 ORL.EANS
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

80 ] 42|

18.0 230.0 15.0

10

2540

TOTAL HOURS 476

1440 1380 s3]

250

CONVERSION FACTOR 1180

1180 1180] 1180]

1180

[TOTAL OPERATIONAL FTEs 0.40

1.22 1.17] 0.53]

0.21

9. REMARKS

emitting medical cevice manufaclurers, a joint

PAC 86006.

Workplan includes both foreign inspection and laboralory testing activities for slecironic products.

For any inspections of radiation-

and electronic product radiation control inspection should be conducted by a
trained investigator. Insiructions for performing inspeclions are provided in Compliance Program 7386.001, with time reported under

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2011 ORA WORKPLAN October 1, 2010
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Imporicd Electronic Products Radiation Control and Health Safety Act (RCHSA)
Authority - 86
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE PCSITIONS

86007, 86R824, B6R833, 99R833 ora  [__JcEnTER 8.5

b. 2 2 4 [] E]
DISTRICT/ MMPORT
SPECIALEZED ENTRY MPORY FIELD IMPORT MPORT
LABORATORY REVIEW ()] EXAMS SAMPLE SAMPLES
{Hours) {Hours) CONGRESS- COoLL TOBE

TONAL ANALYZED
{1) TARGET

TOTAL FIELD 6877 1400 400 25 25|
HEADQUARTERS

ZO-am3a

REGIONAL STAFF

NEW ENGLAND '
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROM
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 LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION 0.7 5.7 40.0,
TOTAL HOURS 6877 1400 280 143 1000
CONVERSION FACTOR 1200 950 950 950 1180
TOTAL OPERATIONAL FTEs 5.73) 1.47 029 0.15 0.85
|5. REMARKS
(1)- Import investigation hours are for field exams (non-Congressional Target), filer evalutions, follow-up to refusals, label exams,
and other operations as required by the Districl to cover program priorities. Districts should report time under the appropriale
operation and PAC for the aclivities performed. Field Exams to meel Congressional Targels are plann?d in a separale column.

t

Reporiing Guidance:

Import Entry Reviews (Electronic and Manual-operation code 14, PAC 86R833
Filer Evaluations (operation code 95, PAC 88R833); and

Follow-up 1o Refusals (PAC 86R824).
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FY 2011 ORA WORKPLAN

October 1, 2010

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

[ ]ora CENTER

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O-6Gmx

2 )
YECHNICAL
NISC ASSISTANCE
(Hours) {Hours)
RRHR RRHR
86008 85009
{1)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLANO

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 Continualion Sheel for footnotes, guidance, elc.
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FY 2011 ORA WORKPLAN October 1, 2010
CONTINUATION SHEET
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Radiological Health Control Activities Radiation Contral and Health Safety Act {RCHSA)
Authority - 86

9. Remarks

(1) - RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Aclivilies 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 activilies and use consuliation to conduct this program.

This block of ime also includes coordinalion, technical assistance, and other activities performed by RRHRs under ihe following
programs:

Field Implementation of the Suntamp 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 Aclivities (PAC 86009);

Any time in excess of 0.5 hours used for these pragrams should be reported into FACTS against the applicable PAC.
|[FOOTNOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009):
Technical Assistance hours will be performed by RRHRs.

IProgmm aclivities include: providing technical assistance to state and local agencies regarding emergency response planning;
reviewing and evaluating emergency plans related {o nuclear power planis.

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008):

PAGE

NO. 86-35




FY 2001 ORA WORKFLAN

October |, 2010

1. PROGRAM/ASSIGNMENT TITLE

Tobacco: Domestic and Imports (For Guidance Only)

2. PPS PROJECT NAMENUMBER

Tobucco - 96

1 PROGRAM/ASSIGNMENT CODE(S)
96R800, 96T800, 96R824, 96R833

I
{1 WORK ALLOCATION PLANNED BY

[ ] oma

[ Jeenter

5. OPERATIONAL FTE POSITIONS

2.1

“

B, 2 2
DISTRICT) DOMESTIC IMPORY
SPECIALIZED INVEST? INVEST)

G LABORATORY GATION

GATION
(HOURS) (HOURS)

m3

ANALYST
HOURS
TOTAL

TOTAL FIELD
HEADGUARTERS
REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

| MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM, CTR
IREG
ATLANTA
SE | FLORIDA
| 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 LABORATORY-SW
| PACIFIC REGIONAL LASORATORY-NW
HOURS PER OPERATION

| |

TOTAL HOURS 475 1000

700

CONVERSION FACTOR 850, 950

1180

TOTAL OPERATIONAL FTEs 0.50 1.05,

—

0,59

9. REMARKS
District and Laboratory allocations are FOR GUIDANCE ONLY.

and anaiysts must be reported under the appropriale PACS

of regulations and development of the CPG.

ORA receives funding for Tobacco activities based on reported time therefore all Tobacco work performed by investigators

Guidance on the number of Domestic GMP inspections to be conducied by the Field are-under development pending promulgation
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