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WEAC, and FCC

Investigations Branch Directors

Laboratory Branch Directors

To

We are pleased to release the Final FY 2013 ORA Field Workplan. Similar to previous years,
the FY 2013 Workplan is based primarily on the Centers’ compliance program forecasts.
The FY 2013 Workplan reflects ORA's planning level of 2,325 operational Full-Time
Equivalents (FTEs), in addition to 21 operational FTEs for the Tobacco program. This
level reflects an increase in operational investigational FTEs, which is a direct result of
ORA hiring and training efforts since FY 2007. These new hires will be fully
operational in FY 2013, thereby allowing ORA to increase the operational
investigational FTE allocations for all program areas: 1) Foods and Cosmetics, 2)
Biologics, 3) Human Drugs, 4) Animal Drugs and Feeds, 5) Devices and Radiological
Health, and 6) Tobacco.

Please note that the FY 2013 Workplan only includes resources for ORA investigators and
analysts; it does not plan operations conducted by States under contract. Additionally, please
note that the FY 2013 Workplan includes two major modifications:

MAJOR MODIFICATION (1):

Asin FY 2012, the FY 2013 Foods Workplan was reformatted by CFSAN to align with
the Food Safety and Modernization Act (FSMA) inspectional frequency goals. CFSAN
has maintained the change in format for the FY 2013 Workplan, with the consolidation of
inspectional resources into two FSMA categories: 1) high-risk inspections, and 2) non-
high-risk inspections. The non-inspectional resources are separately consolidated by
Program and Project Structure (PPS). New to the FY 2013 Foods and Cosmetics
Workplan is the planning of collection and analyses operations, by compliance program,
under the corresponding PPS. This change should assist the ORA Field Laboratories plan
and budget for the year. To assist the Field in workplanning, CFSAN provided ORA
with the high-risk and non-high-risk inventories, during a Webinar organized for 2013




FSMA Firms on 7/26/12. In addition, new to the FY 2013 Foods and Cosmetics
Workplan is the issuance of the Sample Collection Operation Planning Effort (SCOPE),
which is being released in conjunction with the FY 2013 Workplan. The Division of
Planning, Evaluation, and Management (DPEM) has included an electronic copy of
SCOPE on the Workplan CD, and a link to SCOPE will be located on CFSAN’s intranet
site at the following URL:
http://inside.fda.gov:9003/Programslnitiatives/Food/FieldPrograms/ucm272937.htm.
CFSAN will update SCOPE throughout the year, and therefore this intranet site should be
monitored periodically.

MAJOR MODIFICATION (2):

In response to comments from the Laboratories, sample analyses will be planned in
operations, and will no longer be planned as hours, except for Methods
Validation/Development and Applied Technology Center, which are traditionally planned
as hours. Asin FY 2012, DPEM received laboratory allocations from the Division of
Field Science (DFS). Since the Servicing Laboratories table served as the basis for
laboratory allocations, it has been included in this document as a reference. Questions
regarding the laboratory sections of this Workplan should be directed to DFS.

ADDITIONAL WORKPLAN DOCUMENTS

FY 2013 Workplan Changes:

The “FY 2013 Workplan Changes” spreadsheets provide a comprehensive listing of FY
2013 program levels compared to the FY 2012 ORA Field Workplan. These documents
can be used to identify specific resource shifts and programmatic cuts or increases.

Servicing Laboratories Table:

The Servicing Laboratories Table is included to serve as a reference. DFS based FY
2013 laboratory allocations on this Table.



Compliance Programs and Reporting Program Assignment Codes (PACs):

This document provides a listing of reporting PACs, by Compliance Program, which is
included in the Foods and Cosmetics section of the Workplan. DPEM included this list
as a reference for Field Investigators and Analysts, since the Foods Workplan is
organized by PPS and only includes Planning PACs. The listing should match the PODS
Report 7E PAC groupings. Since new PACs may be added or archived throughout the
year please check DPEM’s intranet site for an up-to-date PAC Master List organized by
program Centers:

http://inside.fda. gov:9003/PolicyProcedures/GuidanceR egulations/PACMasterList/defaul
t.htm.

FY 2013 Workplan CD:

The FY 2013 Workplan is also published in a CD format. You may make and distribute
as many copies of this CD as needed. For further printing 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 Anita.McCurdy(@fda.hhs.gov

NEW to the FY 2013 Workplan CD is the inclusion of the SCOPE table. Please submit
any questions about the SCOPE table to Monali Yajnik (CFSAN) at
Monali.Yajnik@fda.hhs.gov

Please address any questions about the attachments or programs in the Field Workplan 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.

Came M. Mamp%



FOODS AND COSMETICS

FY 2013 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2012 FY 2013
PAC PROGRAM/ASSIGNMENT
03F810° Foodborne Biological Hazards 452.6 460.5 7.9
03F811° Domestic High-Risk Inspections 2481 2422 -5.9
03F812’ Domestic Non-High-Risk Inspections 25.9 44.0 18.1
03F830° CFSAN Environmental Sampling Assignments 90.4 97.7 7.3
D3R233 Foreign Food Inspections 442 442
03R839 Qutbreak and Emergency Response 136.8 116.4 -20.4
03 Foodborne Biological Hazards 998.0 1005.0 7.0
04F810° Pesticides and Chemical Contaminanls 117.4 172.6 55.2
04839 Total Diet Study 28.6 28.6
04 Pesticides and Chemical Contaminants 146.0 201.2 55.2
07001 Mycotoxins in Domestic and Imported Foods 18.9 18.9
07 Molecular Biology and Natural Toxins 18.9 18.9
09F810° Food and Color Additives Petition Review 13.2 16.0 1.8
09 Food and Color Additives Petition Review 13.2 15.0 1.8
18F810° Technical Assistance: Food & Cosmetics 3.2 3.2
18002 Retail Food Protection- State Program 26.0 27.0 1.0
18003 (NCIMS) Milk Safety Program 20.0 201 0.1
18004 Molluscan Shellfish Evaluation Program 14.7 14.5 -0.2
18 Technical Assistance: Food & Cosmetics 63.9 64.8 0.9
21F810° Food Composition, Standards, Labeling, & Econ 44.8 39.6 -5.2
21 Food Composition, Standards, Labeling, & Econ 44.8 39.6 -5.2
29001 Cosmetics: Domestic and Imports 7.3 8.6 1.3
29 Colors and Cosmetics Technology 7.3 8.6 1.3
Total Mission Direct: Pre and Annual Planned FTEs 1292.1 1353.1 61.0

* Planning PACS ONLY, operations should be reported under the appropriate Compliance Program PAC,
see Page I-llI (after the Center Resource Summary Sheet) for a detailed listing of reporling PACs.



BIOLOGICS

FY 2013 WORKPLAN CHANGES

WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2012 FY 2013

PAC PROGRAM/ASSIGNMENT

Inspectlion of Human Cells, Tissues, and Cellular and Tissue
41002B,C.D Based Products (HCT/Ps) 31.0 39.0 8.0
41808 Good Laboratory Practices : :
41809 Institutional Review Board
41810 Sponsors, Monitors, CROs
41811 Clinical Investigators 5.0 5.0
41848A-D,F,G |Inspection of Cell and Gene Therapy Products i 0.7 0.7
41 Human Cellular, Tissue, & Gene Therapies 36.0 44.7 8.7
42001F,G,H Blood Banks 545 55.5 1.0
42002A,F.G Source Plasma Establishments 11.9 11.9
420078 Imported CBER-Regulated Producls 4.0 4.0
42008A,F,G Licensed In-Vitro Diagnostic (IVD) Devices Regulated by CBER 25 2.5
42809 Institutional Review Board ) i
42810 Sponsors, Monitors, CROs i
42811 Clinical Investigators 4.4 4.4
42811 Foreign BIMO Inspection v T
42845A,B,C Medical Device Manufacturers (Biologics) 0.5 0.5
42848A-D,F,G |Plasma Derivatives of Human Origin 35 3.3 0.2
42 Blood & Blood Products 81.3 82.1 0.8
45809 Institutional Review Board
45810 Sponsors, Monitors, CROs -
45811 Clinical Investigators 7.0 7.0
45848A.F.G Licensed Allergenic Products 0.7 0.7
45848B,C,D,H |Licensed Vaccine Products 6.0 55 -0.5
45 Vaccines & Allergenic Products 13.7 13.2 -0.5

Total Mission Direct: Pre and Annual Planned FTEs 131.0 140.0 9.0

* BIMO: 41808, 41809, and 41810 are planned under 41811; 42809 & 42810 are planned under 42811,

PACs 45808, 45809 & 45810 are planned under 45811.

+ 1n FY 2012, resources for all 41848 PACs were planned in a separate column an the Plasma Derivatives
of Human Origin workplanning sheet (0.2 FTE under PAC 41848F). For FY 2013 a separate

workplanning sheet was created for this program under PPS 41.

§ Other PACs include 42R833, 42R824, 41RB24, 45R824, 99RB33.
9 Foreign BIMO Inspections include GLPs and Clinical Investigators in PPS 41, 42, & 45 and are planned

under 42811.




HUMAN DRUGS

FY 2013 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2012 FY 2013

PAC PROGRAM/ASSIGNMENT
46832B,C NDA Pre-Approval Inspections/Investigations (Domestic) 9.5 9.5
46832B,C.D [NDA Pre-Approval Inspections/Investigalions {Foreign) 13.0 13.0
46832M BLA Pre-License/Approval Inspeclions (Domestic & Foreign) 2.0 2.0
46832P Positron Emission Tomography (PET) 0.5 0.5
46 New Drug Evaluation 25.0 25.0
48001,A In Vivo Bioeguivalence (Domestic) 6.0 6.5 0.5
48001,A,D,E |Foreign Inspections (In Vivo, GLP, CI) 5.0 7.2 2.2
48808 Good Laboratory Practices 3.0 3.1 0.1
48809,A Institutional Review Boards 7.8 10.0 2.2
48810 Sponsors, Contract Research Orgs, Monitors 5.3 6.3 1.0
48811 Clinical Investigators {Domestic) 34.5 22.2 -12.3
48811F Clinical Investigators {Domestic) Follow-Up and Complaints 14.8 14.8
48811,.D Clinical Investigators (Foreign) 16.2 17.3 P
48 Bioresearch Monitoring 77.8 87.4 9.6
52832,B,C ANDA Pre-Approval Inspections/Investigations (Domestic) 4.0 5.0 1.0
52832,B,C.E |ANDA Pre-Approval Inspeclions/Investigations (Foreign) 9.0 12.0 3.0
52832P Positron Emission Tomography (PET) 24 3.4 1.0
52 Generic Drug Evaluation 15.4 20.4 5.0

Enforcement of the Adverse Drug. Exp. Rpt. Regul (Domeslic and
53001A Foreign) 9.0 8.7 -0.3
53001C Risk Evalualion Mitigation System (REMS) 2.0 2.1 0.1
53 Postmarket Surv. & Epidemiology 11.0 10.8 -0.2
56002A.8,0 [Drug Process Inspections-Domestic 54.0 48.0 -6.0
56002A-D Foreign Drug Inspections 53.0 62.0 9.0
56002E Drug Process Inspeclions - Gas Manufacturers 10.0 12.0 2.0
56002F,L Drug Process Inspections API Manufs (Dom/For) 9.0 13.0 4.0
56002M Drug Process Inspections - Biotech Manufacturers 5.0 6.0 1.0
56002P.Q Positron Emission Tomography (PET) 3.0 2.0 -1.0
56008A,L Drug Quality Sampling & Testing Program 18.5 18.0 -0.5
56008H Drug Product Surveillance (import) 37.9 48.0 11.1
56021A.B Drug Quality Reporting Systems-DQRS 4.5 4.5
56022,A Enforcement of Rx Drug Marketing Act 2.0 2.0
56843 Post-Approval Inspections/Investigations (Domestic) 2.0 2.0
56843 Post-Approval Inspections/Investigations (Foreign) 2.0 2.0
56D015 Pharmacy Compounding Assignmenls 2.0 2.0
56R010 Drug Process Inspections - Global Parity Iniliative 4.0 4.0
56R011 Drug Process Inspections - OE[ Clean-Up 2.0 2.0
56R838 Forensic Evaluation and Sample Analysis 10.0 10.0
56 Drug Quality Assurance 212.9 238.5 25.6
63001A Internet, Health Fraud, & OTC Monographs 10.4 11.4 1.0
63002 New Drugs (Prescription) Not Covered by Approved NDAs 3.0 4.5 1.5
63 Unapproved & Misbranded Drugs 13.4 15.9 25
88--- Shelf Life Extension Projecls 12.0 12.0
88 Interagency Cooperative Activities 12.0 12.0

Total Mission Direct: Pre and Annual Planned FTEs 367.5 410.0 42.5




ANIMAL DRUGS AND FEEDS

FY 2013 WORKPLAN CHANGES

WORKPLAN| WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2012 FY 2013

PAC PROGRAM/ASSIGNMENT
68001,G NADA Pre-Approval Inspeclions 4.9 4.5 -0.4
68808,G (Pre-Market) GLP and Spon/Mon/Com 2.4 2.7 0.3
68810 Sponsors Contract Research Orgs./Monitors t *
68811,G (Pre-Market) Clinical Investigators 26 2.9 0.3
68 Pre-Approval Eval. of Animal Drugs & Food Additives 9.9 10.1 0.2
71001,A,B Animal Drug Manufacturing Inspections 13.0 12.3 -0.7
71003A,B,C,E,G-K |Feed Contaminanls 25.6 32.1 6.5
71004,A Feed Manufacturing 5.4 52 -0.2
71006,M llegal Drug Residues in Meat and Poultry 40.6 395 1.0
71009, 71 R844% Ruminant Feed Ban Rule (BSE) Program 30.8 31.0 0.2
71v030" FY 13 High Risk Feed Inspection Pilot Assignments (FSMA) 6.3 6.3
71R816 Methods Validation/Development Program 5.0 5.0
71R838 Forensic Evaluation and Sample Analysis 1.0 1.0
71v800, 71V022"  |Center Initiated Assignments 1.0 2.7 1.7
71 Monitoring of Marketed Animal Drugs, Feed, & Devices 122.3 135.1 12.8

Total Mission Direct: Pre and Annual Planned FTEs 132.2 145.2 13.0

* 68810,G planned under 68808

1 71005 / A planned under 71001

§ Includes 71R843, 71R833, 99R833, and 71R824
] NEW PACs: 71V030 - FY 13 High Risk Feed Inspection Pilot Assignments (FSMA); 71V022 - FY 13 Poullry Hatchery Assignment




MEDICAL DEVICES AND RADIOLOGICAL HEALTH

FY 2013 WORKPLAN CHANGES
WORKPLAN | WORKPLAN FTE
FTEs FTEs |DIFFERENCE
FY 2012 FY 2013

PAC PROGRAM/ASSIGNMENT
81010 Med Dev Problem Reporling-MDR/DEN F/U 1.0 1.0
81 Postmarket Assurance: Devices 1.0 1.0
82008 Monitoring Device of Foreign Origin-imports 43.0 44.0 1.0
82845A,B,C,G,H,S | Inspection of Medical Dev Mfgrs: GMP Domestic 97.3 100.3 3.0
828458 Inspection of Medical Dev Mfgrs: GMP Foreign 23.9 252 1.3
82845H Inspection of Medical Dev Mfgrs: Hi-Risk Foreign 2.1 4.0 1.9
82845P Inspeclion of Accredited Persons: MDUFMA 1.0 05 -0.5
82845J Audits of Accredited Persons 0.3 0.2 -0.1
8272002 Condom Assignment 3.6 3.6
822003 Mfgrs & Importers of Surgical/Exam Gloves 7.5 5.5 20
822800 Center Initiated Assignments 4.3 53 1.0
82R816 Methods Validation/Development Program 2.0 2.0
82R838 Forensic Evaluation and Sample Analysis 0.3 0.3
82 Compliance: Devices 185.3 190.9 5.6
83001,A Med Dev Premkt/Postmkt Insp Domestic 7.1 6.2 -0.9
83001,A Med Dev Premkt/Postmkt Insp Foreign 26 25 -0.1
83808-11 Bioresearch Monitoring Domestic 24.0 232 -0.8
83810-11 Bioresearch Monitoring Foreign 25 20 0.5
83 Project Evaluation: Devices 36.2 33.9 -2.3
847002 Test Method Development & Evaluation 3.7 37
84R816 Methods Validation/Development Program 2.0 2.0
84 Science: Devices 5.7 5.7
85014 Mammography Facililies Insp Program Domestic 14.5 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 Products Domestic 43 4.3
86001 Inspection of Mfgrs of Laser Products Foreign 0.9 0.9
86002 Field Implementation of Sunlamp Products 0.3 0.3
86003 Field Compliance Testing of Diag X-Ray Equip Domestic 7.6 7.7 0.1
86003 Field Compliance Testing of Diag X-Ray Equip Foreign 1.0 1.0
86004 Field Compliance Tesling of Cab X-Ray Equip 0.5 0.5
86006A,B,D,E Compliance Testing of Elec Prod at WEAC Domestic 2.8 2.8
86006 Compliance Testing of Elec Prod at WEAC Foreign 0.3 0.3
86007 Imported Electronic Products 8.5 8.1 -0.4
86008 Med Dev & Rad Hith Use Control & Policy Implementation 3.0 3.0
86009 Emergency Planning & Response Activities 2.0 2.0
86 Radiation Control & Health Safety Act (RCHSA) _ 31.2 30.9 -0.3

Total Mission Direct: Pre and Annual Planned FTEs 274.0 277.0 3.0




TOBACCO PRODUCTS

FY 2013 WORKPLAN CHANGES

WORKPLAN | WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2012 FY 2013
PAC PROGRAM/ASSIGNMENT
96R800,96T800  |Regulated Tobacco Products: Domestic and Import 18.7 21.0 2.3
Total Mission Direct: Pre and Annual Planned FTEs 18.7 21.0 2.3

* Includes 96R824 and 96R833
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FY 2013

SERVICING
LABORATORIES

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

OCTOBER 2012



SERVICING LABORATORIES
FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS

REGIONS>>>>>>>>>>5355>55>55555> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>5>5555>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID | LOS SAN  SEA
FOQOD & COSMETICS TXaNM  CA&AZ

[02 FOODBORNE BIOLOG HAZARDS
IMPORT A/L ACID CAN FD 03003A | NRL NRL | SRL ARL SRL ARL  ARL - NRL | SRL  SRL SRL  SRL - DEN KAN ARL PRS | PRS SAN PRN
TMP CHEESE PRODUCTS (Filth)  03037B | SRL  NRL | SRL ARL SRL ARL ARL - SRL | SRL SRL SRL SRL | DEN DEN DEN ARL PRN | PRS SAN PRN
DOM ACID/L ACID CAN FD 03803A | NRL NRL | SRL ARL SRL DEN ARL NRL NRL | SRL SRL SRL SRL | DEN DEN KAN - - PRS SAN PRN
DOMESTIC FOOD SAFETY (Filthy 038038 | NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN DEN KAN - - PRS PRS PRN
DOMESTIC FOOD SAFETY 03803C | NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | KAN DEN KAN - - PRS SAN PRN
IMPORTED FDS-GENERAL (Filth) 03819A | NRL NRL | SRL ARL SRL ARL ARL NRL | SRL  SRL SRL SRL - - - ARL PRS | PRS PRS PRN
IMPORTED FDS-GENERAL 03819B | NRL NRL | SRL  ARL SRL ARL ARL - NRL | SRL SRL SRL SRL - - - ARL PRS | PRS SAN PRN
DOM FISH & FISHERY PROD (Filth) 038428 | NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL  SRL SRL SRL | ARL ARL  ARL - - PRS PRS PRN
DOM FISH & FISHERY PROD 03842C | NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL  SRL SRL SRL | ARL ARL ARL - - PRS SAN PRN

ORGANOLEPTIC ANALYSIS +  03842C | NRL  NRL = = o - - - - i v = - - s & - e & - PRN
IMPORT SEAFOOD PROD 03844B | NRL NRL | SRL ARL SRL ARL ARL - NRL | SRL SRL SRL SRL - ARL ARL ARL PRS | PRS PRS PRN
IMPORT SEAFOOD PROD 03844C | NRL NRL | SRL  ARL SRL ARL ARL - NRL | SRL SRL SRL  SRL - ARL ARL ARL PRS | PRS SAN PRN
ORGANOLEPTIC ANALYSIS++  03844C | NRL  NRL - - - - - - - & s o & o % £ a - - . PRN
JUICE HACCP 03847H | NRL NRL | SRL SRL SRL SRL SRL SRL SRL | SRL  SRL SRL SRL | ARL ARL ARL - - PRS SAN PRN
FOOD DEFENSE (Imp/Dom) 03R845 | NRL NRL | WEA WEA KAN FCC FCC FCC NRL | SRL  SRL 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 - P PRS PRS PRN

DIOXIN ANALYSIS 04004D | -ARL- -ARL- | -ARL- -ARL- -ARL- -ARL- -ARL- -ARL- -ARL-|-ARL- -ARL- -ARL- -ARL- | -ARL- -ARL- -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 | SRL  SRL SRL SRL - KAN KAN ARL PRS | PRS PRS PRN
TOXIC ELM IN FDS D/I 04019A | NRL  NRL | SRL KAN SRL KAN KAN SRL SRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | SAN SAN  SAN
TOXIC ELM TBL&CK WARE-D/I 040198 | NRL NRL | SRL KAN SRL KAN KAN SRL SRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | PRS SAN  SAN
RADIONUCLIDES IN FDS-D/1 04013C | “WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA.| -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA. | WEA- -WEA- -WEA-
TOTAL DIET STUDY 04839 “KAN- -KAN- | -KAN- -KAN- -KAN- KAN -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- - - | -KAN- -KAN- -KAN-

[07_MOL BIO & NATURAL TOXINS

MYCOTOXINS DOM FDS (AFLA) 07001 -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL- .SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- | -SRL- -SRL- -SRL.  — - | -SRL- -SRL- -SRL-
MYCOTOXINS DOM FDS (FUM) 07001 -KAN-  -KAN- | -KAN- -KAN- -KAN- -KAN- -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- - -~ | -KAN- .KAN. -KAN-
MYCOTOXINS DOM FDS (OCHRA) 07001 NRL  NRL | NRL KAN NRL KAN KAN NRL NRL | KAN KAN KAN KAN | KAN KAN KAN - - PRN PRN PRN
MYCO DOM FDS (DON,PATULIN) 07001 NRL  NRL | NRL SRL NRL SRL SRL NRL NRL | SRL SRL SRL SRL | KAN KAN KAN - - PRN PRN PRN
MYCOTOXINS IMP FDS (AFLA) 07001 NRL NRL | SRL SRL SRL SRL SRL SRL SRL | SRL SRL SRL SRL | KAN KAN HKAN 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 FDS (DON, PATULIN) 07001 NRL NRL NRL SRL NRL SRL SRL NRL NRL SRL SRL SRL SRL KAN KAN KAN KAN KAN | PRN PRN PRN

MYCO IMP FDS (SPEC SURV) 07001 -SRL- SRL- | -5RL- -SRL- -SRL- SRL  -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- .SRL- -SRL-
[09_FOOD & COLOR ADDITIVES
IMPORT FOODS (FD ADDS) 03006A | NRL NRL [ NRL DEN NRL DET DEN .- NRL | SRL SRL SRL SRL | DEN DEN DEN DEN DEN | SAN SAN SAN
IMPORT FOODS (COLOR) 09006B | NRL NRL | NRL DEN NRL DET DEN .- NRL | SRL SRL SJN SIN | DEN DEN DEN DEN DEN | SAN SAN  SAN
DOM FD SAFETY (COLOR) 09803E | NRL NRL | NRL DEN NRL DET DEN .- NRL | SRL SRL SJN SJN | DEN DEN DEN - - SAN SAN  SAN
DOM FD SAFETY (FD ADDS) 09803F | NRL NRL | NRL DEN NRL DET DEN -~ NRL | SRL SRL SRL SJN | DEN DEN DEN - - SAN  SAN  SAN
[18_TECH ASSIST: FOOD & 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
MEDICAL FOODS 21002 -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL. -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - | -SRL- -SRL- -SRL-
NLEA ENFORCEMENT DOM 21005 | -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- .SRL- -SRL- -SRL-| -SRL- .SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - | -SRL- -SRL- -SRL-
NLEA ENFORCEMENT IMP 21005 -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- -SRL- -- -SRL-| -SRL- -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/IMP 21006 | -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL-| .-  -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL-
DIETARY SUPPLEMENTS 21008 | -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- | -SRL- -SRL- -SRL-
SELECT NUTR IN FOOD SURVEY _ 21839 | -KAN- -KAN- | -KAN- -KAN- -KAN- .KAN- -KAN- -KAN- -KAN- | -KAN- -KAN- -KAN- -KAN- | -KAN. -KAN- -KAN- - - | -KAN- -KAN- -KAN-
[29 COSMETICS
DOM/IMP COSMETICS 29001 NRL NRL | NRL _DEN NRL DET DEN NRL NRL | SRL_SRL _SRL SRL | DEN DEN DEN DEN DEN | SAN SAN _ SAN

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

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

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



SERVICING LABORATORIES
FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS

REGIONS>>>5>>>555555>>>>55>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>>> | NWE NYK | BLT CHI CIN DET MIN NwJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
HUMAN DRUGS TXaNM CAzAZ

[46 NEW DRUG EVALUATION
NDA CHEM INSP 46832 NRL NRL | PHI DET FCC DET DET  PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - e PRS PRN PRN
PRE APPROVAL PROFILE 46832B,C | NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL  NRL NRL NRL | FCC FCC  FCC - FCC FCC  FCC
PRE APPR FOREIGN CHEM INSP 46832 NRL NRL | PHI PHI FCC  PHI  PHI PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - - PRS SAN PRN
PRE APPR FOREIGN PROFILE _ 46832B,C | NRL NRL | NRL NRL NRL NRL NRL NRL NRL | NRL NRL NRL NRL | NRL NRL NRL - - NRL NRL  NRL

[52 GENERIC DRUG EVALUATION
ANDA CHEM INSP §2832 NRL NRL | PHI PHI FCC DET PHI  PHI PHI | SRL SRL SRL SIN | DEN DEN KAN o = PRS SAN PRN
GEN PRE APPROV PROFILE 52832B,C| NRL NRL | FCC FCC FCC FCC FCC FCC FCC | NRL NRL NRL NRL | FCC FCC  FCC - o FCC FCC FCC
PRE APPR FOREIGN CHEM INSP 52832 NRL NRL | PHE  PHI PHI  PHI PHI  PHI PHI | SRL SRL SRL SJN | DEN DEN KAN e - PRS PRN PRN
PRE APPR FOREIGN PROFILE  52832B,C | NRL NRL | NRL_NRL NRL NRL NRL NRL NRL | NRL NRL NRL NRL | NRL _NRL _ NRL - - NRL NRL  NRL

[56 DRUG QUALITY ASSURANCE
DPI CHEM ON INSP 56002A-F| NRL NRL | PHI DET PHI DET DET  PHI PHI | SRL SRL SRL SJN | DEN DEN KAN - - PRS PRN PRN
DRUG PROCESS INSP (DSA) 56002A-F| NRL. NRL | PHI  PHI PHI DET PHI  PHI PHI | SRL SRL SRL SJN | DEN DEN DEN = & PRN PRN PRN
FOREIGN CHEM INSP 56002 A-F| PHI NRL PHI PHI FCC DET PHI PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS SAN PRN
DRG QUAL SAMP/TEST (API) 56008A | -SJN- -SJUN- | -SJN- -SJN- -SJIN- -SJN- -SJN- -SIN- -SJIN- | -SJN- -SJN- -SIN- -SJN- | -SIN- -SJN- -SIN- .SIN- -SJN-| -SJN- -SIN- -SJN-
DRG QUAL SAMP/TEST (DPS)  56008A NRL NRL | PHI PHI PHI  DET PHI  PHI PHI | SRL SIJN SRL SJN | DEN DEN KAN = - PRS PRN PRN
DPS API 56008H NRL NRL | PHI DET PHI DET DET  PHI PHI | SRL SJN SJN SJN - DEN DEN | PRS PRN PRN
DPS FINISHED DOSAGE 560084 | -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 | PHI DET PHI DET DET  PHI PH | SRL SRL SIJN SIJN | DEN DEN DEN - - PRN PRN PRN
RX DRG MKTG ACT (PDMA) 560022,A | NRL NRL | PHI __ PHI PHi _ PHI PHI PHI PHI | SN SJN SJN SJN | DEN DEN DEN - - PRN _PRN _PRN

[63 INTERNET, FRAUD, OTC MONO 63001A PHI  NRL | PHI _ PHI PHI DET _ PHI PHI PHI | SRL  SRL _SRL SJN | DEN DEN KAN - - PRN _PRN __PRN

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

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




SERVICING LABORATORIES
FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS

REGION S>>0 0055555 NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>>>> NWE NYK | BLT CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID | LOS SAN SEA
ANIMAL DRUGS & FEEDS TXsNM CAsAZ
[68_PRE APPR MON ANIMAL DGS FEEDS
NADA PRE APPROVAL INSP 68001 NRL NRL [ KAN KAN KAN KAN KAN KAN KAN | SRL SRL SRL SRL | KAN KAN KAN P - PRN PRN PRN
NADA PRE APPROVAL INSP 68001G NRL  NRL | KAN KAN KAN KAN KAN KAN KAN | SRL SRL SRL SRL | KAN KAN KAN - - PRN PRN PRN
METHOD VALIDATION 68001 NRL  NRL [ KAN KAN KAN KAN KAN KAN KAN | SRL SRL SRL SRL | DEN DEN 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 68808G NRL NRL | KAN ARL KAN ARL ARL SRL KAN | SRL SRL SRL SRL | KAN DEN KAN . - PRN _PRN _ PRN
[71_POST APPR MON ANIMAL DGS FEEDS
ANIMAL DRUG MANUF INSP 71001 NRL  NRL | SRL KAN SRL KAN KAN SRL SRL | SRL SRL SRL SRL | KAN KAN KAN - - PRN PRN PRN
DOM/IMP FEED CONTAMIN 71003A NRL ~ NRL [ SRL KAN SRL ARL KAN NRL NRL | SRL SRL SRL SRL | KAN KAN KAN ARL ARL | PRS PRS PRN
FEED CONT METALS 710038 NRL ~ NRL | SRL KAN SRL KAN KAN NRL NRL | SRL SRL SRL SRL | KAN KAN KAN KAN KAN | SAN SAN  SAN
FEED CONT MYCO (FUM) D/ 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 D/l 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 D/ 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/l 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 71006 -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN. - -- | -DEN- -DEN- -DEN-
TLL RESIDUES IN MILK 71006M ARL ARL ( DEN DEN DEN DEN DEN DEN DEN | SRL SRL SRL SRL | DEN DEN DEN - - DEN DEN DEN
METHOD VALIDATION 71006 -DEN- -.DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN-| -DEN- -DEN- .DEN-  -- - | -DEN- -DEN- -DEN-
BSE PROGRAM DOMESTIC 71009 NRL NRL | SRL ARL SRL ARL ARL NRL NRL | SRL SRL SRL SRL | DEN DEN DEN - - 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 81010 -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
PM/DEN F/U RADIONUCLIDES 81010 -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
[82_COMPLIANCE: DEVICES
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 DEN DEN DEN | DEN DEN DEN
MFRS - TUBERCULOCIDAL 82845C WEA WEA | WEA WEA WEA WEA WEA WEA WEA | WEA WEA WEA WEA | DEN DEN DEN DEN DEN | DEN DEN DEN
CONDOM ASSIG DOM/IMP 822002 WEA WEA | WEA WEA WEA WEA WEA WEA WEA | WEA WEA WEA WEA | PRS PRS PRS PRS PRS | PRS PRS PRS
SURGICAL EXAM GLOVES 822003 - - WEA - WEA WEA WEA WEA WEA | WEA WEA WEA WEA | PRS PRS PRS PRS PRS | PRS PRS PRS
CTR INIT ASGN TEST KT/REAG 827800 | -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 827800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- .WEA- [ -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA-

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

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




SERVICING LABORATORIES
FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

MICROBIOLOGISTS
REGIONS>>>55>5000005000020 NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>>>> NWE  NYK BLT CHI CIN DET MIN NW.J PHI ATL FLA  NOL SJN DAL DEN KAN SWID SWID | LOS SAN SEA
FOOD & COSMETICS TXaNM CAsAZ
[ 03 FOODBORNE BIOLOG HAZARDS
IMPORT ACID/L ACID 03003,A NRL  NRL | SRL ARL SRL ARL ARL = NRL SRL SRL SRL SRL DEN  DEN DEN ARL PRS | PRS SAN PRN
DOM 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- | -8RL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - -SRL- -SRL- -SRL-
DOMESTIC FOOD SAFETY 03803D NRL  NRL SRL  ARL SRL ARL  ARL SRL SRL SRL SRL  SRL SRL | DEN DEN  DEN - - PRS SAN  PRN
TMP FOODS GENERAL* 03819C NRL  NRL SRL  DEN SRL DEN DEN - NRL SRL SRL SRL SRL | DEN DEN DEN ARL  PRN PRS  SAN PRN
DOM CHEESE PRODUCTS 03037D SRL NRL SRL  ARL SRL ARL  ARL SRL SRL SRL SRL SRL SRL DEN  DEN DEN - - PRS  SAN PRN
IMP CHEESE PRODUCTS 030370 SRL  NRL SRL  ARL SRL  ARL  ARL = SRL SRL SRL SRL SRL | DEN DEN DEN NRL NRL | PRS SAN PRN
DOM FISTI & FISHERY PROD  03842D NRL  NRL SRL  ARL SRL ARL  ARL NRL  NRL SRL SRL SRL SRL | DEN DEN DEN - = PRS SAN PRN
TMPORT SEAFOOD PROD 03844D NRL NRL SRL ARL SRL ARL ARL - NRL | SRL SRL SRL SRL | DEN DEN DEN ARL PRS | PRS SAN PRN
IMPORT MICRO ASSIGN 03F098 NRL NRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL | DEN DEN DEN ARL DEN PRS SAN PRN
DOMESTIC MICRO ASSIGN  03F100 NRL NRL | ARL  ARL ARL  ARL  ARL NRL  NRL SRL SRL SRL SRL | DEN DEN DEN - - PRS  SAN PRN
+ENVIRONMENTAL SAMPLING  03F800 WEA  NRL SRL  ARL SRL ARL  ARL SRL SRL SRL SRL SRL SRL | DEN DEN DEN - - PRS  SAN PRN
FOOD DEFENSE (Imp/Dom) 03R845 NRL NRL | NRL NRL NRL  SRL SRL SRL NRL | SRL SRL SRL SRL | DEN DEN DEN ARL PRS | PRS SAN PRN
OUTBREAK & EMERGENCY 03R839 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  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
MEDICAL FOODS DOM/IMP 21002 -SRL- -SRL- | -SRL- -SRL- -SRL- -SRL- -SRL- -SRL- -SRL-|-SRL- -SRL- -SRL- -SRL-| -SRL- -SRL- -SRL- - - -S5RL- -SRL- -SRL-
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-
[20 DOM/IMP COSMETICS/COLOF 29001 NRL NRL SRL _ ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL | DEN DEN DEN DEN DEN PRS SAN  SAN
HUMAN DRUGS
[56 DRUG QUALITY ASSURANCE
DRUG PROC INSP, DSA/CHEM I» 56002 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 ALERT REPT _ 56021A,B | NRL NRL | SRL NRL  SRL NRL NRL  SRL SRL SRL SRL SRL SRL | DEN DEN DEN - = SAN  SAN  SAN
[63 FRAUDULENT DRUGS 63001 NRL NRL SRL NRL _ SRL NRL NRL SRL SRL SRL SRL SRL SRL | DEN DEN DEN -- - SAN SAN SAN

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

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

+ Detroit High Throughput Laboratory will serve as a Servicing Laboratory for Salmonella testing for all Districts.




SERVICING LABORATORIES
FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

MICROBIOLOGISTS

REGIONS >>>>>>>55>53>555535> 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 TXGNM CA3AZ
[7] 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 s - SAN SAN  SAN
FEED CONTAMINANTS D/l 71003 | 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 71006 | -DEN- -DEN- [ -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- .DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- - - | -DEN- -DEN. -DEN-
METHOD VALIDATION 71006 | -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- -DEN- | -DEN- -DEN- -DEN- - -- | -DEN- _-DEN- -DEN-
MEDICAL DEV & RAD HLTH
[81_POSTMKT ASSURANCE:DEVICES

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

MONDEV 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 828455 | .-WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA. -WEA-|-WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA.- -WEA-| .WEA- -WEA- -WEA-
MFRS - DISINFECT 82845C | 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.
CTRINIT ASSIGN - STERILITY ~ 822800 |-WEA- -WEA- | -WEA. -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA-| WEA- -WEA- -WEA.
CTRINIT ASGN - MEDIA TEST 827800 | -WEA- -WEA- | -WEA- -WEA- .WEA- -WEA- -WEA- -WEA- -WEA- | WEA- -WEA- -WEA- -WEA- | -WEA. -WEA- -WEA- .WEA- -WEA-| -WEA- -WEA- -WEA-
[84 SCIENCE: DEVICES :
METHODS VALIDATION 842002 | -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

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

INDICATED WITH DASHES (e.g. -WEA-)




SERVICING LABORATORIES

FOR GUIDANCE ONLY - CONTACT THE DIVISION OF FIELD SCIENCE FOR QUESTIONS

ENGINEERS/PHYSICISTS

REGIONS >>>>3>>5552550555> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC
COLLECTING DISTRICT>>>>>>> NWE NYK | BLT  CHI CIN DET MIN NWJ PHI | ATL FLA NOL SJN | DAL DEN KAN SWID SWID| LOS SAN SEA
MEDICAL DEV & RAD HLTH TXaNM CAsAZ
[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 DEY FOREIGN ORIG 82008 -WEA- -WEA-| -WEA. -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA. -WEA.|-WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
MFRS 82845C | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
SURGICAL EXAM GLOVES 822003 | -WEA- -WEA-| - WEA- - - s
CTR INITIATED ASGNMTS 827800 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- .WEA- | -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA-
[84 SCIENCE: DEVICES

METHODS VALIDATION B4Z002 | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA.|-WEA- -WEA- -WEA- -WEA- -WEA-| -WEA- -WEA- -WEA-
[868 _RCHSA AUTHORITY

COMP TEST ELECT PROD 86006A-E | -WEA- -WEA- | -WEA- -WEA- -WEA- -WEA- -WEA- -WEA- -WEA-|-WEA- -WEA- -WEA- -WEA.|-WEA- -WEA- -WEA- -WEA- .WEA-|-WEA- -WEA- -WEA-
IMPORTED 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 will be analyzed by the Labs listed.
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed.




CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2013
OPERATIONAL FTES TOTAL
OPERATIONAL
PPS FTEs
NO. hPROJECT TITLE DOMESTIC IMPORT FOREIGN
TOTAL 841.3 467.6 44.2 1353.1

3 |FOODBORNE BIOLOGICAL HAZARDS 606.3 354.5 44.2 1005.0]

4 PESTICIDES AND CHEMICAL CONTAMINANTS 125.9 75.3 201.2

7 MOLECULAR BIOLOGY AND NATURAL TOXINS 12.2 6.7 18.9)

9 |FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 15.0 15.01
18 |TECHNICAL ASSISTANCE: FOOD AND COSMETICS 64.8 64.8
21 |FOOD COMPOSITION, STANDARDS, LABELING AND ECONOMICS 27.2 124 39.6}
20 |COLOR AND COSMETICS TECHNOLOGY 4.9 3.7 8.6




Compliance Programs and Reporting PACs

03 FOODBORNE BIOLOGICAL HAZARD

Import Acidified & Low Acid Canned Foods
Reporting PACS: 03003, 03003A

Domestic and Imported Cheese & Cheese Products
Reporting PACS: 03037, 030378, 03037D

Domestic Food Safety
Reporting PACS: 03803, 03803B, 03803C, 03803D, 03803E, 03803U, 04803,
09803, 09803E, 09803F

Domestic Acidified and Low Acid Canned Foods
Reporting PACS: 03803A

Import Foods General / FU to Refusals / Electronic Entry Review / Filer Eval / Prior
Notice Review
Reporting PACS: 03819A, 03819, 03819B, 03819C, 03819U, 03R833, 03R824,
07819, 07R824, 09R824, 99R 833

Domestic Fish and Fishery Products Inspection Program
Reporting PACS: 03842, 03842B, 03842C, 03842D, 03842H, 03482J, 04842A,
04842H, 07842, 07842H, 09842, 09842E, 09842F, 09842H, 21842

Imported Seafood Products
Reporting PACS: 03844, 03844B, 03844C, 03844D, 03844H, 03844U, 07844,
09844E, 09844F, 21844

Juice HACCP Inspection Program
Reporting PACS: 03847H, 03847], 03847, 04847, 04847H, 07847, 07847H,
09847, 09847H, 2184 7TH

Import & Domestic Micro Assignments
Reporting PACS: 03F098, 03F100

CFSAN Environmental Sampling Assignments
Reporting PACS: 03F831, 03F833, 03F834, 03F835, 03F836, 03F837, 03F838,
03F839, 03F840, 03F841, 03F842, 03F843

Unspecified Foreign Inspections / Assessments
Reporting PACS: 03R233



Outbreak and Emergency Response
Reporting PACS: 03R839, 04R839, 07R839, 09R839, 21R839, 03R050,
03R175, 03R224/225/262/263/264/265/266/267/277/278/282,
03R855/856/857/858/859, 04R078, 04R854/858/859, 0TR279/R280, 21R281,
03C001, 04C001, 21C001, 21C002, 29C001

Food Defense
Reporting PACS: 03R845, 04R845, 07R845, 09R845, 18R845, 21R845

04 PESTICIDES & CHEMICAL CONTAMINANTS

Pesticides & Industrial Chemicals in Domestic & Imported Foods
Reporting PACS: 04004A, 04004D, 04004U, 04R824, 04R833

Chemotherapeutics in Seafood
Reporting PACS: 04018

Toxic Elements in Foods (Domestic and Import)
Reporting PACS: 04019A, 04019U, 04019X

Toxic Elements in Foodware (Domestic and Import)
Reporting PACS: 040198

Radionuclides in Foods (Domestic & Import)
Reporting PACS: 04019C

Total Diet Study
Reporting PACS: 04839

Field Assignments for Chemical Contaminants
Reporting PACS: 04F800, 04F106, 04F107

Forensic Evaluation and Sample Analysis
Reporting PACS: 04R838, 04R831

07 MOLECULAR BIOLOGY / NATURAL TOXINS: FOOD & COSMETICS

Mycotoxins in Domestic & Imported Foods
Reporting PACS: 07001

11



09 FOOD & COLOR ADDITIVES PETITION REVIEW & POLICY

Imported Foods — Food & Color Additives
Reporting PACS: 09006A, 09006B

18 TECHNICAL ASSISTANCE: FOOD & COSMETICS |

Interstate Travel Program — Conveyances & Support Facilities
Reporting PACS: 18029A, 18029B, 18029C, 18029D, 18029E, 18029F

21 FOOD COMPOSITION, STANDARDS, LABELING & ECONOMICS

Medical Foods (Domestic & Import)
Reporting PACS: 21002

Domestic Food Labeling and Economics Program
Reporting PACS: 21003

Domestic & Import NLEA, Nutrient Sample Analysis & General Food Labeling

Program
Reporting PACS: 21005, 21R824

Infant Formula Program
Reporting PACS: 21006

Dietary Supplements (Domestic & Import)
Reporting PACS: 21008, 21008A, 21R829

Selected Nutrient in Foods Survey — Total Diet
Reporting PACS: 21839

29 COLORS AND COSMETICS TECHNOLOGY

Cosmetics (Domestic & Import)
Reporting PACS: 29001, 29R824, 29R829, 29R833, 29R845

I



FY 2013

PROJECT SUMMARY SHEET

1, PROGRAM CATEGORY
Food and Cosmetics

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

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 606.3 354.5 44.2 1005.0
1 JFoodborne Biological Hazards lOBFS]O ¥ 106.0 3545 460.5 03-2-6
2 |Domestic High Risk Inspections 03F811 * 2422 2422 03-7
3 |Domestic Non-High Risk Inspections 03F812 * 44.0 44.0 03-8
4 |CFSAN Environmental Sampling Assignments 03F830 * 97.7 977 03-9
5 |Foreign Foods Inspections 03R233 * 44.2 44.2 03-10
6 |Outbreak and Emergency Response 03RB39 * 116.4 116.4 03-11
* These PACS are for planning purposes only.
Accomplished work must be reported against the
appropriate program or assignment PAC.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Monali Yajnik 240-402-1616 Stephen Burt 301-796-4398
FORM FDA 2622 (10/09) PAGE NO. 03-1




FY 2013 ORA WORKPLAN

October 1.2012

1. PROGRAM/ASSIGNMENT TITLE
Foodbome Biological Hazards

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

3. PROGRAM/ASSIGNMENT CODE(S)

See Remarks Section

4. WORK ALLOCATION PLANNED BY

[x] o

CENTER

5. OPERATIONAL FTE POSITIONS
4605  [110.6]

DISTRICT/
SPECIALIZED
LABORATORY

ZC—-0Omx

2
IMPORT
ENTRY
REVIEW
{Hours)

(1)

2 2 2
IMPORT IMPORT DOMESTIC
INTERNATIONAL MAIL INVEST-
MAIL COURIER IGATION
FACILITY REVIEW

(Hours) (Hours) (Hours)

2
IMPORT
INVEST-
IGATION

(Hours)

2

DOMESTIC
EMERGING

1SSu

CSO

{Hou

o

ES

rs)

3 3 3
DOMESTIC DOMESTIC DOMESTIC
SAMPLE SAMPLE SAMPLE
coLL coLe coL
PRODUCE SEAFOOD FOOD

03F100 03842 SAFETY
03803

TOTAL FIELD

9080

950 2850 5000

5000

10583

1200 280 633]

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

3.0 5.0 6.0]

TOTAL HOURS

g50| 2850 5000,

5000]

10583

3600 1400; 3798

CONVERSION FACTOR

1200

950 950 850

950

950 950) 950

TOTAL OPERATIONAL FTEs

75.67

1.00 3.00 5.26]

950
5.26

11.14

3.79 1.47 4.00

7. REMARKS

corresponding reporting PACS.

FORM FDA 2621a (10/08)

(1) - Import Entry Review Hours: Resources for lhese activities cover All Import Food Programs.

NOTE: Hours per operation modules are for guidance only. Report actual lime spenl on operations.,

NOTE: PAC 03F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or
assignmenl PAC. Please see page |-l (after the Center Resource Summary Sheet) for a listing of compliance programs and

(2) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 to cover any issues or events
that do not qualify as an emergency or outbreak, bul are considered of importance due to potential impact or other
policy imperative reason. These resources can be used for sample collections or other CSO operations and will

be allocaled through assignments unless olherwise instructed.

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 03-2



FY 2013 ORA WORKPLAN Oclober 1. 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Foodbomne Biological Hazards Foodbome Biological Hazards - 03

3. PROGRAMIASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
See Remarks Section. [x7] ora [ Jcenter 460.5 [13.4]

DISTRICT/ Dou:snc nou:suc oougsm: nou:snc nougsm Don:snc mp‘om mp::rrr mpjan'r
SPECIALIZED SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
LABORATORY coLL coLL coLL COLL ASSIGN | COLL ASSIGN coLL coLL coLL coLL
JUICE CHEESE  |AGED CHEESE|  SPECIES BOTTLED LACFIAF PRODUCE LACF/AF CHEESE
HACCP 03037 ASSIGN SUB IN FISH WATER 03803A ASSIGN 030034 03037
mﬂ 03037 03842 03803 03F100
TOTAL FIELD 7 290 204 100) 57| 210 1500 1400 630
HEADQUARTERS D &(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 IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION 50 4.0 4.0] 50 6.0 6.0 3. 18 2.0]
TOTAL HOURS 37! 1160] 816 500 342] 1260, 4500, 2520 1260
CONVERSION FACTOR 950] 950 S50i S50 950 950
TOTAL OPERATIONAL FTEs 0.3 1.22 0. 0.53 (ﬁ 1 33] 4.74 2.65] 1.33
7. REMARKS

ZOoO-Gm>

g

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




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Foodbome Biological Hazards Foodbome Biological Hazards - 03
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
See Remarks Section ORA [ Jcenter 460.5 [145.4)
6 4 4 5 8 7 7 7 7 7
R DISTRICT/ IMPORT IMPORT FIELD IMPORT DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
E SPECIALIZED SAMPLE SAMPLE EXAMS FIELD SAMPLESTO | SAMPLESTO | SAMPLESTO | SAMPLESTO | SAMPLESTO
G LABORATORY coLL coLL EXAMS BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED
[} IMPORT SEAFOOD LACFIAF PRODUCE CHEESE FOOD SAFETY SEAFOOD
[¢] FOO0DS 03844 03803A 03F100 03037 03803 03842
N —l3813, (1 -2l L —tiCRO MICRO . MICRO —tACRO ]
TOTAL FIELD 7500 6400 1520 152139 210) 1200 230 633] 280
HEADQUARTERS Y
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 .
HOURS PER OPERATION 2.2 2.6) 1.0 0.5 14.0 13.0 18.0 10.0) 14.0]
TOTAL HOURS 16500 16640 1520 76070 2940 15600 5220, 6330 3920)
CONVERSION FACTOR 950 950 950 950 1180) 1180 1180 1180) 1180
TOTAL OPERATIONAL FTEs 17.37 17,52 1.60 80.07 2.49) 13.22] 442 _536 3.32)
7. REMARKS
(1) - Field Exams are to include pH and canned seam evaluation.
(2) - Import Field Exams are for Field Exams as required by the District to cover program priorities.
Import Field Exams are (o routinely include: Verification thal the imported product is the same as declared (Reconcilialion Exam);
and assessment of security concerns related to labeling & source country (including container integrity, signs of intentional adulteration,
etc.); traditional safety concerns. These activities are (o 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 event of a Pre-Determined "for cause” CT Exam, or in the event CT
suspicions are raised while conducting routine work requiring follow-up, should the CT Exam be reported under the CT PAC
(03R845, 04R845, elc.).
NOTE: Laboralory allocations were planned by DFS.
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO.  03-4



FY 2013 ORA WORKPLAN October 1. 2012

1. PROGRAM/ASSIGNMENT TITLE
Foodborne Biological Hazards

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

3. PROGRAM/ASSIGNMENT CODE(S)
Sec Remarks Section

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

[X7] ora [ center 460.5 [77.0]

DISTRICT/
SPECIALIZED
LABORATORY

zZOo0-60m=A

7
DOMESTIC
EMERGING

ISSUES
ANALYST
MICRO

{Hours) (1)

7 7 7 7 e 8 2 8
DOMESTIC DOMESTIC DOMESTIC DOMESTIC IMPORT IMPORT IMPORT IMPORT
SAMPLES TO SAMPLES TO SAMPLES TO SAMPLES TO | SAMPLESTO | SAMPLESTO | SAMPLESTO | SAMPLES TO
BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED | BE ANALYZED] BE ANALYZED
SPECIES SUBINJ AGED CHEESE JBOTTLED WAT! JUICE HACGP SEAFOOD SEAFOOD LACFIAF CHEESE
FISH ASSIGN ASSIGN ASSIGN 03847 CHEM MICRO 03003A 03037
MICRO 03842 MICRO 03037 MICRO MICRO 03844 MICRO MICRO

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

| NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

[PHILADELPHIA

FORENSIC EHEM. 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

21535
&(D

100 204 57 7 3000 3400 1400 630

14.0 18.0] 10.0] 12! 7.0 7.0 7.0 13.0

TOTAL HOURS

1400] 3672 570 £00 21000 23800, 8800 8190}

ICONVERSION FACTOR

215%5)'
118

1180 1 1180) 1180) 1180 1180 1180 1180,

TOTAL OPERATIONAL FTEs

18.25'

1.19) 3.11 0.48 0.76] 17 80) 20.17| 8.31) 6.94

7. REMARKS

NOTE: Laboratory allocations were planned by DFS.

(1) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 to cover any issues or events
that do not qualify as an emergency or outbreak, but are considered of importance due to potential impact or other

policy imperative reason. These resources can be used for laboratory analysis or other laboratory operations and will

be allocated through assignments unless otherwise instructed.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGENO. _ 03-5



FY 2013 ORA WORKPLAN October 1, 2012

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

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

See Remarks Section ORA [ ]center 460.5 [114.1]

IE 8 ] 9 9 9 ] 9 9
DISTRICT/ IMPORT IMPORY LEVEL Il APPLIED METHODS PRIOR OF CODE 92 BETTER
SPECIALIZED SAMPLESTO | SAMPLES TO AUDITORS TECH VALDEY NOTICE PRIVATE PROCESSING
LABORATORY BE ANALYZED | BE ANALYZED CERT CENTER MICRO REVIEW LAB REVIEW SCHOOL
IMPORT FOODS PRODUCE FICATION MICRO 03R816 (Hours) IMPORT TRAINING

03819 03F098 (Hours) 03R816 (Hours) (Hours) {Hours)
MICRO MICRO (1) {Hours) {2} (©)) (4)
Sl =

Z0-Gma

9
CONTRACT
MANAGE-
MENT
{Hours)
03RB43

(-

TOTAL FIELD 7500 1500 1600 4720 3615 32400 4720 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 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 7.1] 13.0 | |

11400

TOTAL HOURS 53250' 18500 1600' 4720 3615 32400' 4720, 760

11400

CONVERSION FACTOR 1 BOI 1180 950] 1180 1205] 1200' 1180 950

950,

TOTAL OPERATICNAL FTEs 45.13] 16.53 1.68] 4.00] 3.00 27.00f 4.00 0.80

12.00|

7. REMARKS

(1) - Level Il Auditors Certification Time: These hours are to provide auditors the lime lo evaluate/train other investigators trying

o maintain Level |l Certification. District allocation was based on the current on board staffing provided by DHRD.

(2) - Resources in Headguarters are for review of prior nolices at the Divison of Food Defense Targeting (DFDT) formally known

as the Prior Notice Center.

(3) - Private Laboratory Review Time is for NRL, SRL, ARL, PRS analysts to review private lab results submitted for imported foods.
Review time MUST be reported under Miscellaneous Operation Code 92 with "PL" in the FACTS descriplion field.

Withoul consistency in reporting, your time will not be found and credited.

(4) - Resources are for the attendance at Better Processing Schools (BPS).

(5) - Time planned for Contract management includes resources to conduct audits. Report Foods Stale Contract Inspection Audit time
under operation 13 (Invesligation Operations) PAC 03R843. NOTE: Non-operational FTE's, i.e. supervisors, should not report
contract management time.

NQOTE: Laboratory allocations were planned by DFS.

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

03-6



FY 20132 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic High Risk Inspections Foodborne Biological Hazards - 03

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

5. OPERATIONAL FTE POSITIONS
242.2

i 1
DISTRICT/ FDA FDA
SPECIALIZED FSMA NON-FSMA
LABORATORY HIGH HIGH RISK

1
REINSPEC-
] FDA TIONS

{roLLow.up| oF Fy 2011
RISK INSPECTIONS oAl FSMA

{INSPECTIONS) ONLY ’ ! 1 N INSPEC- FIRMS
1) 12) ony () ] NLY () | TIONS (4) (5)
TOTAL FIELD 2469 1100f  soo} _300] 300} ‘ 1776
HEADQUARTERS (b)(5)&(b)(7)(E)
REGIONAL STAFF

Z0—-Gm=3

NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPQLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
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 35.0 ] ERTTEY] (SRR 35.0

TOTAL HOURS 121415] 2R SRR b 3 62160]
CONVERSION FACTOR e | : ‘ 950}

H s

e

TOTAL OPERATIONAL FTEs 127.81] I ER T PO T N [ 65.43|
7. REMARKS

NOTE: PAC 03F811 is for planning purposes only. Accomplished work must be reported against the appropriale program or
assignment PAC. Please see page I-lll (after the Center Resource Summary Sheet) for a listing of compliance programs
and corresponding reporting PACS.

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations.

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



FY 2013 ORA WORKPLAN

Octlober 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Domestic Non-High Risk Inspections

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

3. PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

4. WORK ALLOCATION PLANNED BY

X ] oma

[ Jcenter

5. OPERATIONAL FTE POSITIONS
44.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—Gm=a

1

FDA
NON-HIGH
RISK FSMA

INSPECTIONS
)

1
PROJECTED
FOA
FOLLOW-UP
on PO
INSPECTIONS | INGPE
(2)

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

1576

25.0

79

30.0f

TOTAL HOURS

38400

2370

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

41.47

2.49

7. REMARKS

and corresponding reporting PACS.

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations.

NOTE: PAC 03F812 is for planning purposes only. Accomplished work must be reported against the appropriate program or
assignment PAC. Please see page I-Ill (after the Center Resource Summary Sheet) for a listing of compliance programs

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 03-8




FY 2013 ORA WORKPLAN October 1, 2012
1, PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

CFSAN Environmental Sampling Assignments Foodborne Biological Hazards - 03

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

See Remarks Section ORA CENTER 97.7

Enwvir tal | Envi I | Envi tal] Envir tal | Envir ] Envir I | Environmental
DISTRICT/ SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE DOMESTIC
SPECIALIZED CSOHOURS | CSOHOURS | CSOHOURS | CSO HOURS CSO HOURS CSO HOURS LAB
LABORATORY EGG RULE INFANT SOFT RTE COLD CUT| DRIED (MILK/SOY) § MILK POWDER | ANALYST
INSPECTIONS |  AND DRY CHEESE SANDWICH PROTEIN FOR FACILITY FOR (Hours)
CEREALS SALMONELLA |CRONOBACTER MICRO
(1) (2) (3) (4) (5) (6)

TOTAL FIELD 30000 15000 6600 11500 8000 7000 18314
HEADQUARTERS

ZO-oOmMD

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 30000 15000/ 6600 11500 8000 7000 18314
CONVERSION FACTOR 950 950 950 950 950 950 1180
TOTAL OPERATIONAL FTES 31.58 15.79 6.95 12,11 8.42 7.37 15.52
7. REMARKS

NOTE: PAC 03F830 is for planning purposes only. Accomplished work must be reported against lhe appropriate program or
assignment PAC. Please see page I-lll (after the Center Resource Summary Sheet) for a listing of compliance programs

and corresponding reporting PACS.

CSO time to include inspections and sample collections. Report hours utilized under the appropriate operation code.

(1) - Estimated firms

(2) - Estimated firms

(3) - Estimated| - firms

(4) - Estimated firms (5) - Estimated © firms (8) - Estimated ° firms

Hours based on estimated 75 hours per inspection and 25 hours per s5ample collection. Additional time for inspections

is included under the High Risk Inspections planned separately. District spread of resources is for planning purposes only.
Above numbers are estimates only -- assignment parameters will dictate the final number of firms to be covered.

Environmental sampling to follow-up on Outbreaks and Emergency Response aclivities is planned separately (Response to
Foodborne Emergencies).

Report inspections and analyses conducted in response to an outbreak and emergency against the appropriate Foodborne
Emergency PAC (e.g. 03R855) Salmonella in Peanut Butter Emergency/Recall - Human Food Use, 03R266 Listeria Emergency, or
another PAC lo be created in response to a future emergency. Assignments and district inventories will determine resource usage.
NOTE: Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-9




FY 2013 ORA WORKPLAN October 1,2012

1. PROGRAM/ASSIGNMENT TITLE
Foreign Foods Inspections

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

3. PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA [Jeenter 44.2

DISTRICT/
SPECIALIZED
LABORATORY

ZC-oGm=3

1
FOREIGN
INSPECTIONS
INCLUDES
CADRE

()

TOTAL FIELD

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

HOURS PER QOPERATION

35.0

TOTAL HOURS

42000

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

44.21

7. REMARKS

and corresponding reporting PACS.

NOTE: PAC 03R233 is for planning purposes only. Accomplished work must be reported against the appropriate program or
assignment PAC. Please see page I-ll (after the Center Resource Summary Sheet) for a listing of compliance programs

(1) - Foreign Inspections planned in HQ are for Foreign Food Cadre.

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-10




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Outbreak and Emergency Response Foodborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
See Remarks Section ORA CENTER 116.4

6. 3 7 7
DISTRICT/ CONSUMER DOMESTIC DOMESTIC
SPECIALIZED SAFETY LAB LAB
LABORATORY OFFICER ANALYST ANALYST

{Hours) (Hours) {Hours)

(1) MICRO CHEM
TOTAL FIELD 63469 45548 12980

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

ZOo-om®xm

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 63469 45648 12980
CONVERSION FACTOR 950 1180 1180
TOTAL OPERATIONAL FTEs 66.81 38.60 11.00
7. REMARKS :

NOTE: 03R839 is for planning purposes only. Accomplished work must be reported against the appropriate program or assignment
IPAC. Please see page I-lll (after the Center Resources Summary Sheet) for a listing of compliance programs
and corresponding reporting PACS.

Time o be used for all outbreak and emergency aclivities related to food and cosmetics. District spread is for planning purposes
only. Report inspections and analyses conducted in response to an outbreak and emergency against the appropriate
Foodborne Emergency PAC (e.g. 03R855 Salmonella in Peanut Butter Emergency/Recall-Human Food Use,

103R266 Listeria Emergency, or another PAC to be crealed in response to a future emergency).

Also, report related inspections and analyses in response lo pesticides and chemical contaminants against the appropriate
Foodborne Emergency PAC (e.g. 04R078 Deep Water Horizon Water Spill Activities, or another PAC to be created

in response 1o a future emergency).

(1) - Includes investigational hours for all domestic and import investigations, follow-up to RFR-RCR, and Food Defense Assignments.
District allocations are based on 3 year accomplishment data.

NOTE: Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-11



FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Food and Cosmetics

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

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 125.9 75.3 201.2
1 [Pesticides and Chemical Contaminants 04F810 * 97.3 75.3 172.6] 04-13-16
2 |Total Diet Study 04839 28.6 28.6 04-17
* These PACS are for planning purposes only.
Accomplished work must be reported against the
appropriate program or assignment PAC.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Monali Yajnik 240-402-1616 Kristen Kamas 301-796-4391
FORM FDA 2622 (10/09) PAGE NO. 04-12




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Pesticides and Chemical Contaminants

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

3. PROGRAM/ASSIGNMENT CODE(S)

Sce Remarks Section

4. WORK ALLOCATION PLANNED BY

(5] oma

CENTER

5. OPERATIONAL FTE POSITIONS
172.6  [32.2]

ZO0O-0Om>

DISTRICT/
SPECIALIZED
LABORATORY

2
DOMESTIC
INVEST
GATIONS
(Hours)

2 2 3
IMPORT DOMESTIC DOMESTIC
INVESTI- EMERGING SAMPLE
GATIONS ISSUES coLL
(Hours) cso PESTICIDE
(Hours) 04004A

()

3

DOMESTIC
SAMPLE
coLL
CHEMO
04018

3 3 3
DOMESTIC | DOMESTIC DOMESTIC
SAMPLE SAMPLE SAMPLE
coLL coLL coLL
TOXIC ELE | FLD ASSIGN EU AUDIT
04019A 04F800 04004

TOTAL FIELD

5000

5000} 10355 2250

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

3.0

100}

5.0

335 50§ 360

4.0 3.0 4.0

TOTAL HOURS

5000

5000 10355 6750

500

1340 150 1440

CONVERSION FACTOR

950

950 950 950

950,

950 950 950

[TOTAL OPERATIONAL FTEs

5.26]

5.26 10.90 7.11

0.53}

1.41 0.16 1.52

7. REMARKS
NOTE: PAC 04F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or
assignment PAC. Please see page I-lIl (after the Center Resource Summary Sheet) for a listing of compliance programs and
corresponding reporting PACS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations.

(1) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 to cover any issues

or events that do not qualify as an emergency or outbreak, but are considered of importance due to potential impact or other policy
imperative reason. These resources can be used for sample collections or other CSO operations and will be allocated through
assignmenls unless otherwise instructed.

PAGE NO. 04-13




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Pesticides and Chemical Contaminants

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3, PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

4 WORK ALLOCATION PLANNED BY

[X] ora

CENTER

5. OPERATIONAL FTE POSITIONS

172.6

[39.8)

DISTRICT/
SPECIALIZED
LABORATORY

Zo—-Om>

IMPQRT
SAMPLE
coLL
PESTICIDE
04004A

IMPORT
SAMPLE
coLL
CHEMO
04018

4
IMPORT
SAMPLE

CcOoLL

TOXIC ELE

04019A

4 4 5
IMPORT IMPORT FIELD
SAMPLE SAMPLE EXAMS/

coLL COLL TESTS
RADIO- FLD ASSIGN
NUCLIDES 04F800
04018C

IMPORT
FIELD

(2)

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
PESTICIDE

Q40048

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

3300

1.6

1000

2.5

625

1.8

400 25

25 3.0 0.7

6406

0.5

2250

6.5

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
DIOXIN

e 240040

536

28.0

TOTAL HOURS

5280|

2500

1125

625| 1200}

18]

3203

14625

15008

CONVERSION FACTOR

950|

950]

950|

gs0]

950

1180]

1180

TOTAL OPERATIONAL FTEs

_5.56]

263

1.18)

0.66] 1.26]

0.02|

337

7. REMARKS

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

(2) - Import Field Exams are for Toxic Elements in Foodware (PAC 04019B)

12.39] 12.12F

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

04-14



FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Pesticides and Chemical Contaminants

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

(%] ora

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
172.6  [77.9]

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-0Om=

DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEMO
04018

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
TOX ELEM
04019A

7 7
DOMESTIC DOMESTIC
SAMPLES SAMPLES

TOBE TOBE
ANALYZED ANALYZED
FLD ASSIGN EU AUDIT

04FB00 04004

7
DOMESTIC
EMERGING
ISSUES
ANALYST
CHEM
(Hours) (3)

8
IMPORT
SAMPLES
TO BE
ANALYZED
PESTICIDE

04004

8 8
IMPORT IMPORT IMPORT
SAMPLES SAMPLES SAMPLES
TOBE TOBE TOBE
ANALYZED | ANALYZED ANALYZED
CHEMO TOX ELEM RADIONUC
04018 04019A 04019C

TOTAL FIELD

100

335

50

360

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

24.0

12.0

11.0

46.5

7195|

3300

7.8

1000 625 2501

24.0 12.0 15.0

[TOTAL HOURS

2400

4020

550

16740,

7195

25740

24000 7500 3750

CONVERSION FACTOR

1180

1180

1180

1180,

1180

1180

1180 1180 1180

TOTAL OPERATIONAL FTEs

2.03

3.41

0.47

14.19]

6.10

21.81

20.34. 6.36 3.18

7. REMARKS

Laboratory allocalions were planned by DFS.

(3) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 o cover any issues or events that
do not qualify as an emergency or outbreak, but are considered of importance due to polential impact or other policy imperative
reason. These resources can be used for lab operations and will be allocated through assignments unless otherwise instructed.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 04-15



Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Pesticides and Chemical Contaminants

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

4. WORK ALLOCATION PLANNED BY

[X] ora

CENTER

5. OPERATIONAL FTE POSITIONS
1726 [22.7)

DISTRICT/
SPECIALIZED
LABORATORY

ZO—mOm3D

8
IMPORT
SAMPLES
TOBE
ANALYZED
FLD ASSIGN
04F800

9
FORENSICS
(Hours)

[]
APPLIED
TECH-
NOLOGY
CENTER
CHEM
(Hours)

L]
METHODS
VAL/DEV
CHEM
(Hours)

TOTAL FIELD

400

14460

5900/

2410

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

11.0]

TOTAL HOURS

4400

14460

5900

2410

CONVERSION FACTOR

1180

1205

1180

1205

TOTAL OPERATIONAL FTEs

3.73)

12.00

5.00

2.00

7. REMARKS

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 04-16



FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Total Diel Study Pesticides and Chemical Contaminants - 04

3. PROGRAMIASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
04839 [ ]ora CENTER 28.6

[] 3 7 7 7
DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SPECIALIZED SAMPLE SAMPLES SAMPLES SAMPLES
LABORATORY coLL TOBE TO BE TOBE
(TOTAL) ANALYZED ANALYZED ANALYZED
(DIET) CHEM RADIO- PERCHLOR-
(1) (2) NUCLIDE (3) ATES (4)

TOTAL FIELD 60 1136} 2 1136
HEADQUARTERS

ZO0-oOmxD

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

1.OS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 26.0 20.1 2800.0 3.0
TOTAL HOURS 1560 22834 5600 3408
CONVERSION FACTOR 950 1180 1180 1180
TOTAL OPERATIONAL FTEs 1.64 19.35 4.75 2.89
7. REMARKS

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

(2) - Represents the total number of food items analyzed for various attributes. VOC analyses will no longer be conducted on TDS
foods.

(3) - All TDS food items from two market baskets analyzed by WEAC for selected radionuclides.

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

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) "ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-17




PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY
Food and Cosmetics

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

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 12.2 6.7 18.9
1 [Mycotoxins in Domestic and Import Foods 07001,07R816 12.2 6.7 18.9 07-19
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
|Monali Yajnik 240-402-1616 Lorraine B. Boykin 301-796-4393
FORM FDA 2622 (10/09) PAGE NO. 07-18




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Mycotoxins in Domeslic and Import Foods Molecular Biology & Natural Toxins - 07

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

07001, 07R816 ORA [ ]cenTer 18.9

©. 3 [] 7 8 ] 9 9
DISTRICT/ DOMESTIC IMPORT DOMESTIC IMPORT METHOD APPLIED APPLIED
SPECIALIZED SAMPLE SAMPLE SAMPLES SAMPLES VALIDEV TECHN- TECHN-
LABORATORY coLL coLL TO BE TOBE CHEM OLOGY OLOGY
ANALYZED ANALYZED (Hours) CTR. MICRO | CTR.CHEM
CHEM CHEM (Hours) (Hours)
07R816 07R816 _O7R816

TOTAL FIELD 832 832 832 832 603} 600 4130

ZO0—-0OmMx

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 4.0] 2.0 6.0 7.0

TOTAL HOURS N 3328 1664 4992 5824 603 600 4130
CONVERSION FACTOR 950 950 1180 1180 1205 1180 1180
TOTAL OPERATIONAL FTEs 3.50 1.75| 4.23 4.94 0.50 0.51 3.50
7. REMARKS

NOTE: Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/03) ORA WORKPLANNING SHEET (Continued) PAGENO. 07-19




FY 2013
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Food and Cosmetics Food & Color Additive Petition Review & Policy 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 15.0 15.0
1 Food and Color Additive Petition Review & Policy 09F810* 15.0 15.0 09-21
Development
* These PACS are for planning purposes only.
Accomplished work must be reported against the
appropriate program or assignment PAC.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Monali Yajnik 240-402-1616 Lorraine B. Boykin 301-796-4393
PAGE NO. 09-20

FORM FDA 2622 (10/09)



EY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Food & Color Additive Petition Review & Development Food & Color Additive Petition Review & Policy

Development - 09
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

See Remarks Section ORA [ center 15.0

6. 4 4 [ 8 8
DISTRICT/ IMPORT IMPORT IMPORT IMPORT
SPECIALIZED SAMPLE SAMPLE IMPORT SAMPLES SAMPLES
LABORATORY FOOD COLOR FIELD TOBE TO BE
ADDITIVES ADDITIVES EXAMS ANALYZED ANALYZED
CoLL cOoLL FOOD ADD. | COLOR ADD.
(1) CHEM CHEM

TOTAL FIELD 310 865 4804 310 865
HEADQUARTERS

ZO-0OmMX

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

.LCHICAGO

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 14 1.4 0.5 13.0 10.0
TOTAL HOURS 434 1211 2402 4030 8650
CONVERSION FACTOR 950 950 950 1180 1180
TOTAL OPERATIONAL FTEs 0.46{ 1.27 2.53 3.42 7.33]
7. REMARKS

NOTE: PAC 09F810 is for planning purpose only. Accomplished work must be reported against the appropriale program or
assignment PAC. Please see page I-ll (after the Center Resource Summary Sheet) for a listing of compliance programs and
corresponding reporting PACS.

Hours per operation modules are for guidance only. Report actual time spent on operations.

(1) - Allimport field exams are 1o routinely include verification that the imported product is the same as that which was declared
(reconcilialion exams); and assessment of security concerns related to labeling and source country (including container integrity,
signs of intentional adulteration, etc) and traditional safety concemns. These aclivities are reported as a single Import Field Exams
for label review under this compliance program and 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 while conducting routine work
requiring follow-up, should an additional exam and time be reported under the CT PAC (03R845,09R845, elc.)
See IOM Sectlion 5.4.1.4.1. for additional information on Food and Cosmetic Securities Activities.

Laboratory allocalions were planned by DFS.

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




FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Food and Cosmetics

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

Monali Yajnik 240-402-1616

Lorraine B, Boykin 301-796-4393

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 64.8 64.8
1 |Technical Assistance - Food and Cosmetics 18F810* 3.2 3.2 18-23
2 |Retail Food Protection - State Program 18002 27.0 27.0] 18-24-25
3 J(NCIMS) Milk Safety Program 18003 20.1 20,1} 18-26-27
4 |Molluscan Shellfish Evaluation 18004 14.5 14.5] 18-28-29
* These PACS are for planning purposes only.
Accomplished work must be reported against the
appropriate program or assignment PAC.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

FORM FDA 2622 (10/09)
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FY 2013 ORA WORKPLAN Oclober 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Technical Assistance - Food and Cosmetics Technical Assistance- Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
See Remarks Section ORA [ ]center 3.2

[} 2 3 3 7 7
DISTRICT/ INVESTI- DOMESTIC DOMESTIC DOMESTIC DOMESTIC
SPECIALIZED GATIONS SAMPLE SAMPLE SAMPLES SAMPLES
LABORATORY {Hours) coLL CcOoLL TO BE TOBE
FOR CAUSE SURY. ANALYZED ANALYZED
CHEM MICRO CHEM MICRO

ZO-GOmX

TOTAL FIELD 850 20 180 20 1804
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 4.0 4.0 12,0 Y
TOTAL HOURS 850, 80 720 240 1440
CONVERSION FACTOR 950 950 950 1180 1180
TOTAL OPERATIONAL FTEs 0.89 0.08 0.76} 0.20 1.22
7. REMARKS

NOTE: PAC 18F810 is for planning purposes only. Accomplished work must be reporied against the appropriate program or
assignment PAC. Please see page I-lll (after the Center Resource Summary Sheet) for a listing of compliance programs and
corresponding reporting PACS.

Dislricts allocations were planned by CFSAN,

LLaboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-23




FY 2013 ORA WORKPLAN October |, 2012
1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

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

3. PROGRAM/ASSIGNMENT CCDE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
18002 [Jora CENTER 270 [244)

6. 9 9 ] 9 E] 9 9 9 ]
DISTRICT/ NATIONAL | STANDARD- JRE-STANDARD) FDA TEAM NATIONAL | REGIONAL | TRAINING TECHNICAL
SPECIALIZED RETAIL FOOD IZATION IZATION FOOD BORNE LEADER TEAM SEMINARS | WORKSHOPS | ASSISTANCE
LABORATORY PROG. STAND{ (ITP,CDC,IHS) | (ITP,STATE ILLNESS sc/ WORK PRE-STAND-
ARDS BASE- STATE & &LOCAL) | RISK FACTOR | NATIONAL GROUP ARDIZATION
LINE SUPP. LOCAL) STUDY TRAINING

(1) (2) (3) (4) (5) (6) 4] (8) ©)
TOTAL FIELD 7500 44 72| 2200 1200 3640 1680 2800 5900

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

ZO—-0Om=x

HOURS PER OPERATION 48.0 32.0

TOTAL HOURS 7500 2112 2304 2200 1200 3640 1680 2800 5900
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTEs 6.25 1.76 1.92 1.83 1.00 3.03] 1.40 2.33 4.%'
7. REMARKS

Report Counter Terrorism work performed only under 18R845.

(1) - Includes time for meetings, presentations, workshops, conference calls, and any other direct contact with jurisdictions to
promote their enroliment in the program standards.

(2) - Standardization of regulatory retail food inspection/training officers in the interpretation and application of the FDA Food Code
and methods of conducling inspections.

(3) - Re-standardization every three years for regulatory retail food inspection/training officers in the application of the FDA Food
Code and methods in conducting risk-based inspeclions.

(4) - Allocation of time to collect data, data entry, quality assurance, and data analysis.

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

(6) - Provides time for initiatives related to the Retail Food Program development of agency procedures, guidance documents,
standards and initiatives of National Importance.

(7) - Includes lime for preparation work, coordination, and organization, 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 identified training topics as well as the
presentation and training sessions given to stakeholder groups.

(9) - Includes technical assistance and consultation to enrolled state and local jurisdictions performing self assessments and develop-
ing, strategic plans for enhancing the effectiveness of heir retail food programs.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-24




FY 2013 ORA WORKPLAN

October 1, 2012

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

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)
18002

4. WORK ALLOCATION PLANNED BY

[ Jora CENTER

5. OPERATIONAL FTE POSITIONS
27.0  [2.6]

DISTRICT/
SPECIALIZED
LABORATORY

Z0—-@max

S ] ] )
ICONFERENCH FOOD DEFEN: IFSS TECHNICAL
FOR FOOD OTHER WORK ASSISTANCE
PROTECTION| & CFSAN GROUPS PRESIDENT
ACTIVITIES | DIRECTED INAUGURATION
PROJECTS
(10) (11) (12)

TOTAL FIELD

1020' 1120 100 850

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

TOTAL HOURS

1020 1120 100 850

CONVERSION FACTOR

1200 1200 1200 1200

TOTAL OPERATIONAL FTEs

0.85 0.93) 0.08 0.71

7. REMARKS

(10) - Includes all committee work and preliminary work on issues/position paper development for 2008 CFP.

(11) - Time allocated for the presentation and distribution of FDA materials related 1o food defense. Includes Specialist activities
related to CFSAN priority assignments in response to National Food Safety needs.

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

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

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

3. PROGRAM/ASSIGNMENT CODE(S)
18003

4. WORK ALLOCATION PLANNED BY

[Jora  [X]center

5. OPERATIONAL FTE POSITIONS

20.1

(16.9]

ZO-0m3

(1)

s 9 ]
F DISTRICT/ CHECK
SPECIALIZED CHECK RATING
LABORATORY RATING TRANSFER
PLANT AND
RECEIVING
(1)

9 [] 9

CHECK SINGLE STATE STATEMILK |  STATE
RATING SERVICE SAMPLING | SANITATION | PROGRAM
BTU AUDITS SURVEILL- | RATING OFF. [EVALUATION
ANCE OFF. INITIAL
CERTIFICA- | CERTIFICA-
(W) (W) TION (2) TION (2] {3)

]

9
STATE
RATING
OFFICER
CERTIFICA-
TION

@

9
TECHNICAL
ASSISTANCE

TOTAL FIELD 149
HEADQUARTERS (b)(5)&(b)(7)(E)
[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

34

259 64 43

40 17

26,

TOTAL HOURS

1032]

1600) 2040

|coNVERSION FACTOR

1200 1200}

TOTAL OPERATIONAL FTEs 2.98I

1zou|
4.32) 0.43 0.86

1.33

1.70|

7. REMARKS

(1) - Check Ratings of Plants and RS/TS every 3 years, BTUs every 4 years and Audits every 5 Years.
(2) - Activities include the initial (including HACCP) and continuous Certifications of State Rating Officers and Sampling Surveillance

Officers.

(3) - State Program Evaluations conducted of 1/3 of the states (including Puerto Rico) every 3 Years.

additional 240 hours each identified).

FORM FDA 2621a (10/09)

(4) - Activities include the National Steering Team Meetings and conference calls and time for team leader activities (2 RMSs with

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

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

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)
18003

[ om

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS

201 [3.2]

DISTRICT/
SPECIALIZED
LABORATORY

ZO-Gma

RMS
STANDARDI-
ZATION

FOOD
DEFENSE
COORDI-
NATION

(6)

9 9
TRAINING

@ )

INTEGRATED
GIVEN FOOD
SAFETY
SYSTEM

9

(9)

NCIMS

TOTAL FIELD

11

20

32

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]

20.0

40.0

20.0

80.0

TOTAL HOURS

440

400

1280

100

1600

CONVERSION FACTOR

1200]

1200

1200

1200

1200

TOTAL OPERATIONAL FTEs

0.37]

0.33

1.07

0.08

1.33

7. REMARKS

(5) - Activities include the Initial Standardization and Re-slandardization (Group Field Exercise) of the RMS.

(6) - Includes time for presentation and distribution of the food defense preventive measures guidance document for dairy products
1o the state regulatory agencies during check ratings, routine field work, and state 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 activities and field aclivities related o food defense. Report time against PAC 18R845.

(7) - Activilies 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 Interstate Milk Shipments.

FORM FDA 2621a (10/09)
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FY 2013 ORA WORKPLAN October 1, 2011
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18

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

18004 [ ora CENTER 145  [123]

9 9 9 9 9 9 9 9 9
DISTRICT/ VIBRIO TECHNICAL FOREIGN NATIONAL CENTER PLANT STANDARD
SPECIALIZED GROWING CONTROL SPECIES ASSISTANCE | EVALUATION TEAM INTIA- EVALUATION | IZATION &
LABORATORY AREA OF MANAGEMENT] (Hours) REPS TIVES/LAB RE-STAN-

EVALUATION| HARVEST (Hours) DARD

1IZATION

(1) (2) (3) {4) (5) {6) ) 18) 8)
TOTAL FIELD 193 20 2155 3734 3 2 7 142 14

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 J

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 20.0 90.0 200.0. 1800 40.0 10.0 40.0

TOTAL HOURS 3860 1800 2155 3734 600 360 280 1420 560

CONVERSION FACTOR 1200 1200 1200 1200 1200 1200} 1200 1200 1200

TOTAL OPERATIONAL FTEs 3.22 1.50 1,80 3.11 0.50, 0.30] 0.23 1,18 0.47

7. REMARKS

(1) - Time is allocated for planning, field evaluations, file reviews lo determine state program conformity to the requirements of Na-

tional Shellfish Sanitation Program (NSSP) Model Ordinance (MO).

(2) - Time is allocated for planning, field evaluations, file reviews, growing area data reviews and report writing to determine state

program conformity Model Ordinance.

(3) - Aclivities include technical assistance, education and evaluation of state shellfish program and management programs.

(4) - Includes interpretations and consultation 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's

include Canada, Chile, South Korea, Mexico and New Zealand.

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

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

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

(9) - Standardization conducted every 5 years for all FDA and stale standardization officers. Re-standardization training will be

provided during evaluation and technical assistance work while working in shellfish processing plants with state and FDA SSOs.

zO—OmJJGJ
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FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Molluscan Shellfish Evaluation

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S)
18004

4. WORK ALLOCATION PLANNED BY

[ oma

CENTER

14.5

5. OPERATIONAL FTE POSITIONS

[2.2]

DISTRICT/
SPECIALIZED
LABORATORY

ZO-GCm=a

9
NATIONAL
TEAM
WORKSHOP

(10)

9
TRAINING
WORKSHOPS

(1)

9

REGIONAL
SEMINARS

(12)

g
FOOD
DEFENSE
[COORDINATION

(13)

9
ISSC
COMMITTEE

(14

IFSS
WORKGROUP

TOTAL FIELD

"

11

10

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

14

HOURS PER OPERATION

40.0

30.0

30.0

20.0]

90.0

20.0

TOTAL HOURS

360

330

330

200

1260

100

CONVERSION FACTOR

1200

1200,

1200

1200

1200

1200

TOTAL OPERATIONAL FTEs

0.30

(.28

0.28

0,17

1.05

0.08

7. REMARKS

initiatives of national importance.

issues and new ISSC proposals.

Safety System.

(11) - Includes training workshops coordinated and delivered by the specialists.
(12) - Includes time for the Regional Shellfish Specialists to attend regional shellfish conferences.
(13) - Time allocated for presentation and distribution of the Food Producers, Processors, and Transporter: Food Security Preventive
Measures Guidance to the state regulatory agencies and industries during field work and state program evaluations.
(14) - Time allocaled for lhe specialists to attend the biennial Interstate Shelifish Sanitation Conference to address program related

(15) - Time is allocated for participating and or providing information to the developmenlal workgroups for the Integrated Food

(10) - Includes specialisl initiatives related to shellfish program development of agency procedures, guidance documents, standards,

FORM FDA 2621a (10/09)
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FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Food and Cosmetics

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

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 27.2 12.4 39.6
1 | Food Composilion, Standards, Labeling and Economics 21F810* 292 12.4 39.6] 21-31-33
*These PACS are for planning purposes only.
Accomplished work must be reported against the
appropriate program or assignment PAC.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Lorraine B. Boykin 301-796-4393

Monali Yajnik 240-402-1616

PAGE NO.

FORM FDA 2622 (10/09)
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FY 2013 ORA WORKPLAN

October 1, 2012

1, PROGRAM/ASSIGNMENT TITLE

Food Composition, Standards, Labeling and Economics

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

3. PROGRAM/ASSIGNMENT CODE(S)
See Remarks Section

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
39.6  [5.4]

DISTRICT/
SPECIALIZED
LABORATORY

zZzo—-Om=a

3

DOMESTIC
SAMPLE
CcoLL
MEDICAL
FOODS
21002

3 3
DOMESTIC DOMESTIC
SAMPLE SAMPLE
coLL coLL

NLEA INFANT
21005 FORMULA
21006

3
DOMESTIC
SAMPLE
coLL
ECONO.
21003

3
DOMESTIC
SAMPLE
coLL
DIETARY

SUPPL
21008

4
IMPORT
SAMPLE
COLL
MEDICAL
FOODS
21002

4 ] r]
IMPORT IMPORT IMPORT
SAMPLE SAMPLE SAMPLE

coLL coLL coLL

INFANT DIETARY
FORMULA SUPPL

21006 21008

21005

TOTAL FIELD

33

340

100{ 26

250

910, 15 430

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE [ NEWYORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW | DENVER

KANSAS CITY

SOUTHWEST IMPCRT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATICN

6.0]

4.2 4.2 5.3

4.2

s.0]

1.2 R | 1.6}

TOTAL HOURS

198]

420 1428 138

1050

48

1092 7s] |

CONVERSION FACTOR

950

950 850 850

950

950

950 as0] as50|

TOTAL OPERATIONAL FTEs

0.21

0.44 1.50 0.15

1.11

0.05

1.15 0.08] 0.72

7. REMARKS

corresponding reporting PACS.

For Pac 21008 ~

R e

FORM FDA 2621a (10/09)

NOTE: PAC 21F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or
assignment PAC. Please see page I-lll (after the Center Resource Summary Sheet) for a listing of compliance programs and

Domestic Sample Collections and Field Exams (on page 21-32) may be conducted at packers/repackers, distributors, or
warehouses if levels planned cannot be performed during the inspections.

RA WORKPLANNING SHEET (Continued)

PAGE NO. 21-31



Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Food Composition, Standards, Labeling and Economics

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

See Remarks Section

4. WORK ALLOCATION PLANNED BY

ORA

CENTER

5. OPERATICNAL FTE POSITIONS

39.6

[19.1]

DISTRICT/
SPECIALIZED
LABORATORY

ZOoO-Gm=™X

2
DOMESTIC
EMERGING

ISSUES
Cso
(Hours)
(1)

5 B 7
DOMESTIC
SAMPLES
TOBE
ANALYZED
MED. FOODS
{2) CHEM 21002

FIELD
EXAMS!
TEST

IMPORT
FIELD

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
MED. FOODS
MICRO 21002

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
ECON

TOTAL FIELD

630

2400] 11209 21

12

100]

CHEM 21003

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
NLEA

CHEM 21005

340

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
INFANT FOR.

CHEM 21006

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
INFANT FOR-

MICRO 21006

18] 8

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 CRLEANS

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

04 0.5 101.1

30.0

19.0

19.1

100.0

1200

TOTAL HOURS

630]

960 5605 2123

360

1900

6494

1800

960

CONVERSION FACTOR

950]

950 950 1180,

1180,

1180

1180

1180

1180

TOTAL OPERATIONAL FTEs

0.66]

1.01 5.90 1.80;

0.31

1.61

5.50

1.53

0.81

7. REMARKS

NOTE: Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

(1) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 to cover any issues or

events that do not qualify as an emergency or outbreak, but are considered of importance due to potential impact or other
policy imperative reason. These resources can be used for sample collections or other CSO operations and will be allocated
through assignments unless otherwise instructed.

(2) - All import field exams are to routinely include verification that the imported product is the same as that which was declared

(reconciliation exams); and assessment of security concemns related to labeling and source country (including container integrity,
signs of intenlional adulteration, etc) and traditional safety concerns. These activities are reported as a single Import Field Exams
for label review under this compliance program and PAC. Only one exam should be reported per line entry.

Only in the event of a pre-determined “for cause” CT exam, or in the event CT suspicions are raised while conducting routine work
requiring follow-up, should an additional exam and lime be reported under the CT PAC (03R845,04R845, efc.)
See |OM Section 5.4.1.4.1. for additional information on Food and Cosmetic Securities Activities.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

21-32




IY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Food Composition, Standards, Labeling and Economics

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

Sce Remarks Section

4. WORK ALLOCATION

PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS

39.6

[15.1)

ZO0O—-amzx

Te.

DISTRICT/
SPECIALIZED
LABORATORY

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
DIET SUPPL
CHEM 21008

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

TDS
CHEM 21839

8
IMPORT
SAMPLES
TO BE
ANALYZED
MED. FOODS
CHEM 21002

8
IMPORT
SAMPLES
TOBE
ANALYZED
NLEA
CHEM 21005

8
IMPORT
SAMPLES
TOBE
ANALYZED

INFANT FOR-
CHEM 21006

8
IMPORT
SAMPLES
TOBE
ANALYZED
DIET SUPPL
CHEM 21008

7
DOMESTIC
EMERGING

ISSUES
TO BE ANAL.
CHEM (Hours)

)

METHODS
VALIDEV
CHEM
{Hours)

g
APPLIED
TECHN-
OLOGY
CENTER
(Hours)

TOTAL FIELD

155)

1040

125]

15

70

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAS

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC RECIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

25.0

3.8

100.0

10.0]

2850|

615

1180/

100.0)

25.0

TOTAL HOURS

3875

3952

800

1250

1500

1750

2850

615]

1180,

CONVERSION FACTOR

1180]

1180

1180

1180

1180

1180

1180

1208]

1180

TOTAL OPERATIONAL FTEs

3.28,

3.35

0.68

1.06!

1.27|

1.48

2,42

0.51

1.00

7. REMARKS

FORM FDA 2621a (10/08)

—

(3) - Emerging issues is a new category of resources placed in PPS 03, PPS 04, and PPS 21 to cover any issues or
events that do not qualify as an emergency or outbreak, but are considered of importance due to potential impact or other
policy imperative reason. These resources can be used for sample analyses or olher lab operations and will be allocated
through assignments unless otherwise instructed.

RA WORKPLANNING SHEET (Continued)

PAGE NO.

21-33




FY 2013

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 ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL 4.9 3.7 8.6
1 JCosmetics: Domestic and Imports 29001, 29R833; 49 37 8.6 29-35
29R 824,
99R 833
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Monali Yajnik 240-402-1616 Danita Dyer 301-796-9694
FORM FDA 2622 (10/09) PAGE NO. 29-34




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Cosmetics: Domestic and Imports

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

3. PROGRAM/ASSIGNMENT CODE(S)

29001, 29R833, 29R824, 99R833

4. WORK ALLOCATION PLANNED BY

(%] oma

[ Jcenter

5. OPERATIONAL FTE POSITIONS

8.6

ZO-0OmMm>

DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC
INSPECT-
IONS

3

DOMESTIC
SAMPLE
coLL

4

IMPORT
SAMPLE
coLL

3 7 7
poMestic | DomEsTIC | DOMESTIC
SAMPLE SAMPLES | SAMPLES TO
coLL TOBE  |BEANALYZED|
PRESERVA ANALYZED |PRESERVATIVE
ASSIGNMENT | (Micro) | ASSIGNMENT
Micro)

IMPORT
SAMPLES
TOBE
ANALYZED
(Micro)

8
IMPORT
SAMPLES
TO BE
ANALYZED
(Chem)

IMPORT
FIELD
EXAMS

TOTAL FIELD

100

60

230

150 150

115

115

1600]

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

sSW

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

17.0

44

15

3.0 13.0 13.0

13.0

13.0

0.5

TOTAL HOURS

1700

264

345!

450 780 1950

1495

1485

800

ICONVERSION FACTOR

950

950

950

8§50 1180 1180

1180

1180,

950§

TOTAL OPERATIONAL FTES

1,79

0.28

0.36

0.47 0.86 1.65

1.27

1.27

0.84

7. REMARKS
Import district allocations are based on OASIS Import Entry Review Lines.

NOTE: Laboratlory allocations were planned by DFS.

(1) - Import Field Exams are to routinely include: Verification that the imported products are the same as that which were declared
(Reconciliation Exams); an assessment of security concerns related to labeling and source country (including container integrity,
signs of intentional adulteration, etc.); and traditional safety or label concerns. These aclivities 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-determined "for cause” CT exam, or in the event CT suspicions are raised while conducting routine work
requiring follow-up, should an additional exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1. for additional information on Food and Cosmetic Securities Activities.

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 29-35



RESOURCE SUMMARY BY PROGRAM CATEGORY

FY 2013

OPERATIONAL FTES TOTAL
OPERATIONAL
FTEs
DOMESTIC IMPORT FOREIGN
TOTAL ALL PROGRAMS 1523.9 604.6 217.8 2346.3
FOODS AND COSMETICS 841.3 467.6 44.2 1353.1
BIOLOGICS 129.6 4.0 6.4 140.0L
HUMAN DRUGS 2355 49.0 125.5 410.0[
ANIMAL DRUGS AND FEEDS 121.8 17.7 5.7 145.2
MEDICAL DEVICES AND RADIOLOGICAL HEALTH 179.8 61.2 36.0 277.0
TOBACCO 15.9 5.1 21.0




CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2013
OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs
NO. |PROJECT TITLE DOMESTIC IMPORT FOREIGN

TOTAL 129.6] 4.0 6.4 140.0
41 HUMAN CELLULAR, TISSUE AND GENE THERAPIES 44.6/ 0.1 44.7
42 BLOOD AND BLOOD PRODUCTS 74.8 4.0} 3.3} 82.1
45 VACCINE AND ALLERGENIC PRODUCTS 10.2 3.0} 13.2




PROJECT SUMMARY SHEET

FY 2013

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 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 44.6 0.1 44.7
1 |Inspection of Human Cells, Tissues and Cellular & Tissue- 41002B,C,D 41-2
Based Products (HCT/Ps) 39.0 39.0
2 |Bioresearch Monitoring Programs * 5.0 5.0
Good Laboratory Practices (Nonclinical Labs) 41808 ¥
Institutional Review Boards 41809 *
Sponsors, Monitors, and Contract Research Organizations 41810 ¥
Clinical Investigators * 41811 (5.0) 41-3
3 JInspection of Cell and Gene Therapy Products 41848A,F.G &
41848B,C,D 0.6 0.1 0.7 41-4
* All resources are planned under PAC 41811,
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Janet Ishimoto 301-827-6220 Harriet R. Gerber 301-796-4396

FORM FDA 2622 (10/09)

PAGE NO.

41-1




FY 2013 ORA WORKPLAN October 1,2012
1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER

Human Cells, Tissues, & Cellular & Tissue-Based Products (HCT/Ps) Human Cellular, Tissue and Gene Therapies - 41

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

41002B, C. D ORA [ ] cENTER 39.0

1 [
DISTRICT/ DOMESTIC CBER

SPECIALIZED INSPEC- PRIORITY

LABORATORY TIONS ESTABS

(1) @

ZO-Omx

TOTAL FIELD 815} 135
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 45.5
TOTAL HOURS 37083
CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 39.03
9. REMARKS

(1) - There are no separate resources planned for Foreign Inspections, use Domestic Resources if needed.
(2) - Refer to CBER's memo for inspectional priorities. These inspections are included in the planned inspection numbers.

C.P. 7341002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)
(covers HCT/Ps recovered on or after 5/25/2005)
C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)

NEW PAC TITLES created in FY2011:

PAC 41002B Inspection of HCT/Ps-361 Reproductive, for product codes: 57K Reproductive Tissue

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

PAC 41002D Inspections of HCT/Ps-361 ALL Other 361 HCT/Ps Products, for product codes: 57J Musculoskeletal Tissue;
570 Ocular Tissue; 57Q Skin; 57R Veins and Arteries; 57S Heart Tissue; 57T Dura Mater; 57 P 99 Human Tissue, N.E.C.

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

Personnel Types Required: Investigator

FORM FDA 2621a (10/08) ORA WORKPLANNING SHEET (Continued) PAGENO. 41-2



FY

2013 ORA WORKPLAN

Qclober 1. 2012

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

2. PPS PROJECT NAME/NUMBER

Human Cellular, Tissue and Gene Therapeutics - 41

3. PROGRAM/ASSIGNMENT CODE(S)

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

4. WORK ALLOCATION

PLANNED BY
ORA

[ ] center

5. OPERATIONAL FTE POSITIONS
5.0

ZO-GOmMXD

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

M

TOTAL FIELD

43|

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

RECIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

1105

TOTAL HOURS

4752

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

5.00

9. REMARKS

Personnel Types required: Investigator

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 41-3




FY 2013 ORA WORKPLAN

October 1, 2012

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

(Domestic & Foreign)

Inspection of Cell and Gene Therapy Products Human Cellular, Tissue and Gene Therapeutics - 41

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
41848A.F,G and 41848B,C,D* ORA [ ] center

5. OPERATIONAL FTE POSITIONS
0.7

0. 1 1
DISTRICT/
SPECIALIZED INSPEC- INSPEC-
LABORATORY TIONS TIONS
DOMESTIC FOREIGN
(1) (1)

ZO-GOmx

TOTAL FIELD Ll | 1

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 149.5) 67.0
TOTAL HOURS 598 67
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 0.63] 0.07
9. REMARKS

New Workplanning Sheet for FY2013, resources previously included on PAC 42848's Workplanning Sheet.

All inspections will be performed by Team Biologics.

* PACs include:

41848A Pre-License Inspection - Somatic Cell and Gene Therapy

41848F Level 1 CGMP Inspection - Somatic Cell and Gene Therapy
41848G Level 2 CGMP Inspection - Somatic Cell and Gene Therapy
41848B Pre-License Inspection - Licensed Hematopoietic Progenitor Cell
41848C Level 1 CGMP Inspection - Licensed Hematopoietic Progenitor Cell
41848D Level 2 CGMP Inspection - Licensed Hemalopoietic Progenitor Cell

Personnel Types required: Team Biologics Investigators

(1) - Resources for all 41848 PACs are planned under PAC 41848F. Use above resources for Domestic and Foreign Inspections as
needed and report time under appropriate PAC and Operation Code. Report Foreign Inspections under Operation Code 11.

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

PAGE NO. 41-4




FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

Biologics Blood and Blood Products - 42
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 74.8 4.0 3.3 82.1
1 |Inspection of Licensed & Unlicensed Blood Banks 42001F,G.H 49.6 0.3 49.9 42-6
National Experts 2.5 0.1 2.6
Inspection of Donor Centers
Inspection of Reference Laboratories
Inspection of Blood/Plasma Brokers
Inspection of Blood Product Contractors
Technical Assistance and Coordination * 3.0 3.0
2 |lnspection of Source Plasma Establishments 42002A,F,G 11.9 11.9 42-7
3 |lmported CBER - Regulated Products 42007,42R833, 4.0 4.0 42-8
42R824,99R833
4 |Inspection of Licensed In-Vitro Diagnostic (IVD) Devices 42008A,F,G 1.3 0.7 2.0 42-9
Regulated by CBER (Team Biologics)
Field Investigations 0.5 0.5
5 |Biorescarch Monitoring Programs ** 4.4 44 42-10
Good Laboratory Practices (Nonclinical Labs) 42808 ®
Institutional Review Boards 42809 i
Sponsors, Monitors, and Contract Research Organizations 42810 *
Clinical Investigators ** 42811 (4.0)
National Experts 42808, 42811 (0.4)
45808, 45811
6 |Inspection of Medical Device Manufacturers 42845A,B,C 0.5 0.5 42-11
7 |Inspection of Plasma Derivatives of Human Origin 42848A,F,G 1.1 2.2 i3 42-12
(Team Biologics)
* For BLT-DO 10 Assist & Coordinate ARC Information.
** All Domestic & Foreign Resources are planned under Domestic
PAC 42811. Forcign Resources to cover PPS 41, 42, 45.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Janet Ishimoto 301-827-6220 Harriet R. Gerber 301-796-4396
FORM FDA 2622 (10/09} PAGE NO. 42-5




FY 2013 ORA WORKPLAN

Oclober 1, 2012

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)

4. WORK ALLOCATION

PLANNED BY

5. OPERATIONAL FTE POSITIONS

42001F,G,H ORA [ ] center

55.5

i 1 1 2 9
TB DISTRICT/ TECH ASST &
SPECIALIZED DOMESTIC FOREIGN DOMESTIC COORDIN-
LABORATORY INSPEC- INSPEC- INVEST)- ATION
TIONS TIONS GATIONS (Hours)
(Hours) OP CODE 92

(1) (2) 3) (4)

Z0—-0Om=x

TOTAL FIELD 985 8 2400 2840

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 47.9] 42.0

TOTAL HOURS 47182 336 2400 2840

CONVERSION FACTOR 950 950 950 950

TOTAL OPERATIONAL FTEs 49.67 0.35 253 2.99

9. REMARKS

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, NEW: 42001H Donor Center Inspection for FY2013.
Pre-License Inspections for PPS 41, 42, 45 and Field Invesligation Hours are not planned separately; use above resources as
needed at District discretion.

(1) - Domestic Blood Bank Inspections: Started in FY10 ALL AIDS time will be reported under the appropriate compliance program
and PAC. There will be NO separale reporting of AIDS time.

(2) - Foreign Blood Bank Inspeclions spread by DFFI.

(3) - Domestic Investigation Time is for National Expert Domestic Investigations and Follow-Up Inspections and may be used as
needed for other CBER programs.

(4) - Technical Assistance & Coordination (Hours) are for BLT-DO to assist and coordinate ARC information; report time under
Operation Code 92.

Personnel Types Required: Investigator, National Expert

PAGENO. 42-6

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




I'Y 2013 ORA WORKPLAN

Qctober 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Inspcctions of Source Plasma Establishments

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

3. PROGRAM/ASSIGNMENT CODE(S)
42002AF.G

4. WORK ALLOCATION

PLANNED BY
ORA

[ | center

5. OPERATIONAL FTE POSITIONS
11.9

0
DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS
1

ZO-GmX

TOTAL FIELD 194]

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

NE

CE

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 58.3

TOTAL HOURS 11310

CONVERSION FACTOR 950

TOTAL OPERATIONAL FTEs 11.91

9. REMARKS

There will be NO separate reporting of AIDS time.

Personnel Types required: Investigator, Team Biologics

FORM FDA 2621a (10/09)

(1) - Resources may be used for Domestic/Foreign/Follow-up Inspections/Investigations, DSCs as needed.
The above rescurces are planned under PAC 42002F, use resources as needed to accomplish this compliance program.
Report operations under appropriate PAC and Operation Code.

Started in FY2010 ALL AIDS time will be reported under the appropriate Compliance Program and PAC.,

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Imported CBER-Regulated Products

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

3. PROGRAM/ASSIGNMENT CODE(S)
42007, 42R833, 42R824, 99R833, 41R824, 45R824

4. WORK ALLOCATION

PLANNED BY
ORA

[)center

5. OPERATIONAL FTE POSITIONS

4.0

b. 2
DISTRICT/

SPECIALIZED

LABORATORY

IMPORT
INVESTI-
GATION
HOURS
{1)

ZO—Gm=AD

TOTAL FIELD 3800)

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 RECIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION

TOTAL HOURS 3800
CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 4,00

9. REMARKS

and International Mail Facilities reviews.

Personnel Types required: Investigator

Report accomplishments under appropriate PAC and Operation Code.

1(1 ) - ALL resources are planned under PAC 42007 as Import Investigation Hours.
Planned Resources are lo cover ALL Import Operations: Entry Review 42R833; Follow-Up to Refusals 41R824, 42R824, 45R824:
Filer Evaluation 99R833 and any inspections needed under the C.P. for PAC 42007. Resources also include time for Mail Courier

FORM FDA 2621a (10/09)

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

RA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed In-Vitro Diagnostic (TVD) Devices Blood and Blood Products - 42
Regulated by CBER
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
42008A,F,G Domestic & Foreign (1) ORA [__]center 2.8
©. 1 1 2
R DISTRICT/
E SPECIALIZED DOMESTIC FOREIGN | DOMESTIC
G LABORATORY INSPEC- INSPEC- INVESTI-
| TIONS TIONS GATIONS
0 (Hours)
N (2)
TOTAL FIELD 9f | 426
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 1401 132.8] |
|[TOTAL HOURS 1261 664] 426
CONVERSION FACTOR 950 950| 950
TOTAL OPERATIONAL FTEs 1.33] 0.70] 0.45
9. REMARKS
Program Tille CHANGED from Licensed Viral Marker Test Kits to: Licensed In-Vitro Diagnostic (IVD) Devices.
(1) REVISED Titles, PACs: 42008A Pre-License Inspections - IVDs;

42008F - Level 1 Inspection - Licensed {VDs;
42008G - Level 2 Inspection - Licensed |VDs.

PAC 42008 retired.

No separate resources are planned for Pre-License Inspections, use above resources as needed.
(2) - Field Investigation time is for District support to Team Biologics. Field Investigation Hours may be used for any
Team Biologics Program.

Report accomplishments under appropriate PAC and Operation Code.
All Inspections will be performed by Team Biologics.
Personnel Types Required: Team Biologics, Investigator

o s —
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO.  42-9



FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators Blood and Blood Products - 42
(PDUFA Domestic & Foreign)

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

42808-GLPs, 42809-IRBs, 42810-Spon/Mon/CROs, |I] ORA [: CENTER 4.4
42811 Clinical Investigalors
5.

DISTRICT/ :
SPECIALIZED INSPEC-
LABORATORY TIONS

(1)

ZO—-om>D

TOTAL FIELD 43
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPQOLIS
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 97.3|
TOTAL HOURS 4184]
CONVERSION FACTOR 950)
TOTAL OPERATIONAL FTEs 4.40]
9. REMARKS

(1) - Resources for PACs 42808, 42810, and 42811 are planned under PAC 42811 Clinical Investigators,

Use above resources for Foreign Inspections as needed. Report Foreign Inspections under Operation Code 11.
Inspections are to be conducted only when assignments are received from CBER.

Report accomplishment hours under appropriate PAC.

Personnel Types required: Investigator

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-10




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Medical Device Manufacturers (Biologics) Blood and Blood Products - 42

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
42845A,B,C (1) ORA [ ]cenTer 0.5

1

DISTRICT/
SPECIALIZED DOMESTIC
LABORATORY INSPEC-
TIONS

ZO0O-0OmM2X

TOTAL FIELD 12
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 L ABORATORY-NW
HOURS PER OPERATION 39.71
[TOTAL HOURS 476
|coNVERSION FACTOR 950}
TOTAL OPERATIONAL FTEs 0.50}
S. REMARKS

(1) - All Resources are planned under PAC 42845A. No Foreign Inspections are planned, use above resources as needed.
Report all operations under appropriate PAC and Operation Code.

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

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

Personnel Types required: Investigator
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 42-11




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Inspection of Plasma Derivatives of Human Origin

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

3. PROGRAM/ASSIGNMENT CODE(S)

42848A,F,G; 42848B,C,D Domestic & Foreign (1)

4. WORK ALLOCATION PLANNED BY

] ora

[ ] center

5. OPERATIONAL FTE POSITIONS

33

6.
DISTRICT/
SPECIALIZED
LABORATORY

ZO0-Gmax

.
DOMESTIC
LICENSED
INSPEC-
TIONS

1
FOREIGN
LICENSED
INSPEC-
TIONS

TOTAL FIELD

104

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

JHOURS PER OPERATION

130.0

2100

TOTAL HOURS

1040

2100

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

1.09

2.21

9. REMARKS

All resources are planned under PAC 42848F.

Personnel Types required: Team Biologics

Report ALL Accomplishments under Appropriate PAC and Operation Code.
All Inspections will be performed by Team Biologics.

FORM FDA 2621a (10/09)

ORA WORKPLANNI

(1) - No separate resources are planned for Pre-License Inspections, use above resources as needed.
42848A Pre-Licensed Inspection - Plasma Derivatives:
42848F Level 1 CGMP Inspection - Plasma Derivative; 42848G Level 2 CGMP Inspection - Plasma Derivatives.
NEW PACs in FY2011: 42848B Pre-Licensed Inspection - Recombinant Analogues;
42848C Level 1 CGMP inspection - Recombinant Analogues;

42848D Level 2 CGMP Inspection - Recombinant Analogues.

Team Biologics Compliance Program New in FY05 - Inspection of Biological Drug Products (CBER), previously covered by PAC 42006.

NG SHEET (Continued)

PAGE NO. 42-12




PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

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 10.2 3.0 13.2
| |Bioresearch Monitoring Programs * 7.0 7.0 45-14
Good Laboratory Practices (Nonclinical Labs) 45808 *
Institutional Review Boards 45809 *
Sponsors, Monitors, and Contract Research Organizations 45810 *
Clinical Investigators * 45811 (7.0)
2 |Licensed Allergenic Products 45848A.F,G 0.7 0.7 45-15
(Team Biologics)
3 JLicensed Vaccine Products 45848B,C,D 2.5 3.0 5.5 45-16
{Team Biologics)
* All resources are planned under PAC 45811.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Janet Ishimoto 301-827-6220 Harriet R. Gerber 301-796-4396
FORM FDA 2622 {10/09) PAGE NO.

45-13




FY 2013 ORA WORKPLAN October 1,2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators Vaccines and Allergenic Products - 45
(PDUFA Domestic & Foreign)

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

45808-GLPs, 45809-IRBs, 45810-Spon/Mon/CROs, ORA [:] CENTER 7.0
45811 Clinical Investigators

B 7

DISTRICT/

SPECIALIZED INSPEC-

LABORATORY TIONS

(1)

ZOoO—-om2a

TOTAL FIELD 68|
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 97.8
|TOTAL HOURS 6650
|CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 7.00
9. REMARKS

(1) - Use above resources for Foreign Inspections as needed. Reporl Foreign Inspections under Operation Code 11.
Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators.

Inspections are to be conducted only when assignments are received from CBER.

Report accomplishment hours under appropriate PAC.

Personnel Types required: Investigator

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 45-14




I'Y 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Licensed Allergenic Products (Post-Market & Pre-License) | Vaccines and Allergenic Products - 45

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
45848A,F,G Domestic & Foreign (1) ORA [ ] center 0.7

b. 1
DISTRICT/
SPECIALIZED DOMESTIC
LABORATORY INSPEC-
TIONS

ZO—-Om=>

TOTAL FIELD 5]
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 133.0}
TOTAL HOURS 665]
CONVERSION FACTOR a50|
TOTAL OPERATIONAL FTEs 0.70]
9. REMARKS

(1) - Resources are planned under PAC 45848F. Use resources as needed for domestic or foreign inspections, and report under
appropriate PAC and Operation Code (foreign inspection is operation code 11).

45848A Pre-License Inspection - Allergenics;

45848F Level 1 CGMP Inspection - Allergenics;

45848G Level 2 CGMP Inspection - Allergenics.

ALL Inspections will be performed by Team Biologics.

Personnel Types Required: Team Biologics

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 45-15




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Vaccine Products
(Post-Market)

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

3. PROGRAM/ASSIGNMENT CODE(S)

45848B,C,D Domestic & Foreign (1)

4. WORK ALLOCATION

PLANNED BY
ORA

[Jeenter

5. OPERATIONAL FTE POSITIONS
5.5

ZO0—-omx

DISTRICT/
SPECIALIZED
LABORATORY

1

DOMESTIC
INSPEC-
TIONS

1

FOREIGN
INSPEC-
TIONS

TOTAL FIELD

104

13]

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

sSw

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

239.0

220.0}

[roTAL Hours

2390

2860|

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

2.52

3.01

9, REMARKS

FORM FDA 2621a (10/09)

Personnel Types Required: Team Biologics, Investigator

e L —
ORA WORKPLANNING SHEET (Continued)

(1) - Resources are planned under PAC 45848C. Use resources as needed and report under appropriate PAC and Operation Code.
Report Foreign Inspections under Operation Code 11.
All Inspections will be performed by Team Biologics.
45848B Pre-License Inspection - Vaccines;

45848C Level 1 CGMP Inspection - Vaccines;
45848D Level 2 CGMP Inspection - Vaccines.

New Team Biologics Compliance Program in FYOS - Inspection of Biological Drug Products (CBER): (Previously covered by PAC 45002).

PAGE NO. 45-16




CENTER FOR DRUG EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2013
OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs

NO. |PROJECT TITLE DOMESTIC IMPORT FOREIGN

TOTAL 235.5 49.0 125.5 410.0

46 |NEW DRUG EVALUATION 11.0 14.0 25.0
48 |BIORESEARCH MONITORING HUMAN DRUGS 62.9 24.5 87.4
52 |GENERIC DRUG EVALUATION 8.4 12.0L 20.4
53 |POSTMARKETING SURVEILLANCE AND EPIDEMIOLOGY HUMAN DRUGS 9.8| 1.0 10.8{
56 |DRUG QUALITY ASSURANCE 115.5) 49.0 74.0 2385
63 WUNAPPROVED AND MISBRANDED DRUGS 15.9 15.QJ
88 JINTERAGENCY COOPERATIVE ACTIVITIES 12.0 12.0




FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Human Drugs

2. PPS PROJECT NAME/NUMBER
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
1 INDA Pre-Approval Inspections/Investigations 46832/B/C 9.5 9.5 46-02
- Domestic (PDUFA)
2 INDA Pre-Approval Inspections/Investigations 46832/B/C 13.0 13.0 46-03
- Foreign (PDUFA)
3  |Pre-License Biotech (BLA) - (PDUFA) 46832M 1.0 1.0 2.0 46-04
Inspections/Investigations - Domestic/Foreign
4 JPositron Emission Tomography (PET) Pre-Approval 46832P 0.5 0.3 46-05
Inspections/Investigations
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brian Hasselbalch, HFD-320, (301) 796-3279; Diane Raccasi, HFD-320, (301) 796-3927 Anita T. McCurdy 301-796-4395

FORM FDA 2622 (10/09})

PAGE NO.

46-01




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

2, PPS PROJECT NAME/NUMBER

NDA Pre-Approval Inspections/Investigations - Domestic (PDUFA) New Drug Evaluation - 46

3. PROGRAM/ASSIGNMENT CODE(S)

46832, 46832B, 46832C, 46R845

4. WORK ALLOCATION PLANNED BY

ORA [ Jcenter

5. OPERATIONAL FTE POSITIONS
9.5

TB‘ DISTRICT/
SPECIALIZED
LABORATORY

ZO—-6om3D

INSPECTIONS]

1 3 7
CHEMIST DOMESTIC
ON DOMESTIC SAMPLES
| INSPECTIONS SAMPLE TOBE
(Hours) coLL ANALYZED
CHEM PROFILE
(1) 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

REGICONAL 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

141

55.8

703 17 35

7.1 11.8]

TOTAL HOURS

7868

703 121 413

CONVERSION FACTOR

950

950 950 1180

TOTAL OPERATIONAL FTEs

8.28

0.74 0.13 0.35

9. REMARKS

(1) - Includes Microbiologists on Inspections.

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

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

[x ] ora

[ ] center

5. OPERATIONAL FTE POSITIONS

13.0

ZO-GmXP

DISTRICT/
SPECIALIZED
LABORATORY

2

[INSPECTIONS| INSPECTIONS

1
CHEMIST
ON

(Hours)

3)

TOTAL FIELD

5470}

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 LABORATCRY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION

70.2

TOTAL HOURS

6880

5470

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

7.24

5.76

9. REMARKS

(3) - Includes Microbiologists on Inspections.

Laboratory allocations were planned by DFFI.

(1) - Use PAC 46832D to 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 & ISAs - 46832B; Biotest ISCs & ISAs (not planned) if collected - 46832C.

FORM EDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 46-03



FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Domestic and Foreign (PDUFA)

Pre-Licensed Biotech (BLA) Inspections/Investigations -

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

3. PROGRAMIASSIGNMENT CODE(S)
46832M

4. WORK ALLOCATION PLANNED BY

ORA [ center

5. OPERATIONAL FTE POSITIONS
2.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0O-6om=x

1

INSPECTIONS
Domestic

1

1

INSPECTIONS
Foreign

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

162.9

110.2

|roTAL HOURS

917

992

JCONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

0.97

1.04

9, REMARKS

(1) - Includes Microbiologists on Inspections.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN QOctober 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Positron Emission Tomography (PET) Pre-Approval New Drug Evaluation - 46
Inspections/Investigations

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

46832P ORA [x ] cenTer 0.5

©. 1
DISTRICT/ J
SPECIALIZED INSPECTION
LABORATORY Domestic

(1

ZOoO-OMA

TOTAL FIELD 24
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
REGICNAL 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 20.4
TOTAL HOURS 490
CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 0.52
9. REMARKS

(1) - Includes Microbiologists on Inspections. Inspections are to verify that NDA applicant has facilities, equipment, controls,
elc. as specified in the application.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 46-05



PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY
Human Drugs

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

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 62.9 24.5 87.4
In Vivo Biocquivalence - ANDAs & NDAs 48001, A 6.5 6.5 48-07
PDUFA (NDAs) (3.3)
Foreign Inspections (In Vivo Bioequivalence, 48001, A; 7.2 7.2 48-08
GLPs) * 48808
* Foreign Inspections PEPFAR (AIDS Relief) 48001D, E;
(planned under 48001 A and 48001) 48808, 48811D
Bioresearch Monitoring 48-09
Good Laboratory Practices (Non-Clinical Lab) 48808 3.1 3.1
National Experts (0.1)
** [nstitutional Review Board 48809, 48809A 10.0 10,0
Sponsors, Contract Research Organizations, 48810 6.3 6.3
and Monitors
Clinical Investigators 48811, F 37.0 17.3 54.3 48-10
National Experts (0.1) 2.2

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

resources are planned under 48001.

I l l

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

CENTER PROJECT MANAGER/TELEPHONE
Joseph Salewski, HFD-45, (301) 796-3395

ORA PLANNER/TELEPHONE
Anita T. McCurdy 301-796-4395

FORM FDA 2622 (10/09)

PAGE NO.

48-06




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

In Vivo Bioequivalence - Pre-Approval (PDUFA) Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
48001 (ANDAs), 48001A (NDAs) ORA [ JcenTer 6.5

1 1
DISTRICT/ 48001 48001A

SPECIALIZED ANDA NDA

LABORATORY INSPECTIONS] INSPECTIONS

ZO0-0Omx

TOTAL FIELD 36 37
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
HOURS PER OPERATION 85.4 84.3]
TOTAL HOURS 3074 3119
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 3.24] 3.28
9. REMARKS

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

An estimate of percentage of time for each PAC is: Non-PDUFA 48001 (ANDA) 45%, PDUFA 48001A (NDA) 55%.

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 48-07




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Foreign Inspections (NDA - PDUFA; ANDA - PRE-APPROVAL)

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

3. PROGRAM/ASSIGNMENT CODE(S)

48001,A; 48808; 48001D,E, 48811D
NDA & ANDA (1)

4. WORK ALLOCATION

PLANNED BY

ORA [_]center

5. OPERATIONAL FTE POSITIONS
7.2

6. 1 1
DISTRICT/ FOREIGN FOREIGN
SPECIALIZED 48001A 48001
LABORATORY NDA ANDA
INSPECTIONS| INSPECTIONS
(PDUFA) (PRE-APPYL)

ZOo—-OmM=x

TOTAL FIELD 33 32

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 108.0 102.8]

TOTAL HOURS 3564 3290

CONVERSION FACTOR 950 950

TOTAL OPERATIONAL FTEs 3.75

3.46)

9. REMARKS

HIGH PRIORITY for NDA inspections.

PEPFAR work is not planned separately.

Data audit under PEPFAR will be verified by on sile inspections.

(1) - Planned inspections include: 48001,A In Vivo Bioequivalence, 48808 GLPs (PDUFA), PACs 480010 PEPFAR NDA
Bioequivalence, 48001E PEPFAR ANDA Bioequivalence, and 48811D PEPFAR Clinical Investigations .

Report Inspections under Appropriate PAC, Foreign Inspections under Operation Code 11.
48001D PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Biocequivalence; 48811D PEPFAR Clinical Investigations.
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001.

Inspections of bioequivalence manufacturers and clinical studies submitted in NDAs and ANDAs.

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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Y 2013 ORA WORKPLAN October 1,2012

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)

48808, 48809, 488094, 48810

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA []center 19.4

DISTRICT/
SPECIALIZED
LABORATORY

zZOo0-0Om>a

GLP
INSPEC-
TIONS
48808

2 1 1
NAT'L EXPERT IRB (1) SPONSOR,
INVESTI- INSPEC-  [CRO, MONITOR
GATIONS TIONS INSPEC-
(Hours) 43809, TIONS
48808 - GLP 48809A (2) 48810

)

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOL IS

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

27

99 118 50'

HOURS PER OPERATION

105.7

80.5 120.5

TOTAL HOURS

2854

99 9499 6025

CONVERSION FACTOR

950

950 950 950

TOTAL OPERATIONAL FTEs

3.00

0.10 10.00 6.34

9. REMARKS

(1) - Institutional Review Board

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

Planned Inspections 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.

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-06).
(2) - 48809A: Resource (1 FTE) for the Radioactive Drug Research Committee (RDRC) is not planned separately. However, please
use above resources as needed and report RDRC work under PAC 48809A.

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

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGENO. 48-09




FY 2013 ORA WORKPLAN October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Clinical Investigators (PDUFA)

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

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

48811, F*

4. WORK ALLOCATION

PLANNED BY
ORA

[_]center

5. OPERATIONAL FTE POSITIONS
34.3

Z20-0OmM=3

DISTRICT/
SPECIALIZED
LABORATORY

1 2
DOMESTIC | NAT'L EXPERT
INSPEC- INVESTI-
TIONS GATIONS
(Hours)

]
DOMESTIC
INSPEC-
TIONS
Follow-Up &
Complaints
48811F

0

FOREIGN

INSPEC-
TIONS

TOTAL FIELD

177 102

118}

175

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

JHOURS PER OPERATION

118.8]

119.1

94.0

TOTAL HOURS

21028 102

14054

16450

CONVERSION FACTOR

950 950

850

950

TOTAL OPERATIONAL FTEs

2213 0.11

14.79

17.32)

9. REMARKS

NEW

* - Report domestic follow-up and complaints as inspections under PAC 48811F.

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

FORM FDA 2621a (10/08)

ORA WORKPLANNING SHEET (Continued)
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FY 2013
1. PROGRAM CATEGORY 2, PPS PROJECT NAME/NUMBER
Human Drugs Generic 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 8.4 12.0 20.4
I JANDA Pre-Approval Domestic 52832,B,C 5.0 5.0 52-12
2 |ANDA Pre-Approval Inspeclions/Investigations 52832,B,C,E 12.0 120] 5213
- Foreign
3 |Positron Emission Tomography (PET) Pre-Approval 52832P 3.4 34 52-14
Inspections/Investigations
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Brian Hasselbalch, HFD-320, (301) 796-3279; Diane Raccasi, HFD-320, (301) 796-3927 Anita T. McCurdy 301-796-4395

FORM FDA 2622 {10/09) PAGE NO. 52-11
—— ey




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
ANDA Pre - Approval Inspections/Investigations - Domestic

2. PP$ PROJECT NAME/NUMBER
Generic Drug Evaluation - 52

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

4. WORK ALLOCATION PLANNED BY

[ X ] ora

[ ]cenTerR

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZC-0Om=A

1

ANDAS
TO INSPECT

7
DOMESTIC
DOMESTIC SAMPLES

SAMPLE TOBE

coLL [ANALYZED
PROFILE
CHEM

DOMESTIC
SAMPLES
TOBE
ANALYZED
BIOTEST
CHEM

TOTAL FIELD

35 13

22

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

63.1

6.7 50.0

28.5

TOTAL HOURS

3505/

235 650

627

CONVERSION FACTOR

950

950 1180

1180

TOTAL OPERATIONAL FTEs

3.69

0.25 0.55]

0.53

9. REMARKS

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

ANDA Pre - Approval Inspections/Investigations - Foreign

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

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

52832, 52832B ,52832C, 52832E ORA

[ JcenTer

12.0

- 1 1 2 4 8 8
DISTRICT/ IMPORT IMPORT
SPECIALIZED CHEMIST IMPORT SAMPLES SAMPLES
LABORATORY INSPECTIONS| INSPECTIONS INVESTI« SAMPLE TOBE TOBE
) (Hours) GATIONS COLL ANALYZED ANALYZED
(Foreign) (Foreign) (Hours) PROFILE BIOTEST
(2) (3) (4) CHEM (5) CHEM (5)

ZO0O—-G0m2D

TOTAL FIELD 83 2200] 147 151 75 76
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 L ABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 79.7 30] 16.8 15.5]

TOTAL HOURS 6615 2200 147 453 1260 1178

CONVERSION FACTOR 950 950 950 950 1180 1180

TOTAL OPERATIONAL FTEs 6.96 2.32 0.15 0.48: 1.07 1.00

9. REMARKS

{1) - Report as follow: Insps./Chem on Insps. under foreign operation code 11 Pac Code 52832;

(2) - PEPFAR inspections included in total. Use PAC 52832E to report work conducted under the President’s
Emergency Plan for AIDS Relief (PEPFAR).

Profile ISCs & ISAs -52832B; Biotest ISCs &ISAs under PAC 52832C.

(3) - Includes microbiologists on inspections

(4) - Samples are collected al foreign manufacturers.

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

Laboratory allocations were planned by DFS. Chem-On foreign inspsections planned by DFFI.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued)
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I'Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Inspections/Investigations

2. PPS PROJECT NAME/NUMBER

Positron Emission Tomography (PET) Pre-Approval Generic Drug Evaluation - 52

3. PROGRAM/ASSIGNMENT CODE(S)
52832P

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
34

DISTRICT/
SPECIALIZED
LABORATORY

ZO-G0OmMmzx

ANDA
PET
INSPEC-
TIONS
{)

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

21.5

TOTAL HOURS

3225

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

3.39

9. REMARKS

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Human Drugs

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

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 9.8 1.0 10N
I |Enforcement of the Adverse Drug 53001A 7.7 1.0 8.7 53-16
Experience Reporting Regulation (Domestic/Foreign)

2 |Experience Reporting Regulation REMS (PDUFA) 53001C 2.1 2.1 53-17
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Suzanne Barone, HFD-330, (301) 796-3224 Anita T. McCurdy 301-796-4395

FORM FDA 2622 (10/09)

PAGE NO.

53-15



FY 2013 ORA WORKPLAN

October 1, 2012

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 (1)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

ORA CENTER

8.7

DISTRICT/
SPECIALIZED
LABORATORY

ZO-~-GmM=3D

1

DOMESTIC
INSPEC-
TIONS

1

FOREIGN
INSPEC-
TIONS

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

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

93

78.6]

15|

63.5

|TOTAL HOURS

7310

953

CONVERSION FACTOR

950

950

TOTAL OPERATIONAL FTEs

7.69

1.00

9. REMARKS

(1) - Report both Domestic and Foreign inspections under 53001A.

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

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPI.AN October 1, 2012

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 ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

[ Jora CENTER 21

Z0-0mA

DISTRICT/
SPECIALIZED
LABORATORY

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

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

[HOURS PER OPERATION

72.6

TOTAL HOURS

1960

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

2.06

9. RE

MARKS

(1) - Because of the complexity and individualily of each REMS program, conlact CDER at least 2 weeks before conducting

inspection. Forward EIRs directly to CDER's Division of Safety Compliance (CDER/OC/OSI).

FORM FDA 2621a (10/03)

Please note: Dislricl inspection allocation may be subject to change as a result of CDER's final site selections.
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PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY
Human Drugs

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

3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
-f TOTAL 115.5 49.0 74.0 238.5
1 |Drug Process Inspections - Domestic 56002A,B,D* 48.0 48.0 56-19
2 [Foreign Drug Process Inspections 56002A-D* 62.0 62.0 56-20
3 |Drug Process Inspections - Gas Manufs. 56002E 12.0 12.0 56-21
4 |Drug Process Inspections - API Manufs. (Domestic/Foreign) 56002F, L* 3.0 10.0 13.0 56-22
5 |Drug Process Inspections - Biotech Manufacturers 56002M 6.0 6.0 56-23
6 |Positron Emission Tomography (PET) Pre-Approval 56002P, Q* 2.0 2.0 56-24
Inspections/Investigations

7 |Drug Quality Sampling and Testing Program 56008A, L 18.0 18.0] 56-25-26
8 |Drug Product Surveillance - Import Drugs 56008 H*** 49.0 49.0 56-27

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 JPost-Approval Inspections/Investigations - Domestic 56843 2.0 2.0 56-30
12 |Post-Approval Inspections/Investigations - Foreign 56843 2.0 2.0 56-31
13 JPharmacy Compounding Assignments 56D015 2.0 2.0 56-32
14 |DPI - Global Parity Initiative 56R010 4.0 4.0 56-33
15 |DPI- OEI Clean Up 56R011 2.0 2.0 56-34
16 |Forensic Evaluation and Sample Analysis S6RBIG**** 10.0 10.0 56-35

* 56002H-L Q (Abbreviated); Additional 56832, 56R359

¥ 56R824, 56R833, 99RE33

*#*% 56R831

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.
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FY 2013 ORA WORKPLAN

October 1, 2012

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, *56002H, 1, I, K,
56832, S6R359

[x] oma

4. WORK ALLOCATION PLANNED BY

[ ]center

5. OPERATIONAL FTE POSITIONS

48.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—@wma

INSPEC-
TIONS

2

CERTIFICA-
TION
AUDITS

(INV Hours)
(1)

1

CHEMIST ON
INSPEC-
TIONS
(Hours)

£l

MICRO ON
INSPEC-
TIONS
(Hours)

3
DOMESTIC
SAMPLE
coLL

(2)

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

436

76.2

1900

2499

1200

7.9

196]

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
CHEM

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO

156]

36.8

40

18.0

TOTAL HOURS

33223

1900]

2409]

1200| 1548]

5741

720

CONVERSION FACTOR

950}

950|

950]

a50] 950

1180|

1180|

TOTAL OPERATIONAL FTEs

34.97]

2.00]

2.63]

1.26] 1.63]

487]

0.61

9. REMARKS

FORM FDA 2621a (10/09)

(2) - DSCs not analyzed are documentary samples.

*  The following PACS are for Abbreviated Inspections
56002H - ABBREVIATED DRUG PROCESS INSPECTIONS (DPI)
560021 - ABBREVIATED DP| / SMALL VOLUME PARENTERALS
56002J - ABBREVIATED DPI / DRUG REPACKERS AND RELABELLERS
56002K - ABBREVIATED DP! / RADIOACTIVE DRUGS

.
<

Laboratory allocations were Elanned bz DFS.
ORA WORKPLANNING SH

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

s »/]__

NEW .~

(1) - Hours for certification audits in support of Level Il Drug Certification Audits and the Pharmaceutical Inspectorate (P!).
Report Certification Audit hours under 56R359.

EET (Continued)
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FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Foreign Drug Inspections Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
56002, A, B, C, D, 56832, S6R359 ora [ cenTER 62.0

1 1
DISTRICT/
SPECIALIZED FOREIGN CHEMIST ON
LABORATORY INSPEC- INSPECTIONS
TIONS FOREIGN
(Hours)

ZO—-0OmM>D

(1)
TOTAL FIELD 658 7200

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

JHOURS PER OPERATION 78.5

TOTAL HOURS 51732 7200

CONVERSION FACTOR 950 950

TOTAL OPERATIONAL FTEs 54 45 7.58

9. REMARKS

(1) - Report time under appropriate PACs (56002, 56002A, B, C, D, 56832, 5§6R359) under operation 11.
(2) - Time planned in this column may be used by chemists or microbiologisls.
Foreign Inspections include the Foreign Cadre inspection time.

Laboratory allocations were planned by DFFI.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO.  56-20




I'Y 2013 ORA WORKPLAN

October 1, 2012

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 PLANNED BY

ORA [ Jcenter

5. OPERATIONAL FTE POSITIONS

12.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-Om=x

INSPEC-
TIONS
MEDICAL
GAS
()

TOTAL FIELD

295

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

38.6

TOTAL HOURS

11387

CONVERSION FACTOR

850

TOTAL OPERATIONAL FTEs

11.99

9. REMARKS

(1) - Total number of planned gas inspections in the Program for FY 2013,

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN October 1,2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Drug Process Inspections - Active Pharmaceutical Ingredients (APIs) - Drug Quality Assurance - 56
(Domestic and Foreign)

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

56002F, 56002L* ORA [ ] center 13.0

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

ZO0—-0mx

TOTAL FIELD 45 138
HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINGINNATI

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 ' 53.4] 88.5
TOTAL HOURS 2853 0453
CONVERSION FACTOR aso| 950
TOTAL OPERATIONAL FTEs 3.00] 9.95
9. REMARKS

]
*  The following PAC is for Abbreviated Inspections: ~ ~_NEW.Z

’)\.;1‘:

56002L - ABBREVIATED ACTIVE PHARMACEUTICAL INGREDIENT PROCESS INSPECTIONS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 56-22



FY 2013 ORA WORKPLAN Oclober 1, 2012
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 POSITIONS
56002M ORA [__]center 6.0

. 1

DISTRICT/

SPECIALIZED INSPEC-
LABORATORY TIONS

ZO0o—-0m=a

TOTAL FIELD 58§
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 96.4
|ToTAL HOURS 5688
|conVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 599
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-23




I'Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Inspections/Investigations

Drug Process Inspections - Positron Emission Tomography (PET)

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

3. PROGRAM/ASSIGNMENT CODE(S)

56002P, 56002Q*

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
2.0

ZO-GOmM@m

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS

1)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

swW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

51

HOURS PER OPERATION

37.5]

TOTAL HOURS

1913]

CONVERSION FACTOR

e |

TOTAL OPERATIONAL FTEs

2.01]

9. REMARKS

*  The following PAC is for Abbreviaied Inspections:

56002Q - ABBREVIATED PET INSPECTIONS

(1) - Inspections are to evaluate the conditions under which drug products are manufactured, tested, packaged and held.
Manufaclurers are required to adhere to USP <823>; 21 CFR Part 212 (effective December 2011).

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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I'Y 2013 ORA WORKPLAN October |, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Drug Quality Sampling and Testing Program Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
S6008A, L (1) [x7] ora [x7] center 180 [3.7]

8. Z 3 3 ; 7 7
DISTRICT/ DOMESTIC DOMESTIC | DOMESTIC
SPECIALIZED INVESTI- DOMESTIC IMPORT SAMPLES | SAMPLES
LABORATORY GATIONS SAMPLE SAMPLE TOBE TO BE
(Hours) coLL : coLL C ANALYZED ANALYZED
560081 CHEM MICRO
(1)
TOTAL FIELD 219 36) 380 20, 10/
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
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 6.3 e 5.5 : : 51.6 21.9

ZO0-am=x

TOTAL HOURS 219 227 2090 ; 1032, 219
CONVERSION FACTOR 950 950 250 J 1180 1180,

TOTAL OPERATIONAL FTES 0.23 0.24 : 2.20 0.87] 0.19
|- Remanks

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

(1) Reporting Guidance: Report domestic sample collections and sample analyses under 56008A.
ALL domestic-import sample collections and sample analyses should be reported under NEW PAC 56008L.

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continlﬁf) PAGE NO, 56-25



FY 2013 ORA WORKPLAN

Oclober 1,2012

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

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

3. PROGRAM/ASSIGNMENT CCDE(S)
56008A, L (1)

4. WORK ALLOCATION PLANNED BY

ORA CENTER

5. OPERATIONAL FTE POSITIONS
180 [14.3]

7
DOMESTIC
IMPORT
SAMPLES
TO BE
ANALYZED
CHEM
=

DISTRICT/
SPECIALIZED
LABORATORY

ZO=-60m>D

7 S
DOMESTIC
IMPORT
SAMPLES

TO BE (Hours)
ANALYZED CHEM
MICRO (2)

METHODS
VAL/DEV

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

300|

36.3)

80} 4661

16.5

TOTAL HOURS 10890}

1320 4661

CONVERSION FACTOR 1180]

1180} 1180

TOTAL OPERATIONAL FTES 9.23]

1.12] 3.95

9. REMARKS

Laboratory allocations were planned by DFS.

(1) Reporting Guidance: Report domestic sample collections and sample analyses under 56008A.
ALL domestic-import sample collections and sample analyses should be reported under NEW PAC 56008L.

(2) - Methods Validation/Development hours include resources for development activities coordinated through DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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'Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Drug Product Surveillance - Imported Drugs

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

3. PROGRAM/ASSIGNMENT CODE(S)

56008H, 56R833, 56R824, 99R833

4. WORK ALLOCATION PLANNED BY

[X] ora

[ ]center

. OPERATIONAL FTE POSITIONS

49.0

DISTRICT/

SPECIALIZED
LABORATORY

ZO0O-G0Gm=A

2

IMPORT
ENTRY
REVIEW
HOURS

2 6 2
INTERNATIONAL]

IMPORT
INVESTIGA-
TIONS
HOURS
(1)

IMPORT
FIELD
EXAM

HOURS

MAIL FACILITY
REVIEWS

INV HOURS

2
MAIL
COURIER
REVIEWS

INV HOURS

IMPORT
SAMPLE
coLL

IMPORT
SAMPLES
TOBE
ANALYZED
APl
cHew

B
IMPORT
SAMPLES
TOBE
ANALYZED
FIN-DOSAGE
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

14780

4523

7156

1.0

15901

1710

393

27

155

201

1781

_135]

TOTAL HOURS

14780

4523

7156

15901

1710

1061

3116

2403

CONVERSICN FACTOR

1200

950

950

950

950

950

1180

1180

TOTAL OPERATIONAL FTEs

12.32

4.76

7.53

16.74

1.80

i [ b

2.64

2.04]

8. REMARKS

Reporting Guidance:

for the activities performed.

Laboratory allocations were planned by DFS.

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

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

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

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN

October 1, 2012

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—-Om>x

1 2 3 7
DOMESTIC
SAMPLES
TOBE
ANALYZED
(Hours)
CHEM

DOMESTIC
SAMPLES
coLL
(Hours)

INSPECTIONS|

TOTAL FIELD

46 1425 17 28

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

| CINCINNATI

CE [ DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGICNAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

37.6 7.4] 42.8]

TOTAL HOURS

1730 1425 126| 1198)

CONVERSION FACTOR

950 950 950 1180]

TOTAL OPERATIONAL FTES

1.82 1.50| 0.13] 1.02]

9. REMARKS

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Enforcement of the Prescription Drug Marketing Act (PDMA) Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
56022, 56022A ORA [ Jcenter 20

0. 1 2 3 7
DISTRICT/
SPECIALIZED INSPEC- INVESTI- DOMESTIC DOMESTIC
LABORATORY TIONS GATIONS SAMPLES SAMPLES
coLL TO BE
(Hours) (Hours) ANALYZED
CHEM

TOTAL FIELD 21 204 27 34
HEADQUARTERS

ZO-0Om>x

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW [ DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 60.7 25 11.0]

TOTAL HOURS 1275 294 68 374'
CONVERSION FACTOR 950, 950 950 1 BOI
TOTAL OPERATIONAL FTEs 1.34 0.31 0.07 0.32]
9. REMARKS

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEﬁ(Continued) PAGENO. 56-29




FY 2013 ORA WORKPLAN

Qctober 1,2012

1. PROGRAM/ASSIGNMENT TITLE

Post-Approval Inspections/Investigations - Domestic

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

3. PROGRAM/ASSIGNMENT CODE(S)

56843

4. WORK ALLOCATION PLANNED BY

ORA [ ]center

5. OPERATIONAL FTE POSITIONS
2.0

20-Gmax

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

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 REGICNAL LABORATORY-NW

HOURS PER OPERATION

43.1

TOTAL HOURS

1896

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

2.00

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 56-30



I'Y 2013 ORA WORKPLAN

October 1,2012

1. PROGRAM/ASSIGNMENT TITLE

Post-Approval Inspections/Investigations - Foreign

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

3. PROGRAM/ASSIGNMENT CODE(S)
56843

4, WORK ALLOCATION

PLANNED BY

ORA [ ]center

5. OPERATIONAL FTE POSITIONS
2.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gmax

1

INSPEC-
TIONS

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 IMPCORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

36.1]

TOTAL HOURS

1913

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

2.01

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 56-31




FY 2013 ORA Workplan

October 1,2012

1. PROGRAM/ASSIGNMENT TITLE
Pharmacy Compounding

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

3. PROGRAM/ ASSIGNMENT CCDE(S)
56D015

4. WORK ALLOCATION PLANNED BY

J [ x ] ora [ ] center

S. OPERATIONAL FTE POSITIONS

2.0

b.
‘ DISTRICT/
SPECIALIZED
| LABORATORY

ZO-0mx

INSPEC-
TIONS

‘ 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

HOLRS PER OPERATION

24

80.6

TOTAL HOURS

1934

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTES

2.04

9. REMARKS

Testing Program (56008A).

FORM FDA 26212 (10/09)

Resources for collection and analysis of any samples under this program should be taken from Drug Quality Sampling and

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

56-32



I'Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Drug Process Inspections - Global Parity Initiative ‘.\,;1 v

%N
‘}NEW‘Ej
1

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

3. PROGRAM/ASSIGNMENT CODE(S)
56R010

4. WORK ALLOCATION

PLANNED BY
ORA

[ ]center

5. OPERATIONAL FTE POSITIONS
4.0

DISTRICT/
SPECIALIZED
LABORATORY

zo—-oOm>

1

Desk
Audits
INVESTIG-
ATIONS

(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

3800

|HOURS PER OPERATION

|roTAL HOURS

3800

|cONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

4.00]

9. REMARKS

implement the desk audil program.

The Global Parity Initiative is a new collaboration between CDER and ORA that implements the Commissioner's “Pathway to
Global Product Safety and Quality” initiative. Specifically, this program will support our aim to leverage foreign regulatory
authorily inspections. The program will use domestic inspection resources toward improving our knowledge of foreign
manufacturing operations, facilities, and counterpart inspectorates. Resources will be assigned to initiate and

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 56-33




FY 2013 ORA WORKPLAN

October 1,2012

1. PROGRAM/ASSIGNMENT TITLE
Drug Process Inspections - OEI Clean Up

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

ZO—G)mJUJ

3. PROGRAM/IASSIGNMENT CODE(S)

56R011

4. WORK ALLOCATION PLANNED BY

ORA [ Jcenter

2.0

5. OPERATIONAL FTE POSITIONS

——

DISTRICT/
SPECIALIZED
LABORATORY

1

Desk
Audits
INVESTI-
GATIONS

(Hours)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGICNAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

|HOURS PER OPERATION

1900]

TOTAL HOURS

1800

CONVERSION FACTOR

9560

TOTAL OPERATIONAL FTEs

2.00

9. REMARKS

Investigation hours are lo help address the foreign inventory accuracy, contact information, registration, and related maintenance.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

56-34




'Y 2013 ORA WORKPLAN

Oc¢tober 1,2012

1. PROGRAM/ASSIGNMENT TITLE
Forensic Evaluation and Sample Analysis

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

3. PROGRAM/ASSIGNMENT CODE(S)
56R838, S6R831

4. WORK ALLOCATION

PLANNED BY
ORA

[ ] center

5. OPERATIONAL FTE POSITIONS
10.0

DISTRICT/
SPECIALIZED
LABORATORY

Z20-0OmMx

9
FORENSIC
CHEM
{Hours)
FORENSIC
EVALUATION

TOTAL FIELD

12050

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

NE

CE

SE

sSw

PA

HOURS PER OPERATION

TOTAL HOURS

12050

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

10.00

9. REMARKS

|Laboratory allacations were planned by DFS.

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Human Drugs

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

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 15.9 156.9
1 |Internet, Health Fraud, & OTC Monographs 63001A, 11.4 11.4 63-37
63D012
2 INew Drugs Rx Not Covered by Approved NDAs 63002 4.5 4.5 63-38
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. 63-36




1Y 2013 ORA WORKPLAN

October 1, 2012

1, PROGRAM/ASSIGNMENT TITLE

Internet, Health Fraud, & OTC Monographs

2. PPS PROJECT NAME/NUMBER

Unapproved and Misbranded Drugs - 63

3. PROGRAM/ASSIGNMENT CODE(S)

63001A, 63D012

4. WORK ALLOCATION PLANNED BY

ORA [ ] center

5. OPERATIONAL FTE POSITIONS

114

DISTRICT/
SPECIALIZED
LABORATORY

ZC—-6OmM=A

1 2 3

INSPEC- INVESTI- DOMESTIC

TIONS GATIONS SAMPLE
(Hours) coLL
)]

7
DOMESTIC
SAMPLES
TOBE
ANALYZED

CHEM

TOTAL FIELD

79 2252 269

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

43.4] 5.5

199

22.8

TOTAL HOURS

3429 2252 1480

4537

CONVERSICON FACTOR

950 950 950

1180

TOTAL OPERATIONAL FTEs

3.61 2.37 1.56

3.85

9. REMARKS

J(1) - Not all samples collected will require analysis; some will be collected for documentary and label review.

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

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

63-37



FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

New Drugs (Prescription) Without Approved NDAs Unapproved and Misbranded Drugs - 63

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

63002 ORA [ center 4.5

Te. 1 2

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

ZC—-om=3

TOTAL FIELD 82 200
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE [ NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 496
TOTAL HOURS 4067 200
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 4.28 0.21
9. REMARKS

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 63-38




PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY
Human Drugs

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

Donna A. Porter, HFC-140; 301-827-2757

Anita T. McCurdy 301-796-4395

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
1 |Shelf Life Extension Projects * 12.0 12.0 88-40
*See Data Codes Manual for appropriate
project reporting PACs.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE

FORM FDA 2622 (10/09)

PAGE NO.

88-39




FY 2013 ORA WORKPLAN Oclober 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Shelf Life Extension Projects Interagency Cooperative Activities - 88

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
All Appropriate PACs ORA [ Jcenter 12.0

©. 7
DISTRICT/ DOMESTIC
SPECIALIZED SAMPLES
LABORATORY TO BE
ANALYZED
CHEM

ZC-0OOmM™

TOTAL FIELD 14160
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 14160
CONVERSICN FACTOR 1180}
TOTAL OPERATIONAL FTEs 12.00]
9. REMARKS

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

|Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO.  88-40




CENTER FOR VETERINARY MEDICINE

RESOURCE SUMMARY
FY 2013
OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs
NO. _|PROJECT TITLE DOMESTIC | IMPORT | FOREIGN

TOTAL 121.8] 17.7 5.7 145.2
68 |PRE-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD ADDITIVES 6.3 3.8 10.14
71 |MONITORING OF MARKETED ANIMAL DRUGS, FEEDS, AND DEVICES 115.5 17.7

1.9 1351




PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGCRY

2. PPS PROJECT NAME/NUMBER

Animal Drugs and Feeds Pre-Approval Evaluation 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 6.3 3.8 10.1
1 |NADA Pre-Approval Inspection 68001, 68001G 1.1 34 4.5 68-2
2 |Bioresearch Monitoring 5.2 0.4 5.6 68-3
(Pre-Market) GLP 68808, 68808G (2.5) (0.2) 2.7)
* (Pre-Market) Spon/Mon/Con 68810, 68810G
(Pre-Market) Clinical Investigators 68811, 68811G 2.7) (0.2) (2.9)
* 68810 is planned under 68808
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Jeremy Robbi 240-276-9227 Kristen Kamas 301-796-4391

FORM FDA 2622 (10/09)

PAGE NO.

68-1




FY 2013 ORA WORKPLAN

Oclober 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
INADA Pre-Approval Inspections

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

3. PROGRAM/ASSIGNMENT CODE(S)
68001, 68001G

4. WORK ALLOCATION PLANNED BY

ORA CENTER 45

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-om=xn

T

FOREIGN

INSPEC-
TIONS

{4)

[

DOMESTIC
INSPEC-
TIONS

(2)

1
CHEMIST
ON
INSP

TOTAL FIELD

40

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

80.0

50.0

850

TOTAL HOURS

3200

250

850

CONVERSION FACTOR

850

950

950

TOTAL OPERATIONAL FTEs

3.37

0.26

0.89

7. REMARKS

FORM FDA 2621a (10/09)

(2) - Analyst will participate on inspections as necessary.

(1) - Foreign inspections spread by DFFI. Use Operation Code 11 to report foreign inspections.

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

Resources for the Generic Animal Drug Pre-Approval Inspections PAC (68001G) are planned under 68001.

Workload Source: FACTS dalabase (registered firms in IND 56, 67, and 68; Workload Obligation is

ORA WORKPLANNING SHEET (Continued) PAGE NO.  68-2

"Yes" and Status is "Operational".)




I'Y 2013 ORA WORKPLAN

October !, 2012

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

[X] ora

[_Jcenter

5.6

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZOoO—-G0GmMX

1
FOREIGN
INSPEC-
TIONS
68810

Y

FOREIGN
INSPEC-
TIONS
68811

1

DOMESTIC
INSPEC-
TIONS
668808

()

1
DOMESTIC
INSPEC-
TIONS
68811

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

90.0

60.0

30 44

80.0 58.0

TOTAL HOURS

180

180

2400 25652

CONVERSION FACTOR

950

950!

950 950

TOTAL OPERATIONAL FTEs

0.19

0.19

2.53 2.69)

7. REMARKS

FORM FDA 2621a (10/09)

Foreign inspections are for sponsor/monitors (68810) and clinical investigalors (68811).

Inspections are to be conducled only when assignments are received from CVM.

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

(1) - Domestic resources for 68808 and 68810 are planned under 68808. Report Inspections under the appropriate PAC.

Resources for Generic Good Laboratory Practices (68808G) and Generic Sponsors, Contract Research Organizations & Monitors
(68810G) are planned under 68808. Report Inspeclions under lhe appropriate PAC.

Resources for Generic Clinical Invesligators (68811G) are planned under 68811. Report Inspections under the appropriate PAC.

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

68-3



PROJECT SUMMARY SHEET

FY 2013

1. PROGRAM CATEGORY
Animal Drugs and Feeds

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 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 115.5 17.7 1.9] 135.1
1 |Animal Drug Manufacturing Inspections 71001 10.5 0.1 1.7 12.3 71-5
2 |Feed Contaminants* 71003A-K 25.7 6.4 32.1 71-6-8
3 |Feed Manufacturing 71004,A 5.0 0.2 5.2 71-9
4 |Megal Drug Residues in Meal and Poultry 71006,M 39.5 39.5 71-10
5 |Ruminant Feed Ban Rule (BSE) Program** 71009,71R843 19.8 11.2 31.0} 71-11-13
6 IFY 13 High Risk Feed Inspection Pilot Assignment (FSMA) 71V030 6.3 6.3 71-14
7 |Methods Validation/Development Program 71R816 5.0 5.0 71-15
8 [Forensic Evaluation and Sample Analysis 71R838 1.0 1.0} 71-16
9 [Center Initiated Assignments*** 71V800 2.7 2.7 7117
*Includes 2.75 FTE's for selected research projects
**Includes: 71R833, 71R844, 99R833, and 71R824
***Includes a pool of resources lo investigate adverse events,
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Jeremy Robbi 240-276-9227 Kristen Kamas 301-796-439]
FORM FDA 2622 (10/09) PAGE NO. 71-4




I'Y 2013 ORA WORKPLAN

October |, 2012

1. PROGRAM/ASSIGNMENT TITLE

Animal Drug Manufacturing Inspection/ Type A Medicaled Articles

2 PPS PROJECT NAMENUMBER
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

[X] oa

CENTER

5. OPERATIONAL FTE POSITIONS
12.3

DISTRICT/
SPECIALIZED
LABORATORY

Z0-60mx

1
FOREIGN
INSPEC-
TIONS

(1)

7 7 2
DOMESTIC CHEM INVESTI-
INSPEC- ON GATIONS
TIONS INSPEC

(Hours) {Hours)

{2)

3
DOMESTIC
SAMPLE
coLL

(3)

)
DOMESTIC
| SAMPLE
coLL

CHEM

6
IMPORT
FIELD
EXAMS

7

DOMESTIC

SAMPL

TOBE
ANALYZED
CHEM

ES

TOTAL FIELD

33

205 600 250

50

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

1.LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

49.0

201

100/

20

40.0

7.0

0.8

35.0

TOTAL HOURS

1617

8200 600 250

350

80

700

CONVERSION FACTOR

950

950 950 950

950

950

1180

TOTAL OPERATIONAL FTES

1.70

8.63 0.63 0.26

0.37

0.08

0.59

7. REMARKS

Laboratory allocalions were planned by DFS.

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

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

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 {o the laboratories for analysis.

Workload Source: CVM allocated the number of Domestic Inspections to Districts based on their risk model for ranking firms.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE

NO. 71-5




FY 2013 ORA WORKPLAN

October 1,2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

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

3. PROGRAMIASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
71003 A,B,C,E,G-K ORA [ Jcenter 321 [8.1)

m_ 1 3 -'-"._- ity R 2 e T T - extomeny pamesuay fmenr - o e
DISTRICT/ INSPEC. | DOMESTIC g\"* ¢ B PRI (I e ] [ o
SPECIALIZED TIONS SAMPLE |  sAmP) e : ' 3

LABORATORY coLL ;ax '

zOo—-6OmM>™

[OR (2)
TOTAL FIELD 37 1615

HEADQUARTERS D &(D

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 250 4.2 el R e MRS B ; =

TOTAL HOURS 925) 6783 SRR P e B A i R

CONVERSION FACTOR 950} T ERE ] B PR e [ BRI [T o IR R
TOTAL OPERATIONAL FTEs 07 R (R e it dS OBty Y AR i) il sl B s v
7. REMARKS

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

(1) - Inspections performed as F/U to violative samples and as needed as surveillance.

(2) - Domestic Sample Collection and Analysis:

71003E - sample collection/analyses for Direct Human Contact animal feed/ingredients are for pig ears, pet treats, pet foods, and
supplements for pets. 300 of the 600 samples collected for this assignment will be sent to CVM's Office of Research

for micro analysis.

(3) - An assignment for antibiotics in ethanolic byproducts used in feeds/ingredients is planned, and may not issue, if not, use resources
for metals/pesticides/dioxins, as needed.

EXPECT THREE CENTER ASSIGNMENTS:

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

b. A second micro assignment under 71003E will cover milk replacers collected at commercial feed slores/mills, analyzing for
Salmonella .

c. A 60 sample dioxin assgt, and inspection/collection assgts (expecl ~90 samples), will issue pursuant to USDA 5 year Dioxin survey.

Workload source: FACTS database; firms in IND 69-72 with Workload Obligation of "YES” and Firm Staius of "OPERATIONAL".
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-6




FY 2013 ORA WORKPLAN

Oclober 1,2012

1. PROGRAM/ASSIGNMENT TITLE
Feed Contaminants- Domestic

2. PPS PROJECT NAMENUMBER

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

3. PROGRAM/ASSIGNMENT CODE(S)
71003 A,B,C,E,G-K

4. WORK ALLOCATION PLANNED BY

[X] oma

I CENTER

5. OPERATIONAL FTE POSITIONS

321 [17.6)

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-Gm=a

7 7 7
DOMESTIC DOMESTIC DOMESTIC
SAMPLES SAMPLES SAMPLES

TO BE TOBE TOBE
ANALYZED ANALYZED ANALYZED
Metals Myco Micro
71003B 71003C 71003E

7 7 7
DOMESTIC DOMESTIC
SAMPLES SAMPLES
TOBE TOBE
ANALYZED ANALYZED
Micro Chem
71003E 71003A

DOMESTIC
SAMPLES
TOBE
ANALYZED
Dioxin
71003G (4)

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
Antibiotics
71003K

9 9
METHODS
VAL/DEV
CONTAM ID
CHEM
(Hours)

TOTAL FIELD

60 395 300

100 290

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

18.0 11.0 13.0

150

20

2065

METHODS
VAUDEV
MICRO
(Hours)
71003E

T1003A (5) {6)

1180

13.0 6.6

30.0

23.0

TOTAL HOURS

1080 4345 3900

1300 1914

4500

4860

2065

1180

CONVERSION FACTOR

1180 1180 1180

1180 1180

1180

1180

1180

1180

TOTAL OPERATIONAL FTES

0.92 3.68 3.31

1.10 1.62

3.81

0.39

1.75

1.00

7 REMARKS

Laboratory allocations were planned by DFS.

(6) - Micro resources used for two projects:
i. Adapting a method for Listeria monocytogenes in food for animal feed (0.3 FTE's).
ii. Developing a method for detecling methicillin resistant Staph. Aureus (MRSA) in pet food/treats (0.7 FTE's).
Report time under operations for research/method validation as necessary for PAC 71003E.

(5) - Develop/adapt methods lo search for chemical conlaminants in feed/feed ingredients, including pet food/treats.
Report time under operations for research/method validation as necessary for PAC 71003A.

(4) - Dioxin samples will be used for two assignments, 60 samples for a dioxin sampling assignmenl and 90 samples for a colleclion
assignment 1o be issued pursuant with the USDA 5 year Dioxin survey.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.
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FY 2013 ORA WORKPLAN

QOctober 1, 2012

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

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
71003 A,B,C,E,G-K ORA CENTER

5. OPERATIONAL FTE POSITIONS

321

6.4]

T 4 1 8 8
DISTRICT/ IMPORT
SPECIALIZED SAMPLE

LABORATORY coLL

Chem

ZO-mGm=a

U]

ORT IMPORT IMPORT | IMPORT
PLE FIELD SAMPLES | SAMPLES
ik EXAMS 1O BE TOBE
ANALYZED | ANALYZED

B

Micro
{7)

8
IMPORT
SAMPLES
TOBE
ANALYZED
Antibiotics

TOTAL FIELD 550) i
HEADQUARTERS (b)(5)&(b)(7)(E)
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 STAEF

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 ] GRS 0.6

280

7.0 120

20

23.0]

|ToTAL HOURS 197sp R s L 180| 1750]

3360|

60|

CONVERSION FACTOR 9sof i‘ T e g50| 1180) 1180}

1180|

TOTAL OPERATIONAL FTEs 1,450

0.13] 1

48 2.85]

0.39]

7. REMARKS

samples expected by lhe laboratories for analysis.

other animal feed ingredients.

Laboratory allocations were planned by DFS.

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

(7) - Import Sample Collections and Analyses: 71003E, sample collections are for pig ears, pet treats, and pet foods as well as

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contin ued')

PAGE NO.
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I'Y 2013 ORA WORKPLAN October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Feed Manufacturing

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

3 PROGRAM/ASSIGNMENT CODE(S)

PACs 71004, A

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA CENTER 52

ZO—-0OmX

DISTRICT/
SPECIALIZED
LABORATORY

1 2 3 F 7
FOREIGN DOMESTIC DOMESTIC DOMEST. DOMESTIC
INSPEC- INSPEC- SAMPLE SAMPLE © SAMPLES

TIONS TIONS coLL COLL TO BE
GUIDANCE | ANALYZED
{CHEM) CHEM

TOTAL FIELD

5 141 60 15§ 15

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

sSw

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

50,0 28.0 78] 25.0

TOTAL HOURS

250 3948 Y 375

CONVERSION FACTOR

950 850 950 1180

TOTAL OPERATIONAL FTEs

0.26 4.16 0.49] : 0.32

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

Non-potency feed sample analysis should be charged lo 71003 A/E.
There are 336 Slate Conlract inspeclions. Charge inspeclional time for these contracts under 71S004.
Resources for audit inspections are in the BSE program (71009) under "Technical Support” hours.

Shaded area serves as a guideline for Dislricls on the specific types of samples thal should be coliected in order to match
samples expected by the laboratories for analysis. The remaining 45 collected samples are available for documentary collection.
Workload Source: CVM allocaled the number of District Inspections to Districts based on their risk model for ranking firms.

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA'WORKPLANNING SHEET (Continued) PAGENO. 71-9




FY 2013 ORA WORKPLAN
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Illegal Residues in Meat & Poultry Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71

Qctober 1, 2012

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS
71006, M ORA CENTER 39.5

B, 1 3 3 7 9 )
DISTRICT/ DOMESTIC | DOMESTIC DOMESTIC DOMESTIC METHODS TECH
SPECIALIZED INSPEC- SAMPLE SAMPLE SAMPLES VALIDEV SUPPORT
LABORATORY TIONS coLL coLL TO BE CHEM

ANALYZED
MILK CHEM (Hours) (Hours)

(1)) (2) (3) (4 5
TOTAL FIELD 600 930 400 580 360 1800

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-0OmMXD

HOURS PER OPERATION 39.0 70 25 9.4

TOTAL HOURS 23400 6510 1000 5452 360 1900
CONVERSION FACTOR 850 950 950 1180 1180 950
TOTAL OPERATIONAL FTEs 24.63) 6.85 1,05 4.62 0.31 2.00
7. REMARKS

The Cenler will issue FACTS assignments (o request Federal inspections when (he risk score of the residue reported by FSIS
exceeds the annually calculated budget-defined risk-informed threshold.

Districts may issue assignments as well, but because resources for this program are limited, Districts should discuss issuing other
assignments with CVM to determine if they fall within CVM priorities.

(1) - Documentary samples collected during inspections.

(2) - 400 Milk samples will be collected by the FDA from October through November FY13, al state certified labs and analyzed by
regional laboratories lo complete the milk assignment begun in FY12, See CVM's milk assignment for more details.

(3) - Planned analytical time may be converted to methods development (including bridging methods) per CVM's concurrence. Methods
development work will be assigned by CVM.

(4) - Additional time for methods validation and methods development studies. Report time under OP 3.
(5) - Tech support hours include supporiing state aclivities under lilegal Residues in Meat & Poultry and time for Tissue Residue Monitors.

Laboratory allocations were planned by DFS.

Workload Source: CVM allocated the number of Inspections and Sample Collections based on their risk model for ranking residue
violations in this program.

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



FY 2013 ORA WORKPLAN
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Ruminant Feed Ban Rule/BSE Program

October 1, 2012

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

3. PROGRAM/ASSIGNMENT CODE(S} 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
71009, 71R844, 71R843 -x ORA -x CENTER 31 2
(99R833, 71R833, 71R824) 0 [279]

6. 1 2 2 2 3 4 3 7

7
R DISTRICT/ DOMESTIC DOMESTIC IMPORT IMPORT DOMESTIC IMPORT IMPORT DOMESTIC | DOMESTIC
E SPECIALIZED INSPEC- INVESTH ENTRY INVESTI- SAMPLE SAMPLE FIELD SAMPLES SAMPLES
G LABORATORY TIONS GATIONS REVIEW GATIONS coLL COLL EXAMS TO BE TO BE

ANALYZED ANALYZED
[o] (Hours) {Hours) (Hours) CHEM MICRO

N (1) (2) (3) (4) L (5)
TOTAL FIELD 1205 1000 8440 1530 640 200 3200 425 215

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 FRANCISCC

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 8.5 4.0 2.5 0.4

6.0

4.0

TOTAL HOURS 10243

1000

8440

1530

2560

500

1280

2550

860

CONVERSION FACTOR 950

950

1200

250

950

950

950

1180

1180

TOTAL OPERATIONAL FTEs 10.78

1.05]

7.03

1.61

2.89

0.53}

1.35

2.16

0.73

7. REMARKS

the next page 71-13.

Laboratory allocations were planned by DFS.

firms in this program.

Workload Distribution: CVM allocaled the number of Domestic Inspections to Districls based on their risk m

odel for ranking

(1) - Inspections of performance goal firms with establishment types for renderers, protein blenders, and feed mills should be covered
once per year and olher establishment types handling or nol handling prohibited material as specified in the inspectional priorities listed on

; Filer Evaluations (Operation

(2) - Domestic Invesligation Hours are to be ulilized for OE| Improvement with a focus on searching for new firms that fall under the high risk
category. Report CVM Stale Contract Inspection Audit time under 71R843 Operation 13 (Investigation Operations)
(3) - Reporting Guidance: Import Entry Review (Electronic and Manual--Operation Code 14, PAC 71R833)
Code 95, PAC 99R833); and Follow-up to Refused Import Entries (PAC 71 R824). Includes time for mail courier review.

(4) - Import Investigation Hours are for filer evaluations, follow-up to refusals, and other operations as required by the District 1o cover
program priorities. Districts should report time under the appropriate Operation and PAC for the activities performed.
(5) - Domestic sample analysis hours are split between chem (planned for 2/3 of analytical hours) and micro (

. planned for 1/3 of analytical
hours), based on historical data. Laboratories may utilize chem and micro hours as needed.

FORM FDA 2621a (10/08) ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Ruminant Feed Ban Rule/BSE Program

October 1, 2012

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
PACs 71009, 71R844, 71R843 [ x] ora [ x ] center 31.0 31
(99R833, 71R833, 71R824) (3:1)

6. 8 9
DISTRICT/ IMPORT TECHNICAL
SPECIALIZED SAMPLES SUPPORT
LABORATORY TO BE

ANALYZED
CHEM (Hours)

(s)
TOTAL FIELD 200] 2248

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 4.3 |

TOTAL HOURS 860 2248

CONVERSION FACTOR 1180 950|

TOTAL OPERATIONAL FTEs 073 2.37)

7. REMARKS

(8) - Technical support hours include supporting slate activities under the Ruminant Feed Ban Regulation and supporting stale activilies
under the Feed Manufacturing Program, 71004. These hours also include resources for audits of state contracl inspections.

ZO-G0mM23D

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 71-12




FY 2013 ORA WORKPLAN October 1, 2012

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
9. 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
Indicated" or OAl. These inspeclions should be conducted with ihe intent that regulatory action will be pursued should the firm be unwilling or
unable to take immediate actions to correct the violations. 21 CFR 589.2000 and 589.2001 address a wide variety of firms and animal
producl operations that involve the manufacture, distribution, transportation, and feeding of animals. 21 CFR 589.2000 prohibits the feeding
of specific mammalian proleins to ruminanl animals, 21 CFR 589.2001 prohibits the use of specific cattle-origin tissues in the feed of
all animals, including pel food. As a result, the regulations have broad applications, including al operations that do not involve ruminant feeds
or lhe feeding of ruminant animals. Inspectional resources for surveillance are to be spent covering those firms or industries potentially
having the most adverse affect on BSE prevention efforts should non-compliance with regulations be encountered. CVM has developed
a mathematical system for priotitizing inspections, which ORA has used the last several years to help with the annual work-planning.
The following list of firm/industry types generally describes our priorities, in descending order:
- Follow-up 1o OAl inspections

Firms with a violative history

Firms that manufacture prohibited material or use prohibited material in their manufacturing (renderers, protein blenders, and feed mills)

Renderers

Protein Blenders

Commercial feed mills (licensed and unlicensed)

Pet food/livestock feed salvage operations

Haulers/transporters of animal feeds

Animal feed distributors/retailers

On-farm feed manufacturers (with ruminant and non-ruminant animals, or only ruminants)

Ruminant feeders

On-farm feed manufacturers (no ruminants on the farm premises)

(10/09) PAGE NO. 71-13




FY 2012 ORA WORKPLAN Oclober 1,2012

1. PROGRAM/ASSIGNMENT TITLE

2. PPS PRCJECT NAME/NUMBER

FY 13 High Risk Feed Inspection Pilot Assignment (FSMA) Monitoring of Marketed Animal Drugs, Feeds, and Devices - 7]

3. PROGRAM/ASSIGNMENT CODE(S)

71V030

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

ORA [ Jcenter 6.3

ZO-0Omx

DISTRICT/
SPECIALIZED
LABORATORY

HIGH
RISK
INSPEC-
TIONS

{1)

TOTAL FIELD

200

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

30.0

TOTAL HOURS

6000

CONVERSION FACTOR

950

TOTAL OPERATIONAL FTEs

6.32

7. REMARKS
(1) - Expect a high risk feed inspection pilot assignment to inspect such firms as salvagers, pet food/LACF manufacturers, unlicensed

medicated/unmedicated feed mills, and feed ingredient manufacturers based on assignment questions related to manufacturing
practices, flagged with a risk idenlifier, and a newly established PAC- 71V030 for FY13.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGENO. 71-14




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Methods Validation

2. PPS PROJECT NAME/NUMBER
Monitoring of Marketed Animal Drugs, Feeds, and Devices - 7]

3. PROGRAM/ASSIGNMENT CODE(S)
71R816

4. WORK ALLOCATION PLANNED BY

[ ] ora

[ ] center

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZCc—-o0mx

9
METHODS
VALDEV
CHEM

(Hours)

9
APPLIED
TECHNOLOGY
CENTER
CHEM
(Hours)

TOTAL FIELD

1205

4720

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE [ FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGICNAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

1205

4720

CONVERSION FACTOR

1205

1180

TOTAL OPERATIONAL FTEs

1.00

4.00

7. REMARKS

Workload Source - Determined by Division of Field Science, ORO

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)
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FY 2013 ORA WORKPLAN
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Forensic Evaluation and Sample Analysis

October 1, 2012

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

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

71R838 ORA CENTER 1.0

DISTRICT/ FORENSIC
SPECIALIZED ANALYSIS
LABORATORY CHEM

(Hours)

ZO-GOM2D

TOTAL FIELD 1205
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK

REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE |DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER —]
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION
TOTAL HOURS 1205
CONVERSION FACTOR 1206
TOTAL OPERATIONAL FTEs 1.00
7. REMARKS
Workload Source - Determined by Division of Field Science, ORO

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 71-16




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

Center Initiated Assignments

2. PPS PROJECT NAME/NUMBER

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

3. PROGRAM/ASSIGNMENT CODE(S)

71V800, 71022

4. WORK ALLOCATION PLANNED BY

[X] om

CENTER

5. OPERATIONAL FTE POSITIONS
2.7

Zo-0Om=

DISTRICT/
SPECIALIZED
LABORATORY

E]
DOMESTIC
INSPEC-
TIONS

7ivozz
)

INVESTI-
GATIONS

(Hours)

7
DOMESTIC
LAB
ANALYST
CHEM

7
DOMESTIC
LAB
ANALYST
MICRO

TOTAL FIELD

80

950

285

590

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

sSw

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

10.0

TOTAL HOURS

900

950

295

530

CONVERSION FACTOR

950

950

1180

1180

TOTAL OPERATIONAL FTEs

0.95

1.00

0.25

0.50

7. REMARKS
These resources include time for investigating pel turtle establishments, and to inspect pharmacies compounding animal products.
They also may be applied to sample collections and analyses when investigating adverse events.

Laboralory allocalions were planned by DFS.

71V800 Workload Source: Based the Feed Manufacluring, Feed Contaminants and Pre-Approval program inventories.

(1) - The FY13 Poultry Halchery Assignment instructs the Field to inspect designated poultry hatcheries (chicken and turkey) for
possible misuse/exiralabel use of antimicrobials. Report Inspections under PAC 71V022 Op 12.

FORM FDA 2621a (10/09)
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
RESOURCE SUMMARY

FY 2013

OPERATIONAL FTES TOTAL
OPERATIONAL

PPS FTEs
NO. |PROJECT TITLE DOMESTIC IMPORT FOREIGN

TOTAL 179.8 61.2 36.0 277.0
81 |POSTMARKET ASSURANCE: DEVICES 1.01 1.0
82 |COMPLIANCE: DEVICES 108.6} 53.1 29.2 190.9
83 |PRODUCT EVALUATION: DEVICES 29.4 4.5 33.9|
84 |SCIENCE: DEVICES 5.7 5.7
85 |MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA) AUTHORITY 14.5 0.1 14.6}
86 |RADIATION CONTROL AND HEALTH SAFETY ACT (RCHSA) AUTHORITY 20.6 8.1 2.2 30.9




FY 2013
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Postmarket Assurance: Devices - 81
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 1.0 1.0
1 [Medical Device Problem Reporting - MDR Follow-Up 81010 1.0 1.0 81-2
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Thomas P. Gross 301-796-5997 John Avdinian 301-796-4394

FORM FDA 2622 (10/09) PAGE NO. 81-1




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Medical Device Problem Reporting - MDR Follow-Up Postmarket Assurance: Devices - 81

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
81010 ORA [ Jcenter 1.0

6. 1 2 3 3 3 7 7 7
DISTRICT/ DOMESTIC | DOMESTIC | DOMESTIC
SPECIALIZED INSPEC- INVESTI- DOMESTIC DOMESYIC DOMESTIC SAMPLES | SAMPLES SAMPLES
LABORATORY TIONS GATIONS SAMPLE SAMPLE SAMPLE TO BE TOBE TO BE
(Hours) coLL coLL coLL ANALYZED | ANALYZED | ANALYZED
CHEM STER ENG CHEM STER ENG

(1) (2) 3 (4) 5)_
TOTAL FIELD 45 30 1 1 11 1 1 1
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

ZO—-6GmM>D

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 18.4 8.0 8.0 8.0] 36.0] 20.0 37.0

TOTAL HOURS 828 30 8 8 | 36] 20 37

CONVERSION FACTOR 950 950 950 950 950 1180| 1180 1180

‘TOTAL OPERATIONAL FTEs 0.87 0.03 0.01 0.01 0.01 0.03] 0.02 0.03

9. REMARKS

(1)-Inspections may be based on direcl Center assignment, as a result of receiving problem reports which are significant, or when a defect,
injury, or death that has been reported directly to a district requires followup.

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

3)-Performance testing of chemical and serological test kits.

4)-Sterility testing o confirm reporis of defective packaging and gross bacterial contamination of filth.

5)-MDR samples to confirm reported defects.

P

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 81-2



FY 2013
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Compliance: Devices - 82
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 108.6 53.1 29.2 190.9
1 |Monitoring Devices of Foreign Origin - Import 82008* 44.0 44.0 82-4-5
2 |Inspection of Medical Device Manufacturers: 101.0 29.2 130.2 82-6-8
GMP Inspections 82845A-8 (100.3) (29.2) (129.5)
Accredited Persons Audit Invesligations 82845]) (0.2) (0.2)
Accredited Persons Audit Inspections 82845P (0.5) (0.5)
3 |Condom Assignment 827002 3.6 3.6 82-9
4 |Manufacturers and Importers of Surgical/Examination Gloves  |82Z003 5.5 5.5 82-10
5 [Center Initiated Assignments 827800 5.3 5.3 82-11
6 Methods Validation/Development Program 82R816 2.0 2.0 82-12
7 [Forensic 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
Steven Silverman 301-796-5500 John Aydinian 301-796-4394
FORM FDA 2622 (10/09) PAGE NO. 82-3




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Monitoring Devices of Foreign Origin - Import Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82008, 82R824, 82R833, 99R833 ORA [ ] center 440 [43.2]

b. 2 2 2 2 4 4 6 8 8
DISTRICT/ l MI IMPORT IMPORT IMPORT IMPORT
SPECIALIZED ENTRY IMPORT MAIL INTERNATION. SAMPLE IMPORT FIELD SAMPLES SAMPLES
LABORATORY REVIEW INVESTI~ COURIER MAIL coLL SAMPLE EXAMS TO BE TO BE
(Hours) GATION REVIEW FACILITY (Physical) coLL ANALYZED ANALYZED
HOURS REVIEW MICRO (Physical) MICRO ENG
{1) (2) _ENG (3)
TOTAL FIELD 26062 4037 2200 300 60 120 20800 60 150
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 2.2 2.2 0.4 30.4 30.4
TOTAL HOURS 26062 4037 2200 300 132, 264/ 8360 1824/ 4560
CONVERSION FACTOR 1200 950 950 950 950 950 950 1180 1180
TOTAL OPERATIONAL FTEs 21.72 4.25 232 0.32 0.14 0.28 8.80 1,55 3.86
9. REMARKS
W(1 )-Import investigation hours are for filer evalutions, follow-up to refusals, label exams, and other operalions as required by the District
to cover program priorities. Districts should report time under the appropriate operation and PAC for the aclivities performed.
Field Exams are planned in a separate column.

ZOoO—-O0Om=x

(2)-Audit samples for problems other than failure 1o register or list (eg. special assignment, import alert).

(3)-Sterile devices to be lesled by USP XX method.

Reporting Guidance:

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

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

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO.  82-4




I'Y 2012 ORA WORKPLAN October 1, 2011
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Monitoring Devices of Foreign Origin - Import Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82008, 82R824, 82R833, 99R833 _ ORA [_Jcenter 440  [0.8]

6. 8
DISTRICT/ IMPORT
SPECIALIZED SAMPLES
LABORATORY TOBE
ANALYZED
CHEM

Zo—-0Om=x

TOTAL FIELD 30

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 OPERATICN 30.5
TOTAL HOURS 915
CONVERSION FACTOR 1180
TOTAL OPERATIONAL FTEs 0.78
19. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO  82-5




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspection of Medical Device Manufacturers Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82845A,B,C.G,H,J.K,P,S,81845R,T,81011 ora [ __]cenTer 130.2  [126.1]

o. 1 1 1 1 1 1 1 1 2
DISTRICT/ INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC-
SPECIALIZED TIONS TIONS TIONS TIONS TIONS TIONS TIONS TIONS INVESTI-
LABORATORY LEVELI LEVEL I LEVEL I FOREIGN FOR CAUSE FOR CAUSE | FOR CAUSE ACCRED GATIONS
DOMESTIC DOMESTIC COMPLIANCE DOMESTIC HIGH RISK | HIGH RISK PERSONS (Hours)
DOMESTIC DOMESTIC FOREIGN DOMESTIC

B82B845A 828458 82845C 828458 B2845G 82845H 82845H 82845P 828458
TOTAL FIELD 782 530§ 115 368 113 43 8] 9 1494

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 OPERATICON 39.6 63.1 115.0 65.0 723 99.9 100.0 53.0

TOTAL HOURS 30967 33443 13225 23820 8170 4296 3800 477 1494

ZO-G0OmM>D

CONVERSION FACTOR 950 950 950 950 950 950 950 950 950
TOTAL OPERATIONAL FTEs 32.60 35.20 13.92 25.18 8.60 4.52 4.00! 0.50 1.57

fo- REMARKS
The hoursfoperation module for Level | inspections has been planned at 39.6 hours/operation to include additional time for MDR review.
Level Il inspection hours/operation modules have also been adjusted 1o reflect actual work.

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

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

Foreign inspections include resources for Level |, Il, lll, and For Cause-related inspections. For planning purposes Foreign inspections will
be planned under the Level Il inspection PAC (82845B); use the appropriate reporting PAC to record accomplishments associated with
these Foreign inspections. The Headquarters line includes 30 Foreign National Expert and 146 Foreign Cadre inspections.

Accredited Person inspections are based on estimates of numbers and locations and are not based on known factors. Therefore,
resources not used in that MDUFMA program should be planned as statutory GMP inspections. If addilional 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. 82-6




FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Inspeetion of Medical Device Manufacturers Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
82845A,B,C,G,H,J.K.P.S,81845R T,81011 ora [ _]center 1302 [0.6]

6. 2
DISTRICT/ INVESTI-
SPECIALIZED GATIONS
LABORATORY (Hours)
AP.AUDITS

DOMESTIC

——

coLL

ZO-—-GmM=A

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
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
TOTAL HOURS
CONVERSION FACTOR s B
TOTAL OPERATIONAL FTES 27} 5 e g ’E::::, S
|o. REMARKS
Accredited Person Audits are conducted by NWE-DO, MIN-DO, SIN-DO, KAN-DO, SEA-DO.

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued-) PAGENO. 82-7



FY 2013 ORA WORKPLAN

October 1, 2012

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 ALLOCATION PLANNED BY

%] ora

5. OPERATIONAL FTE POSITIONS
1302 [3.5]

[ ] centErR

6.
DISTRICT/
SPECIALIZED
LABORATORY

ZO~-0OmxD

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
ENG
82845C

7 T
DOMESTIC
SAMPLES
TOBE
ANALYZED
MICRO
82845C

SAMPLES
TOBE

CHEM
82845C

DOMESTIC

ANALYZED

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
STERILITY
828455

DOMESTIC
SAMPLES
TOBE
ANALYZED
ENG
82845

7
DOMESTIC
SAMPLES
TOBE
ANALYZED
BIOBURDEN
828455

TOTAL FIELD

10

26

6 12 10 5|

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

80.0

§2.0 38.

0 88.3 25.0 20.5]

TOTAL HOURS

800

1612 22

8 1060 250 148

CONVERSION FACTOR

1180

1180 118

0 1180 1180 1180

TOTAL OPERATIONAL FTEs

0.68]

1.37 0.1

9 0.90 0.21 0.13

9. REMARKS

at WEAC and DEN Lab.

and DEN Lab.

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

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

FORM FDA 2621a (10/09)
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FY 20132 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Condom Assignment Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
827002 ORA [ ]center 3.6

TE. 1 a a 3 B
DISTRICT/ IMPORT IMPORT
SPECIALIZED INSPEC- IMPORT IMPORY SAMPLES SAMPLES
LABORATORY TIONS SAMPLE SAMPLE TO BE TO BE
coLL coLL ANALYZED ANALYZED
(Physical) (Physical) {Physical) (Physical)
CHEM ENG CHEM ENG

TOTAL FIELD 1| 197 127 197 127
HEADQUARTERS

ZO—-0mMQD

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 29.0 29 2.9] 9.5 9.5

TOTAL HOURS 29 571 368 1872 1207,
CONVERSION FACTOR 950 950 950 1180 1180
TOTAL OPERATIONAL FTES 0.03 0.60 0.39 1.50] 1.02
l9. REMARKS

Import Samples are estimated and should be collected to cover the districts’ workload.
Resources for Condom Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Import
Alert, are included as Import Entry Review Hours in PAC 82008 - Monitoring Devices of Foreign Origin. Reporting Guidance: Import Entry
Reviews (Electronic & Manual--operation code 14, PAC 82R833); Filer Evaluations (operation code 95, PAC 99R833); and Follow-up

to Refusals (PAC 82R824).

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO 829




I'Y 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE

-

2. PPS PROJECT NAME/NUMBER

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

3. PROGRAM/ASSIGNMENT CODE(S)
827003

4. WORK ALLOCATION PLANNED BY

ORA [Jeenter

5. OPERATIONAL FTE POSITIONS
5.5

DISTRICT/
SPECIALIZED
LABORATORY

ZO—GmD

4

IMPORT
SAMPLE
coLL
(Physical)
CHEM

q 8 8 9
IMPORT IMPORT
IMPORT SAMPLES SAMPLES OTHER
SAMPLE TO BE TO BE OPERATIONS
coLL ANALYZED ANALYZED (Hours)

(Physical) {Physical) (Physical) ENG
ENG CHEM ENG

TOTAL FIELD

360

303 360] 303] 1180}

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

2.3

2.3 5.2 5.2

TOTAL HOURS

828

697 1872 1576 1180

CONVERSION FACTOR

850

950, 1180 1180 1180

TOTAL OPERATIONAL FTES

0.87

0.73! 1.59 1.34 1.00

9. REMARKS

and credited.

Resources 1o cover Glove Delentions Withoul Physical Exam requests, part of the Entry Review process for entries covered by the import
Alert, are included as Import Entry Review Hours in PAC 82008 - Monitoring Devices of Foreign Origin.

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

Other Operations (Hours) are for Private Lab Review Technical Assistance/Coordination at WEAC: Review time musl be reported under
Miscellaneous Operation Code 92 with "PL" in the FACTS description field; without this consistency in reporting, your time will nol be found

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 82-10




FY 2013 ORA WORKPLAN Oclober 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Center Initiated Assignments Compliance: Devices - 82

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

822005, 822800 ORA [ ] center 53

0. 1 3 7 7 7 7 )
DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC OTHER
SPECIALIZED INSPEC- DOMESTIC SAMPLES SAMPLES SAMPLES SAMPLES OPER-
LABORATORY TIONS SAMPLE TO BE TO BE TO BE TO BE ATIONS
CENTER- CcOoLL ANALYZED ANALYZED ANALYZED ANALYZED (Hours)
INITIATED (1) CHEM (2) STERILITY (3) MICRO (4) ENG ENG (5)
822800 827800 822800 822800 822800 822800 822800

TOTAL FIELD 31 50} 5 11 15] 11 1600
HEADQUARTERS

ZO-G0Om3

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 43.2] 8.0 15.0 50.0 50.0 100.0]
TOTAL HOURS 1339 400 75 550 750 1100 1600

CONVERSION FACTOR 950 a50 1180 1180 1180} 1180 1180
TOTAL OPERATIONAL FTEs 1.41 0.42 0.06! 0.47 0.64' 0.93 1.36

9. REMARKS

Planned BSE Inspeclions (82Z005) were cancelled in FY 2008; PAC will remain active for reporting purposes and any Center-Initiated
Assignments involving BSE should be reported in PAC 82Z005.

(1)-Includes Documentary Samples and Analytical Samples.

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

(3)-WEAC--Sterility samples.

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

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 82-11



FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Methods Validation/Development Program

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

3. PROGRAM/ASSIGNMENT CODE(S)
B2RE&16

4. WORK ALLOCATION

[X] ora

PLANNED BY

[ Jcenter

5. OPERATIONAL FTE POSITIONS

2.0

6. 9
DISTRICT/
SPECIALIZED METHODS
LABORATORY VALDEV
CHEM
(Hours)

ZOoO—-G0mMmD

9

METHODS
VALIDEV
MICRO
(Hours)

TOTAL FIELD 1205

1205

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK
REGIONAL LAB

WEAC

REGIONAL STAFF
BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT
MINNEAPOLIS

NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO
SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS 1205

1205

CONVERSION FACTOR 1205

1205

TOTAL OPERATIONAL FTEs 1.00

1.00

9. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO, 82-12




FY 2013 ORA WORKPLAN October 1, 2012
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 ORA [ ]center 0.3

. )
DISTRICT/ FORENSIC
SPECIALIZED ANALYSIS
LABORATORY CHEM
{Hours)

ZO—-Om2D

TOTAL FIELD 360
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE [ NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
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 360
CONVERSION FACTOR 1205
TOTAL OPERATIONAL FTEs 0.30
9. REMARKS

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-13



FY 2013
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
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
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 29.4 4.5 33.9
| [Medical Device Premarket Approval and Postinarket Inspections; 6.2 2.5 8.7 83-15
MDUFMA User Fee 83001 (5.0) (5.0)
PreMarket Approval Inspections 83001 (1.6) (1.6)
Postmarket Approval Inspections 83001 A (1.2) (0.9) (2.1)
2 |Bioresearch Monitoring 83808-11 232 2.0 25.2 83-16
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Christy Foreman 301-796-6382 John Aydinian 301-796-4394
FORM FDA 2622 (10/09) PAGE NO. 83-14




FY 2013 ORA WORKPLAN

October 1. 2012

1. PROGRAM/ASSIGNMENT TITLE

Medical Device Premarket Approval and Postmarket Inspections

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

3. PROGRAM/ASSIGNMENT CODE(S)

83001, A

4. WORK ALLOCATION PLANNED BY

(%] oma

[ Jcenter

5. OPERATIONAL FTE POSITIONS
8.7

DISTRICT/

ZO0—-0Om=x

SPECIALIZED
LABORATORY

1

INSPEC-
TIONS
MDUFMA
USER FEE
83001

1
FOREIGN
INSPEC-
TIONS
PRE-
APPROVAL
83001

1

INSPEC-

TIONS
POST-

APPROVAL

83001A

1
FOREIGN
INSPEC-
TIONS
POST-
APPROVAL
83001A

TOTAL FIELD

67

31

34 19

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

709

43.0

33.8

45.0

TOTAL HOURS

4750

1519

1149

855

CONVERSION FACTOR

950

950

950

850

TOTAL OPERATIONAL FTEs

5.00

1.60

1.21

0.0

9. REMARKS

FORM FDA 2621a (10/09)

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

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

ORA WORKPLANNING SHEET (Continued)

PAGE NO, 83-15




FY 2013 ORA WORKPLAN

QOctober 1,2012

1. PROGRAM/ASSIGNMENT TITLE

Bioresearch Monitoring
(Pre-Market)

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

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

4. WORK ALLOCATION PLANNED BY

ORA [ ]cenTer

25.2

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-0Om=a

INSPEC-
TIONS
DOMESTIC

1 1

INSPEC-
TIONS
FOREIGN

TOTAL FIELD

300 25

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

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

73.5 75.5

TOTAL HOURS

22050 1888

CONVERSION FACTOR

950) 950

TOTAL OPERATIONAL FTEs

23.21) 1.99

19. REMARKS

-For Cause with 30-day due dates;
-Directed data audit for expedited PMA;
-Direcled data audit for non-expedited PMA;
-For Cause with 60-90 day due dates;

-OAl Follow-up (6 months);

-Routine Surveillance.

Device Bioresearch Monitoring inspections should be prioritized according to lhe following scheme:

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

Please contact Ruth Hinckley (301-796-5658) or Jim Saviola (301-796-5432) with any questions.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

83-16




PROJECT SUMMARY SHEET
FY 2013

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER
Medical Devices and Radiological Health Science: Devices - 84
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 5.7 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 2013 ORA WORKPLAN October 1,2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Test Method Development and Evaluation Science: Devices - 84

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
842002 [ ]ora CENTER 37

9
DISTRICT/ OTHER
SPECIALIZED OPERATIONS
LABORATORY (Hours)
METH DEV
ENG

ZO0~-Omxm

TOTAL FIELD 4390
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 L ABORATORY-NW
|HOURS PER OPERATION
JTOTAL HOURS 4390
|cONVERSION FACTOR 1180
[TOTAL OPERATIONAL FTEs 3.72
{9. REMARKS

Above resources are for participation in the developmenl of lest methods and testing protocol. Projects will be coordinated by the CDRH
Laboratory Staff.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 84-18




Y 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Methods Validation/Development Program Science: Devices - 84

3. PROGRAMASSIGNMENT GODE(S) 4. WORK ALLOGATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
84R816 ORA [ Jcenter 2.0

6. 9
DISTRICT/ APPLIED
SPECIALIZED TECHNOLOGY]
LABORATORY CENTER
(Hours)
MICRO

ZO—-GmMD

TOTAL FIELD 2360
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES
PA | SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
|HOURS PER OPERATION
TOTAL HOURS 2360
CONVERSION FACTOR 1180
TOTAL OPERATIONAL FTEs 2.00
[9. REMARKS
Workload Source: Determined by Division of Field Science, ORO.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 84-19




FY 2013

PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY
Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUMBER
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 FOREIGN FTEs
TOTAL 14.5 0.1 14.6
1 |Mammography Facilities Inspection Program 85014 A,CF 14.5 0.1 14.6] 85-21-22
CENTER 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




FY 2013 ORA WORKPLAN

October 1, 2012

1. PROGRAM/ASSIGNMENT TITLE
Mammography Facililies Inspection Program

2. PPS PROJECT NAME/NUMBER
Mammography Quality Standards Act (MQSA) Authority - 85

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

85014 A.C,F ORA [ Jcener

5. OPERATIONAL FTE POSITIONS

14.6

(11.0]

o. 1 1 1 1 1
DISTRICT/
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INSPEC-
LABORATCRY TIONS TIONS TIONS TIONS TIONS
FOREIGN
85014 85014 85014 85014 85014F
(1) (2) (3) (4) (5)

ZO-Gm=A

1

INSPEC-
TIONS

85014F
(6)

2

INVESTI-
GATIONS
(Hours)
85014A
{)

OTHER
OPERA-
TIONS
(Hours)
85014C

9
OTHER
OPERA-
TIONS
{Hours)
85014C

TOTAL FIELD 541 15 119 45| 9
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

2211

3374

(9)
1200

HOURS PER OPERATION 8.0 8.0 8.0 8.0 11.0]

11.0

TOTAL HOURS 4328] 120 952 360 9|

99

2211

3374

1200

CONVERSION FACTOR 1160 1160 1160 1160 1160|

1160

1160

1160

1200

TOTAL OPERATIONAL FTEs 3.73 0.10 0.82 0.31 0.09]

0.09

1.91

291

1.00!

7. REMARKS

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
(1) - Inspection of Certified Mammography Facilities not covered by the states.

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

(4) - VHA Facility Inspections.

(5) - Follow-up Inspections.

(8) - Follow-up Inspections after Waming Letter.

(7) - Audit Investigations.

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

(9) - Technical Assistance and Coordination Activities: RRHRs.

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

PAGE NO.

85-21




FY 2013 ORA WORKPLAN

October 1,2012

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)

85014 A,C,F

4. WORK ALLOCATION

ORA [ ] center 146 [3.6]

PLANNED BY 5. OPERATIONAL FTE POSITIONS

—

ZO0—Gm=aD

DISTRICT/
SPECIALIZED
LABORATORY

OTHER
OPERA-
TIONS
{Hours)
85014C
(10)

OTHER

OPERA-

TIONS
(Hours)
85014C

(11)

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGICNAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sSwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

4164

59

HOURS PER OPERATION

TOTAL HOURS

4164

59!

CONVERSION FACTOR

1160

1160

TOTAL OPERATIONAL FTEs

3.569

0.05

7. REMARKS
RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
(10) - Technical Assistance and Coordination Activities: non-RRHRs.
(11) - Compliance Activities: Warning Letters.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued) PAGENO. 8522




PROJECT SUMMARY SHEET
FY 2013
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 20.6 8.1 2.2 30.9
1 |Inspection and Field Testing of Radiation-Emilting 5.1 0.9 6.0} 86-24-25
Electronic Products:
Inspection of Manufacturers of Laser Products 86001 (4.3) (0.9) (5.2)
Field Implementation of the Sunlamp & Sunlamp 86002 0.3) (0.3)
Products Performance 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 7.7 1.0 8.7 86-26-32
Field Compliance Testing of Diagnostic X-Ray Equipment
3 |Compliance Testing of Electronic Products at WEAC 86006, A, D, E 2.8 0.3 31 86-33
4  |Imported Electronic Products 86007 * 8.1 8.1 86-34
5 |Radiological Health Control Activities: 5.0 5.0 86-35-36
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)
* In addition to PAC 86007, includes reporting PACs
86R824, 86R833, and 99R833.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Lynne L. Rice 240-276-3209 Kristen Kamas 301-796-4391

FORM FDA 2622 (10/09) PAGE NO. 86-23



FY 2013 ORA WORKPLAN October 1, 2012

|previously associated with field tests have been reprogrammed to inspections.

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection and Field Testing of Radiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA)
Products Authority - 86
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86001, 86002, 86004 ORA ] center 6.0 [4.7]
t 1 1 1 1 2 2 3 5 S
R DISTRICT/
E SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVESTI- INVESTI- | DOMESTIC FIELD FIELD
G LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS SAMPLE EXAMS/ EXAMS/
1 FOREIGN (Hours) {Hours) coLL TESTS TESTS
(o] 86001 86001 86002 86004 86001 86004 86001 86001 86002
N (1) 2) (&) (4) (5) (6) (1)
TOTAL FIELD 105 30 3 22 658| 31 5 75 30
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 17.3 36.0 36.0 20.0 ] 3.0 5.0 4.4
TOTAL HOURS 1817 1080 108 440 658 31 15 375 132
CONVERSION FACTOR 950 1180 950 950 950 950 950 950 950
TOTAL OPERATIONAL FTEs 1.91 0.92 0.11 0.46/ 0.69 0.03} 0.02 0.39 0.14
7. REMARKS
Laser products (86001): (1) - Inspections should be conducled on manufacturers of Class lllb and Class IV products. Medical
laser systems should be highest priority, followed by industrial, and commercial lasers (including laser light shows) or inspections
directed based on a for cause request. For medical lasers, a joint QSIT and electronic product radiation control inspection should be
conducted. (2) - Number of inspections to be conducted by WEAC Analysts and other EOS Specialists. (5) - Investigation Hours-
refer to Compliance Program for reporting information. (6) - Field tests may be conducted for any laser products located at a user
facility, following the same priority scheme as for inspections. (Class lllb or IV medical, industrial and commercial lasers, including
laser light show projeclors).
Sunlamps and sunlamp products (86002): (3) - Inspectional figures are only for biennial or for cause inspections of manu-
factures of sunlamp products (e.g. sunlamps, booths, or beds). Because sunlamp products are also medical devices, a joint QSIT
and electronic product radiation control inspection should be conducted. Examination of sunlamp products at a user facility (e.g.
tanning parlor, athletic club) are NOT counted as inspections because they are field tests. (7) - Each sunlamp product tested may
be counted as a separale field test, even if located in a single facility. NOTE: RRHR's Technical Assistance and Coordination under
this program is planned under Radiological Health Control Activities (PAC 86008).
Cabinet x-ray products (86004): (4) - Cabinet x-ray manufacturer inspections are to be comprehensive electronic product
radiation control inspections. Cabinet x-ray field lests are no longer to be performed routinely under this program. The hours
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FY 2013 ORA WORKPLAN

October 1, 2012

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

2. PPS PROJECT NAME/NUMBER

Authority - 86

Radiation Control and Health Safety Act (RCHSA)

3. PROGRAM/ASSIGNMENT CODE(S)

86001, 86002, 86004

4. WORK ALLOCATION PLANNED BY

ORA [ ] cenTer

5. OPERATIONAL FTE F’OSITIONS—1
60  [1.3]

ZO-0Om3D

DISTRICT/
SPECIALIZED
LABORATORY

OTHER
OPERA-
TIONS
(Hours)
86001

18]

OTHER
OPERA-
TIONS
{Hours)
86002

TOTAL FIELD

1197, 75

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

1197 75

CONVERSION FACTOR

950 950

TOTAL OPERATIONAL FTEs

1.26] 0.08

7. REMARKS
Laser products (86001):
(8) - To include all other activities such as technical assistance, coordination, and training.

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

FORM FDA 2621a (10/09)
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FY 20132 ORA WORKPLAN October 1, 2012

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 87 [7.7]

©. 1 1 1 1 2 2 5 5B
DISTRICT/
SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC- INVESTI- INVESTI- FIELD AUDITS
LABORATORY TIONS TIONS TIONS TIONS GATIONS GATIONS EXAMS/
DOMESTIC FOREIGN DIRECTED (Hours) (Hours) TESTS

ZO~-Gmx

(1) (2) (3) (4) (5) (6) (7) {7

FIELD

TESTS
ENG

TOTAL FIELD 52 K Si 5| 18 884 1051 345 30
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 ORLFANS
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 50.0 65.0 50.0 16.0 3.0 4.0

3.0

TOTAL HOURS 2600 975 250 288 884 10561 1035 120

150

CONVERSION FACTOR 950 950 950 950 950! 950 950 950

1180

TOTAL OPERATIONAL FTEs 2.74 1.03 0.26 0.30 0.93} 1.11 1.09 0.13}

0.13

7. REMARKS
(1) - Domestic inspections to be conducted based on the OEI of diagnoslic x-ray equipment manufacturers. Joint QSIT and
electronic product radialion control inspections should be conducted if possible.

(2) - Foreign inspections should be joint QSIT and electronic product radiation control inspeclions if possible.

(3) - Directed Inspections based on the OEI of diagnostlic x-ray equipment manufacturers.

(4) - Inspections based on lhe OEI of diagnostic x-ray equipmenl assemblers.

(6) - Investigation hours for review of 2579 forms (reports of assembly) in preparation for performing field tests and field test
follow up activities. °

(7) - Field tests and audits are obtained from Attachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch,
HFZ-240. Column 5B, Audits, is for quality assurance joint field tests for follow-up tests conducted by an individual qualified as an
auditor.

(5) - Investigation hours for review and planning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed) Inspections.
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FY 2013 ORA WORKPLAN October [, 2012
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 8.7  [1.0]

DISTRICT/
SPECIALIZED OTHER
LABORATORY OPERA-
TIONS
(Hours)

ZO-G0mA

TOTAL FIELD 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
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 965
CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 1.02
7. REMARKS
(8) - Coordination/technical assistance hours for field test activities.
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FY 2013 ORA WORKPLAN OCTOBER 1, 2012

ATTACHMENT A - 2013 WORKPLAN
INSPECTIONS OF MANUFACTURERS (FOREIGN AND
DOMESTIC) AND FIELD COMPLIANCE TESTING

OF DIAGNOSTIC X-RAY EQUIPMENT

NEW ENGLAND DISTRICT
Number
Systems FDA FDA
State Installed Tests 7 F/U Audits
CT
ME
MA
NH
RI
VT
* Total
NEW YORK DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U _Audits

NY (B)(5)&(D)(7)(E)

CE REGIONAL STAFF (STATES IN BALTIMORE DISTRICT)

Number

Systems FDA FDA
State Installed Tests FIU Audits
DC
MD
VA
wv

Total

PAGENO. __ 8628



FY 2013 ORA WORKPLAN OCTOBER 1, 2012

CE REGIONAL STAFF (STATES IN CHICAGO DISTRICT)

Number
Systems FDA FDA
State Installed Tests FIU Audits

I (b)(5)&(b)(7)(E)

CE REGIONAL STAFF (STATES IN CINCINNATI DISTRICT)

Number
Systems FDA FDA
State Installed Tests F/U Audits

KY (b)(5)&(b)(7)(E) -
OH
Total

CE REGIONAL STAFF (STATES IN DETROIT DISTRICT)

Number
Systems FDA FDA
State Installed Tests F/U Audits

IN (b)(5)&(b)(7)(E)
M
Total

CE REGIONAL STAFF (STATES IN MINNEAPOLIS DISTRICT)

Number
Systems FDA FDA
State Installed Audits
MN b)(5)&(b)(7)(E
ND
SD
wi
Total

PAGENO. __86-29



FY 2013 ORA WORKPLAN OCTOBER 1, 2012

CE REGIONAL STAFF (STATES IN NEW JERSEY DISTRICT)

Number

Systems FDA FDA
State Installed Tests FIU Audits
NJ (b)(3)&(b)(7)(E)

CE REGIONAL STAFF (STATES IN PHILADELPHIA DISTRICT)

Number
Systems FDA FDA
State Installed
DE
PA
Total
ATLANTA DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
GA 5)&(b)(7)(E
NC
SC
Total
FLORIDA DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits

FL (®)5)&ME)7NE)

PAGE NO. 86-30



FY 2013 ORA WORKPLAN OCTOBER 1, 2012

NEW ORLEANS DISTRICT

‘ Number

Systems FDA FDA

State Installed
AL
LA
MS
TN
Total

SAN JUAN DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits

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

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT)

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

SW REGIONAL STAFF (STATES IN DENVER DISTRICT)

Number
Systems FDA FDA
State Installed  Tests __FU Audits
co (b)(3)&(b)(7)(E)
NM
ut
WY
Total

PAGENO. ___86-31



FY 2013 ORA WORKPLAN OCTOBER 1, 2012

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT)

Number
Systems FDA FDA
State Installed Tests F/U Audits
1A
KS
NE
MO
Total
LOS ANGELES DISTRICT
Number
Systems FDA FDA
State Installed Tests F/iU Audits
AZ
CA
Total

SAN FRANCISCO DISTRICT

Number
Systems FDA FDA
State Installed Tests F/U Audits
CA
HI
NV
Total
SEATTLE DISTRICT
Number
Systems FDA FDA
State Installed Tests F/U Audits
AK
ID
MT
OR
WA
Total
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I'Y 2013 ORA WORKPLAN October I, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Compliance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA)

Authority - 86
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

86006 A.D,E [ lora CENTER 3.1

DISTRICT/ F0R1EIGN Douésnc oou;snc oouésnc Douésnc
SPECIALIZED INSPEC- SAMPLES SAMPLES SAMPLES SAMPLES
LABORATORY TIONS TOBE TOBE TO BE TO BE
PL 90- 602 ANALYZED ANALYZED | ANALYZED ANALYZED
STANDARD | MICROWAVE X-RAY NON-MED SUN
WHOLE LASERS LAMPS

TOTAL FIELD 5 61 4 424 10
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 68.0 18.0 345,0[ 15.0 25.0
TOTAL HOURS 340 1098 1380 630 250
CONVERSION FACTOR 1180, 1180 1180 1180 1180
TOTAL OPERATIONAL FTEs 0.29 0.93] 1.17 0.53} 0.21
7. REMARKS
Workplan includes both foreign inspection and laboratory testing activities for electronic products.

ZO0—-0OMXxM

For any inspections of radiation-
emitling medical device manufacturers, a joint QSI1 and electronic product radiation control inspection should be conducted by a
trained investigator. Instructions for performing inspections are provided in Compliance Program 7386.001, with time reported under
PAC 86006.

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

Laboratory allocations were planned by DFS.
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FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Imported Electronic Products Radiation Control and Health Safety Act (RCHSA)

Authority - 86 ]
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS

86007, 86R824, 86R833, 99R833 ORA [ ] center 8.1

2 2 4 a 8
DISTRICT/ IMPORT IMPORT IMPORT

SPECIALIZED ENTRY IMPORT FIELD IMPORT SAMPLES

LABORATCRY REVIEW INV EXAMS SAMPLE TOBE

(Hours) (Hours) CcoLL ANALYZED
ENG
)

TOTAL FIELD 6515 1400 400 25 25
HEADQUARTERS
REGIONAL STAFF

ZO0o—-o0omx

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 0.7 5.7 34.0
TOTAL HOURS 6515 1400 280 143 850
CONVERSION FACTOR 1200 950 950 950 1180
TOTAL OPERATIONAL FTEs 5.43] 1.47 0.29 0.15 0.72

7. REMARKS
(1) - Import investigation hours are for filer evaluations, follow-up to refusals, label exams, and other operations as required by the

District to cover program priorities. Districts should report time under the appropriate operation and PAC for the aclivities performed.
Field Exams are planned in a separate column.

Reporting Guidance:

Import Entry Reviews (Electronic and Manual--operation code 14, PAC 86R833)
Filer Evaluations (operation code 95, PAC 99R833); and

Follow-up to Refusals (PAC 86R824).

Laboralory allocalions were planned by DFS.
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FY 2013 ORA WORKPLAN

October 1,2012

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

[ oma

PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
5.0

DISTRICT/
SPECIALIZED
LABORATORY

ZO—-GOmMA

9 9
TECHNICAL
MISC ASSISTANCE
(Hours) (Hours)
RRHR RRHR
86008 86009
(1)

TOTAL FIELD

3600 2400

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA [ SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

3600 2400

CONVERSION FACTOR

1200 1200

TOTAL OPERATIONAL FTEs

3.00 2.00

7. REMARKS

See Continuation Sheet for footnotes, guidance, elc.
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FY 2013 ORA WORKPLAN

October 1, 2012

CONTINUATION SHEET

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

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

7. Remarks

(1) - RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program,
and the Mammography Facilities Inspection Program; 1200 hours will be shown in Mammography. A porlion of this total block of
time per RRHR position includes Federal/State liaison activities and use consultation to conduct this program.

This block of time also includes coordination, technical assistance, and other activities performed by RRHRs under the following
programs;

Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended (PAC 86002);

Field Compliance Testing of Diagnostic X-Ray Equipment (PAC 86003);

Field Compliance Testing of Cabinet X-Ray Equipment (PAC 86004);

Medical Device and Radiological Health Use Control and Policy Implementation (PAC 86008);

Emergency Planning and Response Activilies (PAC 86009);

Any time in excess of 0.5 hours used for these programs 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.

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

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008):
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CENTER FOR TOBACCO

RESOURCE SUMMARY
FY 2013
OPERATIONAL FTES TOTAL
OPERATIONAL
PPS FTEs
NO. [PROJECT TITLE DOMESTIC IMPORT FOREIGN
TOTAL 15.9 5.1 21.0

96 |REGULATED TOBACCO PRODUCTS: DOMESTIC AND IMPORT 15.9 5.1 21.01




FY 2013 ORA WORKPLAN October 1,2012

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Regulated Tobacco Products: Domestic and Import Tobacco - 96

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
96R800, 96T800, 96R824, 96R833 ORA [__]center 21.0  [13.

8]

6. 1 1 1 2 2 2 3 4

zo—-—oma

i @) ) ) “ )

7

DISTRICT/ PRE- INSPEC- INSPEC- INVESTI- IMPORT IMPORT DOMESTIC IMPORT DOMESTIC
SPECIALIZED APPROVAL TIONS TIONS GATIONS INVESTI- ENTRY SAMPLE SAMPLE SAMPLES
LABORATORY INSPEC- ASSIGN- (Hours) GATIONS REVIEW coLL coLL TO BE

TIONS DOMESTIC MENTS (Hours) (Hours) ANALYZED
DOMESTIC DOMESTIC CHEM

TOTAL FIELD 10 50 10 1425 2000 2500 120 60
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

60

HOURS PER OPERATION 87.0 87.0 87.0 - 60 50

9.9

TOTAL HOURS 870 4350 870 1425 2000 2500 720 360

584

CONVERSION FACTOR 950 950 950 950 950 1200 950 850

1180

TOTAL OPERATIONAL FTEs 0.92 4.58§ 0.92 1.50 2.11 2.08 0.76 038

0 50

7. REMARKS
(1) - The Domestic Pre- Approval and Inspection Assignment columns represent the Center's potential need for Inspections. There
may nol be any Pre-Approval Inspections conducted in FY 2013.

(2) - Represents the locations of half the registered tobacco facilities. FDA is required to inspect each registered facility at least
once in a two year period.

Therefore, a tobacco-trained investigator may perform a tobacco Inspection in other Districts.
Note 2: Inspectional module includes time for label exams to be conducted on inspections. Please refer to the Assignment Memo
when issued for more detailed guidance.

(3) - Represents assignments that include complaint follow-up, smokeless free sample events, and other similar investigative
assignments.

(4) - Includes Import Label Exams.

(5) - Represents samples thal may be collected during an Inspection, Investigation, or Sample Assignments.

Note 1: All Inspections are to be conducted by invesligators trained in tobacco regulation and not all Districts have such investigators.
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FY 2013 ORA WORKPLAN October 1, 2012
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Regulated Tobacco Products: Domestic and Import Tobacco - 96

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATICNAL FTE POSITIONS
96R800, 96TB00, 96R824, 96R833 ORA [ ]center 210 [7.2)

7 8 9
DISTRICT/ DOMESTIC JMPORT METHODS
SPECIALIZED SAMPLES SAMPLES VAUDEV
LABORATORY TO BE TO BE CHEM
ANALYZED | ANALYZED (Hours)
CHEM CHEM
ASSIGN (5)

TOTAL FIELD 60} 60 7531

HEADQUARTERS
REGIONAL STAFF

Z20-G0m=x

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 8.9 9.9
TOTAL HOURS 594 594 7531
CONVERSION FACTOR 1180 1180 1208

TOTAL OPERATIONAL FTEs 0.50 0.50 5.25
7. REMARKS
(6) - The hours allocated for FCC are to support 0.25 FTE for collaborative efforts with SRL and 2.0 FTEs for QOCl-related work.
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Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time:7:06:22 AM Workplan 0 - 2013 Page 22 of 120
Report Type: Complete

Region: NE REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S
REGION TOTAL 1833 87.93 0 70.60 1172 7.75 7742 18.16 498 0.73
FOOD SAFETY/COS 801 32.90 0 46.25 718 5.09 7131 16.46 341 0.23
03 788 32,67 0 4255 203 282 5240 12.90 129 0.14
04 0 4.00 0 328 310 140 907 196 10 0.01
07 0 0.00 0 0.00 79 0.33 194 041 0 0.00
09 0 0.00 0 0.00 0 0.00 325 048 0 0.00
18 0 0.00 0 016 20 009 0 0.00 0 0.00
n 0 0.00 0 026 77 035 377 057 202 0.09
29 13 23 0 000 29 0.1 88 014 0 0.00
BIOLOGICS 192 10.41 0 0.84 0 0.00 0 0.00 0 0.00
41 87 4.44 0 000 0 0.00 0 000 0 0.00
42 98 525 0 084 0 000 0 0.00 0 0.00
45 7 0.72 0 0.00 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 273 19.46 0 14.63 112 0.71 109 0.32 0 0.00
46 20 117 0 000 2 001 0 0.00 0 000
48 58 6.08 0 0.00 0 0.00 0 000 0 0.00
52 25 0.80 0 0.02 4 003 23 0.07 0 0.00
53 22 1.80 0 0.00 0 0.00 0 000 0 0.00
56 126 852 0 14.30 77 050 86 024 0 0.00
63 22 110 0 030 29 017 0 000 0 0.00
88 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
ANIMALD & F 175 5.83 0 345 313 1.76 261 0.69 0 0.00
68 7 0.49 0 0.00 0 000 0 0.00 0 0.00
71 168 5.34 0 345 313 1.76 261 065 0 0.00
DEVICES & RAD H 390 19.16 0 4,30 19 0.12 224 0.59 157 0.50
81 15 0.29 ¢ 0.00 3 0.03 0 0.00 0 0.00
82 233 13.36 0 232 15 010 222 058 0 0.00
83 55 4.02 0 0.00 0 0.00 0 000 0 0.00
84 0 0.00 0 0.00 0 0.00 0 000 0 0.00
85 51 036 0 077 0 000 0 0.00 0 0.00
86 36 1.13 0 1.21 1 0.00 2 001 157 050
TOBACCOQO PROD 2 0.18 0 1.14 10 0.06 17 0.11 0 0.00
96 2 018 0 114 10 0.06 17 oIt 0 0.00



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0- 2013

Report Type: Complete

Report: FWF118C
Page 23 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: NE REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS QPR FTE'S OPRNS OPR FTE'S
REGION TOTAL 66004 35.09 1424 52.65 7593 62.15 212 27.26 276 18.02
FOOD SAFETY/COS 59859 31.51 785 33.08 6428 48.13 212 13.27 90 332
03 52272 27.51 287 21.54 4715 3173 0 3.09 90 332
04 2341 123 3 10.19 877 958 0 0.50 0 0.00
07 4] 0.00 108 0.55 319 189 0 008 Q 0.00
09 1328 0.70 0 0.00 368 337 0 0.00 0 000
8 0 000 20 0.15 0 000 212 S 60 Q 000
21 3163 1.67 Q 0.00 EX] 0.30 0 000 0 0.00
29 755 040 59 065 114 126 0 000 0 000
BIOLOGICS 0 0.00 [i] .00 0 0.00 () 0.00 0 0.00
41 0 000 0 0.00 0 0.00 [y 000 0 0.00
42 0 0.00 0 0.00 0 000 0 0.00 0 0.00
45 0 0.00 0 0.00 0 000 0 000 0 0.00
HUMAN DRUGS 1520 1.60 243 9.14 155 2.25 0 0.96 130 10.82
46 0 000 I 101 0 0.00 0 000 13 1.01
48 0 .00 0 0.00 0 0.00 [ 000 26 269
52 0 0.00 32 134 93 1.24 0 0.00 12 10!
53 0 0.00 0 000 0 0.00 0 000 2 0.13
56 1520 1.60 190 6,40 62 1.01 0 096 77 5.98
63 0 0.00 20 0.39 0 0.00 0 000 0 000
88 0 0.00 0 000 0 0.00 0 000 0 0.00
ANIMALD & F 1179 0.53 142 1.32 187 1.47 0 1.18 12 0.82
68 0 0.00 0 0.08 0 0.00 0 0.00 6 0.51
71 1179 0.53 142 1.24 187 1.47 0 118 6 0.31
DEVICES & RAD H 3446 1.46 254 9.11 823 10.29 0 11.85 44 3.06
81 0 000 3 0.08 0 000 0 000 ] 0.00
82 3415 1.44 99 498 798 957 0 436 33 237
83 Q 0.00 0 0.00 0 000 0 000 8 049
84 0 0.00 0 0.00 0 0.00 0 572 0 0.00
85 0 0.00 0 0.00 0 0.00 0 067 0 0.00
86 31 0.02 152 4.05 25 0.72 0 110 3 021
TOBACCO PROD 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
96 0 0.00 0 0.00 0 0.00 0 000 0 0.00



Region: NE REGN

REGION TOTAL

FOOD SAFETY/COS

03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
52
53
56
63
88

ANIMALD & F
68
!

DEVICES & RAD H
81
82
83
84
85
86

TOBACICO PROD
96

Date: 07-SEP-2012
Time:7:06:22 AM

Total
OFR FTE'S

380.33

230.23
178.26
28.15
3.26
4.55
9.99
3.23
.78

11.25
4.44
6.09
0,72

59.88
3.20
8.77
4.51
1.93

39.52
1.95
0.00

17.04
1.07
15.97

60.45
0.39
3%.07
4.51
5.72
1.81
8.96

1.49
1.49

PERSNHRS

402162.30

247182.70
188842.80
31420.30
3685.00
5096.00
11925.00
3134.50
3079.10

10685.70
4218.50
5782.60

684.60

59692.60
3039.50
8331.30
4789.50
1832.20

39755.00
1945.10

0.00

17698.20
1019.00
16679.20

65351.10
393.00
41854.60
4281.50
6750.00
2101.00
9971.00

1552.00
1552.00

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report: FWF118C
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WORKPLAN SUMMARY / COMBINED OPERATIONS
Waorkplan 0 - 2013

Report Type: Complete

Report: FWF118C
Page 52 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: CE REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OFR FTE'S
REGION TOTAL 5989 272.00 0 57.62 4201 29.23 4632 10.84 1437 1.37
FOOD SAFETY/COS 2505 113,16 0 37.15 2452 19.82 4126 9,39 1298 0.87
03 2473 112,59 0 30.72 987 13.58 2738 679 504 0.53
04 0 0.00 0 604 782 3.29 638 1.31 0 0.00
07 0 0.00 0 0.00 324 1.36 254 0.54 0 0.00
09 0 0.00 0 0.00 0 0.00 209 031 0 .00
18 0 0.00 0 026 50 021 0 0.00 0 0.00
21 0 0.00 0 013 241 113 239 037 794 034
29 32 057 0 000 68 024 48 008 ¢ 000
BIOLOGICS 635 34.58 0 1.08 0 0.00 0 0.00 0 0,00
41 231 11.89 0 0.00 0 0.00 0 0.00 0 0.00
4z 385 2074 0 1.08 0 0.00 0 0.00 0 0.00
45 19 1.96 0 000 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 762 53.08 0 7.21 274 1.78 128 0.38 0 0.00
46 75 431 0 0.00 10 007 0 0.00 0 0.00
48 162 17.76 0 000 0 0.00 0 0.00 ] Q.00
52 99 3.21 0 0.05 16 0.11 54 017 0 0.00
53 54 440 0 0.00 0 0.00 0 000 0 0.00
56 335 21.52 0 696 232 1.50 74 0.21 0 0.00
63 37 189 Q 0.20 16 0.09 0 0.00 0 0.00
88 0 0.00 ] 000 0 000 0 000 0 0.00
ANIMALD & F 1032 24.76 0 3.16 1381 6.97 226 0.60 0 0.00
T 68 26 1.90 0 0.00 ¢ 0.00 0 000 0 0.00
11 1006 22.86 0 3.16 1381 697 226 0.60 0 0.00
DEVICES & RAD H 1029 44.03 0 7.23 56 0.43 135 0.37 139 0.51
81 5 0.10 0 0.02 0 0.00 0 0.00 0 0.00
82 497 29 60 0 274 55 042 128 0.33 0 0.00
83 136 10.09 0 000 0 0.00 0 0.00 0 000
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 327 227 0 1.58 ] 0.00 0 0,00 0 0.00
86 64 197 0 2.89 1 0.00 7 004 139 051
TOBACCO PROD 26 2.38 ¢ 1.79 38 0.24 17 0.11 0 0.00
9% 26 2.38 ) 179 38 0.24 17 011 0 000



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report: FWF118C
Page 53 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: CE REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS [MP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S

REGION TOTAL 24289 13.75 251 45.53 191 2.16 480 3573 802 5209
FOOD SAFETY/COS 19314 10.16 0 14.87 131 1.23 480 20.98 261 9.62
03 15423 8.12 0 287 0 000 0 363 21 9.62
04 837 0.44 0 12.00 0 000 0 0.00 0 0.00
07 0 0.00 0 000 0 0.00 0 000 0 0.00
09 876 0.46 0 000 118 109 0 0.00 0 0.00
18 0 0.00 0 0.00 0 000 480 1735 0 0.00
21 1847 097 0 000 0 000 0 0.00 0 000
29 31 0.17 0 000 13 014 0 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 2.99 0 0.00
4 0 0.00 0 000 0 0.00 0 0.00 0 0.00
2 0 000 0 000 0 0.00 0 2.99 0 0.00
45 0 0.00 0 000 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 2278 2.40 251 29.36 60 0.92 0 3.80 388 31.94
46 0 0.00 3 177 0 000 0 000 3 234
48 0 0.00 0 000 0 0.00 0 0.00 78 7.99
52 0 0.00 3 058 35 0.50 0 0.00 27 227
53 0 0.00 0 0.00 0 0.00 0 0.00 5 034
56 2278 2.40 204 1776 25 043 0 3180 247 19.00
63 0 0.00 13 025 0 000 0 0.00 0 000
88 0 000 0 9.00 0 0.00 0 000 0 000
ANIMALD & F 1301 0.58 0 1.00 0 0.00 0 178 27 2.02
68 0 0.00 0 0.00 0 0.00 0 000 19 1.60
71 1301 058 0 1.00 0 0.00 0 1.78 8 0.42
DEVICES & RAD H 1396 0.61 0 0.30 0 0.00 0 3.93 126 8.52
81 0 0.00 0 0.00 0 0.00 0 0.00 0 000
82 1330 056 0 030 0 0.00 0 000 93 681
83 0 0.00 0 000 0 0.00 0 000 22 1.27
84 0 0.00 0 000 0 0.00 0 000 0 0.00
85 0 0.00 0 0.00 0 0.00 0 1.58 5 0.03
86 66 005 0 0.00 0 0.00 0 2.35 6 041
TOBACCO PROD 0 0.00 0 0.00 0 0.00 0 2.25 0 0.00
9% 0 0.00 0 0.00 0 000 0 225 0 0.00



Region: CE REGN

REGION TOTAL

FOOD SAFETY/COS
03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
52
53
56
63
88

ANIMALD & F
68
71

DEVICES & RADH
81
82
83
84
85
86

TOBACCO PROD
96

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 -2013

Report Type: Complete

Report: FWF118C
Page 54 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Tatal
OPR FTE'S PERSNHRS

520,32 516561.90
237.25 235849.00
188.44 181805,10
23.08 24983.10
.90 1804.00
1.86 2015.60
17.82 21268.00
2.94 2793.50
1.21 1179.70
38.65 36717.00
11,89 11290.50
24.81 23568.30
1.96 1858.20
130.87 132123.50
8.49 8141.00
25.75 24464.10
6.88 6683.00
4.73 4495.90
73.58 75349.10
243 2370.40
9.00 10620.00
40.86 39631.70
3.51 3328.00
37.36 36303.70
65.92 65076.70
0.12 113.00
40.76 39177.30
11.37 10798.30
0.00 0.00
5.46 6350.00
8.22 8638.10
6.77 7164.00
6.77 7164.00
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Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time:7:06:22 AM Workplan 0 - 2013 Page 73 of 120
Report Type: Complete

Region: SE REGN I ) 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
REGION TOTAL 3077 148.50 0 4292 2085 11.92 3366 8.25 586 0.54
FOOD SAFETY/COS 1379 54.56 0 27.29 1336 7.87 3000 7.15 539 0.36
03 1361 54.24 0 24.53 530 4.65 2003 513 208 022
04 0 0.00 o} 2.54 514 198 714 1.57 0 0.00
07 0 0.00 0 0.00 98 041 63 013 0 0.00
09 0 0.00 0 0.00 0 0.00 87 0.13 0 0.00
18 0 Q.00 Q 016 44 019 0 000 0 000
21 0 0.00 0 0.06 112 050 109 0.15 331 014
29 18 032 0 0.00 38 014 24 0.04 0 0.00
BIOLOGICS 519 27.68 0 0.86 0 0.00 0 0.00 0 0.00
41 192 9.74 0 000 0 0.00 0 0.00 0 0.00
42 34 16.60 0 0.86 0 0.00 0 0.00 0 000
45 13 134 0 0.00 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 464 34.10 0 6.92 242 1.51 96 0.28 0 0.00
46 30 168 1] 0.00 2 o 0 0.00 0 Q.00
48 126 14.46 0 0.00 0 0.00 0 0.00 0 0.00
52 35 1.16 0 0.03 [ 0.04 28 0.09 0 000
53 18 146 0 000 o 0.00 0 0.00 0 000
56 207 13.02 0 6.03 143 093 68 0.19 0 0.00
63 48 2.34 0 0386 91 0.53 0 0.00 0 0.00
88 0 0.00 0 0.00 ¢ 0.00 0 0.00 0 000
ANIMALD & F 278 6.62 ] 0.67 431 2.07 22 0.06 0 0.00
68 18 1.18 o} 0.00 0 0.00 0 0.00 0 0.00
7 260 544 0 067 431 2.07 22 0.06 0 0.00
DEVICES & RAD H 399 22.05 0 5.48 14 0.08 235 0.68 47 0.18
81 3 0.06 0 001 0 0.00 0 000 0 0.00
82 260 16.11 0 3.26 13 008 232 066 0 0.00
83 67 495 0 000 0 000 0 0.00 0 0.00
84 ] 0.00 0 000 0 0.00 o} 0.00 0 0.00
85 44 0.32 0 099 0 000 ) 0.00 0 000
86 25 061 0 123 1 0.00 3 0.02 47 018
TOBACCO PROD 38 3.48 0 1.70 62 0.39 13 0.08 0 0.00
96 18 348 0 1.70 62 039 13 0.08 0 000



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report: FWF118C
Page 74 0of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: SE REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPRFTE'S
REGION TOTAL 26549 14.39 4332 75.01 3953 32.69 207 28,79 425 27.91
FOOD SAFETY/COS 23389 12.31 3577 55.98 3717 30.46 207 18,12 120 4.42
03 21523 1133 824 2778 2m2 1802 0 295 120 442
04 397 021 640 491 365 6.30 0 017 0 000
07 0 0.00 279 1.42 141 084 0 309 0 0.00
09 368 0.1 0 0.00 87 0.80 0 0.00 0 0.00
18 0 000 68 047 0 000 207 11.41 0 0.00
21 940 050 1694 20.61 183 420 0 0.51 0 000
29 161 0.08 72 0.79 29 032 0 0.00 0 000
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 3 0.13
41 0 0.00 0 0.00 0 0.00 0 0.00 a 0.00
42 0 0.00 0 0.00 0 0.00 0 0.00 3 013
45 0 0.00 0 000 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 1155 1.22 209 14.04 65 1.07 0 .98 219 17.91
46 0 0.00 0 153 0 000 0 0.00 19 145
48 0 0.00 0 000 0 0.00 0 0.00 41 4.16
52 0 0.00 0 0.71 15 021 0 0.00 14 1.18
53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.20
56 1155 122 139 745 50 0.85 0 2.98 142 10.93
63 0 0.00 70 1.35 0 0.00 0 0.00 0 000
88 0 0.00 0 300 0 000 0 0.00 0 000
ANIMALD & F 192 0.09 426 3.99 111 0.65 0 1.36 17 L14
68 0 0.00 0 0.15 ] 0.00 0 0.00 8 0.67
1 192 0.09 426 384 11 065 0 136 9 047
DEVICES & RAD H 1813 0.77 0 0.00 0 0.00 0 233 66 4.31
81 0 0.00 0 0.00 0 0.00 0 0.00 it 0.00
82 1782 075 0 0.00 0 0.00 0 0.00 42 3.10
83 0 0.00 0 000 0 000 0 0.00 16 098
84 0 0.00 0 0.00 0 000 0 0.00 0 0.00
85 0 0.00 0 000 0 0.00 0 1.06 5 0.03
86 31 0.02 0 0.00 0 0.00 0 127 3 0.21
TOBACCO PROD 0 0.00 120 1.01 60 0.50 0 4.00 0 0.00
96 0 0.00 120 101 60 0.50 0 400 0 0.00



Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Time:7:06:22 AM Workplan 0 - 2013 Page 75 of 120
Report Type: Complete

Region: SE REGN
Total
OPR FTE'S PERSNHRS

REGION TOTAL 390.91 404322.90
FOOD SAFETY/COS 218.52 233723.10
03 153.27 158648.60
04 17.68 19411,30
07 5.89 6822.00
09 L.12 1250,80
18 12.22 14567.00
21 26.66 31158.50
29 1.6% 1864.90
BIOLOGICS 28.68 27242.20
41 9.74 9256.00
42 17.59 16714.80
45 1.34 1271.40
HUMAN DRUGS 80.02 78945.60
46 4.67 4435.10
48 18.62 17683.80
52 342 3294.10
53 1.66 1575.30
56 43.59 43286.20
63 5.07 5131.10
88 3.00 3540.00
ANIMALD & F 16.65 16993.50
68 2.00 1906.00
71 14.64 15087.50
DEVICES & RAD H 35.88 35336.50
81 0.06 60.20
82 23.95 23156.80
83 5.93 5629.60
84 0.00 0.00
85 2.40 2788.00
86 3.54 3701.90
TOBACCO PROD 1116 12082.00

96 11.16 12082.00
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Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF113C
Time:7:06:22 AM Workplan 0 - 2013 Page 94 of 120
Report Type: Complete

Region: SW REGN | 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPRFTE'S OPRNS OPR FTES OPRNS OPR FTE'S
REGION TOTAL 3110 128.59 0 62.84 2271 13.70 7156 15.54 747 0.72
FOOD SAFETY/COS 1170 49.71 0 34.39 1230 §.50 6795 14.58 671 0.45
03 1156 49.46 0 3103 385 5.08 3542 891 257 0.27
04 0 0.00 0 327 510 2.00 2390 435 7 0.01
07 ] 000 0 000 154 065 147 0.31 Y 0.00
09 0 0.00 0 0.00 0 0.00 363 0.54 0 0.00
18 0 0.00 0 0.00 31 013 v} 0.00 0 0.00
21 0 0.00 0 009 121 054 327 0.44 407 017
29 14 025 0 000 29 011 26 004 0 0.00
BIOLOGICS 428 23.47 0 0.62 0 0.00 0 0.00 0 0.00
41 170 855 0 0.00 0 0.00 0 0.00 0 0.00
42 241 13.16 0 062 0 0.00 0 0.00 G 0.00
45 17 1.75 0 000 0 0.00 0 0.00 0 0.00
HUMAN DRUGS 321 23.46 0 4.63 120 0.77 79 0.23 0 0.00
46 20 117 0 000 3 002 0 0.00 [t 0.00
48 99 10.88 0 0.00 0 0.00 0 0.00 0 0.00
52 7 052 0 0.02 3 0.02 21 0.07 0 0.00
53 g 0.73 0 000 0 0.00 0 0.00 0 0.00
56 ) 163 9.51 0 4.50 104 067 58 0.17 0 0.00
63 13 0.66 0 011 10 0.06 0 0.00 0 0.00
88 0 .00 0 0.00 0 000 0 0.00 0 0.00
ANIMALD &F 668 14.15 0 1.07 905 4.33 42 0.11 0 0.00
68 19 131 0 0.00 0 000 0 0.00 0 0.00
T 649 12.84 0 1.07 905 433 42 0.11 0 0.00
DEVICES & RAD H 520 17.53 0 21.61 8 0.05 234 0.58 76 0.27
81 @ 0.14 0 000 0 0.00 0 0.00 0 0.00
§2 188 1.27 0 1879 8 005 227 0.54 ¢ 0.00
83 51 3.76 0 0.00 0 000 0 0.00 o 0.00
84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 251 1.74 0 0.57 0 0.00 0 0.00 0 0.00
86 23 063 0 225 0 0.00 7 0.04 76 0.27
TOBACCO PROD 3 0.28 0 .51 8 0.05 6 0.04 0 0.00
96 3 0.28 0 051 8 0.05 6 0.04 0 0.00



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report: FWF118C
Page 95 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: SW REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OFR FTE'S
REGION TOTAL 56400 29.37 7219 104.55 7259 59.29 218 28.47 333 22,15
FOOD SAFETY/COS 41882 22.04 5363 79.95 6943 57.09 218 20.72 101 3.72
03 36493 19.21 1004 26.15 4172 29.16 0 399 101 3in
04 634 0.33 3931 5142 2142 2292 0 5.76 0 0.00
07 0 0.00 355 1.81 193 115 0 0.25 0 0.00
09 1421 0.75 0 0.00 411 373 0 0.00 0 0.00
18 0 0.00 57 040 0 000 218 1073 0 0.00
21 3289 1.73 0 0.00 0 000 0 0.00 0 0.00
29 45 a02 16 018 30 033 4] 0.00 0 0.00
BIOLOGICS 0 0.00 0 0.00 0 0.00 1] 0.00 1] 0.00
41 0 0.00 0 0.00 0 0.00 0 0.00 0 000
42 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
45 0 000 0 0.00 0 0.00 0 000 0 0.00
HUMAN DRUGS 1862 1.96 63 582 9 0.13 0 0.13 175 14.45
46 0 000 3 1.64 0 0.00 0 0.00 17 135
48 0 0.00 V] 0.00 0 0.00 0 0.00 37 3176
52 0 0.00 0 0.39 8 6.1 0 000 10 0.84
53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.20
56 1862 1.96 53 3.66 1 0.02 0 0.13 108 830
63 Q 0.00 7 0.14 0 000 0 0.00 0 0.00
38 0 0.00 0 0.00 0 000 0 0.00 Q 000
ANIMALD & F 211 0.10 1781 18.18 302 2.08 0 5.90 13 0.86
68 4] 0.00 0 0.57 0 000 0 0.00 7 0.55
71 211 0.10 1781 1761 302 208 0 590 6 031
DEVICES & RAD H 12445 5.27 12 0.59 1] 0.00 U] L72 44 3.12
81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
82 12341 5.20 12 0.59 0 000 0 0.00 30 2.27
83 4] 0.00 0 0.00 0 000 0 0.00 11 0.64
84 ] 0.00 0 0.00 0 0.00 0 0.00 0 0.00
85 0 0.00 0 0.00 4] 000 0 0.50 Q 0.00
86 104 0.08 0 0.00 0 0.00 0 123 3 0.21
TOBACCO PROD 1] 0.00 0 0.00 0 0.00 0 0.00 1] 0.00
96 0 0.00 0 0.00 0 000 0 000 0 0.00



Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time:7:06:22 AM Workplan 0 - 2013 Page 96 of 120
Report Type: Complete

Region: SW REGN
Tatal
OPR FTE'S PERSNHRS

REGION TOTAL 465.22 494780.80
FOOD SAFETY/COS 291.15 317199.60
03 176.98 185849.80
04 89.85 103753.30
07 4.16 4691.00
09 5.01 §5613.70
18 1126 13469.00
21 2.97 2825.70
29 0.93 997.10
BIOLOGICS 24.09 22884.10
4 8.55 8125.00
42 13.7% 13096.50
45 1,78 1662.60
HUMAN DRUGS 51.58 50143.10
46 4.18 3973.00
48 14.64 13907.70
52 1.97 1900.40
53 0.93 885.90
56 28.90 28528.30
63 0.97 947.80
88 0.00 0.00
ANIMALD & F 46.78 50066.50
68 2.43 2311.00
71 44.34 477535.50
DEVICES & RADH 50.75 53605.50
81 0.14 128.80
82 38.71 40974.70
83 4.40 4178.00
84 0.00 0.00
85 2.81 3263.00
86 4.70 5061.00
TOBACCO PROD 0.88 882.00

96 0.88 882.00



(b)(5)&(b)(7)(E)




(b)(5)&(B)(7)(E)










(b)(3)&(b)(7)(E)







(b)(5)&(b)(7)(E)










(b)(B)&(b)(7)(E)







(b)(S)&(b)(7)(E)







(b)(3)&(b)(7)E)




(b)(3)&(b)(7)(E)




(b)(3)&(b)(7)(E)




(b)(5)&(b)(7)(E)




b)(5)&(b)(7)(E)




Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Time:7:06:22 AM Workplan 0 - 2013 Page 115 of 120
Report Type: Complete

Region: PA REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
REGION TOTAL 4204 192.37 0 64.16 3385 19.20 6255 15.06 1207 1.15
FOOD SAFETY/COS 2337 94.24 0 46.03 2459 14.09 5553 13,17 1096 0.73
03 2314 93 83 0 3931 944 838 3907 987 422 045
04 0 0.06 0 6.29 1039 3.68 926 2,12 8 0.01
07 0 0.00 0 0.00 177 075 174 037 0 0.00
09 0 0.00 0 000 0 0.00 191 028 0 0.00
18 0 0.00 0 0.32 55 023 0 0.00 0 0.00
21 0 D00 0 0.12 198 089 311 047 666 ? 028
29 23 041 0 0.00 46 016 44 007 0 0.00
BIOLOGICS 382 20.97 0 1.05 V] 0.00 0 0.00 0 0.00
41 178 942 o 0.00 0 0.00 0 0.00 0 0.00
42 192 10.32 0 1.05 0 000 0 0.00 0 0.00
45 12 1.24 0 0.00 0 000 0 0.00 0 0.00
HUMAN DRUGS 420 31.39 0 8.75 229 143 132 0.38 0 0.00
46 26 144 0 0.00 0 000 0 000 0 0.00
48 118 13.62 0 0.00 0 0.00 0 0.00 0 0.00
52 36 118 0 003 6 004 25 0.08 0 0.00
53 17 1.38 0 0.00 0 0.00 0 0.00 0 0.00
56 182 11.86 0 761 100 0.68 107 0.30 0 0.00
63 41 191 0 111 123 07 0 000 0 0.00
88 0 0.00 0 0.00 0 0.00 0 000 0 000
ANIMALD&F 404 10.55 0 2.62 665 3.47 199 0.52 0 0.00
68 9 0359 0 0.00 0 0.00 0 0.00 0 0.00
71 395 9.96 0 262 665 347 199 0.52 0 0.00
DEVICES & RAD H 660 35.14 0 5.17 30 0.20 364 0.94 111 0.41
81 15 0.29 0 0.00 0 000 0 000 0 0.00
82 446 26.44 o 218 28 019 358 0.90 0 0.00
83 9 6.6() 0 0.00 0 (HH} 0 0.00 0 0.00
84 0 0.00 0 0.00 0 000 0 0.00 0 0.00
85 50 0.35 0 0.90 0 ¢.00 Q 0.00 0 0.00
86 57 1.46 0 209 2 001 6 004 111 041
TOBACCO PROD 1 0.09 0 0.55 2 0.01 7 0.05 0 0.00
96 1 0.09 0 035 2 001 7 0.05 0 000



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report; FWF118C
Page 116 of 120

Date: 07-SEP-2012
Time:7:06:22 AM

Region: PA REGN 6 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S

REGION TOTAL

FOOD SAFETY/COS
03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
52
53
56
63
38

ANIMALD & F
68
!

DEVICES & RADH
81
82
83
84
85
86

TOBACCO PROD
96

18.36

16.69
13.91
1.16
0.00
043
0.00
104
016

0.00
0.00
000
0.00

0.36
0.00
0.00
0.00
0.00
030
0.00
0.00

0.33
0.00
033

0.98
000
086
0.00
000
0.00
0.12

0.00
000

221

221

[~ - = ===

62.17

52.72
39.40
11.76
046
0.00
041
0.00
0.69

0.00
0.00
0.00
0.00

7.42
090
0.00
0.38
0.00
442
1.72
0.00

2.04
0.10
194

0.00
0.00
0.00
000
0.00
0.00
0.00

0.00
0.00

61.84

56.08
3595
16.82
106
1.76
000
¢ 0o
049

0.00
0.00
0.00
0.00

2.37
000
0.00
0.00
0.00
237
000
0.00

125
0.00
1.25

2.14
000
214
000
0.00
0.00
0.00

0.00
000

™~
=R

o o [eom e S o [ o Y e B ] oo o O C O OC O oo co o Qe o

30.58

26.06
10.95
058
1.09
0.00
1245
1.00
0.00

0.00
0.00
0.00
0.00

0.08
0.00
0.00
0.00
000
0.08
0.00
0.00

2,20
0.00
2.20

2.24
0.00
0.00
000

0.00 -

083
1.40

0.00
000

366
129

[
=]

(X I i = B = B = = i = ]

T D W o

o @ = b O

23.11

4.75
475
0.00
0.00
000
0.00
0.00
000

0.13
0.00
0.13
0.00

14.45
135
330
1.18
0.13
849
0.00
0.00

0.89
042
0.47

2.89
0.00
237
048
0.00
003
0.00

0.00
0.00



Region: PA REGN

REGION TOTAL

FOOD SAFETY/COS
03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48

ANIMALD & F
68
71

DEVICES & RAD H
81
82
83
84
85
86

TOBACCO PROD
96

Date: 07-SEP-2012
Time:7:06:22 AM

Total
OPR FTE'S

487.99

324.57
156.79
42.42
3.72
.47
13.40
3.7
1.99

22.15
9.42
11.49
1.24

66.63
3.70
16.92
2.88
1.51
36.18
5.45
0.00

23.85
1.10
22.75

50.10
0.30
35.08
7.08
0.00
2.12
5.53

0.70
0.70

PERSNHRS

501868.50

341746.60
265919.20
47017.10
4139.00
275090
15934.00
3828.20
2158.20

21036.20
8944.00
10918.60
1173.60

64879.20
3510.30
16069.50
2736.60
1433.20
35559.50
5570.10
0.00

24194.60
1048.00
23146.60

49283.90
280.00
34053.30
6727.60
0.00
2464.00
5759.00

728.00
728.00

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

Report: FWF118C
Page 117 of 120



TOTAL FIELD

GRAND TOTAL

FOOD SAFETY/COS

03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46

ANIMALD & F
68
7

DEVICES & RADH
81
82
83
84
85
86

TOBACCO PROD
96

Date: 07-SEP-2012
Time:7:06:22 AM

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2013

Report Type: Complete

1 2 3
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL
OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S
18401 842.24 0 331,02 13114 81.80
8328 349.58 0 218.13 8195 55.36
8228 347.79 0 195.14 3049 34 50
] 0.00 0 2143 3155 12 36
0 0.00 0 0.00 832 3.50
0 0.00 0 0.00 0 0.00
¢ 0.00 0 0.90 200 084
0 0.00 0 0.66 749 340
100 179 0 0.00 210 075
2196 123.78 0 6.98 0 0.00
862 4467 0 0.00 0 0.00
1251 68.90 0 6.98 0 0.00
83 10.22 0 0.00 0 000
2252 162.65 (] 44,39 977 6.20
171 9.76 0 0.00 17 0.12
563 63.00 0 0.00 0 000
216 709 0 0.15 35 025
120 9.76 0 0.00 ¢ 000
1021 65.15 0 41.66 656 427
161 789 0 2.58 269 1.56
0 0.00 0 0.00 0 0.00
2557 61.91 0 10.96 3695 18.60
79 548 0 0.00 0 0.00
2478 56.44 0 10.96 3695 18 60
2998 137.90 0 44.89 127 0.88
45 0.87 0 0.03 3 003
1624 96.79 0 30.37 119 084
401 2942 0 0.00 0 0.00
0 0.00 0 0.00 0 0.00
723 504 0 482 0 000
205 579 0 967 5 002
70 6.41 0 5.69 120 0.76
70 641 0 5.69 120 0.76

Report: FWF118C

IMP SAMPL COLL
OPR FTE'S

OPRNS

29151

26605
17430
5575
832
1175

1363
230

750

750

1192

1167

25

60
60

Page 118 of 120

67.85

60.74
43.60
1130
1.75
1.73
0.00
200
036

0.00
0.00
0.00
0.00

1.59
0.00
0.00
048
0.00
[12
000
0.00

1.97
0.00
1.97

3.16
000
3.01
000
0.00
000
0.15

0.38
038

5

FIELD EXAM/TESTS

OPRNS

4475

3945
1520
25

2400

o0 o @

O OO0 O o O CoC O

(=]

(=R ~=]

n
W
=

[ R B =

530

=

OPR FTE'S

4.50

2.63
160
0.02
0.00
0.00
000
1.01
0.00

0.00
000
0.00
0.00

0.00
000
0.00
0.00
0.00
000
000
0.00

0.00
(.00
0.00

1.87
000
0.00
0.00
000
0.00
[ 87

0.00
0.00



TOTAL FIELD

GRAND TOTAL

FOOD SAFETY/COS
03
04
07
09
18
21
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
52
53
56
63
88

ANIMALD & F
68
71

DEVICES & RAD H
81
82
83
84
85
86

TOBACCO PROD
96

Date: 07-SEP-2012
Time:7:06:22 AM

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 -2013

Report Type: Complete

Report: FWF118C
Page 119 of 120

IMPORT FIELD EXAMS

OPRNS OPR FTE'S
208214 110.96
176158 92.71
152139 80.07
6406 337
0 0.00
4804 2.53
0 0.00
11209 5.90
1600 0.84
0 0.00
0 0.00
0 0.00
0 4.00
7156 7.53
0 0.00
0 0.00
0 0.00
0 0.00
7156 753
0 0.00
0 0.00
3600 1.62
0 0.00
3600 1.62
21300 9.09
0 000
20900 880
0 0.00
0 000
0 0.00
400 030
0 0.00
0 0.00

7
DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPRFTES OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S

15783 339.91 28006 218.12 1328 15171 3126 198.32
11890 236.60 25460 192,99 1328 100.03 1200 44.21
3049 117.74 17430 114.86 0 2548 1200 44.21
5905 90.29 5575 55.42 0 700 0 000
832 423 832 494 0 45] 0 0.00

0 0.00 1175 10.75 0 000 0 000

200 142 0 0.00 1328 6153 0 0.00
1694 20.61 218 449 0 151 0 0.00
210 2.31 230 2.53 0 000 0 0.00
0 0.00 0 0.00 0 2.99 37 6.35

0 .00 0 000 ] 000 1 0.07

0 0.00 0 000 0 299 23 326

0 0.00 0 0.00 0 0.00 13 3.01
937 65.78 484 6.74 0 7.95 1295 107.25
35 6.85 0 0.00 0 000 107 8.33

0 0.00 ] 0.00 0 0.00 240 24.53

35 3.40 151 207 0 0.00 83 6.97

0 000 0 0.00 0 000 15 1.0t
668 3969 333 468 0 795 850 6642
199 3.85 0 0.00 0 000 0 0.00

0 12.00 0 0.00 0 000 0 0.00
2570 26.53 750 5.45 0 12.42 83 571
0 0.90 0 000 0 000 45 3.75
2570 25.63 750 545 0 12 42 i 1.97
266 10.00 1252 12.44 0 22.07 511 34.79

3 0.08 0 000 0 000 0 000

111 587 1227 1172 0 436 406 2918

0 0.00 0 000 0 000 75 4 49

0 0.00 0 000 0 572 ] 0.00

0 0.00 0 000 0 464 15 0.10

152 405 25 072 0 736 15 103
120 1.01 60 0.50 0 6.25 0 0.00°
120 101 60 050 0 6.25 0 0.00



Date: 07-SEP-2012 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time:7:06:22 AM Workplan 0 - 2013 Page 120 of 120
Report Type: Complete

TOTAL FIELD
Total

OPRFTE'S  PERSNHRS

GRAND TOTAL 2346.43 2423014.50
FOOD SAFETY/COS 1352.98 1431161.00
03 1005.01 1036525.50

04 201.18 226585.10

07 18.93 21141.00

09 15.01 16727.00

18 64.69 77163.00

21 39.58 43740.40

29 8.59 9279.00

BIOLOGICS 140.09 133083.30
41 44.74 42499.00

42 82.12 78018.90

45 13.23 12565.40

HUMAN DRUGS 410.09 405834.00
46 25.06 23888.90

48 87.54 83157.40

52 20.39 20094.20

53 10.76 10222.50

56 238.47 238346.50

63 15.87 15964.50

88 12.00 14160.00

ANIMALD & F 145.18 148584.50
68 10.12 9612.00

7 135.06 138972.50

DEVICES & RAD H 277.09 281943.70
81 1.01 975.00

82 190.93 191910.70

83 33.91 32211.00

84 572 6750.00

85 14.59 16966.00

86 30.94 33131.00

TOBACCO PROD 21.00 22408.00

96 21.00 22408.00





