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Regional Food and Drug Directors 
District Directors 
Regional Laboratory Directors: Northeast, Southeast, Arkansas, Pacific Northwest, Pacific Southwe~.., 

To	 
WEAC, and FCC 
Investigations Branch Directors 
Laboratory Branch Directors 

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

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

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

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



And the most significant change is the addition of a permanent Director for DPEM's Program 
"Planning" and Workforce Management Branch. Carrie Mampilly assumed leadership of the 
Branch on September 2. Carrie previously worked in the Branch as a planning analyst and most """) 
recently was at CDER/Office of Compliance as a Project Management Officer. Please feel free 
to contact Carrie on any Workplaning issues. 

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

The FY 2009 Servicing Laboratories Table continues to reflect the laboratory servicing changes 
consistent with ORA's Laboratory capabilities determined by the Diyision of Field Science. 
Please review this table carefully before shipping any samples and note the latest changes. 

The FY 2009 Workplan has been published to a CD format. Your CD is non-writable and
 
cannot be used to store or save data; however you may save any of the files to your PC system or
 
to another media, i.e., zip drive, diskette, etc. You may make and distribute as many copies of
 
this CD as needed. For further instructions, consult 'A User's Guide"':' READ ME FIRST'
 
located on the CD. If you have any technical questions, please e-mail Anita McCurdy at
 
amccurdv@ora.fda,goy.
 

Any questions about the attachments or programs in the Field Workplan should be addressed to 
the program/project's planning analyst identified on the workplanning sheets (Form FDA 2622). 
Policy concerns should be directed to Carrie Mampilly at (301) 827-2667. 

Michael W. Roosevelt 

}
-; 

Attachments- See "FY 2008 Workplan Changes" files 
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FOODS AND COSMETICS 
FY 2009 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENTS 

WORKPLAN 
FTEs 

FY2008 

WORKPLAN 
FTEs 

FY2009 

FTE 
DIFFERENCE 

03003,A Import Acidified and Low Acid Canned Foods 14.8 18.0 3.2 

03037,0 
Domestic and Imported Cheese and Cheese 
Products 

24.1 28.6 4.5 

03803A Domestic Acidified and Low Acid Canned Food 16.4 18.0 1.6 

03803,B Domestic Food Safety 96.3 139.7 43.4 

03819A.B Import Foods - General 267.1 247.1 -20.0 

03842,B Domestic Fish and Fishery Products 56.4 ). 65.0 8.6 

03844,B Import Seafood Products 83.4 84.7 1.3 

03847H Juice HACCP Inspection Program 9.4 6.9 -2.5 

03R233 Foreign Inspections/Assessments 5.7 7.3 1.6 

03F098 ImportJDomestic Micro Assignment 22.1 48.9 26.8 

03R843 Contract Management 8.0 12.0 4.0 

03R845 Food Defense 38.0 38.0 

03R816 Methods ValidationlDevelopment Program 11.0 10.0 -1.0 

03 Foodbome Biological Hazards 652.7 724.2 71.5 

04004A,D 
Pesticides & Industrial Chemicals in Domestic & 
ImoortFood 

59.7 59.7 

04018 Seafood Chemotherapeutics Sampling 32.7 32.6 . -0.1 

04019A,B,C 
Toxic Elements in Foods & Foodware (Domestic & 
Import) 

19.0 17.0 -2.0 

04839 Total Diet Study 23.4 28.6 5.2 

O4F800 Field Assignments for Chemical Contaminants 7.8 6.4 -1.4 

O4R816 Methods Validation/Development Program 9.5 10.6 1.1 

O4R838 Forensic Evaluation and Sample Analysis 12.0 12.0 

04 Pesticides and Chemical Contaminants 164.1 166.9 2.8 

07001 Mycotoxins in Domestic and Imported Foods 14.6 14.6 

07R816 Methods ValidationlDevelopment Program 4.5 4.5 

07 Molecular Bioloavand Natural Toxins 19.1 19.1 

09006A,B Imported Foods-Food and Color Additives 13.6 13.6 

09 Food and Color Additives Petition Review 13.6 13.6 

18002 Retail Food Protection- State PrOQram 23.0 24.0 1.0 

18003 Milk Safety Proaram 20.3 20.4 0.1 

18004 Molluscan Shellfish Evaluation Program 12.0 14.5 2.5 

18029A-F 
Interstate Travel Program Conveyances & Support 
Facilities 

20.7 21.8 1.1 

18 Technical Assistance: Food & Cosmetics 76.0 80.7 4.7 

21002 Medical Foods - Domestic and Import 4.3 4.3 

21003 Domestic Food Labeling and Economics Program 3.1 3.1 

21005 Domestic & Import NLEA 9.3 11.4 2.1 

21006 Infant Fonnula Program 5.4 5.4 

21008 Dietary Supplements 16.9 20.3 3.4 

21839 Selected Nutrients in Foods - Total Diet 3.4 3.4 

21R816 Methods ValidationlDevelopment Program 1.0 1.5 0.5 

21 Food Composition, Standards, labeling, & Econ 40.3 49.4 9.1 

29001 Cosmetics Program - Imoorted and Domestic 8.4 8.1 -0.3 

29 CololS and Cosmetics Technology 8.4 8.1 -0.3 

Totalll"lSSlon Direct: Pre and Annual Planned 
FTEs 

974.2 1062.0 87.8 



BIOLOGICS
 
FY 2009 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTEs 

FY2008 

WORKPLAN 
FTEs 

FY 2009 

FTE 
DIFFERENCE 

41002 Tissue Establishments 19.5 22.5 3.0 
41808 Good Laboratory Practices * * 
41809 Institutional Review Board * * 
41810 Sponsors CROs, Monitors * * . 

41811 Clinical Investiaators 5.4 4.4 -1.0 
41 Human Cellular, Tissue, & Gene Therapies 24.9~ 26.9 2.0 

42001F,G Blood Banks 53.0 53.0 
42002 Source Plasma Establishments 9.4 10.4 1.0 
42007 Exam of Blood/Components - Import 2.5 3.0 0.5 
42008,A Licensed Viral Marker Test Kits 2.5 2.5 
42809 Institutional Review Board * * 
42810 Sponsors, CROs, Monitors * * 
42811 Clinical Investigators 3.5- 4.0- 0.5 
42811 Foreian SIMa Inspection 
42845A,B,C Medical Device Manufacturers (Biolooics) 0.5 0.5 
42848A,F,G Plasma Derivatives of Human Orioin 3.0 3.0 
42 Blood & Blood Products 74.4 76.4 2.0 

45809 Institutional Review Board * * 
45810 Sponsors, CROs Monitors * * 
45811 Clinicallnvestiaators 6.0 6.5 0.5 
45848A,F,G Licensed A1leraenic Products 0.7 0.7 
45848B,C,D Vaccine Products 4.0 ' 4.5 0.5 
45 Vaccines & Alleraenic Products 10.7 11.7 1.0 

Total Mission Direct: Pre and Annual Planned 
FTEs 

110.0 115.0 5.0 

*	 BIMO: 41808, 41809, and 41810 are planned under41811; 42809 & 42810 are planned under 
42811; 45809 & 45810 are planned under 45811. 

** Foreign BIMO Inspections include GLPs and Clinical Investigators in PPS 41,42, & 45 and are 
planned under 42811. 



HUMAN DRUGS 
FY 2009 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENTS 

WORKPLAN 
FTEs 

FY 2008 

WORKPLAN 
FTEs 

FY 2009 

FTE 
DIFFERENCE 

46832B,C 
NDA Pre-Approval Inspectionsllnvestigations 
[(Domestic) 

9.6 9.0 -0.6 

46832B,C 
NDA Pre-Approval Inspectionsllnvestigations 
I(Foreign) 

14.0 14.0 

46 New Drug Evaluation 23.6 23.0 -0.6 

, 
48001/A In Vivo Bioequivalence (Domestic) 6.0 5.5 -0.5 

48001/A Foreign Inspections (In Vivo, GlP, CI) 3.0 3.5 0.5 

48808 Good Laboratory Practices 4.0 4.0 

48809 Institutional Review Boards 5.0 5.8 0.8 

48810 Sponsors, Contract Research Orgs, Monitors 3.0 3.3 0.3 

48811 Clinical Investigators (Domestic) 28.3 25.0 -3.3 

48812 Clinical Investigators (Foreign) 15.0 15.0 

48 Bioresearch Monitoring 49.3 62.1 12.8 

52832 
ANDA Pre-Approvallnspectionsllnvestigations 

I(Domestic) 
13.1 5.0 -8.1 

52832 
ANDA Pre-Approvallnspectionsllnvestigations 
[(Foreign) 

8.3 10.0 1.7 

52 Generic Drug Evaluation 21.4 15.0 -6.4 

53001A,B Adverse Drug. Exp. Rpt. Regul (Domestic) 8.5 10.0 1.5 

53001A,B Adverse Drug. Exp. Rpt. Regul (Foreign) 1.0 1.0 

53 Postmarket Surv. & Epidemiology 9.5 11.0 1.5 

56002A-F Drug Process Inspections-Domestic 106.0 84.0 -22.0 

56002E Drug Process Inspections - Gas Manufacturers 4.0 5.0 1.0 

56002A-F Foreign Drug Inspections 12.5 34.0 21.5 

56008A,C Drug ProdUct Surveillance (Domestic) 25.7 20.0 -5.7 

56008H Drug ProdUct Surveillance (Import) 30.5 30.9 0.4 

56021A,B Drug Quality Reporting Systems-DQRS 4.0 4.5 0.5 

56022 Enforcement of Rx Drug Marketing Act 2.0 2.0 

56843 Post-Approvallnspections/lnvestigations (Domestic) 2.0 2.0 

56843 Post-Approval Inspections/Investigations (Foreign) 2.0 2.0 

560015 Pharmacy Compounding Assignments 4.0 5.0 1.0 

56R838 Forensic Evaluation and Sample Analysis 10.0 10.0 

56 Drug Quality Assurance 198.7 199.4 0.7 

63001 Intemet, Health Fraud, & OTC Monographs 4.5 4.5 

63002 
New Drugs (Prescription) Not Covered by Approved 
NDAs 

4.0 5.0 1.0 

63 Unapproved & Misbranded Drugs 8.5 9.5 1.0 

88­ Shelf Life Extension Projects 12.0 12.0 
United States Pharmacooeia CUSP) Reference 7.0 7.0 

88 Interagencv Cooperative Activities 12.0 19.0 7.0 
Total Mission Direct: Pre and Annual Planned 
FTEs . 

323.0 339.0 16.0 



ANIMAL DRUGS AND FEEDS 
FY 2009 WORKPLAN CHANGES 

) 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTEs 

FY.2008 

WORKPLAN 
FTEs 

FY2009 

FTE 
DIFFERENCE 

68001 NADA Pr~Approval Inspections 2.3 . 2.9 0.6 

68808 (Pre-Market) GLP and Spon/Mon/Com 2.0 2.0 

68810· 
Sponsors Contract Research 
Orgs./Monitors 

• • 

68811 (Pre-Market) Clinical Investigators 2.5 2.4 -0.1 

68 
Pre-Approval Eva!. of Animal Drugs & 
Food Additives 

6.8 7.3 0.5 

71001A,S·· Animal Drug Manufacturing Inspections 8.0 8.4 0.4 

71003A-J Feed Contaminants 14.2 18.3 4.1 

71004A Feed Manufacturing 5.3 4.2 -1.1 

71006 Illegal Drug Residues in Meat and Poultry 12.0 16.9 4.9 

71009,71R844*** Ruminant Feed San Rule (SSE) Program 54.3 54.4 0.1 

71R816 Methods Validation/Development Program 5.0 5.0 

71 R831 , 71R838 Forensic Evaluation and Sample Analysis 1.0 1.0 

71V800 Center Initiated Assignments 4.5 2.6 -1.9 

71R852 Pandemic Preparedness (CANCELLED) 

71 
Monitoring of Marketed Animal Drugs, 
Feed & Devices 

104.3 110.8 6.5 

Total Mission Direct: Pre and Annual 
Planned FTEs 

111.1 118.1 7.0 

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



MEDICAL DEVICES AND RADIOLOGICAL HEALTH 
FY 2009 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTE8 

FY2008 

WORKPLAN 
FTEs 

FY2009 

FTE 
DIFFERENCE 

81010 Med Dev Problem Reporting-MDRIDEN FlU 0.5 0.5 

81 Postmarket Assurance: Devices 0.5 0.5 

82008 Monitoring Device of Foreign Origin-Imports 28.1 29.1 1.0 

82845A,B,C.G,S Inspection of Medical Dev Mfgrs: GMP Domestic 87.4 92.9 5.5 

82845B Inspection of Medical Dev Mfgrs: GMP Foreign 13.7, 17.2 3.5 

82845P Inspection of Accredited Persons: MDUFMA 1.0 0.5 -0.5 

82845J Audits of Accredited Persons 0.3 0.3 

82Z002 Condom Assignment 3.6 3.6 

82Z003 Mfgrs & Importers of Surgical/Exam Gloves 6.5 6.5 

82Z005 SSE Assignment (CANCELLED) 

82Z800 Center Initiated Assignments 1.5 1.0 -0.5 

82R816 Methods Validation/Development Program 2.0 2.0 

82R83B Forensic Evaluation and Sample Analysis 0.3 0.3 

82 Compliance: Devices 144.4 163.4 9.0 

83001/A Med Dev PremktlPostmkt Insp Domestic 7.1 7.1 

83001/A Me<! Dev PremktlPostmkt Insp Foreign 2.6 2.6 

83808-11 Bioresearch Monitoring Domestic 24.5 24.5 

83810-11 Bioresearch Monitoring Foreign 0.8 O.B 

83 Project Evaluation: Devices 35.0 35.0 

84Z002 Test Method Development & Evaluation 3.7 3.7 

84RB16 Methods ValidationJDevelopment Program 1.0 1.0 

84 Science: Devices 4.7 4.7 

85014 Mammography Facilities 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 4.2 4.2 

86001 Inspection of Mfgrs of Laser Products Foreign 0.2 0.2 

86002 Field Implementation of Sunlamp Products 0.3 0.3 

86003 
Field Compliance Testing of Diag X-Ray Equip 
Domestic 

8.5 7.8 -0.7 

86003 
Field Compliance Testing of Diag X-Ray Equip 
Foreign 

0.7 0.7 

86004 Field Compliance Testing of Cab X-Ray Equip 0.5 0.5 

86006A,B,D,E Compliance Testing of Elec Prod at WEAC Domestic 3.1 3.1 

86006 Compliance Testing of Elec Prod at WEAC Foreign 0.8 0.8 

86007 Imported Electronic Products 7.2 7.2 

86008 
Med Dev & Roo Hith Use Control & Policy 
lmolementation 

3.0 3.0 

86009 Emergency Planning & Response Activities 2.0 2.0 

86 Radiation Control & Health Safety Act (RCHSA) 29.8 29.8 

Total Mission Direct: Pre and Annual Planned 
FTEs 

229.0 238.0 9.0 
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SERVICING LABORATORIES 
FY 2009 

CHEMISTS I ENTOMOLOGISTSIBIOLOGISTS 
SOUTHWEST PACIFICREGIONS»»»»»»> NORTHEAST CENTRAL SOUTHEAST 

lOS SAN SEAATL FLA NOl SJN DAl DEN KAN SWiD SWiDNWE NYK 8lT CHI CIN DET MIN NWJ PHICOLLECTING DISTRlC1>>>>>>> 
TX&NM CA&AZFOOD & COSMETICS 

03 FOODBORNE 810l0G HAZARDS 

-
IMPORT AIL ACID CAN FD 03003,A NRl NRl SRl ARL SRl ARl ARl NRl SRl SRl SRl SRl - DEN KAN ARl PRS PRS SAN PRN 
IMP CHEESE PRODUcrs (Flllb) 030378 SRl NRl SRl ARl SRL ARl ARl - SRl SRl SRl SRl SRl DEN DEN DEN ARL PRN PRS SAN PRN 
DOM ACIDIL 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 (Filth) 
DOMEIITIC FOOD SAFETY 

038038 
03803C 

NRl 
NRl 

NRl 
NRl 

SRl 
SRl 

ARl 
ARL 

SRl 
SRl 

ARl 
ARl 

ARl 
ARl 

NRl 
NRl 

NRl 
NRl 

SRl 
SRl 

SRl 
SRl 

SRl 
SRL 

SRl 
SRL 

KAN 
KAN 

DEN 
DEN 

KAN 
KAN 

-- -
-

PRS 
PRS 

PRS 
SAN 

PRN 
PRN 

DOMEIITIC FOOD SAFETY (AllereeD) 03803C NRl NRL DET DET DET DET DET DET DET SRL SRl SRl SRl ARl ARl ARl - - PRS PRS PRS 
IMPORTED FDS-GENERAL (Flllb) 03819A NRl NRL SRL ARL SRl ARl ARL - NRl SRL SRL SRl SRL - DEN KAN ARl PRS PRS PRS PRN 
IMPORTED FDS-GENERAL 038198 NRl NRl SRl ARl SRl ARl ARl - NRl SRl SRl SRl SRL - DEN KAN ARl PRS PRS SAN PRN 
IMPORTED FDS GENERAL (AllereeD) 038198 NRl NRl DET DET DET DET DET DET DET SRl SRl SRl SRl ARl ARl ARl ARl PRS PRS PRS PRS 
DOM FISH'" FISHERY PROD (Flllh) 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 - - - - -­ - - - - - - - - - - - - - PRN 

IMPORT SUFOOD PROD 038448 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 - - - - - - - - - - - - - - - - - - PRN 

JUICEHACCP 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 

104 PESTICIDES & CHEM CONTAM. 

PEST '" CHEM DOM FDS '" SEAFD O4OO4A NRL NRl SRL ARl SRl ARl ARl SRl SRl SRL SRL SRl SRL KAN KAN KAN - - PRS PRS PRN 
DIOXIN ANALYSIS 040040 ·ARL· -ARL­ -ARL· ·ARL· ·ARL· ·ARl· -ARl· ·ARL· ·ARL· ·ARL· ·ARL· ·ARl. -ARL· ·ARL· -ARL· -ARL· - - -ARl· ·ARl· ·ARl· 

IMP FOODS - PESTICIDES O4OO4A 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 011 04019A NRL NRL SRl KAN SRl KAN KAN SRl SRL SRl SRL SRL SRL KAN KAN KAN KAN KAN SAN SAN SAN 
TOXIC ELM TUUCK WARE-Oil 040198 NRL NRL SRL KAN SRL KAN KAN SRL SRL SRl SRL SRL SRL KAN KAN KAN KAH KAN PRS SAH SAN 
RADIONUCLIDES IN FDS-DII 04019C ·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 -KAH· -KAN· ·KAN· ·KAH· ·KAN· KAH -KAH· -KAH· ·KAN· ·KAN· ·KAN· -KAN· -KAH· ·KAN­ -KAN­ -KAN· - .. -KAH· ·KAH· -KAN· 

107 MOL 810 & NATURAL TOXINS 
MYCOTOXINS DOM FDS (AFLA) 07001 -8RL· -8RL· -8RL. -8RL· -8RL· -8Rl· -8Rl· -8RL· -8RL· -8RL· -8Rl· -8RL· -8RL· -8Rl· -8Rl· -8RL· - '. -8RL· -8Rl· -8RL· 
MYCOTOXINS DOM FDS (FUM) 07001 -KAH. -KAH. -KAH. -KAH· -KAN· ·KAN­ ·KAN­ -KAN­ -KAN· -KAN­ -KAN· -KAN· -KAH­ -KAN· -KAN­ -KAN­ -­ -­ ·KAN· ·KAH­ -KAN­
MYCOTOXINS DOM FDS (OCHRA) 07001 NRl HRL NRL KAH HRl KAN KAN NRL NRL KAN KAN KAH KAN KAN KAN KAH - - PRN PRH PRN 
MYCO DOM FDS (DON,PATULlN) 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 HRL NRL SRL SRl SRL SRL SRL SRL SRL SRL SRL SRL SRL KAN KAN KAN KAN KAN PRN PRN PRN 
MYCOTOXINS IMP FDS (FUM) 07001 -KAH. ·KAN· ·KAN· -KAN­ -KAH. -KAN­ -KAH­ ·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 SURVl 07001 -BRL· SRL· -8RL· -8Rl· -8Rl­ SRL -BRl· -BRL· -BRL· -BRl· -BRL­ -BRL· -8RL­ -BRl· -BRl­ -BRl­ -BRL. -8Rl· -8Rl· -BRL­ -BRL· 

09 FOOD & COLOR ADDITIVES 
IMPORT FOODS (FD ADDS) 09008A NRL NRL NRL ARl NRl DET ARL NRL SRL SRL SRl SRL DEN DEN DEN DEN DEN SAN SAN SAN 
IMPORT FOODS (COWR) 090088 NRl NRL NRL ARL NRl DET ARL - NRL SRl SRL SJN SJN DEN DEN DEN DEN DEN SAN SAN SAN 
DOM FD SAFETY (COWR) 0990S,E NRl NRl NRL ARl NRl DET ARl - NRl SRl SRl SJN SJN DEN DEN DEN - - SAN SAN SAN 
DOM to SAFETY (FD ADDSI 09803 F NRl NRl NRl ARl NRl DET ARL - NRL SRL SRl SRL SJN DEN DEN DEN - - SAN SAN SAN 

21 FOOO COMP sros LABEL & ECON 
MEDICAL FOODS 21002 ·SRl· -8Rl· -BRl· -8Rl· -BRl· -8Rl· -BRl· -BRl· -BRl· -BRl· -BRl· ·SRL· -BRl· -BRL· -BRL· -BRL· - - ·SRl· -BRL· -BRl· 
NLEA ENFORCEMENT DOM 21006 -BRl· -BRL· -BRL· -8Rl­ -BRl· -BRl­ ·SRl· -BRL· -BRL· -BRl· -SRl­ -BRl· -BRl· -BRl· -BRl· -BRl· - - -SRl· -SRl· -SRl· 
NLEA ENFORCEMENT IMP 21006 -SRl· -SRL· -8RL· -8Rl· -8Rl­ -8RL· -8RL· - -8Rl· -8Rl· -SRl· -SRl· -8Rl· - -SRl­ -SRl· -SRl­ ·SRl· -SRl· ·SRl· -SRl· 
INFANT FORMULA DOMIIMP 21008 -8Rl· -SRl· -SRl· ·SRl· -SRl· -SRl· ·SRl· -SRl· -SRl­ -8Rl· ·SRL· -SRl· -8Rl· - -SRL­ -8Rl· -8Rl· -8RL· -SRl­ -8Rl· -8Rl. 
DIETARY SUPPLEMENTS 2100S -SRl. -BRL· -BRl· -BRL· -BRL· -BRl· -BRL· -BRL· -BRL· -BRl· -BRL· -BRL· -BRL· -BRL· -BRL· -BRL· -BRL· -BRl· -BRL· -SRL· -BRL· 
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· 

129 CbSMETlCS 
DOMIIMP COSMETICS 29001 NRL NRL NRL ARl NRl DET ARl NRl NRl SRL SRL SRL SRl ARl ARl ARL ARl ARL SAN SAN SAN 

NATIONAl & SPECiAl SERVICING LABS INDICATED WITH DASHES (e.g. ·WEA·) 

+ NlItlonal Expert: Collecting Dlstrlcls Check with DFS (HFC-140) Except for 8resded Shrimp· S.. Compliance Program for lI.t of laboratorle. 
++ NlItlonal Expert: Collecting Dlatrlm Check with DFS (HFC-140) 

SWiD • TX & NM Column: !lample. collected In TX or NM will be enalyzed by the Lebe listed.
 
SWiD • CA & AZ Column: Semp1e8 collected In CA or AZ will be analyzed by the Leba lIelsd. 1
 



SERVICING LABORATORIES 
FY 2009 

CHEMISTS I ENTOMOLOGISTSIBIOLOGISTS 
REGIONS»»»»»» NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC 

COLLECTING DISTRICT>>>>> NWE NYK BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJN DAL DEN KAN SWiD SWiD LOS SAN SEA 

HUMAN DRUGS TX&NM CAIoAZ 

146 NEW DRUG EVALUATION 
NDA eREM INSP 46832 NRL NRL PHI DET FCC DET DET PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS PRN PRN 
PRE APPROVAL PROFILE 46832B,C NRL NRL FCC FCC FCC FCC FCC FCC FCC NRL NRL NRL NRL FCC FCC FCC - - FCC FCC FCC 
PRE APPR FOREIGN CllEM INSP 46832 NRL NRL PHI PHI FCC PHI PHI PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS SAN PRN 
PRE APPR FOREIGN PROhLE 46832B C NRL NRL NRL NRL NRL NRL NRL NRL NRL NRL NRL ·NRL NRL NRL NRL NRL - - NRL NRL NRL 

112 GENERIC DRUG EVALUATION 
ANDA CHEM INSP 12832 NRL NRL PHI PHI FCC DET PHI PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS SAN PRN 
GEN PRE APPROV PROFILE 12832B,C NRL NRL FCC FCC FCC FCC FCC FCC FCC NRL NRL NRL NRL FCC FCC FCC - - FCC FCC· FCC 
PRE APPR FOREIGN CHEMINSP 12832 NRL NRL PHI PHI PHI PHI PHI PHI PHI SRL SRL SRL SJN DEN DEN KAN - - 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 

5& DRUG QUAUTY ASSURANCE 
DPI ellEM ON INSI' 56002A~ NRL NRL PHI DET PHI DET DET PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS PRN PRN 
DRUG PROCESS INSP (DSA) 56002A~ NRL NRL PHI PHI PHI DET PHI PHI PHI SRL SRL SRL SJN DEN DEN DEN - - PRN PRN PRN 
FOREIGN CUEM INSP 58002A~ PHI NRL PHI PHI FCC DET PHI PHI PHI SRL SRL SRL SJN DEN DEN KAN - - PRS SAN PRN 
DRG PROD SURVEY (API) 58008A -SJN· -SJN. -SJN-· -5JN­ -SJN­ -SJN­ -SJN­ -SJN· ·SJN· -SJN­ -SJN· -SJN· -SJN· -SJN­ -&IN­ -&IN­ -SJN­ -sJN· -&IN­ -SJN· -SJN· 
DRG PROD SURVEY (DPS) 56008A . NRL NRL PHI PHI PHI DET PHI PHI PHI SRL SJN SRL SJN DEN DEN KAN - - PRS PRN PRN 
DPSAPI 56008H NRL NRL PHI. DET PHI DET DET PHI PHI SRL SJN SJN SJN - - -­ DEN DEN PRS PRN PRN 
DPS FINISIIED DOSAGE 56008H -PRN­ -PRN­ .PRN­ -PRN­ -PRN­ ·PRN­ -PRN­ -PRN­ -PRN· -PRN· -PRN· -PRN· -PRN­ - - - -PRN· -PRN­ -PRN­ -PRN· -PRN· 
DQRSlNDA FLO ALERT REPT 56021A,B NRL NRL PHI DET PHI DET DET PHI PHI SRL SRL SJN SJN DEN DEN DEN - - PRN PRN PRN 
ax DRG MKTG ACf (PDMA} 5600UA NRL NRL PHI PHI PHI PHI PHI PHI PHI SJN SJN SJN SJN DEN DEN DEN - - PRN PRN PRN 

183 INTERNET FRAUD OTe MONO 83001A 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 Leboratorles for Ssmples Collected Under 56008A1H. Drug Product Surveillance will be assigned by DFS (HFC-140) based on expertise of drug lab for each speclflc drug sampled.
 
SWiD • TX & NM Column: &amples collected In TX or NM will be analyzed by the Leba listed. .
 
SWiD • CA &AZ Column: SImples collectBd In CA or AZ will be analyzed by the Lebs listed.
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SERVICING LABORATORIES
 
FY 2009 

CHEMISTS / ENTOMOLOGISTS/BIOLOGISTS 
REGIONS»»»»»»»»»
 
COLLECTING DISTRICT»»>
 
ANIMAL DRUGS & FEEDS 

188 PRE APPR MON ANIMAL DGS FEEDS 
NADA PRE APPROVAL INSP 68001 

METHOD VALIDATION 68001 
GLP NONoCLlNICAL 68808 

171 POST APPR MON ANIMAL DOS FEEDS 
ANIMAL DRUG MANUF INSP 71001 
DOMJIMP FEED CONTAMIN 71003A 
nED CONT METALS 71003S 
FEED CONT MVCOTOXINSID 71003C 
FEED CONT MVCOTOXINS IMP 71003C 
nED CONT DIOXIN ANALY 011 71003G 
nED MANUFACTURING 71004 
TYPE "A" MED ARTICLES 71005 
ILL RESIDUES-MEAT & PLTRY 71006 
METHOD VALIDATION 71006 

BSE PROGRAM DOMESTIC 71009 
BSE PROGRAM IMPORT 71009 

I MEDICAL DEV & RAD HLTD 
181 P08TMKTASSURANCE:D~CES 

PMlDEN PIU CH & SER TEST 61010 
PMlDEN PIU RADIONUCLIDES 81010 

182 COMPLIANCE: D~CES 

MFRS - REAGANTS 82848C 
MFRS· IN VITRO 82845C 
MPRS· SPORICIDAL 82846C 
MPRS· TUBERCULOCIDAL 82848C 
CONDOM ASSIG DOM / IMP 82Z002 
SURGICAL EXAM GLOV£S 82Z00S 
CTR INIT ASGN TEST KT/REAG 82Z800 
CTR INIT ASGN RADiOIMMVN 82Z800 

NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC 

NWE NYK BLT CHI CIN DET MIN NWJ PHI ATL FLA NOL SJN OAL DEN KAN SWID SWID LOS SAN SEA 

TX&NM CA&AZ 

NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRl SRL SRL KAN KAN KAN - - PRN PRN PRN 
NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRl SRL SRL DEN DEN KAN - - PRN PRN PRN 
NRL NRL KAN Ai'll KAN ARl Ai'lL SRL KAN SRL SRl SRL SRL KAN DEN KAN - - PRN PRN PRN 

NRL NRL SRL KAN SRL KAN KAN SRL SRL SRL SRL. SRL SRL KAN IKAN KAN - - PRN PRN PRN 
NRL NRL SRL KAN SRL ARL KAN NRL NRL SRL SRL SRL SRL KAN KAN KAN ARL Ai'll PRS ,PRS PRN 
NRL NRI. SRL KAN SRL KAN KAN NRL NRL SRL SRL SRL SRL KAN KAN KAN KAN KAN SAN SAN SAN 
PRN PRN PRN PRN PRN PRN PRN PRN PRN SRL SRL SRL SRL KAN KAN KAN - - PRN PRN PRN 

.pRN· ·PRN· .pRN- -PRN- -PRN· ·PRN· -PRN- .pRN· ·PRN· -PRN· ·PRN- -PRN· -PRN· -PRN. -PRN· -PRN· ·PRN· ·PRN· -PRN- -PRN- .pRN· 
·ARL- -ARL· ·ARL. .ARL· -Ai'lL· -ARL· -Ai'lL· ·ARL. -Ai'lL· -ARL- ·ARl· ·ARL· -ARL- -Ai'lL· ·ARL· ·ARL- ·ARL- ·ARL- -ARL- ·ARL· -ARL-
·DEN· '·DEN· .DEN- -DEN· .DEN· ·DEN· ·DEN· -DEN· -DEN· -DEN- -DEN· ·DEN- -DEN- -DEN· -DEN- -DEN· - - -DEN· -DEN- -DEN· 
-DEN- ·DEN· -DEN· ·DEN· -DEN· -DEN. -DEN· -DEN- ·DEN. -DEN· -DEN- -DEN· -DEN· -DEN- -DEN- ·DEN· - - -DEN· -DEN- -DEN-
-DEN- -DEN· ·DEN- ·DEN. .DEN· •DEN· -DEN• -DEN· ·DEN· .DEN· •DEN. .DEN. -DEN· -DEN• -DEN· -DEN· - - ·DEN· -DEN. -DEN. 
·DEN· -DEN· -DEN· ·DEN· -DEN· -DEN· -DEN· ·DEN- .DEN. -DEN. ·DEN- -DEN. -DEN- -DEN. -DEN. -DEN· - - -DEN· -DEN- -DEN. 
NRL NRL SRL Ai'lL SRL ARL Ai'lL NRL NRL SRL SRL SRL SRL DEN DEN DEN - - PRS PRS PRN 
PRN NRL SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN Ai'lL ARL PRS PRS PRN 

-WEA- -WEA· ·WEA· -WEA· ·WEA- -WEA- ·WEA- -WEA· -WEA- ·WEA- ·WEA- -WEA- -WEA· -WEA- -WEA- -WEA- -WEA· -WEA· ·WEA- -WEA- ·WEA-
-WEA- -WEA· ·WEA- ·WEA· ·WEA- ·WEA· -WEA- -WEA- ·WEA- -WEA- ·WEA· ·WEA· -WEA· -WEA· -WEA- -WEA- -WEA- ·WEA- ·WEA· ·WEA· ·WEA-

-WEA- -WEA- ·WEA- -WEA· .WEA- -W~- -WEA- -WEA- -WEA· ·WEA- -WEA- ·WEA· ·WEA· ·WEA- -WEA- -WEA- ·WEA- -WEA· ·WEA- -WEA- -WEA. 
·WEA· -WEA- ·WEA· ·WEA· ·WEA- ·WEA- -WEA- -WEA. ·WEA- -WEA· ·WEA· .WEA· -WEA· ·WEA- ·WEA- -WEA· ·WEA· ·WEA· ·WEA· ·WEA- ·WEA· 
-DEN. -DEN- -DEN· -DEN· -DEN· ·DEN· -DEN· -DEN· -DEN· -DEN- -DEN· -DEN· -DEN- -DEN· -DEN· -DEN- ·DEN- -DEN- -DEN- -DEN- -DEN· 
-WEA. .WEA- ·WEA. .WEA· .WEA- -WEA· ·WEA· .WEA· .WEA· .WEA· -WEA· -WEA- -WEA- DEN DEN DEN DEN DEN DEN DEN DEN 
-WEA. -WEA· -WEA. .WEA· .WEA· -WEA- ·WEA· -WEA- ·WEA- .WEA- -WEA- -WEA- -WEA· -PRS- -PRS· .pRS· -PRS· -PRS- -PAS- -PRS· -PRS· 

- - -WEA· - ·WEA- -WEA- ·WEA- ·WEA· -WEA- .WEA- -WEA· -WEA- -WEA· -PRS· .pRS- .pRS- -PRS· -PRS- -PRS- -PRS- -PRS-
-WEA· -WEA· -WEA- ·WEA· ·WEA· ·WEA- ·WEA- .WEA- -WEA· ·WEA· -WEA- -WEA· -WEA· -WEA- -WEA- -WEA- -WEA- ·WEA· ·WEA· -WEA- -WEA· 
-WEA- -WEA· ·WEA- .WEA· .WEA- -WEA· .WEA. ·WEA· -WEA· ·WEA- -WEA· ·WEA· -WEA- ·WEA· -WEA- -WEA- -WEA- -WEA· -WEA· -WEA· -WEA· 

NATlONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g.•WEA·) 

SWID • TX & NM Column: Samples c:ollec:ted In TX or NM will be analyzed by the Labs listed.
 
SWiD - CA & AZ Column: samples c;olleeted In CA or AZ will be analyzed by the Labs lilted.
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SERVICING LABORATORIES 
FY 2009 

MICROBIOLOGISTS 
NORTHEAST CENTRAL PACIFICSOUTHEAST SOUTHWESTREGIONS»»»»»» 

COllECTING DISTRICT»»»»:> BLT CHI CIN DET MIN NWJ PHI LOS SAN SEANWE NYK All FLA NOL SJN DAL DEN KAN SWlD SWID 

TX&NM CA&AZFOOD & COSMETICS 

~ FOODBORNE BIOLOG HAZARDS 
IMPORT ACIDIL ACID 03003.A NRL NRL PRS SAN PRN 
DOM ACJDIL ACID CAN FD 03803A 

SRL ARL SRL ARL ARL - NRL DEN DEN DEN ARL PRSSRL SRL SRL SRL 
NRL NRL PRS SAN PRN 

SPOKE HEAT DETERMTN 03803A 
SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN - ­

-SRL- -SRL· -SRL- -SRL· -SRL· -SRL- -SRL- ·SRL- -SRL­ -SRL· -SRL. -SRL­
DOMESTIC FOOD SAFETY 038030 

-SRL- -SRL· -SRL· -aRL· -SRL· -SRL· -SRL. - ­
NRL NRL SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN - ­ PRS SAN PRN 

IMP FOODS GENERAL* 03819C NRL NRL SRL DEN SRL DEN DEN - NRL DEN DEN DEN ARL PRN PRS SAN PRN 
DOM CHEESE PRODUCTS 030370 

SRL SRL SRL SRL 
SRL NRL PRS SAN PRN 

IMP CHEESE PRODUCTS 030370 
SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SRL DEN DEN DEN - ­

SRL NRL PRS SAN PRN 
DOM FISH'" FISHERY PROD 03842D 

SRL ARL SRL ARL ARL - SRL DEN DEN DEN NRL NRLSRL SRL SRL SRL 
NRL NRL PRS SAN PRN 

IMPORT SEAFOOD PROD 03844D 
SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL DEN DEN DEN - ­

PRS SAN PRN 
IMPORT MICRO ASSIGN 03F098 

NRL NRL DEN DEN DEN ARL PRSSRL ARL SRL ARL ARL - NRL SRL SRL SRL SRL 
PRS SAN PRN 

DOMESTIC MICRO ASSIGN 03F098 
NRL NRL DEN DEN DEN ARL DENSRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL 

PRS SAN PRN 
FOOD DEFENSE (ImplDom) 03R845 

NRL NRL DEN DEN DEN ARL DENARL ARL ARL ARL ARL NRL NRL SRL SRL SRL SRL 
PRS SAN PRN 

JUICEBACCP 03847H 
NRL NRL DEN DEN DEN ARL PRSNRL NRL NRL SRL SRL SRL NRL SRL SRL SRL SRL 

DEN DEN DEN - ­ PRS SAN PRN 
118 TECH ASSIST: FOOD & COSMETICS 

NRL NRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL SRL 
PRS SAN PRN 

MILK SAFETY PROGRAM 18003 
DEN DEN DEN - ­NRL NRL SRL SRL SRL ARL SRL SRL SRL SRL SRL SRL SRL 

SAN SAN . SAN 
INTERSTATE TRAVEL SANIT 18029A-F 

NRL NRL DEN DEN DEN - ­SRL ARL SRL ARL ARL SRL SRL SRL SRL SRL SAL 
PRN PRN PRN 

121 FOOD COMP SlOS LABEL & ECON 
MEDICAL FOODS DOMllMP 21002 

DEN DEN DEN - ­NRL NRL SRL SRL SRL SALSRL ARL SRL ARL ARL SRL SRL 

.-SRL· -SRL· -BRL. ·SRL· -SRL· - ­ -BRL· -BRL. -BRL· 
INJ'ANTFORMtJLA DOMflMP 21008 

-SRL· -SRL· -SRL- -SRL- -SRL· -SRL. -SRL· -SRL· -SRL- -SRL· -sAL· 
-BRL. -BRL· -BRL· -SRL· -BRL· 

SELECT NUTR IN FOOD SURVEY 
MARKET BASKET 21839 

-BRL· -BRL· -SRL· -SRL- -BRL. -SRL· -BRL­ -BRL- -BRL- -BRL- -SRL· -BRL· -SRL- -SRL- - ­
-SRL· -SRL- -BRL­

129 DOMnMP COSMETlCSlCOLOI' 29001 
-BRL- -SRL- -SRL- - ­-BRL· -BRL· -SRL· -BRL· -SRL- -SRL. -SRL· -SRL· -BRL· -BRL. ·SRL- -SRL· -SRL· 

PRS SAN SANSRL SRL SRL SRL DEN DEN DEN DEN DENNRL NRL SRL ARL SRL ARL ARL SRL SRL 
HUMAN DRUGS. 

166 DRUG QUALITY ASSURANCE 
DRUG PROC INSP, DSAlCBEM II' 66002 SAN SAN SAN 
DRUG PROD SURVEY 5800IA 

DEN DEN DEN - ­NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL 
DEN DEN DEN - ­ SAN SAN SAN 

DQRSlNDA FLO ALERT KEn 56021AB 
NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL 

SAN SAN SAN 
183 FRAUDULEtrr DRUGS 6300f 

DEN DEN DEN - ­NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL 
SAN SAN SANSRL SRL SRL SRL DEN DEN DEN - ­NRL NRL SRL NRL SRL NRL NRL SAL SRL 

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

"Import Foods: SWlD CA &AZ samples collected for micro analysis only go to PRL-NW. No split samples. Semples requiring any chem analysis go to PRL-SW. 
SWlD - TX & Nil Column: Samplea collac:ted In TX or NM will be enalyzed by the Laba listed. . ' 
SWlD . CA & AZ Co'um,!: semples collected In CA or AZ will be analyzed by the Labs listed. 
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SERVICING LABORATORIES
 
FY 2009 

MICROBIOLOGISTS 
REGIONS »»»»» 

COLLECTING DISTRICT»>>>
 
ANIMAL DRUGS & FEED
 

171 POST APPR MON ANIMAL DRUGS JlDS 
DRUG PROCESS INSPECTION 71001 
FEED CONTAMINANTS DII 71003E 
MEDICATED FEEDS 71004 
TYPE "A" MED ARTICLES 71005 
ILL RES IN MEATIPOULTRY 71006 
METROD V4LmATiON 11006 

MEDICAL DEV & BAD HLTH 
181 POSTMKT ASSURANCE:DEVICES 

PR MDRIDEN FIU·STERILITY 81010 
182 COMPLIANCE: DEVICES 

MON DEV FOREIGN-sTERILE 82008 
MED DEY MFG STERILITY 82845S 
MED DEY MIG BIOBURDEN 82845S 
MED MIG BIOTh"DICATOR 82845S 
MFRS-DISINFEC 82845C 
MFRS-ANTI-SERA 82845C 
MFRS-IN VITRO DIAG 82845C 
CTR INIT ASSIGN-STER 82Z800 
erR INIT ASGN·MEDIA TEST 82Z8OO 

184 SCIENCE: DEVICES 
METBODSV4LIDATiON 84Z002 

SWID - TX & NM Column: Semples col'ected In TX or NM will be enelyzed by the Lebs listed. 
SWID • CA & AZ Column: Samples collected In CA or AZ will be enelyzed by the Leba listed. 

NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC 

NWE NYK 

NAL NRL 
NAL NRL 

-DEN­ -DEN· 
-DEN­ -DEN· 
-DEN­ -DEN· 
-DEN· -DEN· 

BLT 

SRL 
SRL 

-DEN· 
-DEN­
·DEN­
-DEN­

CHI 

DEN 
DEN 

-DEN· 
-DEN· 
-DEN­
-DeN· 

CIN DET MIN 

SRL DEN DEN 
SRL ARL DEN 

-DEN. -DEN­ .DEN· 
-DEN· -DEN. -DEN­
-DEN­ -DEN· -DEN· 
-DEN· -DEN. -DEN· 

NWJ 

SRL 
SRL 

-DEN· 
-DEN· 
-DEN· 
-DEN· 

PHI 

SRL 
SRL 

-DEN­
-DEN­
-DEN· 
·DEN· 

ATL 

SRL 
SRL 

-DEN­
·DEN. 
-DEN· 
.DEN. 

FLA NOL 

SRL SRL 
SRL SRL 

-DEN· -DEN. 
-DEN­ -DEN­
-DEN· -DEN­
-DEN. -DEN· 

SJN 

SRL 
SRL 

-DEN­
-DEN· 
-DEN. 
-DEN· 

DAL 

DEN 
DEN 

·DEN­
-DEN 
-DEN· 
-DEN­

DEN KAN SWID 

TX&NM 

DEN DEN -
DEN DEN ARL 

-DEN­ -DEN· -
-DEN· ·DEN­ -
-DEN· -DEN. -
-DEN· .DEN­ -

SWiD 

CA&AZ 

-
ARL 
-
-
--

LOS 

SAN 
SAN 

-DEN­
-DEN­
-DEN· 
-DEN­

SAN 

SAN 
SAN 

-DEN­
-DEN­
-DEN· 
-DEN· 

SEA 

SAN 
SAN 

-DEN­
-DEN­
-DEN· 
-DEN· 

-WEA· .WEA· 

·WEA­ ·WEA· 
·WEA· ·WEA· 
·WEA­ ·WEA· 
·WEA· ·WEA­
-DEN· -DEN­
·WEA­ -WEA· 
·WEA­ -WEA· 
·WEA­ ·WEA­
·WEA­ ·WEA· 

·WEA­ ·WEA· 

·WEA­

·WEA· 
.WEA· 
·WEA· 
-WEA· 
-DEN­
,WEA' 
·WEA­
·WEA· 
·WEA. 

·WEA· 

.WEA· 

.WEA.· 

.WEA· 

.WEJ..­

.WEA.· 
-DEN· 
.WEA· 
·WEA· 
-WEA· 
·WEA· 

·WEA. 

.WEA­ .WEA· ·WEA· 

.WEA. .WEA­ -WEA' 
·WEA­ .WEA­ ·WEA· 
.WEA. ·WEA· ·WEA. 
-WEA­ ·WEA· ·WEA· 
-DEN­ ·DEN. -DEN­
-WEA· ·WEA· ·WEA· 
-WEA­ ·WEA· -WEA­
-WEA­ ·WEA· -WEA· 
-WEA­ ·WEA· -WEA­

-WEA­ ·WEA· -WEA· 

·WEA· 

.W£A. 
-W£A. 
.WEJ... 
·WEA· 
-DEN· 
·WEA­
·WEA· 
.WEA­
.W£A. 

·WEA. 

-WEA· 

'WEA' 
·WEA· 
·WEA. 
·WEA· 
-DEN­
·WEA­
·WEA· 
·WEA· 
·WEA­

·WEA· 

·WEA· 

·WEA· 
-WEA· 
.WEA. 
·WEA· 
-DEN­
-WEA· 
·WEA· 
·WEA· 
-WEA­

·WEA· 

-WEA· -WEA· 

.WEA.. ·WEA­

.WEA· -WEA­

.WEA. ·WEA­

.WEA­ ·WEA· 
-DEN· -DEN· 
-WEA' -WEA­
·WEA· -WEA· 
.WEA· ·WEA. 
.WEA· -WEA· 

·WEA­ -WEA· 

-WEA­

-WEA­
.WEA· 
-WEJ... 
·WEA. 
-DEN· 
.WEA.· 
·WEA· 
.WEA­
·WEA­

.WEA· 

-WEA· 

-WEA· 
·WEA.­
·WEA· 
·WEA. 
-DEN 

·WEA· 
-WEA· 
·WEA· 
·WEA· 

·WEA· 

-WEA· -WEA· -WEA­

-WEA­ -WEA­ -WEA· 
·WEA· .WEA.. -WEA' 
-WEA· ·WEA· -WEA· 
·WEA­ ,WEA' ·WEA­
-DEN· -DEN­ -
·WEA­ -WEA' ·WEA· 
·WEA­ ·WEA· ·WEA· 
·WEA­ -WEA· -WEA· 
.W£A. -WEA­ -WEA­

·WEA· -WEA· -WEA­

·WEA­

-WEA­
·WEA· 
·WEA­
·WEA.· 
-

·WEA­
·WEA­
·WEA­
.WEA· 

-WEA­

-WEA­

-WEA­
·WEA­
-WEA· 
-WEA· 
-DEN­
-WEA· 
-WEA­
-WEA­
-WEA­

-WEA­

·WEA· 

.WQ. 

-WEA­
·WEA­
-WEA· 
-DEN· 
-WEA· 
·WEA­
·WEA· 
·WEA.· 

-WEA· 

-WEA­

-WEA­
-WEA­
·WEA.· 
·WEA· 
-DEN· 
·WEA· 
-WEA­
.WEA· 
·WEA­

·WEA· 
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SERVICING LABORATORIES
 
FY 2009 

ENGINEERSIPHYSICiSTS 
REGIONS »»»»>
 
COLLECTING DISTRICT»>
 
MEDICAL DEV & RAD HLTH 

181 POSTMKT ASSURANCE: DEVICES 
PROB REPORT MDRlDN FlU 81010 

182 COMPUANCE: DEV 
MON DEV FOREIGN ORIC 82008 
MFRS 82845C 
SURGICAL EXAM GWVES 82Z003 
erR lNITIATED ASGNMTS 82Zl100 

184 SCIENCE: DEVICES 
METHODS VALIDATION 84Z002 

188 RCHSA AUTHORITY 
COMP TEST ELECT PROD 8S00SA·E 

SWiD • TX &NM Column: Samples collected In TX or NM will be analyzed by the Labs 118ted. 
8W1D - CA & AZ Column: samples collet:ted In CA or AZ will be analyzed by the Labs 118ted. 

NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC 

NWE NYK 

-WEA· ·WEA­
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-WEA­ -WEA· .WEA­
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- - -
·WEA­ -WEA· -WEA­
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·WEA· -WEA­ -WEA· 
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-WEA­
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-WEA­

-
-WEA­
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-WEA· 
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-WEA. 

·WEA­
·WEA­

-
·WEA· 

·WEA· 

·WEA· 

ATL 

·WEA­

.WEA­
·WEA. 

-
·WEA­

.WEA· 

-WEA· 

FLA NOl 

-WEA­ -WEA­

-WEA­ -WEA­
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- -
-WEA­ ·WEA­

·WEA· ·WEA­

-WEA­ -WEA­
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-
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-WEA­

DAL 

-WEA­

-WEA­
-WEA­

-
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·WEA· 

DEN KAN SWID 

TX&NM 

-WEA· -WEA­ -WEA· 
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-WEA·· -WEA­ -WEA­

- - -
·WEA· ·WEA· -WEA­

-WEA· ·WEA· -WEA· 

-WEA­ -WEA­ -WEA­

SWID 

CAaAZ 

-WEA­

-WEA­
-WEA­
-

-WEA· 

-WEA· 

.WEA· 

LOS 

·WEA­

·WEA­
-WEA­

-
·WEA· 

-WEA· 

·WEA· 

SAN 

-WEA· 

-WEA­
-WEA· 

-
·WEA· 

-WEA. 

·WEA­

SEA 

-WEA­

-WEA­
-WEA­

-
-WEA­

-WEA­

-WEA­
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RESOURCE SUMMARY BY PROGRAM CATEGORY
 
FY 2009
 

~ 

OPERATIONAL FTEs TOTAL PROGRAM FTEs TOTAL 
OPERATIONAL PROGRAM 

DOMESTIC IMPORT FOREIGN FTEs DOMESTIC IMPORT FOREIGN FTEs

TOTAL ALL PROGRAMS 1150.5 604.8 116.8 1872.1 2069.5 1118.3 212.2 3400.0 

FOOD AND COSMETICS 549.8 504.9 7.3 1062.0 978.2 936.5 13.3 1928.0

BIOLOGICS 107.5 3.0 4.5 115.0 195.3 5.5 8.2 209.0

HUMAN DRUGS 228.6 30.9 79.5 339.0 415.5 56.1 144.4 616.0 

ANIMAL DRUGS AND FEEDS 95.4 19.6 3.1 118.1 172.7 35.7 5.6 214.0

MEDICAL DEVICES AND RADIOLOGICAL 169.2 46.4 22.4 238.0 307.8 84.5 40.7 433.0
HEALTH 



CENTER FOR FOOD SAFETY AND APPLIED NUTRITION
 
RESOURCE SUMMARY
 

FY 2009
 

October 1, 2008 

TOTALOPERATIONAL FTES PROGRAM FTEs TOTAL 
OPERATIONAL PROGRAM 

PPS DOMESTIC IMPORT FOREIGN FTEs DOMESTIC IMPORT FOREIGN FTEs 
NO. }PROJECT TITLE 

7.3 1062.0 978.2TOTAL 549.8 504.9 936.5 13.3 1928.0 

323.0 393.9 7.3 724.2FOODBORNE BIOLOGICAL HAZARDS 566.4 735.0 13.3 1314.73 

PESTICIDES AND CHEMICAL
 
CONTAMINANTS
 

4 
74.2 166.9 16B.492.7 134.6 303.0 

MOLECULAR BIOLOGY AND NATURAL
 
TOXINS
 

7 
13.8 5.3 19.1 25.1 9.6 34.7 

FOOD AND COLOR ADDITIVES PETITION .
 
REVIEW AND POLICY DEVELOPMENT
 

9 
13.6 13.6 24.7 24.7 

TECHNICAL ASSISTANCE: FOOD AND
 
COSMETICS
 

18 
80.7 80.7 146.5 146.5 

FOOD COMPOSITION, STANDARDS.
 
LABELING AND ECONOMICS
 

21 
36.6 12.8 49.4 66.3 23.4 89.7 

COLOR AND COSMETICS
 
TECHNOLOGY
 

29 
8.1 5.5 9.2 14.73.0 5.1 



PROJECT SUMMARY SHEET October 1, 2008 
FY2009 

1. PROGRAM CAl1!GORY :1. PP9 PROJECTNAllElNUMBER 

Foods and Cosmetics 
.. 

Foodborne Biological Hazards - 03 

s. PROGRAM 6. OPERATIONAL TIE TOTAL TOTAL 

4. FDA COMPLIANCE PROGRAMS ASSIGNMENT3. OPERATIONAL PROGRAM 8. 

AND ASSIGNMENTS CODE DOMESI1C IMPORTNo. FOREIGN FTEs FTEB PAGE 

TOTAL 323.0 393.9 7.3 724.2 1314.7 

ImPOrt Acidified and Low Acid Canned Foods 03003 A 18.01
 18.0 32.7 2
 

Domestic and ImPOrted Cheese & Cheese Products 03037 D 17.32
 11.3 28.6 51.9 3-4
 

03803A 18.0Domestic Acidified and Low Acid Canned Food 3
 ~ 18.0 32.7 5
 

03803 B 139.7Domestic Food Safety 4
 139.7 253.6 6-7
 

03819A B 247.1ImDOrt Foods - General 5
 247.1 448.4 8
 

03842 B 65.0Domestic Fish and Fisherv Products IllSJ)ection 6
 65.0 118.0 9-10
 

Import Seafood Products 03844 B 84.77
 84.7 153.8 11
 

03847H 6.9Juice HACCP Inst>ection ProJmllll8
 6.9 12.5 12
 

03F098 24.6 24.3ImDOrt & Domestic Micro Assilmlllent 9
 48.9 88.8 13
 

03R233 7.3Forei~ InspectionslAssessments 10
 7.3 13.3 14
 

Methods Validation/Development Pro2ram 03R8I6 10.011
 10.0 18.2 15
 

03R843 12.0Contract Man3l!ement 12
 12.0 21.8 16
 

29.5Food Defense 03R845 8.513
 38.0 69.0 17
 

ORA PLANNERlJ'ELEPBONE CENTER PROJECT MANAGERITELEPHONE 

Stephen F. Burt 301-827-1633 Brenda K. Aloi: 301-436-2065 

PAGE NO. 03-1
 
FORM FDA 2622 19/98) 



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

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

I 

FY 2009 ORA WORKPLAN OCTOBER " 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Import Acidified and Low Acid ClIIIIICd Foods Foodbomc Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK AllOCATION PlANNED BY 5. OPERATIONAl FTE POSITIONS 

03003,03003A	 c::::K::J ORA 0 CENTER 18.0 

E 
G 

o	 + 

R 

I-tj_"_&_~_~_I~_ht_R_~_~_~_~_L_F1_ELD	 -+_=.s_(~_~_~_:_oo+_C_O_~_LE_OCTlO_~_'400_N-+i~t1;!,-,~~r!'.i.~'!if~L~l~~;;;;j~I- -1I-:_:_r~_~_~_~S_O+  -1I-_~_~_:~_'!:_:_S_'00-l
N 

HEADQUARTERS
 

REGIONAL STAFF
 

NEW ENGlAND
 

NE	 NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FlORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DAlLAS
 " 
sw	 DENVER 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATILE
 

PACIFIC REGIONAl LABORATORY-SW
 

PACIFIC REGIONAL LABORATORY·NW
 

HOURS PER OPERATION 7.0 10.0 
TOTAL HOURS 6400 9100 1000 

CONVERSION FACTOR 950 1180 1180 
TOTAl OPERATIONAL FTEs 6.74 7.71 0.85 

9. REMARKS 
• WDrlltoad : Resource distn1>uliDn fDr Field Exams and Import Sample CollectiDns were detennined by ORADSS line entJy data as of June 6, 2008 

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

program priorities. Each field exam is estimated tD take one hDur. 

Import Field Exams, are to routinely include: verif~ion  that Ihe imported product is the same as declared (reconc;rl8~mcam); 

an assessment of security concerns related to labeling & source country (including container Integrity. signs of intentional aduheration, etc.); 

and traditional safety concerns. These actMtles are to be reported as a single import field exam under this compliance program and PAC. Only one exam should be reported 

per line enlry. Only in the eWlII1 of a pre-detennined"or cause· CT exam, or in the eWlII1 CT suspicions Bre raised conducting routine work requiring follow-up, 

report the CT exam under the CT PAC (03R845, 04R845 elc.). See 10M Section 5.4.1.4 for additional information on Food & Cosmetic aclMlies. 

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

under. and credited 10, the Program unless otherwise directed. .
 
.. NOTE: SWID SAMPLES COLLECTED FROM TX & NM ARE SENT TO ARL SWID SAMPlES COLLECTED FROM CA & I>Z ARE SENT TO PRS,
 

FORM FDA 26218 (05103)	 ORA WORKPLANNING SHE~T (Continued) PAGE NO. 03-2 



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

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

• • • • • • 

2009 ORA WORKPLAN	 OCTOBER 1 , 2D08 Page 1 012 

1. PROGRAM/ASSIGNMENT TInE 2. PPS PROJECT NM1EJNIJMBER 

Domestic and Imported Cheese and Cheese Products Foodbome Biological Hazards - 03 

3. PROGRMNASSIGNMEN'T COOE(S) •• WORK ALlOCAllON PLANED BY	 S. OPERAllONAL FTE POSITlONS 

03037, 03037B. 030370, 03R839	 ORA I X ICENTER I X I 28.6 /25./) Page /
3.si Pa~2 

1 7
 
R OISTRICTI :.=:y.,. DOMmmC _aRT DSA
 
E SPECIAUZEll .......en""" ~ ..-me -	 .....-..u _..... ......... ­G lABORATORY	 ...."..... ......Ea .......AL .....- :;~:~;1:  ~ TO •• TO ..
 

COLL .......	 '
I	 COLL ~.~{  -=ao ............. -.... ............
 
0	 COUJ!CI1OII CMa AllALYSII 
N	 -m m 

-- • -
n, 11I:0

FlL11l '81•"'	 ~  8301:::~::;::':::~:.:'::'.:'l5TOTAL FIELD 270 95D 270 270 w 270 75 270 83D 
HEADQUARTERS 

REGIONAL STAFF 

NEW ENGlAND 

NE	 NEW YORK I 
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
 

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

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE
 
PACIFIC REGIONAL lABORATORY-5W
 
PACIFIC REGIONAL lABORATORY-NW
 

HOURS PER OPERATION 1B.0 4.D 5.01 2.01 I 18.0 8.11 4.0 18.0 
TOTAL HOURS 4860 9501 10801 13501 12601 I 48601 4581 1080 11340 

=NVERSION FACTOR 950 9501 9501 9501 9501 I 1180 11S01 1180 1180 
TOTAL OPERAllONAL FTEs 5.12 1.00 1.14 1.42 1.331 I 4.12 0.39 0.92 9.61 

9. REMARKS 

(I) INSPEcnONS OFDOMESllC FIRMS PRIORJIlZES SOFT CHEESE (I.E. SOFT-FIlESII. SEMI·SOFT. AND SOFT-RIPENED) MANUFAC"IURI!RSPIR8r. HARD CHEESE MANUFAcnJRl!RS 

SECOND AND CHEESE PRODUGI' MANUFACI1JR.ERS LAST.
 

PRIORII1ZE INSPECIlONS TO LOOK AT SMALL MANUFAC"IURI!RS I.E. ARTISNAL AND FARMSrEAD CHEESE MANUFACIl1RERS PRODUCING HIGH RISK
 

CHEESE WffiCHDISI'RIlIUI'E CHEESE IN INTI!RSTATE COMMERCE. HIGH RlSX FIRMS WHOSE LASTINSPEcnON WAS NAI MAY BE PLACED ON A 3 YllAllINSPEcnON FREQUENCY.
 

(2) DOMESTIC SAMPLE COLLEcnONS: BASED ON INSPEcnONS. DI=crs MAY COLLEGI'BCTI1I COMPLIANCE AND SURVEILLANCE SAMPLES A=R.DINGTO THE GUIDANCE
 

IN THE COMPU'\NCE PROORAMTO FULFILL mm SAMPUNG OBLIGATION. IFNO PROBLEMS ARE OBSERVED ATTHE FIRM. THE DmrRIcrs MAY A=MPLISB SI"MPLING
 

OBLIGATIONS BY COLLECTING SAMPLES DURING mE INSPEcnON, OR BY COLLECl'lNG SAMPLES AT mE WHOLl!SALl! AND/OR RETAIL LEVEL.
 

(» INVl!5IlGATION HOURS BASED ON INSPEcnONS. TIME IS PROVIDED FOR ASSIGNMENTS TO COVER. THE INVl!5IlGATION OF RAW MILK CHEESES. 

(4) DOMESI1C SAMPLE ANALYSIS: BASI!D ON DOMESTIC SAMPLE COLLEcnONS AND THE ClJIlRENTSERVlClNG LABORATORlES CllAlITUNDERTHE APPENDIX III OFTHE 

ORA FIELD WORKPLAN. 

(5) PER. CFSAN, IMPORl' SAMPLE COLLEcnONS BASED ON mil PRIORITY COUNI'RII!S OF I	 1 

j .NOTE: SWID SAMPLES COLLECI'EDFIl0M'IX &NM ARE SENTTONRL. SWID SAMPLES COLLEcrEDFilOM CA &A2SENTTO NRL. 

(6) F1LTHANALYSIS SII0ULD BE DONEAS NEEDED ON SPUTIMPORI' SAMPLES COLLECI'ED FORMORE THEN ONE ATl'RlBUTE.
 

IT) IMPORT SAMPLE ANALYSIS CHEMIMICRO: BASED ON IMPORT SAMPLE COLLEcnONS AND THE ClJIlRENT SERVICING LABORATORlES CHART
 

UNDER APPENDIX III OF mil ORA FIELD WORKPLAN.
 

(8) INVESTIGATOR/ANALYST WILL CONSULT ON ENVIRONMENTAL SAMPUNG QUESTIONS.
 

9) 10 " OFINSPECIlONAL AND ANALYTICAL JU!SOURC1!S ARE SET ASIDE AS HOURS FOR 0U'lIIREAK AND EMERGENCY OPERATIONS TO BE REPORTED UNDER 03R839.
 

FORM FDA 2621a ID6I03) ORA WORKPLANNING SHEET (Continued)	 PAGE NO. 



2009 ORA WORKPLAN	 OCTOBER 1 _ PIoge 2 of 2 

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

1. PROGRMIIASSIGI-HENT T1T1.E	 2. PPS PROJECT__ER 

Domestic and Imparted Cheese and Cheese Products Foodbame Biological Hazords - 03
 

Cantinued from D8l!e 03-3)
 

3. PROGAAMIASSIC»NENT COOE(S) 4. WORK AUOCATlON PUlN'lED BY	 5. OPEllAlIOtW. FTE POSITIONS 

03031, 03031B, 030310, 03R839 ORA I )( \CENTER u:J (3.5) 

, 2 , 
R 0IS1R1CT1	 11-......-. ..........
 
E SPEcw..IZED	 aN NfI>~ -
G	 LMORATORY """ .......TneAL
........- -...cY
 
I esc>
 
0
 -
N	 ~ III ~ -

TOTALFELD 950 950 1800
 

HEADQUARTERS
 

REGIONAl STAFF ),
 

NEW ENGLAND
 
I


NE NEW YORK
 

REGIONAL lAB
 
WEAr:; ,
 
REGIONAl STAFF
 

BAlTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOlIS
 

NEW JERSEY
 

PHllADELPHIA
 

FORENSIC CHEM. em
 
REGIONAlSTN'F
 

AT1..ANTA
 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAl lAB
 

REGIONAl STAFF
 

DALLAS
 

SN DeNvER
 

KANSASCrTY
 

SOUTllWEST IMPORT DISTRlCT
 

REGIONAl lAB
 
REGiONAl STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAllABORATORY-SW
 
PACIFIC REGIONAllABORATORY-NW
 

HOURS PER OPERATION
 
TOTAL HOURS 950 950 1800
 

=NVERSION FACTOR 950 950 111lC
 
TOTAL OPERATIONAL FTE. 1.00 1.00 1.53
 

9. REMARKS 

FORM FDA 2921aI-I ORA WORKPLANNING SHEET (Continued)	 PAGE N__.;;03-4;;..:.__ 



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

• • 

FY 2009 ORA WORKPLAN OCTOBER 1 2008 . 
1. PROGRAMIASSIGNMENTTITLE 2. PPS PROJECT NAMEINUMBER 

Domestic Acidified and Low Acid Canned Food Foodbome Biological Hazards - OJ 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCAT10N PlANNED BY 5. OPERAT1ONAl. FTE POSITIONS 

03803A, 03R839, (2) ~ORA DCEmER 18.0 

,'.'.. 4···.~·· ' 

R DlSTRICTI JNSPEC- ; '." MI.- DOMESTIC DO"eane 
E SPECIAlIZED T1ONO fIEUl DOIIUT1C -··QijMmie·· ~--,  O\l1B_ BIOl.OOIST SAMPUS ......PL£. 
G LABORATORY VIA... sAMPL£ AND 0IIT8Rl!AJ< TO BE TOile 
I (1)(3) COUJ!~  ~~:  ,~"  EMERCENCY AND ANAl.'IZED ANALYnll 

0 (1)(6) (1115) ;-'QlEIoi-·:- cso EMeROENCT CHEM MICRO 
N	 (1) ANAL""T 

6. 1	 3 7 7 7 

HOURS' 
\~::; ..,:~~  .., 

HOURS"""lIS 
TOTAlAElD 360 1900 180 .. . '. :'160,. . -.2ii 1200 280 20 160 

HEADQUARTERS 

REGIONAl STAfF 

NEW ENGLAND 

NE NEWYORK 

REGIONAl:LAB 

WEAC' 

REGIONAL STAfF
 

BAlTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHIlADELPHIA I
 
FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAl lAB
 

REGIONAl STAfF
 

DAllAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL lAB
 

REGIONAl STAfF
 

LOS ANGELES I
 
PA SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAl LABORATORY-SW
 

PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 27.0 6.0 14.0 14.0 
TOTAL HOURS 9720 1900 1080 1200 280 280 2240 

CONVERSION FACTOR 950 950 950 950 1180 1180 1180 
TOTAl OPERATIONAl FTEs 10.23 2.00 1.14 1.26 0.24 0.24 1.90 

. REMARKS 

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

on CFSAN's LACF database.
 
(2) Report all resources expended for NLEA under PAC 21005. 

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

assigned per district.
 
(4) Attendance at Better Processing Schools (BPS). 

(5) Planned collections are for projected "for cause" sampling. 
(6) Field Exams to include pH and carmed seam evaluation.
 
Surveillance activities under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
 

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

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)	 PAGE NO. 
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(b)(2)&(b)(7)(E)

FY 2009 ORA WORKPLANNING SHEET ,� Page 1 of2October 1 2008 
1. PROGRAM/ASSIGNMENT TITlE� 2. PPS PROJECT NAMEJNUMBER 

Domestic Food Safety� Foodbome Biological Hazards - 03 

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

03803, B, C, D, E; 04803; 09803E,F; 03R839 I X lORA I I CENTER 139.7 (99.3) Page I 
2) (5) (8) (40.4) Palle 2 

1� 4 3 
R DISTRICT/ INSPECTlONS 1NVESTl- DOMESllC OOIlES11C DOIIESnc FOOD FOOD� 

.�e: SPECIALIZED INClUDlNG GAllONS SAMPl£ ~  . MICRO SAMPl£S SAIIPLES SAFETY SAFETY� 
G LABORATORY IOGH (HOURS) COLL TO BE TO BE MEIltOII ..EntOD� 
I .... 1:~t INCLUDEB t:·~. := ANALyzm AlllALyzm YALIDATION YAIJIlATKIN�•• ­0� NAn, EllP£RT MICRO CItEII IIICRO (HRS) CHEIII!tRSJ 

11113)18) ;C~~:N~~~	 ~~~!.::;. ...•N� '*:")II) 'I)� m m 
TOTAlFlELD 3600 ~,~.;':,;;  :,:',.;tLjQI 20500 360 '\:;'!:':lfllt3;;:;1\4~ 1180 216 144 1500 1500 

HEADQUARTERS� 
REGIONAL STAFF� 

NE� NEW ENGLAND� 
NEW YORK� 
REGIONAL LAB� 
WEAC� 

REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� 
CINCINNATI� 

CE� DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATLANTA� 

SE� FLORIDA� 
NEW ORLEANS� 
SANJUAN� 
REGIONAL LAB� 

REGIONAL STAFF� 
DALLAS� 

SW� DENVER� 
KANSASCrTY� 
SOUTHWEST IMPORT DISTRiCT� 
REGIONAL LAB� 

REGIONAL STAFF� 
LOS ANGELES� 

PA� SAN FRANCISCO� 
SEATILE� 
PACIFIC REGIONAL LAB· SW� 

PACIFIC REGIONAL LAB· NW� 

HOURS PER OPERATION 18.0� 6.0 12.0 12.0 
TOTAL HOURS 64800 20500 2160 1180 2592 1728 1500 1500 

CONVERSION FACTOR 950 950 950 1180 1180 1180 1180 1180 
OPERATIONAL FTEs 68.21 21.58 2.27 1.00 2.20 1.46 1.27 1.27 

7. REMARKS 

(I) FY 2009100% INSP, DSC, and Investigations based on: OEI offmns flagged as High Risk in FACfS less firms with only induslrycode 12, 16, or 51� 
as ofJanuary 18,2008. Includes time for National Experts (3 FTEs). Resources have been allocated for 3600 tolal inspections. High Risk and GLP� 
firms are included in this tolal number. Some of the inspectional & analytical resources planned may be directed for Allergen Work, once an Allergen� 
Program or Assignment is issued by CFSAN.� 
(2) Resources for 04803 and 09803E,F are included. Resources for audits are under State Contracts Progtam, 03R843. 
(3) Allergen Inspections may be assigned upon the issuance ofan Allergen Program.� 

.. Do Notlni1iate Surveillance (Allergen) Inspections until a New Allergen Program is issued.� 

.. Report Allergen inspections under PAC 03803E. "For Cause" Allergen Inspections are to be conducted as needed.� 
(4) Non-Clinical Good Laboratory Prac1ice Inspections: CFSAN will contact affected Districts to arrange inspections during the course ofthe year. 
(5) Assignments for sprout producers and egg fanns, if needed in FY 09, will be taken from this Program. 
(6) Salmonella Serotyping: Samples generated from SRL & ARL go to ARL; Samples generated from other labs go to Denver. 
(7) Food Safety Method Validation for CHEM and MICRO: Resources are Pro-Rated based on the CHEM and MICRO Labs in the ORA Field Workplan� 
Lab Servicing Table. .� 

(8) Non Seafood Inspections for EU and Chilean Certification will be handled by CFSAN Assignment and counted against the inspectional obligations� 
of this program.� 
(9) 10% of inspection and analytical resources are set aside for outbreak and emergency operations [page 2 of2). 
(10) Investigator/analyst will consult on environmental sampling questions [page 2 of2]. 
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(b)(2)&(b)(7)(E)

FY 2009 ORA WORKPLANNING SHEET� October 1 2008 Psge20f2 

1. PROGRAM/ASSIGNMENT nnE� 2. PPS PROJECT NAMEINUMBER 

Domestic Food Safety� Foodbome Biological Hazards • 03 

Continued from paRe 03-6) 

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK AllOCATION PlANNED BY� 5. OPERAl1ONAL m POSmoNS 

03103, B, C, D.E; 04103; 09B03E,.F; 03R839 (2)(5)(8) I X lORA I I CENlCR 40.4 

6� MICRO­
1R . DISTRICT! llIIT1IREAK DlOLOGIST DOMESTIC MICRO� 

E SPECWJZED & EMERGENCY OUTBREAK ENVIJION. ENVI_ BIOLOGIST� -G LABORATORY cso & EMERClENC'f MENTAL MDlTAL WIIESllGATOR� 
I ANAl.'I'ST SAIIPLE SAMPlE ANAL'ISf� 
0 c:ol.l.KmO ANAL"YSIS� 
N ~ ~ DSC ~
 

TOTAL FIELD 7440 480 3600 3600 950� 
HEADQUARTERS ~
 

REGIONAL STAFF� 
NE NEW ENGlAND� 

NEW YORK� 
REGIONAL LAB� 
WEAC� 

REGIONAL STAFF I� 

BALTII.IORE� 
CHICAGO� 
CINCINNATI� 

CE DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATlANTA� 

SE FLORIDA� 
NEW ORLEANS� I 

SANJUAN� 
REGIONAl. LAB� 

REGIONAl STAFF� 
DALLAS� 

SW� DENVER ,�KANSAS CITY� 
SOUTHWEST IMPORT DISTRICT� 

REGIONAl LAB� 
REGIONAl STAFF� 

LOS ANGELES� 
PA� SAN FRANCISCO� 

SEATTLE� 
PAClFlC REGIONAL LAB • SW� 
PAClAC REGlOlW. LAB • NW� 

HOURS PER OPERATION 5.00 4.00� 
TOTAL HOURS 7440 480 18000 14400 950� 
CONVERSION FACTOR 950 1180 950 1180 950� 
OPERATIONAL FTEs 7.83 0.41 18.95 12.20 1.00� 

7.REMARJ<S 

(9) I0% of inspection and analytical resources are set aside for outbreak and emergency operations. 
(10) Investigator/analyst will consult on environmental sampling questions. 

FORM FDA 2821. (05103) ORA WORKPLANNING SHEET (Continued) 03-7 



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

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

--

FY 2009 ORA VVORKPLANNING SHEET October 1, 2008 
1. PROGRMfASSGIIM:NT 1ffi.E� 2. PPS PROJECT NIWEINLMlER 

hqIort Foods General� Foodbome Biological Hazards - 03 

;3. PROGRMfASS~NT CODE(S) 4. WORK AllOCATION f'I..NHD BY� 5. OPERATIONAL FTE POStrONS 

03819A,B,C (03R833I99RJ833/03R824Xl) I X I ORA "'-1----" CENTER� 247.1 

1>.� 2 2 2 • •
R DISTRICTI IMPORT PRIOR ­
E SPECIAlIZED ENTRY NOlICE 1NIIE3ll- IMPORT� IMPQRT IMPORT� 
G LABORATORY R£V1EW1lRS REVIEW GAllON SAMPL£� SAMPU3 SAMPlBS� 
I HOURS rou.� lOBE lOBE 
o� llPR 1_ 0f'Bl14 ANALVZBl ANALVZBl 

D3R8» GSRlIU PH'ISICAL MICRO SALM JelST (Haufe) 
N (2) (5' (3' (4) 

TOTAl-FIELD 98004 30000 67925 7500 4850 2650 1180 
HEAOOUARlERS 

REGIONAL STAFF 
INE� NEW ENGlAJID 

NEW YORK� 

REGIONAL LAB I� 
,WEN; 

REGIONAL STAFF� 

BALTMORE� 

CHICAGO� 
CNCtlNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHIU\DELPHIA� 

FORENSIC CHEM CTR� 

REGIONAL STAFF 

ATLANTA� 
SE FlORDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB I�
I-­�

REGIONAL STAFF� 
f-­

DALlAS 
I--

SoN� DENII£R� 
~CfTY  I� 
SOVTHWEST IMPORT DISTJlICT I� 
REGIONAL LAB I� 

REGIONAL STAFF I� 

LOS ANGELES� I I -
PA� SAN FRANCISCO -

SEATTLE I� 
PACIFIC REGlONAL LAB • SW� 

PACIFIC REGlONAL LAB • NW� 

HOURS PER OPERATION 22 8.2 7.5 
TOTAl HOURS 98004 30000 67925 16500 39no 19875 1180 ..... 

CONVERSION FACTOR 1200 1200 950 950 1180 1180 1180 
OPERATIONAL FTEs 81.67 25.00 71.50 17.37 33.70 16.84 1.00 . 

7. REMARKS 

(I) Resources in this prognun can be used to report Import Food activities WIder the following PAC codes: 03R833- ImportlEntl)' Review hoID's;� 
99R833 • Ewluation hours; R824 - Follow-up-to-RefusaJ.� 
(2) Import Entry Review HoID'S: resolD'ces for these activities cO\er all Import Food prognans. 
(3) Jrr",Sliption hoID's: resolD'Ces are for Import Field Exams, Import Filer Ewluations, Follow-up to refusals (marking and tracking lhe disposition 
ofdetained lots) and other openuions lIS required by the Districlto CO\ef program priorities. Districts should report time WIder the approprilllc operation 
and PAC for the activities perfonned Note: Additional time for Import Field Exams UJIlIcr imestigalion hours is p1amed in the Import LACF, Import Seafood and Toxic Elements Program. 

ALL IMPORT FJELD EXAMS ARE TO ROUTlNELY INCLUDE ntE FOLLOWING:� 
la) VERIFICATION ntATntE IMPORTED PRODUCT IS ntE SAME AS ntATWHICH WAS DECLARED (RECONCILIATION EXAM);� 
(h) AN ASSESSMENT OF SECURITY CONCERNS RELATED TO LABELING AND SOURCE COUNTRY pNCLUDlNG CONTAINER INTEGRITY,� 
SIGNS OF INTENTIONAL ADULTERATlON, ETC.);� 

Ic) TRADfT10NAL SAFETY CONCERNS.� 
THESE ACTMTlES ARE TO BE REPORTED AS A SINGLE M'ORT FIELD EXAM UNDER ntIS COMPLIANCE PROGRAM AND PAC. ONLY ONE EXAM� 
SHOULD BE REPORTED PER LINE ENTRY. ONLY IN THE EVENT OF A PRE-DETERMlNED RFOR CAUSER CT EXAM. OR IN ntE EVENT CT SUSPICIONS ARE� 

RAISED CONDUCTING ROU11NE FOLLOW-UP, SHOULD AN ADDmoNAL EXAM AND TIME BE REPORTED UNDER THE CT PAC 103RB45, 04R845 ETC.).� 
SEE 10M SECT10N &.4.1A FOR ADDmoNAL INFORMATION ON FOOD AND COSMETIC DEFENSE ACTMTlES.� 

(4) Demer Labonuory: Salmonella Resistance 
(5) Resources in headquarters for reviewofprior notices at the Prior Notice CerKT.� 
Non:: Please reviewCFSAN's Import Risk Based Priorities Lisl available aI CFSAN OC Intranel site.� 

FORM FDA 26218 (05103) ORA WORKPLANNING SHEET (Continued)� PAGE NO. 03-8 



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

2009 ORA WORKPLAN OCTOBER 1 2008 Pave 1 of 2. 
1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Domestic Fish IIIld Fishery Products Foodbome Biological Hazards - 03 

Insnection Prol!l"8lll 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAl. FTE POSIl1ONS 

R 
E 
G 
I 

0 
N 

03842, B. C. D, 11. 03R839 (1) 

DISTRICTI 
SPECIALIZED 
lABORATORY 

1 

INSPECT\0M8 
tNcurDINQ 

HIGH 
....k 
0"01 

2 
OU11lREAKA 
EllERGENCY 

caD 
",OURI. 

.... 

ORA . I 
• 

DOIIE8TIC 
0AIIPU8 

cou. 

1tlf51 

X 

• 
DOIIU1tC

"'PlU
COl.!­
IIII:JIO
_e 

ICENTER 

•. 
IlOIlBY1C 
~LE8 

CQU. 
c:iIEIl 

0llID0\I<C£ • 

I X I 
• 

...-......... 
""""-E 

COU£C1llIN 

m 

7 

""""ORGANO 
EllAMS-... 

m 

7 
DOIIESl1C 
.....PlBl 

TOlE 
ANAL'I2£D 

c..... 

65.0 (SI.4) Page 1 
iU)' Pafre2 

7 7 
DOM'ESnc -....PI.BI AND 

lOBE U1ERG111C'f 
ANALlZED ANALY1ICA1.IUCRO 

"':" ",,:,"1 
TOTAL FlEl..D 1710 4lI1M1 280 . ~U .'711 500 ~  10 182 .16 

HEADOUARTERS 

REGIONAL STAFF 

NEW ENGlAND 

HE NEW YORK 

RFr.:IOIIIAI LAB 

WFAr. 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DFTROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 
FOREN~IC r.HEM. CTR 

RFr.IONAI !';TAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REr.lONALLAB 

REGIONAL STAFF 

DAl.LAS 

SW DENVER 
KAN!a..<: CITY 

T IMPORT DISTRICT 

REGIONAL LAB 

REGIONA !';TAFF 

LOS ANGELFS 

PA SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAl. LABORATORY-SW 
PACIFIC REGIONAl. LABORATORY-NW 

HOURS PER OPERATION 25.0 5.0 5.0 13. 17.0 
TOTA HOURS .2750 4890 140C 2500 400 91 """" .76 

COM\IFI>~ION FACTOR Il!iOI 950 950 950 1190 11BO 11R/l 1An 
TOTAL OPERATIONAL FTE. 45.00 5.15 1.47 2.63 0.34 0.77 2.62 0.40 

9. REMARKS 

(1) ADDmONAL PAC.: 04942A, H; 07942. H; 09942E, F, H; 21005; 21942; 21RB11; 21R829, 03RB39. 

(2) ORGANOLEPTIC NATIONAl. EXPERT 

(3) SEAFOOD COLLECTlONS ARE PlANNED "FOR CAUSE ONLY." THE NUMBER OF SAMPLES PLANNED PER DISTRICT ARE NOT TO BE CONSIDERED A GOAl. OR TARGET. ONLY COUECT 

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

(4) IN FY 09 HIGH RISK POTENTIAL PRODUCTS (HRPP) PROCESSORS WHOSE LAST TWO INSPECTIONS WERE HAl, CAN BE CONSIDERED 

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

SOURCE OF SEAFOOD WQRKLOAD: 

(5) CFSAN PROVIDED THE RESOURCE DISTRIBUTION FOR INSPECTIONS. 

esc. BASED ON I':"SPECTIONS. 

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

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

(B) LEVEL II AUDITORS CERTIFICATION: THESE HOURS ARE TO PROVIDE AUDITORS THE TIME TO EVAl.UATEITRAIN OTHER INVESTIGATORS TRYING TO 

OBTAIN LEVEL I CERTIFICATION. 

(9) 10% OF INSPECTIONAI. AND ANAl.YT1CAl. RESOURCES ARE SET ASIDE FOR OUl8REAK AND EMERGENCY OPERATIONS USING PAC: 03R839. 

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

FORM FDA 2621. (05JD3) ORA WORKPLANNING SHEET (Continued) PAGE NO, 03-9� 



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

2009 ORA WORKPLAN OCTOBER 1 .2008 "- 2 of 2 

1. PROGRAMfASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

iIJomcstic FISh and Fiahay Prodocla Foodbom. BioIDgjl:al Hazards - 03 

Irnmcctian Proszram (Continued ftnm 1>altC 03-9) -
~. PROGRAM/ASSIGNMENT CO!lE'lS) 4. WORK ALl.OCATlON PlANNED BY 5. OPERATIONAl. FTE POSIllONS 

R 
E 
G 
I 
0 
N 

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

DISTRICT! 
SPECIALIZED 
lABORATORY 

1
_OGIST 

ON_... 
UMPU; COLUC11ON 

\HOUIIII.. 

ORA I 
1 • .....-ANALymott Ell 

-~... ...........11OH 
-.mo............ ~I 

X 

• 
LaVIlLI 

MaIQIIlI 

0l!IdW'ICA11OH 

~ 

ICENTER CZ] (6.6) 

TOTAlREtD 1150 500 1860 1840 

HEAOOUAR1ERS 

REGIONAl STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BAlTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGiONAl STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL lAB 

REGIONAl STAFF 

DALlAS 

SN DENVER 

KANSAS CITY 
SOUTllWEST 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 I 

TOTAL HOURS 950 2000 18601 1840 

CONVERSION FACTOR 950 1180 9501 950 
TOTAL OPERATIONAl. FTEs 1.DC 1.69 1.961 1.94 

I. REIlAJIKS 

FORM FDA 2II21a (0S/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. _.....;03-;;;;;..1.;.;0;..._ 



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

2009 ORA WORKJlLAN OCTOBER 1 2008 . 
1. PROGRAM'ASSIGNMENT TTT\.E 2. PPS PROJECT NAMEII'IlJM¥R 
Import Seafood Products Foodbome Biological Hazards - 03 

3. PROGRAMIASSIGNIolENT COOE(SJ I', WORK AllOCAllOH PtANNBl BY 5. OPERATIONAL FTE POSmONS 

03844.B, C. D, H; 07844: I X ORA I X ICEHTER 84.7 
09844E.F 

•• 
Q , 
0 

N 

e. 
DISTRICTI 

SPECIALIZED 
L.ABORATORY 

1 

.......... ..... 
....... 
'" 

. 
.....-r ......... 
<au. .......,..
"', ... 

•--. .-
CClU.--

• 
~f.­;"Oou-_. • 

"""""TD1...... 
.n 

. ....---....._.. 
-

. 
"""'" ....... 
TO" ........,.., 
<HfJl.~,-

• 
"'""" ........... 
roBe 

......V7:EO 

....." ... ,n. 
TOTAL FIELD 500 6400 ....0 ~  3200 1110 30SG ....0 

HEADQlJAR1ERS 

I REGIONAL STAFF 

j NEW ENGlAND 

NE NEW YORK 

REGIONAL lAD 

WEAC 

REGIONAL STAR' 

BI\l.TIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHIL.ADEl.PHIA 

FORENSIC CHEM. crn 
REGIONAL STAFF 

All.»ITA 

SE FlORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL lAB 

REGIONAL STAFF 

DAU..AS 

SW DENIIER 

KANSAS CITY I 
ISOlITHWEST IMPORT DISTRICT 
IREGIONAl lAB 
IREGIONAl. STAR' 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACifIC REGIONALI.AIlORATORY_ 

PACIFIC REGIONAL lABORATORY-MN 

HOURS PER OPERATION 14.0 2.6 5.3 11.0 

TOTAL-HOURS 7000 1ll&40 3200 1160 16165 49260 

CONVERSION FACTOR 950 950 950 1160 1160 1160 

TOTAL OPERATIONAL FTEs 7.37 17.52 3.37 1.00 13.70 41.76 

I. REMARKS 

(I) ¥Y 1009: IMPORTER INSPECTIONS: &ASW ON OASIS CONSIGNl:EDATA.� 

PER CFSAN, INSPECTIONS OF IMPORTERS ARt: TO ASCERTAIN THAT TIlE DIPORnR HAS COMPLIED WlIH SEAFOOD RACer REGULATIONS� 

(NOT TO PERFORM FILER INSPECTIONS).� 

(1) IMPORT SAMPLE COLLECTION: PI:R CPSAN BASW ON A TOTAL NUMBER OF LINI: I:NTRIES WIllI SPECIAL EMPHASIS TOWARDS TIlE OFFICE� 

OF FOOD SAFETY. DIVISION OF SEAFOOD SAFETY TOP11IRI:E PRIORITY PRODUCTS:� 

READY TO £AT (Rn): 1II0DIFIED ATMOSPBJ:RI: PACKAGING (MAP) AND HISTAMINE FORMING. CONSEQUENTLY, SEVI:RAL� 

DISTRICTS wn.L NOTE AN INCR£A5E IN THE SAMPLE COLLECTION TARGETS BECAUSE THEY HAVE AmGH PI:RCENTAGE OF RTE, MAP AND BlSTAM1NE LINE ENTRJES.� 

ALL DISTRICTS SHOULD CONCENTRAn ON COLu:enONS AS PER T1fE PRIORl11ES SET IN THE IMPOIlT SEAFOOD COMPLIANCE PROGRAM.� 

WHEN PHYSICAL SAMPLES ARt: COLLECTI:D roR ANALYSIS, THE GUIDANCE IN THE COMPLIANCE PJlOGRAM mOULD BE FOLLOWED IN DETERMINING WHAT TBE� 

PJlODUCT SHOULD BE ANAL¥ZED FOR. SPECIFICALLY. JlAW SCJlOMBROTOXlC FISH SHOULD liE ANAL¥ZED FOil HISTAMINE NOT POll MlOlO; JlAW SHRIMP SIIOULD BE� 

ANALl'ZED FOR UNDECLARED SULFITE (AND/OR CBEMOTIIEJlAPI;UTICS UNDEJl PAC 04e11 FOLLOWING THE GUIDANCE IN THE COMPLIANCE PROGRAM COLLECTION� 

SCHEDULE) NOTl'01l!\U0l0.� 

(3) IMPORT INVESnGATION HOUJlS WERE DISTRIBUTI:D BY CFSAN. IlESOURCES AIlE FOR FIELD EXAMS, LABEL EXAMS AND 0J1IEIl� 

OPDlATIONS AS REQUIRED BY THE DISTRICT TO COVER PROGRAM PRlOIllTlES.� 

DISTRICTS SIIOULD JlEPORTTIMJ: UNDI:R THE APPJlOPRIATE OPEJlATION AND PAC I'OIl THE AC11Vl11ES PEIlJIQRMED.� 

ALL IMPORT Fn:LD EXAMS ARt: TO ROUTlNELYINCLlJDE THE FOLLOWING:� 

II) VERIFICATION THAT THE IMPORTED PRODUCT IS THE SAllIE AS THAT WHICH WAS DECLARED (RECONClUATIOH EXAM); 

(b) AN ASSESSMENT OF SECURITY CONCERNS RELATED TO LABEUNG AND SOURCE COUNTRY (INCLUDING CONTAINER INTEGRITY, 

SIGNS OF INTENTIONAL ADULTERATION, ETC.); AND 

(e) TRADITIONAL SAFETY CONCERNS. 

THESE ACTIYITIES AIlE TO BE REPOIlTED AS A SINGLE IMPOIlT FIELD EXAM UNDER TBlS COMPUANCE PROGRAM AND PAC. omY ONl: EXAM 
SHOULD BE REPORTED PER LINI: ENTRY. ONI.Y IN THE EVENT OF A PIlE-DI:JJ:IlMINED "POR CAUSE" CT EXAM, 011 IN THE EVENT CT SUSPICIONS ARt: 

RAISED CONDUCTING ROUTINE FOLLOW-UP, SHOULD AN ADDmONAL EXAM AND TIME BE REPOJlTI:D UNDER TBE cr PAC (0311I45, O4R145 ETC.). 
SEE 10M SECTION 5.4.1.4 FOR ADDmONAL INFOJlMATION ON FOOD AND COSMEIlC DEFENSE ACTIVlDES.� 
(4) MULTIPLE ANALYSES (LL, CBEM AND MICRO) WILL BE RIlN ON NUMEROUS SAMPLES, T1IEJlElIOJlE, ANALYSES 01JJl'l1lMllER COLLECTIONS.� 
(5) OIlGANOLEPl1C NATIONAL EXPEJlT� 
(6) W£AC MIOlO " CHEM: PEIl DFS AN INTERNAL AGJlEEMENT BI:TWDJ'l THE WEACLAB� 
DIJlJ:CTOIl AND THE NEW ENGLAND III DIRECTOR TO HAVE 119 CBEM AND 76!\UCRO SAMPLES SENJ'TO WEAC.� 
NOTE: SWID SAMPLES COLLECTED FOR TX " NM AIlE SENT TO ARL SWID SAMPLES COLLECTED FOR CA " AZ ARt: SENJ'TO PRS.� 

FORM FDA 1121. (05I1l31 ORA WORKPLANNING SHEET (Continued) 03-11 



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

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 
1. PROGRAMIASSIGNMENT TiTlE 2. PPS PROJECT NAMEINUMBER 

Juice RACep Inspection Program Foodbome Biological Hazards - 03 

p. PROGRAMIASSIGNMENT CODE(S) 4. WORK ALLOCATION PlANNED BY 5. OPERATiONAl FIE POSITIONS 

6.903847H, 03847 (1) CO ORA 0 CENTER 

R 
E 
G 
J 
a 
N 

It)· 
DISTRICT! 

SPECIALIZED 
LABORATORY 

1 
DllIIESTlC

INSPECTIONS ~••~:_-_CH_~_~_S_2~o~_....-+_=_.-cll_~_;;_ES_:+-IN_~_~':~I.T_~_~.~;==O_P__~_3:n=:_~_R_I S=~ 

TOTAL FIElD 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. crn 
REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SIN DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISlRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SIN 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 20.0 5.0 11.0 15.0 13.0 

TOTAL HOURS 4000 375 220 825 1300 

CONVERSION FACTOR 950 950 1180 1180 950 
TOTAL OPERATIONAL FTEs 4.21 0.39 0.19 0.70 1.37 

9. REMARKS 

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

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

samples and filthlsanitation component of inspection. 
(2) Domestic Inspections based on OEI juice processor data as of FY 2008. State inspections may be conducted in addition 

to the number of inspections assigned per district (PAC 035004). Resources have been added to cover food security issues at all domestic 

processor inspections. Inspectional priority is as follows: firms associated with recent outbreaks, unpasteurized juice firms, firms whose previous 

inspections were OAI, and frrms that have not yet been inspected. 

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

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

Note: Surveillance activities planned under this program may be p~mpted by enforcement initiatives agreed upon by 

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

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET PAGE NO. 03-12 
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2009 ORA WORKPLAN OCTOBER 1 2008 . 
11. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Import and Domestic Micro Assignments '.- Foodbome Biological Hazards - 03 

~.  PROGRAM/ASSIGN}~ENT  CODE(S) 4. WORl<ALlOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

03F098 (Import) I X I ORA []] CENTER 48.9 
03FIOO (Domestic) 

R 
1°· 

DISTRICT! DOMESTIC IIPOIn' DOMESTIC IIPORT 
g 

E SPECIALIZED INVESTJ. SAMPLE SAIIPlE SAllPLE SAIIPlE OTHER 
G 

I 

LABORATORY GATlONS 

(HOURS) 

coUEcnoN. COLLECTION ANALYSIS 

IIICRO 

AllALY8IS 

MICRO 

OPERAl1ONS 

(1Ioln1 
0 
N 

TOTAL FIElD 1100 700 1000 1000 1000 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATIlE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 3.0 3.0 25.0 25.0 

TOTAL HOURS 1100 2100 3000 25000 25000 

CONVERSION FACTOR 950 950 950 1180 1180 

TOTAL OPERATIONAL FTEs 1.16 221 3.16 21.19 21.19 
9. REMARKS 

CFSAN will work with ORA to determine how resources will be allocated in FY 2009. 

Note: SWID samples collected from TX & NM are sent to ARt. SWID samples collected from CA & AI. are sent to DEN. 
Resource distribution per CFSAN. 
• In FY 2009 an additional 300 domestic samples will be collected under state contracts.� 
Domestic and Import Sample Analysis based on Domestic and Import Sample collection(s) and laboratory Servlc1ngTable.� 

. 
FORM FDA 2621. (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-13 
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(b)(2)&(b)
(7)(E)

2009 ORA WORKPLAN OCTOBER 1 2008 · 
1. PROGRAM/ASSIGNMENTTlTLE 2 PPS PROJECT NAMEINUMBER 

Foreign Inspections/Assessments Foodbome Biological Hazards - 03 

, 
~. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATION PLANNED BY 5. OPERATIONAL FIE POsmONS 

03R233 I X I ORA o CENTER 7.3 

,6. 1 2 9 9 
R DISTRICTt FOREIGN 
E SPECIALIZED INSPEC­ 1NVESllG­ ASSESSMENT OTHER 
G LABORATORY llONS AllONS TECHNICAL OPERAllONS 
I 

0 
FOREIGN. (Mou..) ASSISTANCE 

(HOURS'" 
(Hov..' 

N 

TOTAl FIELD 200 950 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC Cl-IEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF I 

DALLAS 

SW DENVER 

KANSAS CrTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE : 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 30.0 
TOTAL HOURS 6000 950 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 6.32 1.00 

~.  REMARKS 

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

limi~  to training, presentations, speeches, site visits, outreach, workshops, seminars or meetings with partnership groups 
trade associations etc. Per CFSAN, report accomplishments \Ulder PAC 03R233. 

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

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-14 



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

FY 2009 ORA WORKPLAN October 1, 2008 

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

Methods Validation/Development Program� Foodbome Biological Hazards - 03 

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

03R816� ITJ ORA o CENTER 10.0 

itl .� 
R DISTRICTI APPUED� 
E SPECIALIZED METHODS TECHNOlOGY� 
G LABORATORY VAI.JDFJ CENTER� 
I� MICRO MICRO 

0� (Houfs) (Hours) 
N 

TOTAL FIELD 7220 4720 

HEADQUARTERS� 

REGIONAl STAFF� 

NEW ENGLAND� 

NE NEW YORK� 

REGIONAl LAB� 

WEAC� 

REGIONAl STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY I� 
PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATLANTA 

( 

SE FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAl STAFF� 

DALLAS 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAl LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAL LABORATORY-SW� 
PACIFIC REGIONAl LABORATORY-NW� 

HOURS PER OPERATION 

TOTAL HOURS 7220 4720� 

CONVERSION FACTOR· 1205 1180� 

TOTAL OPERATIONAL FTEs 6.00 4.00� 

9. REMARKS 

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

r 
\� I 
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(b)(2)&
(b)(7)(E)

2009 ORA WORKPLAN OCTOBER 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAMElNUMBER 

Contract Management Foodbomo Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT CODE(S) 
.. 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

03R843 I X lORA I ICENTER 12.0 

6. 8 

R DISTRICT! c.oNrRACT 
E SPECIALIZED IlAllAGE-
G lABORATORY IIIEHT 
I HOURS 

0 

N (1) 
TOTALFIB.D 11400 

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 

AnANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN .> 

REGIONAl. lAB 

REGIONAl STAFF 

DAl.lAS 

SW DENVER 

KANSASCJTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANasco 

SEATTlE 

PACIFIC REGIONAL LAIlORATORY-SW 

PACIFIC REGIONAL lABORATORY-NW 

HOURS PER OPERATION 

TOTAl. HOURS 11400 
CONVERSION FACTOR 950 

TOTAl. OPERATIONAL FTEs 12.00 

9. REMARKS 

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

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

-----

2009 ORA WORKPLAN OCTOBER 1 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Food Defense Foodbome BiologicalHazards ­ 03 

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

03R845� [TI ORA o CENTER 38.0 

II;· 2 2 8 a BIOTERRORISM� 
R DISTRICT/ cso CSO IMPORT IIPORT DOMESTIC DOMESTIC :::::;:::r~I:::::::: (BT}F1RMS� 
E SPECIALIZED DOIIESTlC .PORT CHEM 1IlC:R0 CHEll' MICRO OEi�::J~m"'!l~::, 

G LABORATORY HOURS HOURS HOURS HOURS HOURS HOURS MAINTENANCE� 
I� !·:;~ii.· **0 
H� :::::'::j"'~'9.\IW:: I

TOTAlAElD 11400 3800 3540 1770 6490 4720 :I}t;::rn,ijij ::I'ME~ijilij 1900 

HEADQUARTERS� 

REGIONAL STAFF� 

NEW ENGLAND� 

NE NEW YORK� 

REGIONAL LAB� 
I�

WEAC� I 

REGIONAL STAFF ,� 
BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATLANTA� 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DALlAS� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAL LABORATORY-SW� 

PACIFIC REGIONAL LABORATORY-NW� 

HOURS PER OPERATION '::'::::.::::::;:;i:::;::;:::::tli':::::::,::::g:g::: 4.00 
TOTAL HOURS 11400 3800 3540 1770 6490 4720 ~:~~t::~'~r::-~r:~:;}r:~:  \~:~:;·r~·g:g:?;:~~;:~:  7600 

CONVERSION FACTOR 950 950 1180 1180 1180 9501180~~  

TOTAL OPERATIONAL FTEs 12.00 4.00 3.00 1.50 5.50 4.00� 8.00 
9. REMARKS 

Reporting: Food Defense activities are reported under 03R845, expanded time should be reported under 04R845,� 
07R845, 09R845, 21R845.� 
Planned resources are for all special food defense related activities, over and above resources for food defense� 
activities that are incorporated into routine safety monitoring activities (i.e., food defense coverage during routine food� 
safety inspection and import and domestic food defense reconciliation exams). Resources for food defense coverage� 
during routine operations are included in the parent programs.� 
Domestic & import resources have been separated for planning purposes. Based on circumstances, resources� 
may be shifted between Import and Domestic.� 
Resources are to be used for CFSAN food defense assignments for inspections, sample coUections and analyses,� 
including those to support the FERN.� 
Total lab time may be used for maintaining general food defense capabilities.� 
• Resources for food defense method validation are a subset of the total Chemist and Microbiologist� 
resources planned by DFS ( Information Only).� 
- Resources provided for district determination of workload obligation of new firms based on Bioterrorism (BT) Legislation.� 
Note: SWID samples collected from TX & NM are sent to ARL. SWID samples collected from CA & AZ are sent to PRS.� 
WORKLOAD:� 
CSO DOMESTIC HOURS BASED ON TOTAL FOODS MIR OEI INCLUDING IND CODE 02-51 DATED 2125f2008.� 
CSO IMPORT HOURS BASED ON TOTAL FOODS ACS FDA REVIEW LINES FROM MAY 15,2007 - MAY 15, 2008.� 
LAB RESOURCES PRE-PLANNED BY DFS.� 
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FY 2009 O

OPERATIONAL FrE TOTAL TOTAL 

OPERATIONAL PROGRAM 8. 

IMPORT FOREIGN FTE. JTEt PAGE 

74.2 166.9 303.0 

27.4 59.7 108.4 2-3 

29.3 32.6 59.2 4 

11.7 17.0 30.9 

(1.5) • (12.5) 5-7 

(3.6) 0.7) 

(0.6) (0.8) 

28.6 51.9 8 

5.8 6.4 11.6 9 

10.6 19.2 10 

12.0 21.8 11 

ORA PLANNER-TELEPHONE 
Stephen F. Burt (30n 827-1633/ Janice J. Lim (301) 827-1639 

RA WORKPlAN	 October 1 2008 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 

Food and Cosmetics 

W~. FDA COMPUANCE PROGRAMS 

No. AND ASSIGNMENTS 

TOTAL	 

FY2009 
12. PPS PROJECT NAMe~UMBER 

Pesticides and Chemical Contaminants - 04 

S.	 PROGR....III 

ASSIGNMENT 

CODE 

1 Pesticides and Industrial Chemica15 in Domestic and 04004A,D • 

Imported Foods 

2 Chemotherapeutic in Seafood 04018 

3 Toxic Elements in Food and Foodware 

Toxic Elements in Foods (Domestic and ImPOrt)·· 04019A 

Toxic Elements in Foodware (Domestic and Import) 04019B 

RadiOJmclides in Foods (Domestic and ImPOrt) 04019C 

4 Tollll Diet Study 04839 

5 Field Assil!lUllents for Chemical Contaminants 04FSOO 

6 Methods Validation/Development Pr02TaID 04R816 

7 Forensic Evaluation and Sample Analysis 04R838 

• 04RS33, 99R833, 04R824 

•• Includes DISC and DISA FTEs 

CENTER PROJEcr MANAGER-TELEPHONE 
Glenn T. Bass (301) 436-2774 

6­

tDOMESTlC 

92.7 

32.3 

3.3 

5.3 

(5.0) 

(0.1) 

(0.2) 

28.6 

0.6 

10.6 

12.0 

FORM FDA 2622 19-981	 PAGE NO. 04 -1 



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

FY 200t ORA WORKPlAN October 1 2II0B 

1. PROGRAM/ASSIGNMENT Tm.E 2. PPS PROJECT NAMEINUMBER 

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

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALlOCATION PLANNED BY 5. OPERATIONAL FTE POSmONS 

04004A,D, 99R833, 04R824 o::::J ORA CD CENTER 59.7 (32.3) 

II>· 
R DISTRICTI DSCa DSAs DSAs DSC. DSAs 
E SPECIALIZED JNV DSCo DSAs DlOlONS DIOXINS DIOlCIHS SEAFOOD SEAFOOD 
G LABORATORY (HOURS) CHEM . 
I 
0 
N 

TOTALRELD 1100 1400 1400 750 ~  750 232 100 100 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO . 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHIlADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTl..E 

PACIFIC REGIONAL LABORATORY- SW 

PACIFIC REGIONAL'LABORATORY· NW 

HOURS PER OPERATION • 3.0 6.5 4.0 20.0 11.6 3.0 6.5 
TOTAL HOURS 1100 4200 9100 3000 15000 2691 300 650 

CONVERSION FACTOR 950 950 1180 950 1180 1180 950 1180 
TOTAL OPERATIONAL FTEs 1.16 4.42 7.71 3.16 12.71 2.28 0.32 0.55 

7.REMARKS 
CFSAN will issue biannual Dioxin Schedule. 
DSC Seafoods: See compliance program for colIection details. 
*lncludes analysis of232 Total Diet Study Sample homogenates. ARL wilI analyze 518 of the 750 dioxin DSCs. 

__2FORM FDA 26211 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. __04- __ 



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

----

1. PROGRAM/ASSIGNMENT 

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

04004A,D, 99R833, 04R824 

TOTALFlELD 

TInE 2. PPS PROJECT NAMEINUMBER 

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

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK AlLOCATION PLANNED BY 5. OPERATIONAL FlE POSmONS 

~ORA  c=JCENTER (27.4) 

16 .� 
R DISTRICTI� 
E SPECIAUZED ISCa IS4s lSCa ISAa� 
G LABORATORY CHEM SEAFooo flEAFOOO� 
I CHEM� 

0� 
N 

3000 3OllO 300 SOIl 

HEADQUARTERS 

REGiONAl STAFF 

NEW ENGLAND 

NE I'lEWYORK 

REGiONAl LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGiONAl STAFF 
ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAl STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGiONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAl lABORATORY· SW 
PACIFIC REGIONAL LABORATORY- NW 

HOURS PER OPERATION 1.6 7.B 1.6 7.B 

TOTAl HOuRS 4800 23400 480 2340 

CONVERSION FACTOR 850 1180 950 1180 
TOTAl OPERATIONAl FlEe 5.05 19.83 0.51 1.9B 

9.REMARKS� 
ISC Seafoods: See compliance program for collection details.� 
ISAs: Planned nmnbers based on SWID sending 40"10 oflSAs to All and 60% ofISAs to PRlA)W.� 

(� 
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(b)(2)&(b)(7)(E)

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

FY 2009 ORA WORKPLAN OClDber 1, 2008 

1. PROGRAM/ASSIGNMENT TInE 2. PPS PROJECT NAMEINUMBER 

Chemotherapeutics in Seafood Pesticides and Chemical Contaminants - 04 

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

04018 X lORA '--__......II CENTER 32.6 

....,;:: -,' ' . 
R DISTRICTI 
E SPECIAlIZED IMPORT IllPORT ISAa DOMEmc DOMEmc 
G lABORATORY SAMPlE SAMPLE NITRO­ SAMPLE SAMPlE 
I COtL ANALYSIS FURAHS COLL ANALYSIS 
o 
N 

TOTAl FIELD 1000 1000 100 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 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF� 

DAllAS� 

SW� DENVER 

KANSASClTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAl lAB 

REGIONAl STAFF� 

lOS ANGELES� 

PA� SAN FRANCISCO 

SEATTlE 

PACIFIC REGIONAL lABORATORY - sw 
PACIFIC REGIONAL lABORATORY - NW 

HOURS PER OPERATION 2.5 24.0 30.0 5.0 24.0 30.0 
TOTAl HOURS .2500 24000 7500 500 2400 900 

CONVERSION FACTOR 950 1180 1180 950 1180 1180 
OPERATIONAl FTEs 2.63 20.34 6.36 0.53 2.03 0.76 

7.REMARKS 

CFSAN spread the number of sample collections per district based on ORADSS line entry data and domestic OEI data. DFS spread the laboratory� 
analyses. Individual sub sample analyses will be for Nitrofurans in shrimp and for all Chloramphenicol samples. All remaining residue analyses will be a� 
composite of 12 subsamples. The analytical module is a Field Wide Average, based on number of total samples planned for individual subsample analysis� 
and for composite analysis. Refer to the FY09 Collection Schedule (when issued) for specific commodities to collect. Import samples can be collected as� 
D/l samples if samples are being collected fresh. The sample collection and analytical numbers arc based on all products except for crab being analyzed� 
for two chemotherapeutic agents.� 

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

FORM FDA 2621a (08107)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-4 
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FY 2009 ORA WORKPLAN oc-.1 z008 

1. PROGRAM/ASSIGNMENT TmE 2. PPS PROJECT NAMElNUMBER 

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

3. PROGRAM/ASSIGNMENT CODE{S) 4. WORK AlLOCATlON PlANNED BY 5. OPERATIONAL FTE POSITIONS 

040l9A r::=D ORA CK::J CENTER 17.0 (12.5) 

Iii. 
R DISTRICTI 
E SPECIALIZED DSC ISC DSA ISA Dsc. DSAo 
G LABORATORY NON­ NON­ NON­ NON­ SEAFOOD SEAFOOD 
I SEAFOOD SEAFOOD SEAFOOD SEAFOOD CHEll 

0 CtIEII CHEll 
N 

TOTAL FIELD 25 625 25 625 310 310 

HEADQUARTERS 

REGIONAL STAFF 

NE 

NEW ENGLAND 

NEW YORK 
• 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 
• 

BALllMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA : 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LABORATORY· SW 
PACIFIC REGIONAL LABORATORY - NW 

HOURS PER OPERATION 3.5 1.8 12.0 12.0 4.5 12.0 
TOTAL HOURS 88 1125 300 7500 1395 3720 

CONVERSION FACTOR 950 950 1180 1180 950 1180 
TOTAL OPERATiONAl FTEs 0.09 1.18 0.25 8.38 1.47 3.15 

7. REMARKS 

Both Seafood and Non-Seafood Domestic and Import Sample Collections: CFSAN will issue collection schedules. 
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FY 2009 ORA WORKPLAN� 0clDb0r 1 2008 

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PLANNEO BY� 5. OPERATIONAL FTE POSITIONS 

04019B� CD ORA c=JCENTER (3.7) 

15. 
R DISTRICTI� 
E SPECIAlJZED IIllC8 IlICa DClIIESlIC ~  IllAa� 
G lABORATORY ~l IIIao-NI FIEUI !NY CIlEIiI CHEll� -I EXAlIS HDlIIllI� 
0� 
N� 

TOTAL FIELD 10 200 25 1400 10 200� 

HEADQUARTERS� 
REGIONAL STAFF� 
NEW ENGlAND� 

NE� NEW YORK� 
REGIONAL LAB� 
WEAC� 

REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� , 
CINCINNATI 

CE� DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHIlADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATLANTA� 

SE� FLORIDA� 
NEW ORLEANS� 
SANJUAN� 
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 3.5 1.8 0.7 10.0 10.0 
TOTAL HOURS 35 360 18 1400 100 2000 

CONVERSION FACTOR 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEa 0.04 0.38 0.02 1.47 0.08 1.69 

7.REMARKS 
*IMPORT INV Hours are for field exams and any other import open.tions as required by the District to cover import priorities. District should report time under 
the appropriate operation and PAC for the activities perfonned. 
Import field exams are to routinely include: verification that the imported product is the same as that which was declared 
(reconciliation exam); an assessment ofsecurity concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc) 
and traditional safety concerns. These activities are to be reported as a single import field exam under this compliance program and PAC. Only one exam should be 
reported per line entry. Only in the event ofpre-detennined "for cause" CT exam, or the event CT suspicions are raised conducting routine work requiring follow-up 
should an additional exam and time be reported under the CT PAC (03R845, O4R845, etc.) For districts that are not provided domestic field exam and sample 
collection resources, district should still collect samples, ifnecessary. 
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(b)(2)&(b)(7)(E) (b)(2)&(b)(7)(E)

oetober 1 2008 FY 2009 ORA WORKPLAN� . 
~. PROGRAM/ASSIGNMENT TmE 2. PPS PROJECT NAMEINUMBER 

Radionuclides in Foods (Domestic and Import) Pesticides and Chemical Contaminants - 04 

13. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PlANNED BY 5. OPERATIONAl.. FTE POSITIONS 

04019C LKJ ORA CTICENTER (0.8) 

6. 
R DISTRICTI� 
E SPECIAliZED DS/ul !SAl� 
G LABORATORY DSC ISC CHEM CHEM� 

I 
0 
N 

TOTAL FIELD 18 84 18 84 

HEADQUARTERS 

REGIONAL STAFF ~ 

NEW ENGLAND 

NE� NEW YORK� 

REGiONAl LAB� 

WEP£� 
REGIONAL STAFF� 

BALTIMORE� 

CHICAGO I� 
CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATLANTA� 

SE� FLORIDA� 

NEW ORlEANS� 

SANJUAN� 

REGIONAL LAB� ,
REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTlE� 

PACIFIC REGIONAL LABORATORY - SW� 

PACIFIC REGIONAL LABORATORY - NW� 

HOURS PER OPERATION 2.5 1.7 15.0 6.0 
TOTAL HOURS 40 143 240 504 

CONVERSION FACTOR 
, 950 950 1160 1180 

TOTAL OPERATIONAL FTEs 0.04 0.15 0.20 0.43 

7. REMARKS 

CFSAN spreads DSCs based on location ofnuclear power plants. See compliance program for collection details• 

. 
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FY 2009 ORA WORKPLAN OCtober 1 2008 

1. PROGRAM/ASSIGNMEHTTTTl.E 2. PPS PROJECT NAMEINUMBER 

Total Diet Study Pesticides and Chemical Contaminants - 04 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATION PlANNED BY 5. OPERATIONAl FTE POSmoNS 

04839 I lORA I X ICENTER 28.6 

6. TOTAl. TOTAl. 

R DISTRICTI DOMESTIC DIET DIET 

E 
G 

SPEClAUZED 
lABORATORY 

DSC8 
(TOTAL) 

SAMPlE 
TO BE 

SAMPLE 
ANALYSIS 

SAIIPLE5 
ANAL'ISlS--­I (lllET) ANAL'IZED (RADIO+' n '"D) 

0 
N 1'1 c::u c::" c::" 

TOTALAELD 60 1136 2 1136 

HEADQUARTERS 

REGIONAL STAFF \ 

NEW ENGlAND -
NE NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS I 
NEW JERSEY 

PHIlADElPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA J 

NEW ORLEANS 

SANJUAN 

REGIONAl LAB 

REGIONAl STAFF 

DAllAS 

SW DENVER 
KANSASCrTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTlE 

PACIFIC REGIONAl lABORATORY • SW 

PACIFIC REGIONAl LABORATORY - NW 

HOURS PER OPERATION 26.0 20.1 2600.0 3.0 
TOTAl HOURS 1560 22634 5600 3408 

CONVERSION FACTOR 950 1180 1180 1160 
TOTAL OPERATIONAl FTEs 1.64 19.35 4.75 2.69 

7. REMARKS 

(I) Each DSe represents a District's weekly collection of specified food items. Each market basket collection is spread over five week period 
and involves 3 separate districts. Four market baskets are planned annually. 
(2) Represents the total number offood items analyzed for various attributes. voe analyses will no longer be conducted on IDS foods. 
(3) All TDS food items from two market basket analyzed by WEAC for selected radionuclidcs. 
(4) All TDS foods from each market basket are analyzed for percholratcs. 

.J� 
FORM FDA 282111 (05lO3j ORA WORKPLANNING SHEET (Continued) PAGE NO. 



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

FY 20011 ORA WORKPLAN� Octabo, 1 2001 
1. PROGRAM/ASSIGNMENT TITlE� 2. PPS PROJECT NAMEINUMBER 

Field Assignments for Chemical Contattrinants� Pesticides and Chemical Contaminants -04 

13. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PlANNED BY� 5. OPERATIONAL FTE POSITIONS 

04FBOO� ~ORA ~CENTER 6.4 

R DISTRICTI 
E SPECIAlIZED DSC IlSA ISC \SA ISCIDISC ISAIDISA lSAIDlSA 
G LABORATORY FIIRAN FUIWl CONTAIIINAImI CONTAMINANTS PES&TE PES TE 
I IN IN Ii IN DIETARY DETARY DIETARY 

0 FOODS FOODS HOllEY HOtlEY SUPPL. SIIP!'L. SUPPL. 
N 

Sui> 1 Sllbl 

TOTALRELD� 100 100 100 10D 250 250 231 
HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 

NE� NEW YORK� 
REGIONAL LAB� 
WEAC� 

REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� 
CINCINNATI� 

CE� DETROIT� 
MINNEAPOUS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATLANTA� 

SE FLORIDA� 
NEW ORLEANS� 

SANJUAN� 
REGIONAl LAB� 

REGIONAl STAFF� 
DALLAS� 

SW� DENVER� 
KANSAS CITY� 
SOUTliWEST 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 3.0 3.0 8.5 3.0 8.5 14.5 
TOTAL HOURS 300 300 300 850 750 1825 3350 

CONVERSION FACTOR 950 1180 950 1180 950 1180 1180 
TOTAL OPERATIONAL FTEs 0.32 0.25 0.32 0.55 0.79 1.38 2.84 

7. REMARKS 

Collections for Dietary Supplements will be directed by CFSAN field assignments. 
Contaminants In honey include chloroamphenlcol (see Import BUlletin). 

FORM FDA 2621. (D5I03) ORA WORKPLANNING SHEET (Continued)� PAGE NO. _.....;.04-...;".;9__ 



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

FY 2009 ORA WORKPLAN October 1 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Methods ValidationJDevelopment Program Pesticides and Chemical Contaminants - 04 ',­

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

O4R816 eDORA I=:=J CENTER 10.6 

,ll. 
R DISTRICTI APPUED 
E SPECIALIZED METHODS TeCHNOLOGY 
G LABORATORY VAlJDEV CENTER 
I CHEM CHEM 

0 CHllUfS) CHDUB) 
N 

TOTAL FIELD 6780 5900� 

HEADQUARTERS� 

REGIONAL STAFF� 

NEW ENGLAND� 

NE NEW YORK� 

REGIONAL lAB� 
WEAC� 

REGIONAL STAFF� 

BAlTIMORE� 

CHICAGO� 

CINCINNATI� 

CE DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATLANTA� 

SE FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL lAB� 
REGIONAL STAFF� 

DAlLAS� 

SW DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL lAB� 
REGIONAL STAFF� 

LOS ANGELES :� 

PA SAN FRANCISCO� i 

SEATILE� 

PACIFIC REGIONAL LABORATORY - SW :� 
,PACIFIC REGIONAL LABORATORY - NW� 

HOURS PER OPERATION� 

TOTAl HOURS 6780 5900� 

CONVERSION FACTOR 1205 1180� 
TOTAl OPERATIONAL FTEs 5.63 5.00� 

9. REMARKS 

Workload Source: Detennined by Division of Reid Science, ORO. 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-10 



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

FY 2009 ORA WORKPlAN� Octoller 1 2008 

-�1. PROGRAM/ASSIGNMENT TITlE� 2. PPS PROJECT NAMEJNUMBER 

Forensic Evaluation and Sample Analysis� Pesticides and Chemical Contaminants - 04 

3. PROGRAM/ASSIGNMENT COOE(S)� 4. WORK AlLOCATION PLANNED BY 5. OPERATIONAl. FTE POSmONS 

04R838� LOORA c=JCENTER 12.0 

6. 
R DISTRICT!� 
E SPECiAliZED FORENSIC FORENSIC� 
G LABORATORY SAMPLE EVALUATION� 
I ANALYSIS� 

0 (CHEll)� 
N� 

TOTAlAELD 1205 13255� 

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 I� 
SANJUAN I� 
REGIONAl. LAB� 

REGIONAl STAFF I� 
DALLAS I� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAl. LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAl. LABORATORY - SW� 

PACIFIC REGIONAL LABORATORY - NW� 

HOURS PER OPERATION� 

TOTAl HOURS 1205 13255� 
CONVERSION FACTOR 1205 1205� 

TOTAL OPERATIONAL FTEs 1.00 11.00� 
7. REMARKS 

The hours planned above are estimates. Report Forensic activities under the appropriate PAC O4R838; PODS operation� 
code 03, Petition Evaluation, Methods Development, or Forensic Evaluation (Forensic Evaluation added in FY 1999);� 
PODS operation code 41 or 43, domestic or import sample analysis, PAC O4R838 or OCI PAC 04R831.� 
Contact Division ofField Science (HFC-140), ORA, for additional rePorting instructions.� 

FORM FDA 2821a (05103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-11 
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FY 2009 ORA WORKPLAN October 1 2008 

PROJECT SUMMARY SHEET 

1. PROGRAM CAteGORY ... PPS PROJECT NAME/NUMBER 

Food and Cosmetics Molecular Biology & Natural Toxins· 07 

5. PROGRAM 6. OPERATIONAL Fn; 

3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT 

No. AND ASSIGNMENTS CODE DOMESl1C 

TOTAL 13.8 ~ 
) Mvcotoxins in Domestic and Import Foods 07001 9.3 

Methods ValidationIDevelopment Promm 4.507R816 

IMPORT 

5.3 

5.3 

FOREIGN 

~ 

TOTAL
 

OPERATIONAL
 

F1'EI 

19.1 

14.6 

4.5 

PROGRAM 8.=~w
F1'EI 

34.7 

26.5 

PAGE 

07-2/4 

8.2 07-5 

ORA PLANNERlfELEPBONE CENTER PROJECT MANAGERITELEPBONE 

Harriet R. Gerber. 301-827-1630Brew Alei. 301436-2065 

FORM FDA 2622 (5100) PAGE NO. 07-1 



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

FY _ ORA WORKPLAN 0cI0be< 1 2008 

1. PROGRAMlASSfGNMEtfF l1TlE� 2. PPS PROJECT NAMEJNUMBER 
-

Mycotoxin in Domestic and Import Foods� Molecular Biology & Natural Toxins - 07 

3. PROGRAM/ASSIGNMENT CODE(S)� 4. WORKAL1.OCATION PLANNED BY 5. OPERATIONAL FlE POSITIONS 

07001 (DOMESTIC) I x lORA I ICENTER (Total 14.6) 9.3 

6.� 3 3 3 3 3 7 7 7 7 
R DISTRICTI 
E SPECiAliZED osc. DSCa DSCo DSCa DSCa AU. IlSAII DSAo IlSAII 
G lABORATORY AFI.A- FUMaN- DON oi:tlRA PA1\JIJN DOME811C AFlA- FUMOH- DON 
I� TOXIN !SON 10XW ~  TOXIN ISON 
0� ANAlYSeS 
N 

TOTALRELD 466 180 145 &0 140 1000 485 18O 145 

HEADQUARTERS 

REGIONAl STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL lAB 

\l\lEAC 

REGIONAl STAFF 

BAlTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOliS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAl lAB 

REGIONAL STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHV.EST IMPORT DISTRICT 

REGIONAl lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 

PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 4.0 4.0 4.0 4.0 4.0 6.0 

TOTAl HOURS 1660 780 560 240 560 BODO 

CONVERSION FACTOR 950 950 950 950 950 1180 

TOTAl OPERATION flEa 1.96 0.60 0.61 0.25 0.59 5.06 

7. REMARKS 

Report all Domestic and Import Operations under PAC 07001. 

FORM FDA 2621. (05103) ORA WORKPLANNING SHEET (Continued)� PAGE NO. 07-2 



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

F'f 2009 ORA WORKPtAN� 0Cl0ber 1 2008 

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEJNUMBER 

Mycotoxin in Domestic and Import.Foods PAGE 2 Molecular Biology & Natural Toxins· 07 
-

3. PROGRAM/ASSIGNMENT CODE(S) 4. V'JORK AlLOCATION PlANNED BY� 5. OPERATIONAL FTE POSITIONS 

07001 (DSA,ISCs)� I X lORA I ICENTER 1.4 

7 7 4 4 4 4 4 4 4I"· 
R DISTRICT! 
E SPECIAL.lZED DSAo DSAa ISCa ISCa ISCa ISCa ISCa ISCI ISCI 
G lABORATORY OCHRA PATU~  AFI.A PEANUT FUMON- DON OCHRA PATUIN SPECIAL 
1 TOXDN TOXifIl BUTTER ISDN TOXIN SURVEY 
0 
N 

TOTAlRELD 60 140 284 (105) 80 80 40 140 20 

HEADQUARTERS� 

REGIONAL STAFF� 

NE� NEW ENGlAND� 

NEW YORK� 

REGIONAL lAB� 

WEAC� 
REGIONAL STAFF 

BAlTIMORE� 

CHJCAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOUS� 

NEW JERSEY� 

PHJlADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF 

ATlANTA 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL lAB� 

REGIONAL STAFF� 

DAlLAS� 

SW� DENVER� 

KANSAS CITY� 
SOUTHII'IEST IMPORT DISTRICT� 

REGIONAL lAB� 

REGIONAlSTAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO 

SEATTlE� 
PACIFIC REGIONAL LAB - SW� 

PACIAC REGIONAL LAB - NW� 

HOURS PER OPERATION 2.0 2.0 2.0 2.0 2.0 2.0 

TOTAl HOURS 588 180 180 80 280 40 

CONVERSION FACTOR 950 950 850 950 850. 850 

TOTAl OPERATION FTEa� 0.80 0.18 0.18 0.08 0.29 0.04 

7. REMARKS 

FORM FDA 26218 (05f03) ORA WORKPLANNING SHEET (Contmued)� PAGE NO. 07-3 



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

FY 2009 ORA WORKPLAN� ~12008  

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

Mycotoxin in Domestic and Import Foods PAGE 3 Molecular Biology & Natural Toxins - 07 

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

07001 (lSAs) I x lORA I ICENTER 3.9 

16 . 8 8 8 8 8 8 8 8 8 

R DISTRICTI 
E SPECIALIZED AU IIIAa IlIAa IIIAa IIIAa IlIAa IIIAa IMPORT OTHER 
G LABORATORY IMPORT AFlA FUMO/II­ DON OCHRA PAT\IUN 8PECIAl. SAMPLES OPERAT­
I SAMPLE TOXIN ISDN TOXIN SURVEY TO BE nONS 

0 
N 

ANALYSES . ANALYlED (HOURS) 

TOTAL FlELD 664 284 90 90 40 140 20 

HEADQUARTERS 

REGIONAL STAFF 

NE� NEW ENGLAND 

NEWYORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOUS 

NEWJERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE� FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB ! 

REGIONAL STAFF 

DALlAS I 

SW� DENVER 1 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA� SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 

PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 7.0 

TOTAL HOURS 4848 

CONVERSION FACTOR 1180 

TOTAL OPERATION FTEa 3.94 

7. REMARKS 

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

FY 2009 ORA WORICPLAN� Ocmber 1 2008 

1. PROGRAM/ASSIGNMENT llTlE� 2. PPS PROJECT NAMEINUMBER 

Methods ValidationlDevelopment Program� Molecular Biology and Natural Toxins - 07 

3. PROGRAM/ASSIGNMENT CODE(S) 4. VIIORKALlOCAllON PLANNED BY 5. OPERATIONAl FTE POSITIONS 

07R816 mORA [=:J CENTER 4.5 

16 . 
R DISTRICTI APPUED APPUED 
E SPECIALIZED METHODS TECHNOLOGY TECHNOLOG' 
G lABORATORY VAlJDEV CENTER CENTER 
I CHEll CHEll MICRO 

0 (Hours) (Hours' tHou",) 
N 

TOTALAELD 600 4130 590 

HEADQUARTERS� 

REGIONAL STAFF� 

NEW ENGLAND� 

NE� NEWYORK 

REGIONAL LAB 

WEAC 

REGIONAl STAFF 

BALllMORE 

CHICAGO 

CINCINNAll 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHIlADElPHIA 

FORENSIC CHEM. CTR 

REGIONAl STAFF 

ATLANTA 

SE� FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAl lAB 

REGIONAL STAFF 

DALlAS 

SW DENVER ....� 
KANSAS CITY ." 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

lOS ANGELES 

PA� SAN FRANCISCO 

SEATTlE 

PACIFIC REGIONAllABORATORY·SW 

PACIFIC REGIONAllABORATORY·NW 

HOURS PER OPERAllON 

TOTAL HOURS 600 4130 590 

CONVERSION FACTOR 1205 1180 1180 

TOTAL OPERATIONAl FlEs 0.50 3.50 0.50 

9. REMARKS 

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

. 
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FY 2009 ORA WORKPLAN October 1 2008 , 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 2. PPS PROJECT NAMEJNUMBER 

Food and Cosmetics Food & Color Additive Petition Review & Policy Development - 09 

5. PROGRAM 6. OPERA110NAL J7JJ: 

J 
ASSIGNMENTJ. 4. FDA COMPLIANCE PROGRAMS 

CODE DOMI".SI1C IMPORTNo. AND ASSIGNMENTS FOREIGN 

13.6TOTAL 

13.6 

TOTAL
 
OPERA110NAL
 

FTEs 

13.6 

13.6 

PR=Pl' 8. =~ ~ 
PAGE 

24.7 

24.1 09-21 Imoorted Foods - Food & Color Additives 09006A,B 

CENTER PROJECT MANAGERfTELEPBONE 

Brenda Alai 301-436-2065 

ORA PLANNERlfELEPBONE 

Harriet R. Gerber, 301-827-1630 

FORM FDA 2622 (5100) PAGE NO. 09-1 
." i 



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

FY 2001 ORA WORKPLANNING SHEET� Odober 1 2008 

1. PROGRAM/ASSIGNMENT TlTl.E 2. PPS PROJECT NAMEJNUMBER 

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

.~3. PROGRAM/ASSIGNMENT CODE(S) 4. 'M:>RKALLOCATION PLANNED BY� 5. OPERATIONAL FTE POSmONS . '~  

09006A (Foods), 09006B (Colors) I x lORA I I CENTER� 13.6 
. "f 

6. 4 8 4 8� 9 
R DISTRICTI� 
E SPECIALIZED lSCe ISAs 1SC8 ISAs IMPORT OTlfER� 
G LABORATORY FOOD FOOD COLOR COLOR INVEST}. OPERATIONS� 
I ADDmVES ADDIl1VES ADDmYES ADDmVES GAllONS (HDUnl)� 
0 (HOl!RS)� 
N� 

TOTAL FIELD 310 310� 865 865 1087 

HEADQUARTERS� 

REGIONAL STAFF� 

NE� NEW ENGLAND ~
 

NEW YORK� 
REGIONAL LAB� 

WEAC� 
REGIONAl STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 
CE� DETROIT� 

MINNEAPOLIS� 
NEW JERSEY I� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATlANTA� 

SE� FLORIDA� 
NEW ORLEANS� 

SANJUAN� 
REGIONAL LAB� 

REGIONAL STAFF� 

DALLAS� 
SW DENVER� 

KANSAS CITY� 
SOUTH~ST IMPORT DISTRtCT 

REGIONAl.LAB� 

REGIONAL STAFF� 
LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTlE� 
PACIFIC REGIONAL LAB - SW� 
PACIFIC REGIONAL LAB - NW� 

HOURS PER OPERATION 1.4 13.0 1.4 10.0� 

TOTAL HOURS 434 4030 1211 8850 1087� 

CONVERSION FACTOR 950 1180 950 1180 950� 
OPERATIONAl FTEs 0.46 3.42 1.27 7.33 1.14� 

. REMARKS 

Note: Resources for Entry Review and Filer Evaluation are planned under the Import Foods - General Program (PAC 03819).� 
Import Field Exams are to routinely include: verification that the imported products are the same as that which were declared� 
(Reconciliation Exams), an ~essment of security concerns related to labeling and source country (including container integrity,� 
signs of intentional adulteration, etc.), and traditional safety concerns. These activities are to. be reported ,as a single Import Field� 
Exam under this compliance program and PAC. Only one exam should be reported per line entry.� 

Only in the event ofa pre-determined "for cause" cr exam, or in the event cr suspicions are raised while conducting routine work,� 
requiring follow-up, should an additional exam and time be reported under a cr PAC (03R845, 04R845, etc.).� 
See 10M Section 5.4.1.4.1 for additional information on Food and Cosmetic Securities Activities.� 

•� Import Investigation Hours are for import field exams and label reviews ofFood and Color Additives as required by Districts� 
to cover program priorities. When repeat violations against manufacturers and importers occur, consider broad-based enforcement� 
in lieu ofcontinued sampling.� 

. 
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1. PROGRAM CATEGORY 

Food and Cosmetics 

W4. rDA COMPLIANCE PROGRAMS 

No. AND ASSIGNMENTS 

TOTAL 

Oct be r.1 2008 FY 2009 ORA WORKPLAN 0 

PROJECT SUMMARY SHEET 
FY2009 
2. PPS PROJECT NAMEINUMBER 

Technical Assistance: Food and Cosmetics - 18 

Is. PROGRAM 6. 

ASSIGNMENT 

CODE (DOMESTIC 
80.7 

24.{) 

20.4 

14.5 

21.8 

I Relail Food Prolection - Stale Program 18002 

2 (NCIMS)Milk SafelY Program 18003 

3 Molluscan Shellfish Eva1ualion 18004 

4 Interstate Travel Prol!ram - Convevances 18029A-E 

and Support Facilities 

CENTER PROJECf MANAGERfTELEPHONE 

Brenda Aloi. Acting Chief; 30 1-436-2657 

OPERAnONAL ITF: TOTAL TOTAL 
OPERATIONAL PROGRAM II. 

IMPORT FOREIGN FTE. ITE. PAGE 

80.7 146.5 ." : 

24.0 43.6 2-3 

20.4 37.0 4-5 

6-714.5 26.3 

) 21.8 39.6 8 

ORA PLANNERITELEPHONE
 

Lo""inc B. Jefferson, 301-827-1631
 

PAGE NO. 18 - 1
FORM FDA 2622 19/98) 



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

0 

FY 2009 ORA WORKPLAN ocoI ber1 2008 
1. PROGRAM/ASSIGNMENTmLE 2. PPS PROJECT NAMEINUMBER 

Retail Food Protection - State Program Technical Assistance: Food and Cosmetics· J8 

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

18002 DORA c:::D CENTER 24.0 (22.2) 

6. NATIONAl FDA 
R DISTRICTI RETAJUFOOD STANDARD­ RE·STANDARD­ FOOD­ TEAM lEADER~  NATl REGIONAl TRAINING TECHNICAL 

E SPECiAliZED PROGRAM IZATlON IZATION BORNE SCINATIOtlAl TEAM SEMINARS WORKSHOPS ASSISTANCE 

G LABORATORY STANDARDS (ITPCDC (ITP,STATE IUNESS WORK PRE·STANDARD­
I BASELINE IHS, STATE AND LOCAl) RISK FACTOR GROUP IZATION 

SUPPORT AND LOCAl) S~\DY TRP;I:ING 
11\ (2\ 13\ 15\ 16\ /9\N '7' 

TOTAl FIELD 7200 1872 2304 2880 1200 3600 1200 2400 4032 
HEADQUARTERS 

REGIONAl STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAl LAS 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHIlADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 
SANJUAN 

REGIONAL LAB 

REGIONAl STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRiCT 

REGIONAL LAS 

REGIONAl STAFF 
.~. 

LOS ANGelES 

PA SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAl LAB - SW 
PACIFIC REGIONAl LAB - NW 

HOURS PER OPERATION 

TOTAL HOURS 7200 1872 2304 2880 1200 3600 1200 2400 4032 
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 

TOTAl OPERATIONAL FTEs 6.00 1.56 1.92 2.40 1.00 3.00 1.00 2.00 3.36 

7. REMARKS: 
Report Counter Terrorism work performed only under 18R845. 
(I) Includes time for meetings, presentations. workshops, conference calls, and any other direct contact with jurisdictions to promote their enrollment in the 

program standards. Contact with jurisdictions to assist them with completing their selfassessments, strategic plans, and verification audits 

performed directly by the FDA Food Specialists. 
(2) Standardization of regulatory retail food inspection/training officers in the interpretation and application of the FDA Food Code and methods of 

conducting risk-based inspections_ Continued support of the ITP Program. FDA Food Specialists will be standardizing a few ITP Associate Standards. 
(3) Re-standardization every three years for regulatory retail food inspection/training officers in the application of thc FDA Food Codc and mcthods 

in conducting risk-based inspections. Also includcd is the re-standardization of FDA Food Specialists by their respectivc Regional Associate Standard. 
The joint inspections required in Ihe re-standardization process may be completed in one fiscal year or spread oul over a Ihree year period. 

(4) Allocation of time to work with the 2008 Risk Factor Study Design Work Group for the FDA Foodbome lIIness Risk Factor Study and to collect data, 

data entry, quality assurance, and data analysis. 
(5) Time allocated for team leaders ofthe National Relail Food Team Steering Committee for relail food program plonning, development, coordination. 
(6) Provides time for initiatives rclated to the Retail Food Program development oragency procedures, guidance documents, standards, and initiatives of 

nalional importance. Includes attendance and activc participation in tcam conference calls and facc -to-facc meetings/planning sessions. 
(7) Includcs time for preparation work. coordination, and organization. as well as, the presentation delivered in conjunction with ~e  annual Regional Retail 

Food Seminars. 
(8) Includes training workshops not limited to Food Code courses, pre-standardization workshops, HACCP workshops. and other identified training topics. 

Also includes time for the Specialists' to prepare candidates for standardization. as well as, the presentation and training sessions given to stakeholders 

groups via conference colis, seminars, conferences, web mee;tings, or other means. 
(9) Includes technical assistance and consultation to enrolled state and local jurisdictions performing self-assessments and developing strategic plans using 

the Progrdm Standards as the foundation for enhancing the effectiveness of their retail food progrdms. Also includes interpretations and consultations 
on the Food Code and other food safety issues. Also includes planning and field activities related to food safety and security events working in 

conjunction with other federal agencies. 

ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-2 



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

FY 2009 ORA WORKPlAN OCtober' 2008 
,. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

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

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

18002� DORA WCENTER (1.8) 

6. CONFERENCE FOOD� 
R DISTRICTI FOR FOOD DEFENSE� 
E SPECIALIZED PRO. OTHER &� 
G LABORATORY TECTION CFSAN� 
I ACTIVITIES DIRECTED� 
0 PROJECTS� 
N (10) (11)� 

TOTAL FIELD 960 '152� 
HEADQUARTERS� 
REGIONAL STAFF� 

NE� NEW ENGLAND� 
NEW YORK� 
REGIONAl LAB ~
 

WEAC� 
REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� 
CINCINNATI� 

CE� DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAl STAFF� 
ATLANTA� 

SE FLORIDA� 
NEW ORLEANS� 
SANJUAN� 

REGIONAl LAB� 
REGIONAL STAFF� 
DALLAS� 

SW� DENVER� 
KANSAS CITY� 
SOUTHWEST IMPORT DISTRICT� 
REGIONAL LAB� 

REGIONAL STAFF� 
LOS ANGELES� 

PA SAN FRANCISCO� 
SEATTLE� 

PACIFIC REGIONAL LAB - SW� 
PACIFtC REGIONAL LAB - NW� 

HOURS PER OPERATION� 
TOTAL HOURS 960 1152� 
CONVERSION FACTOR 1200 1200� 

TOTAl OPERATIONAl FlE. 0.60 0.96 
7. REMARKS: 

(10)� Includes all committee work for the Conference for Food Protection and preliminary work on issues/position paper development for 2008 CFP. 

(II) Time allocaled lor Ihe presentation and dislribulion of FDA material9 relaled to food defense, such as guidance document, "Retail Food Stores and Food 

Service Establishments: Food Security Prcvenlive Measures", 10 state and local regulatory agencies and industry. Includes counter-terrorism 

presentations al seminars, meetings, conferences, elc. Also includes Specialists' aClivities relaled to CFSAN priority assignments in response 

10 nalional lood safety needs. 

FORM FDA 2621. (05103) ORA WORKPLANNINq SHEET (Continued)� PAGE NO. 16-3 



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

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

(NCIMS) Milk Safely Program Technical Assistance: Food and Cosmelics - 18 

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

18003 c=J ORA o CENTER 2004 (17.8) 

B 6. NATIONAL 

R DISTRICTI CHECK STATE MILK STATEIlILK STEERING 

E SPECIALIZED CHECK RAnNG! SANlTATlON TECHNICAL STATE SAMPlING TEAM 

G LABORATORY RATINGS TRANSfER CHECK SINGlE RATING OFF. ASSISTANCE PROGRAM aURVEJUANCE MEETING 

I PlANT' ANO RATING SERVICE INllAI.;CONT HOURS EVALUATION 3 OFFlCER CONFERENCE 
0 RECEIVING I BTU' AUMS t CERnFlCA- INrTiAL CALLSfTEAM 

N lION' CONT' LEADER' 

TOTAL FIELD 149 40 269 65 43 51 17 .~~-...E  

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

lOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 24.0 12.0 20.0 8.0 40.0 100.0 120.0 24.0 40.0 
TOTAL HOURS 3576 480 5380 520 1720 5100 2040 1224 1280 

CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAL OPERATIONAL FTEs 2.98 0.40 4.48 0.43 1.43 4.25 1.70 1.02 1.07 

7. REMARKS: 

1/ Check Ratings of Plants and RSrrS Every 3 Years, BTUs Every 4 Years and Audits Every 5 Years� 
" Activities Include the Initial (Including HACCP) and Continuous Certifications of State Raling Officers and Sampling Surveillance Officers.� 
)I State Progmm Evaluations Conducted of 1/3 of the States (Including Puerto Rico) Every 3 Years.� 
"'/ Activities Include the National Steering Team Meetings and conference calls and time for team leader activities ( 2 RMSs with an additional 240 hours 

each identified). 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 18-4 
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FY 2009 ORA WORKPlAN OctDber 1 2008 
1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAMEINUMBER 

(NCIMS) Milk Safety Progrom Technical Assistance: Food and Cosmetics - \8 

3. PROGRAM/ASSIGNMENT CODE!S) 4. WORK ALLOCATION PUINNEO BY s. OPERATIONAL FTE POSITIONS 

18003 c=J ORA o CENTER (2.6) 

6. 
R DlSTRICTI 
E SPECIALIZED F.... TfW"ING HeJMS 
G lABORATORY RMS' o.flln•• ' GIVEN' 

I STANDARDf.. COORDINAnON 

0 ZAllON 

N 

TOTAl. FIELD 7 20 20 20 
HEADQUARTERS 

REGIONAL STAFF 

NE NEWENGlANO , 
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 ORlIEANS 

SANJUAN 

REGIONAL lAB 
REGIONAl. STAFF 

DALlAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOSANCELES 

PA SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL lAB - SW 
PACIFIC REGIONAL lAB ­ NW 

HOURS PER OPERATION 40.0 20.0 40.0 80.0 
TOTAL HOURS 280 400 800 1600 

CONVERSION FACTOR 1200 1200 1200 1200 
TOTAL OPERATIONAL FTEs 0.23 0.33 0.67 1.33 

7. REMARKS: 

~I  Activities include the Re-standardization (Group Field Exercise) oflhe RMS 

.' Includcs time for prcscnlation and distribution ofthe food defense preventive measures guidance document for dairy pnoducts 10 Ihe state 

regulatory agencies during check r"dtings routine field work and state program assessments. Presentations may be made ill regional seminars or 

local meetings and included in training sessions for all segments of the regulatory and industry community. Coordination of food defense 

activities and field activities related to food defense. Report time against PAC 18R845. 
7/ Activities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops. 

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

FY 2oo9 ORA WORKPlAN 

1. PROGRAWASSIGHUENT Tm..E 2. PPS PROJECT NAMEJNl.ai8ER 

MolI"",,n Sbtllr..h E..I.alion Techniul A..iatanee: Food and Cosmetics - 18 

3. PROGRAMlASSIGNIlENT CODE(S) t. WORK ALLOCAnoN PLANNED BY 5. OPERAOONAL FTE POSmoNS 

111004 c=JORA [!]camR 14.5 (12.6) 

DtSTR~TJ 

E SPECtALlZED _au� ST........� 
•

e� -_... ,­G lABORATORY ..- "lllOl. ~ NA--. ........� 1l,A'nO.'� 
I .- ~.....-.- IIElIT ........- ~"'UA-'- lUll ;:::,.. .,.......-.-� RI."T~
 

0 .,......""" .......1 ....� ..."""� 
H , ::-' . m ., m� .,m'" 

TOTAL FIELD 190 22 1900 4040 4 2 14 125 ,. 
HEAIlOUAR"TERS 
REGIONAl. STAFF 

NE NEW ENGlAND 

NEW YORK 

REGIONAl. lAB 
WEAC 

REGIONAl. STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI� 
CE DETROIT� 

MINNEAPOLIS 

NEW JERSEY 

PHIlADELPHIA 
FORENSiC CHElA. CTR 

REGIONAl. STAFF 

ATlANTA 
SE� FLORIDA� 

NEW ORLEANS� 

SANJUI'oN� 

REGIONAL lAB� 

REGIONAl. STAFF� 

DALLAS 

SW OENVER 

KAHSASCfTY 

SOUTtfWEST IMPORT OISTR.lCT 

REGIONAl. lAB 

REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE 

PACtfK; REGIONAl. LAB - SW� 
PACIFK; REGIONAl lAB • tNi� 

HOURS PER OPERATION 20.0 80.0 200.01 180.0 30.0 10.01 40.0 
TOTAL HOURS 3800 19801 1900 4040 8001 360 420 12601 560 

CONVERSION FACTOR 1200 12001 1200 1200 12001 1200 1200 12001 1200 
TOTAL OPERATiONAl FTEs 3.17 1.651 1.58 3.37 0.67 0.30 0.35 1.041 0.47 

7. REMARKS. 
(1) Time is allocated (or plannillS!. field evaluations. file reviews (Comprehensive GrowinA Area Sanitary SurveyS. Triennial Evaluations and Annual Updates). 

growing area data reviews and report writing to determine state program conformity to the requirements of the National Shellfish Sanitation Program (NSSP) 
Model Ordinance (MO). The overwhelming majority of shellfish related ifInesses have been attributed to shellfish contamination due to conditions In the shellfish growing areas. 

(2) Time is allocated for plaming. field evaluations. file reviews. growing area data reviews and report writing to determine state program confonnity to the requirements of the NSSP 
MO. Illnesses and outbreaks have been attributed to the illegal harvest of shellfish from closed watllfS. 

(3) Activities include technical assisrance, education. and evaluation of state shellfish programs Vibrio vulnificus and vibrio parahaemolylicus and management programs. 

(4) Includes interpretations and consunetion on NSSP MO requirements related to program administration, risk management. laboratory. shellfish growing areas, shell stock relaying. 
sheUfish aquaculture, shellfish wet storage and depuration. patrol, shellfish harvest and transportation, HACCP. and general sanitation in processing plants. 

(5) Activities include planning, field evaluations, file reviews. and report writing for countries with MOUs with the FDA. Current MOU countries include Canada, Chile, South Korea 
Mexico, and New Zealand. 

(6)� Includes time for shellfish program planning. development and coordination responsibilities assigned to Iwo specialists selected as team representatives or the 
Regional Shellfish Specialists' team. 

(7)� Includes Iraining workshops coordinatad and delivered by the specialists, inclUding but not limned to basic Shellfish plant and program courses applied concepts for shelilish 
growing areas courses and HACCP workshops. 

(8) Includes time for planning, field evaluations of processing plants. file reviews, and final report writing to determine state conformity with the NSSP MO.. Plant evaluations include 
a full evaluation of HACCP, including plan implementation and adherence to the sanitation requirements of the NSSP MO. 

(9) Standardization conducled every 5 years for all FDA and state standardization officers. Re-standardization training will be provided during evaluation and technical assistance 
work while working in shellfish processing plants with state and FDA SSOS. 
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(b)(2)&(b)(7)(E)

FY 2009 ORA WORKPLAN� 0dDbef 1 200lI 

1. PROGRAMIASSIGNUENT TITlE� 2. PPS PRO.ECT NAMEMlaIBER 

Molluscan Shellfish Evalualion� Technical AssiSlance: Food and Cosmetics· 18 

3. PROGRAWASSKiNMENT COOE(S) - 4. WORK AlLOCATION PlANNED BY 5. OPERATiONAl FTE POSITKlNS 

18004 I lORA I • ICENTER (1.9) 

6 

" DISTRlGTI 
E 
G 
I 

0 
N 

SPEClALlZED 
LABORATORY 

TOTAl FIELD 

NA110NAl ,.... 
...,.....".,­

11 

.,...,.. 
DIN.

_OM• 
HI 

7 

......... ,""".......... ot'ENaE 
COORaNAnotI 

" " 12 11 

lISe 
CO*mU 

" 11 
HEADOtJARTERS 
REGiONAl STAFF 

NE NEWENGlANO 
NEW YORK 

REGiONAl lAB 
WEAC 

REGIONAl STAFF 
BALTIMORE 

CHICAGO \ 

CINCINNATI 
CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHilADELPHLA 

FORENSIC CHEN CTR 

REGIONAL STAFF 

ATlANTA 
SE FLORIDA 

NEWORLEAHS 
SANJUAN 
REGIONAl lAB 

REGIONAl STAFF 
DAllAS 

SW DENI/ER 
KANSAS CITY 
SOlffifWEST IMPORT llISTRIC 
REGIONAl. lAB 

REGiONAl STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAl lAB • SW 
PACIFIC REGIONAl lAB • NW 

HOIJRS PER OPERATION 40.0 40.0 30.0 20.0 90.0 
TOTAl HOURS 440 280 360 220 990 

CONI/ERSlON FACTOR 1200 1200 1200 1200 1200 
T01Al. OPERAllONAl. HE 037 0.23 0.30 0.18 0.83 

7. REMARKS' 
(10) Includes sPecialisl initiatives related 10 shellfish prDllram develOPlTlenl of a~encv  procedures.lluidance documents. slandards. and initiatives of nallonallmPOrtance. 

Includes discussions of FDA issues for the ISSC agency program priorities. elc. 
(11)� Time allocated for CFSAN priority assignments in response 10 nalional shellfish safety. Time is also allocaled for lhe specialists to assisllhe FDA Laboralory 

Evaluation Officer (LEO) in the planning and evaluation activities of slate sheUfish program labs. 
(12)� Includes time for the Regional Shellfish Specialists 10 attend regional shellfish Conferences. Pacific Rim Shellfish Conference. Gu~  and South Atlantic Slates Shellfish 

Conference, Interstate Seafood Seminar and the Northeast Shellfish Sanitation Conference. 
(13) Time allocated for presentation and dislJibulion oIlhe Food Producers, Processors, and Transporter. Food Security Preventive Measures Guidance to the slale 

regulatory agencies and industnes during field work and state program evaluetions. Presentations mey be made al regional seminars or local meetings and 
presentations may also be included in training sessions for all segments of the regulatory and industry community. 

(14)� Time allocated for the speclalisls to attend the bienniallnterstale Shellfish Sanitation Conference 10 address program relaled issues and new Isse proposals. Represenl 
FDA on ISSC committees, lask forces and work groups. Prior to the conference FDA receives the submilled issue thai will be considered althe meeling. There is a 
serious burden upon FDA to consider the issues as submitted and 10 fonnulate agency-approved scientific and policy positions Ihal will be communicated at the meeling. 
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FY2009 ORA WORKPLAN� October 1 2008 
1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

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

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

18029 A - F� I x lORA I x ICENTER 21.8 

6. 
R OISTRICT' AIR1JNE 

E SPECIALIZED INSPEC- CONVEY WATERING CATERING FONVEYANCE WA~NG  osc. DSA .NY 

G LABORATORY noNS UNOER POIIITS POINTS INSP POINTS MICRO (HOUAS) 
I CONSTRUCTKlN INSP INSP INSP� 

0 HOURS (AI (8) (C) (0)� 

N 1"' 1"" 1""� 

TOTAL FIELD 1:.55 1360 282 493 259 319 200 200 900 
HEADQUARTERS 

REGIONAl STAFF 

NE NEW ENGLAND 

NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATLANTA� 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAl lAB� 
REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL lAB� 
REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONAl lAB - SW� 
PACIFIC REGIONAl LAB - NW� 

HOURS PER OPERATION 10.5� 4.0 B.O 
TOTAL HOURS 16328 1360 800 1600 900 

CONVERSION FACTOR 950 950 950 1180 950 
TOTAL OPERATIONAL FTEs 17.19 1.43 0.84 1.36 0.95 

7. REMARKS: 

Inspections in Columns A-D are included in Column I. The additional inspections can be used on other establishments under the program.� 
Time is allocated for Food Code promotion, coverage of Food Security issues and completion ofApplication of Food Code, Attachment B.� 
DSCs should be randomly collected from on-board conveyances water systems oUllets ex. faueels, as close to lhe water holding lank as possible.� 
(·)Time for Conveyance under Construclion- time to be used for plan review, meetings, and tinal inspections. It includes galleys in DAL. LOS� . 
and AircraftlVessels in SAN & SEA.� 
(··)Catering Point Insp. (B) is High Risk Priority and some potential Food Allergen firms identified by the District.� 
Districts should increase inspections of airline watering points because of pending new EPA regulations.� 
(...) all other watering points� 
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FV 2009 ORA WORKPLAN October 1 2008 

PROJECT SUMMARY SHEET
 

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

FPLA 

1. PROGRAM CATEGORY 

Food and Cosmetics 

W4. FDA COMPLIANCE PROGRAMS 

No. AND ASSIGNMENTS 

TOTAt.. 

I Medical Foods - Domestic and Import 

2 Domestic Food LabelIng and Economics Program 

3 Domestic and Import NLEA Nutrient Sample Analvsis 

and General Food Labeling Prol!ram 

4 Infant Formula- Domestic and Import 

5 Dietary Supplements - Domestic and Import 

6 Selected Nutrients in Food Survey -Total Diet 

7 Methods Validation/Development Program 

FY 2009 
2. PPS PROJECT NAME·NUMBER 

Food Composition, Standards, Labeling and Economics - 21 

~. PROGRAM 
ASSIGNMEI'lT 

CODE 

21002 

21003 

21005* 

21006 

21008 

21839 

21R816 

6. OPERATIONAL· FTE 

DOMESTIC 

36.6 

3.5 

3.1 

4.0 

4.0 

17.1 

3.4 

1.5 

IMPORT 

12.8 

0.8 

7.4 

1.4 

3.2 

FOREIGN 

~ 

TOTAL 

OPERATIONAL PROGRAMTIm, ~ 8. 

FT!:. FTEs PAGE 

49.4 89.7 ... 

4.3 7.8 2 

3.1 5.6 3 

11.4 20.7 4 

5.4 59.8 

6-720.3 36.9 

3.4 86.2 

1.5 2.7 9 

CENTER PROJECT MANAGER-TELEPHONE 

Brenda Alai. Acting Chief; 302-436-2657 
ORA PLANNER-TELEPHONE 

Lorraine B. Jefferson, 301-827-1631 

FORM FDA 2622 19-98) 
PAGE NO. 21·1 



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

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

Medical Foods - Domestic and Import� Food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM/ASSIGNMENT CODE(S) 
~ 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

21002 I X lORA [DCENTER 4.3 

16. 1 2 3 ~ 5 7 7 8 8 
R DISTRICT/ 
E SPECIALI1.ED INSPEC- DOMESTIC DOMESTIC DOMESTIC IMPORT DSAs DSA. ISAI 
G LABORATORY noNS SAMPlE SAMPlE SAMPlE SAMPLE MICRO CHEM CHEM 
I COL!. COLL cou. Call� 

0 ellal MICRO� .� ­
N� 

TOTAlFIELO 22 44 25 19 8 19 25 8� 

HEADQUARTERS� 
REGIONAl STAFF� 

NEW ENGLAND� 

NE� NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BAlTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOUS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATLANTA� 

FLORIDA� 

SE� NEW ORLEANS� 

SAN JUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAl LAB� 

REGIONAl STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAL LABORATORY· SW� 
PACIFIC REGIONAL LABORATORY· NW� 

HOURS PER OPERATION 30.0 5.2 5.0 30.0 100.0 100.0 
TOTAL HOURS 660 229 40 570 2500 800 

CONVERSION FACTOR 950 950 950 1180 1180 .1180 
TOTAL OPERATIONAL FTEs 0.69 0.24 0.04 0.48 2.12 0.68 

7. REMARKS 

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

ORA spreads import operations. 
Time to investigate import entries for admissibility is planned under the Imports Foods General Program (7303.819) 
·Includes samples resulting from import entry review as well as samples collected during foreign inspections. 
··May be used for microbiological analysis. 

FORM FDA 2621a (05/03)� ORA ANNING ~'1t:t:  I (Contmued) PAGE NO. 21-2 
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FY 2009 ORA WORKPLAN� Octob·er 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

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

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

21003 I X I ORA [DCENTER 3.1 

16 . 1 2 3 4 5 7 7 8 8 
R DISTRICT/ 
E SPECIAliZED INV 
G LABORATORY HOURS DSC DSA 
I� 
0� 
N� 

TOTAL FIELD 950 100 100� 

HEADQUARTERS� 
REGIONAL STAFF� 

NEW ENGLAND I� 
NE NEW YORK I� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATlANTA� 

FLORIDA� 

SE NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DALLAS� 

SW DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONALLABORTORY - SW� 

PACIFIC REGIONAlLABORTORY - NW� 

HOURS PER OPERATION 4.2 19.0� 
TOTAL HOURS 950 420 1900� 

CONVERSION FACTOR 950 950 1180� 
TOTAL OPERATIONAL FTEs 1.00 0.44 1.61� 

7. REMARKS 

To be issued as CFSAN Field Assignments 

FORM FDA 26218 (05103)� ORA G ::>Ht:t: I (Continued) PAGE NO. 21-3 
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FY 2008 ORA WORKPLAN� October 1 2008 

1. PROGRAM/ASSIGNMENT mLE� 2. PPS PROJECT NAMEINUMBER 

Domestic and Import NLEA. Nutrient Sample/Analysis and Food Composition, Standards, Labeling and Economics - 21 

General Food Labelinl! PrOlU8JJl 

3. PROGRAM/ASSIGNMENT CODEIS) 4. WORK AllOCATION PLANNED BY� 5. OPERATIONAL FTE POSITIONS 

21005. 03R833, 99R833 I X I ORA c:::::J CENTER� 11.4 
21 R824, 21 R829(lIca1th Fraud)� 

b 1 2 3 5 7�•
DlSTRICTI DOMESTK: ...worn� 

RE SPECIALIZED DSC osc. 1lSC> DSA> Fnn rsc. lSAo ISC.�I
HOURS 

I - OASIS .51 OASIS .4' 
0 (SEE REMARKS; (SCE Rf. .....ARKS) ISEE-' Rf.MARKSj 

o , LABORATORY� U'JOC\IUfllflAfWI (PHYSiCAlI EXAMS (("HYSICAL)" "'" (PAI'fHj 

N� -- - ­
TOTALAELD 340 240 100 100 2000 126 125 5000 785 

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 i 
REGIONAL STAFF J,
ATLANTA 

SE� FLORIDA I� 
NEW ORLEANS� 

SANJUAN I� 
REGlONAL LAB� 

REGIONAL STAFF� 

DALLAS� 

SW� DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAL LABORTORY - SW� 
PACIFIC REGIONAL LABORTORY • NW� 

HOURS PER OPERATION 42 19.0 0.4 1.2 10.0 1.2 
TOTAL HOURS 1428 1900 BOO 150 1250 5000 942 

CONVERSION FACTOR 0!!o 1180 950 950 1180 950 959 
TOTAL OPERATIONAL FTE. 1.~  1.61 0.84 0.16 1.06 5.26 0.99 

7. REMARKS 

.DSCs (Physical) includes both compliance (for cause) sampling and surveillance sampling. The field should� 

attempt to collect sufficient surveillance sample as well lIS needed compliance samples to meet their workplan obligations. See compliance program for details.� 

··Domestic operations to be conducted during inspections conducted under CP 7303.803.7303.803A,7303.037. 7303.842 and 7303.847. Districts� 

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

···IMPORT INV Hours are for field exams and any other import operations as required by the district \0 cover import� 

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

spent reviewing import labels that does not resuh in Import Sample Collection.� 
····ISCs (Physical) includes lime to collect and forward samples to lhe lab for analysis 10 support violations.� 

·····ISCs (Paper) includes lime spent collecting labels, records or other documemalion for submission 10 Compliance and does nOl include time spent 

reviewing the import labels. Time spent revicwing thc label will be included as OASIS 1/27 and reported along with compliance rcvicw lime as OASIS #43. 

All import field exams are 10 routinely include: verificalion \hat the imported product is Ihe same as lhat which was declared 

(reconciliation exam); an assessment ofsecurily concerns related to labeling and source country (including comainer integrity, signs of intentional adulteration, etc); 

and safety concerns. These activities arc to be reported as a single import field ~xam under tbis compliance program and PAC. Only one exam should be reported 

per line entry. Only in the event of pre-determined "for causc" cr exam, or in the event cr suspicions are raised clJ!lducling routine work requiring follow-up� 
should an additional exam and time be reported under cr PAC (03R845, 04R845. etc.) Sec 10M Section 5.4.1.4 for additional information on Food and Cosmetic� 
Security Activities.� 
Prior 10 collecling product labels for trans fal and/or allergen contact CFSAN.� 

FORM FDA 2821.105103) ORA� SHEET (ContinUed) PAGE NO. 21-4 



1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Infant Fonnula - Domestic and hnport Food Composition, Standards, Labeling and Economics - 21 

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

21006 ~ORA  [DCENTER 5.4 

R 
E 
G 
I� 
0 
N 

6.� 
DISTRICTI 

SPECIAliZED 
LABORATORY 

1

INSPEC· 
TlONS 

2

INVEST\-
GATlONS 
(HOUBI 

3 

DOMune 
SAMPL£ 
cou 

.;'~ .. ~.;~:~:.:.: "i:� 
.~.DOMEs1J¢:.·~M~/
.l~~(~·~ft~~i{~ . .:......... : ~

 
 

  

 

	 
 

7
DOMEsne 
SAMPLES 

TOBE 
ANALYZED 

CHEll! 

7
DOMESTIC 
SAMPLES 

TO BE 
ANAlVZED 

MICRO 

•
IMPORT 

SAMPL£S 
COLL .

•
IMPORT� 

SAMPL£S� 
TO BE� 

ANALVZED
CHEM -

TOTAL FIELD 22� 200� 30 .:.. ' :: '~:'"  20 .. - 10 20 10 15 15 

HEADQUARTERS� (b)(2)&(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� 

SANJUAN� 

REGIONAl lAB� 

REGIONAl STAFF� 

DALlAS� 

SW DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL lAB� 

REGIONAl STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAllABORATORY·SW� 
PACIFIC REGIONAllABORATORY·NW� 

HOURS PER OPERATION 42.0�    5.3 -:.,~:. ; ~ ._:: '; : .; ':0 :..: ;':'::f~' .... 100.0 120.0 5.0 100.0 
TOTAl HOURS� 924 200    <":,:",• ., 159 ~"-'/" .-' 

.~ ':~"'~: .:-.... 2000 1200 75 1500 
CONVERSION FACTOR 950 950  950 ::~~; . .-:;::. .' 1180 1180 950 1180

TOTAL OPERATIONAl FTEs 0.97 0.21  

; 0.17 : : ':"~" 1.69 1.02 0.08 1.27 
7. REMARKS 

CFSAN spreads inspeclions and DSCs, CFSAN/OC/CPB will issue an inspection and sample collection schedule to participating districts allhe 
beginning of each fiscal year. 
ORA spreads import operations 
• Includes samples resulling from import entry review as well as samples collected during foreign inspections. 

Time to investigate import entries for admissibility is planned under the Import Foods General Program (7303.819) 
•• May also be used for microbiological analysis. 

FORM FDA 2621a (05103)� ORAWORKP' G SHEET (Continued) PAGE NO. 21-5 

FY 2009 ORA WORKPLAN� October 1 .2008 



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

FY 20119 ORA WORKPLAN 

1. PROGRAM/ASSIGNMENT TITlE� 2. PPS PROJECT NAMEINUMBER 

Dietary Supplements - Domestic and Import� 

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

Food Composition, Standards, Labeling and Economics - 2 I 

OCTOBER 1 ZOOi 

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

2 J008, 21 R829 (Health Fraud)� c:=J ORA CUCENTER 20.3 (17.1) 

R DISTRICTI HQINrT� 
E SPECIALIZED INSPEC· DOMESTIC DOIiUnc: DOMES11C HQINrT DOMESTIC 'NY� 
G LABORATORY TlONS FJELD 6AIlPlE 6AIlPlES DOMES"TTC SAIlPLE HOURS� 

I EXAMS CDlL lOBE SAMPLE AlW.Y2ED� 
0 ANALVZED cou CHEM� 
N 

TOTAlRELD 250 400 .200 100 50 50� 2000 

HEADQUARTERS� 
REGIONAL STAFF� 
NEW ENGLAND� 

NE NEW YORK� 
REGIONAl LAB� ,
WEAC 

REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� 
CINCINNATI� 

CE� DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF� 
ATLANTA� 
FLORIDA� 

SE� NEW ORLEANS� 
SANJUAN� 
REGIONAl LAB� 

REGIONAL STAFF� 
DALLAS� 

SW DENVER� 
KANSAS CITY� 

SOLrTHWEST IMPORT DISTRICT� 
REGIONAl LAB� 
REGIONAL STAFF� 
LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� I� 
PACIFIC REGIONAL LABORATORY.sW� 
PACIFIC REGIONAL LABORATORY-MV� 

'.­
HOURS PER OPERATION 40.0 0.5 4.2 25.0 4.2 25.0 

TOTAL HOURS 10000 200 840 2500 210 1250 2000 
CONVERSION FACTOR 950 950 950 1180 950 1180 950 

TOTAL OPERATIONAl FTEs 10.53 0.21 0.88 2.12 0.22 1.06 2.11 

7. REMARKS 

Field Exams and sample collections may be conducted at packerslrepackers, distributors, or warehouses if the levels planned cannol be performed 
during the inspections.� 
Investigational hours are planned primarily for CFSAN directed assignments.� 
Import resources planned in page 2.� 
°Half oflhe planned samples are physical and other half are documentary samples.� 

}
, 

FORM FDA 2621. (05103) ORA SHEET (Continued)� PAGE NO. 21 - 6 



FY 2009 ORA WORKPLAN� OCTOBER 1 2008 

2. PPS PROJECT NAMEINUMBER

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

1. PROGRAMIASSIGNMENTlllLE 

Dietary Supplements - Domestic and Import� Food Composition, Standards, Labeling and Economics - 2 I 

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

21008, 21R829 (Health Fraud)� I lORA ~CENTER  (3.2) 

6.� 
R DISTRICT/ ISC ISC IMPORT ISA� 

E SPECIALIZED PAPER PHYSICAl. INV PHYSICAl.� 
G lABORATORY O,ASISM1 HOURS CHEM� 
I -

0� M 

N 

TOTAL FIELD� 360 70 900 70 

HEAOOUARTERS� 
REGIONAL STAFF� 
NEW ENGLAND� 

NE� NEWYDRK 
REGIONAL LAB 
WEAC 

REGIONAL STAFF� 
BALTIMORE� 
CHICAGO� 
CINCINNATI� 

CE� DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF� 
ATLANTA� 
FLORIDA� 

SE� NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SW DENVER 
KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 
REGIONAL LAB� 
REGIONAL STAFF� 

LOS ANGELES 
PA� SAN FRANCISCO 

SEAmE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL lABORATORY-NW 

HOURS PER OPERATlOtl 1.6 1.6 25.0� 
TOTAL HOURS 576 112 900 1750� 

CONVERSION FACTOR 950 950 950 1180� 
TOTAL OPERATIONAL FTE. 0.61 0.12 0.95 1.48� 

7. REMARKS 

• IMPORT lNV Hours are for field exams and any other import operations as required by the District to cover import priorities.� 
Districts should report time under the appropriate operation and PAC for the activities performed. Field Exams are time spent reviewing import labels that does not� 
result in a sample collection.� 
"Time spent collecting labels, records, or other docwnentation for submission to Compliance. Does nol include time spent reviewing the� 
import labels. Field Exams Time spent reviewing the label will be included as OASIS /I 27 and reported along with compliance review time as OASIS #43.� 
···Physical samples collected and forwarded to the laboratoTY for analyses to support violations.� 
All import field exams are to routinely include verification that the imported product is the same as that which was declared (reconciliation exam); an assessment of 
security concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc) and traditional safety concerns. 
These activities are reported as a single import field exam under this compliance program and PAC. Only one exam should be reported 
per line entry. Only in the event of a pre-detcrmined "for cause" CT exam, or in the event suspicious are raised conducting routine work requiring follow-up, should 
an additional exam and time be reported under the CT PAC (03R845, 04R845, etc.) See 10M for additional information on Food and Cosmctic Detense 
activities. 

FORM FDA 2621a (05/03) ORAWO~!"DI  SHEET (Continued)� PAGE NO. 21 - 7 



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

FY 2009 ORA WORKPLAN� October 1.2008 

1. PROGRAM/ASSIGNMENT Tm.E� 2. PPS PROJECT NAMEINUMBER 

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

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

21839 DORA [K]CENTER 3.4 

16. 1 2 3 4 5 6 7 7 
R DISTRICTI DOMESTIC DOMESTIC 
E SPECIALIZED INSPEC· INVESTI­ DOMESTIC IMPORT AELD WHARF SAMPlES SAMPLES 

G LABORATORY TIONS GATIONS SAMPlE SAMPLE EXAMSI EXAMS TO BE TOBE 
I (Hours) CDLL COLL TESTS ANALyzeD ANALyzeD 

0 CHEM' MICRO 
N 

TOTAL FIELD 1040 

HEADQUARTERS� 
REGIONAL STAFF� 

NEW ENGLAND� .�NE� NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 
-IFORENSIC CHEM. CTR 

REGIONAL STAFF I 
ATlANTA I 
FLORIDA I 

-ISE� NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS .•.. 
SW� DENVER 

KANSASCfTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY·SW 

PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 3.8 

TOTAL HOURS 3952 

CONVERSION FACTOR 1180 
TOTAL OPERATIONAL FTEs 3.35 

7. REMARKS 

• Represents total number ofTDS foods for all four market baskets \0 be analyzed for selected nutrients by KAN-DO labs. 

FORM FDA 2621 a (05103)� ORA WORKPLANNING SHEET (Continued PAGE NO. 21-8 



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

FY 2009 ORA WORKPLAN� October I 2008 

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

Methods Validation/Development Program Food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM/ASSIGNMENT CODE(S) 

21R816 

4. WORK ALLOCATION PLANNED BY 

[IJORA c::::J CENTER 

5. OPERATIONAL FTE POSrTlONS 

1.5 

R 
E 
G 
I 
0 
N 

16. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

METHODS 
VAUOEV 

CHEM 
(Houns) 

APPUED 
TECHNOLOGY 

CENTER 
CHEM 

(Hours) 

TOTAL FIELD 600 1180 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND " 

NE� NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE� FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW� DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAl LAB 

REGIONAL STAFF 

LOS ANGELES 

PA� SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 600 1180 

CONVERSION FACTOR 1205 1180 

TOTAL OPERATIONAL FTEs 0.50 1.00 

9. REMARKS 

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

-

. 
FORM FDA Z6Z1a (05103)� ORA WORKPLANNING SHEET (Contmued) PAGE NO. 21-9 



FY 2009 ORA WORKPLAN October 1 2008 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY - 2. PPS PROJECT NAMEJNUMBER 

Food and Cosmetics Colors and Cosmetics Technology - 29 

15. PROGRAM 6. OPERA110NAL ITE TOTAL 

3. 

No. J 
... FDA COMPLIANCE PROGRAMS 

AND ASSIGNMENTS 

TOTAL 

ASSIGNMENT 

CODE DOMESTIC 

3.0 
IMPORT 

5.1 
FOREIGN 

OPERA110NAL 

ITEI 

8.1 

rom~PROGRAM a. 
ITEs PAGE 

14.7 

1 Cosmetics: Domestic and Imoorts 29001; 29F099; 3.0 5.1 8.1 14.7 29-2 

29R833; 29R824 

99R833 
y 

CENTER PROJECT MANAGERlIELEPBONE ORA PLANNERlIELEPBONE 

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

FORM FDA 2622 (5100) PAGE NO. 29-1 



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

FY 2009 ORA WORKPlANNlNG SHEET� October, 2008 

1. PROGR,AMlASSIGNMENT TITlE� 2. PPS PROJECT NAMEJNUMBER 

Cosmetics: Domestic and Imports� Colors and Cosmetics Technology - 29 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCAll0N PLANNED BY� 5. OPERAll0NAL FTE PosmONS 

29001. 29R833, 29R824, 99R833 I x lORA I I CENTER� 8.1 

i5 . 1 2 3 7 4 8 8 
R DISTRICTI IMPORT 
E SPECIALIZED DOMESlIC DOMESTIC DOMESTIC DOMESTIC IMPORT SAMPL£ IMPORT IMPORT 
G LABORATORY INSPECT· INVESlJ. SAMPL£ SAMPL£ INIfES11. COLL SAMPL£ SAMPL£ 
I IONS GAnONS • COlL ANALYSIS GATIONS iO%CHEM, ANALYSIS ANALYSIS 
0 IHOURS) IMlCRO) (HOURS) 60% MICRO (CHEM) (MICRO) 
N� . 

TOTAL FIELD 100� 60 60 1500 230 115 115 

HEADQUARTERS� 
REGIONAL STAFF� 

NE NEW ENGLAND� 
NEWYORK� \ 

REGIONAL LAB� 
WEAC� 

REGIONAL STAFF� 
BALllMORE� 
CHICAGO� 
CINCINNAll� 

CE� DETROIT� 
MINNEAPOLIS� 
NEW JERSEY� 
PHILADELPHIA� 
FORENSIC CHEM. CTR I� 

REGIONAL STAFF 
-IATlANTA 

SE . FLORIDA� 

NEW ORLEANS� 
SANJUAN� 
REGIONAL LAB� 

REGIONAL STAFF� 
DALLAS� 

SW� DENVER� 
KANSAS CITY� 
SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 
REGIONAL STAFF� 
LOS ANGELES� 

PA SAN FRANCISCO� 

SEATTLE� 
PACIFIC REGIONAL lAB • SW� 
PACIFIC REGIONAL lAB· NW� 

HOURS PER OPERAll0N 17.0 4.4 18.0 1.5 16.0 16.0 

TOTAl HOURS 1700 264 1080 1500 345 1640 1840 

CONVERSION FACTOR 950 950 1180 950 950 1180 1180 
OPERA110NAL FTEs 1.79 0.28 0.92 1.58 0.36 1.56 1.56 

7. REMARKS 

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

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

ONLY in the event of a Pre-Determined "for cause" CT exam, or in the event that CT suspicions are raised while conducting routine� 
work requiring follow-up should an additional exam and time be reported under the CT PAC 29R845.� 
See 10M Section 5.4.1.4.1 for additional information on Food and Cosmetic Security Activities.� 

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

FORM FDA 26211 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 29-2 
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CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
 
RESOURCE SUMMARY
 

FY 2009
 

OPERAllONAl FTES TOTAL PROGRAM FTEs TOTAL 
OPERATIONAL PROGRAM 

DOMESTIC IMPORT FOREIGN FTEs DOMESTIC IMPORT FOREIGN FTEsPPS 
PROJECT TITlENO. 

TOTAL 107.5 3.0 4.5 115Jl 195.3 5.5 8.2 209.0 

26.6 26.5HUMAN CELLULAR, TISSUE AND 48.9 48.941 
GENE THERAPIES 

71.:./ 3.0BLOOD AND BLOOD PRODUCTS 2.2 76.~ 129.3 5.542 4.0 138.8 

9.4VACCINES AND ALLERGENIC PRODUCTS 2.3 11.7 17.1 4.2 21.345 



FY 2009 ORA WORKPLAN Odober 1 2008 , 

.PROJECT SUMMARY SHEET 

2. PPS PROJECT NAIiElNUMBER 1. PROGRAM CATEGORY 

Human Cellular, Tissue and Gene Therapeutics - 41 Biologics 

l
 
6. OPERA11ONAL Fn:
 TOTAL15. PROGRAM 

ASSIGNMENT3. 4. FDA COMPLIANCE PROGRAMS OPERATIONAL PROGRAM 8.
 

N•• AND ASSIGNMENTS
 
roT~ ~ 

CODE DOMI:S11C IMPORT FOREIGN F1EI F1EI PAGE 

26.9 48.9TOTAL 26.9 

41002B,C,D 22.5Inspection of Human Cells, Tissues, and 22.5 40.9 41-2 

Tissue-Based Products (HCTlPs) 

2 

I 

.. 4.4 4.4Bioresearch Monitoring PrOlrrams • ~ 8.0 41-3 

Good Laboratory Practices 41808 • 
(Nonclinical Labs)
 

Institutional Review Board
 41809 • • 
41810Sponsors, Contract Research OTlranizations, • • 

and Monitors
 

Clinical Investigators •
 (4.4) (4.4)41811 (8.0) 

• All resources olanned under PAC 41811. 

ORAPLANNERlfELEPHONECENTER PROJECT MANAGERlfELEPBONE 
Harriet R. Gemer, 301-827-1630Anita Richardson, 301 827-6220 

FORM FDA 2622 (5100) PAGE NO. 41-1 



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

FY 2009 ORA WORKPLANNING SHEET 0Clllber 1 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Inspection ofHuman Cells, Tissues, & Cellular & Tissu~Based  Human Cellular, Tissue and Gene Therapies - 41 

Products (HCTlPs) Inspection ofTissue Establishments 

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

41002B, C,D ~ORA  c::J CENTER 22.5 

16. 1 2 3 4 5 6 7 8 9 
R DISTRICT! DOMESTIC IMPORT 
E SPECIALIZED INSPEC­ CBER DOMESTIC IMPORT AELD IMPORT SAMPLES SAMPLES OTHER 

G, 
0 

LABORATORY TlONS PRIORITY 
ESTAB. 

SAMPLE 
COLL 

SAMPLE 
COLL 

EXAMS! 
TESTS 

FIELD 
EXAMS 

TO BE 
ANALVZED 

TO BE 
ANALVZED 

OPERATIONS 
(Hou",) 

N 

TOTAL FIELD 494 (27 

HEADQUARTERS 

REGIONAL STAFF 
~ 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BAlTIMORE , 
CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHIlADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL lAB 

REGIONAL STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO -
SEATTLE 

PACIFIC REGIONAL LAB - SW 

PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 43.3 

TOTAl HOURS 21390 

CONVERSION FACTOR 950 

TOTALOPERATIONALFTES 22.52 

9. REMARKS 

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

C.P.7341.002 -lnspection.ofHuman Cells, Tissues, and Cellular and Tissu~Based Produc1::S (HCT/Ps) 
(covers HCT/Ps recovered on or after 5/25/2005) 

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

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

570 Other Tissue (human skin, pericardium, dura mater, heart valves) 
For Inspection Risk Based Approach, Refer to CBER's June 13,2008 Memo, 

Subject: HCfIP, Blood Bank, and Source Plasma Inspection Priorities for FY09. 

Personnel Types ReQuired: Investigator .. 
FORM FDA 26218 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 41-2 



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

FY 2001 ORA WORKPLANNING SHEET October 1 2008 

1. PROGRAM/ASSIGNMENT TmE� 2. PPS PROJECT NAMEINUMBER 

GLPs, IRBs, SponsorlMonitor/CROs, Clinical Investigators Human Cellular, Tissue & Gene Therapies - 41 
..(PDUFA Domestic & ForeiJ:m) 

3. PROGRAM/ASSIGNMENT CODE(S) 'I. WORK ALLOCATION PLANNED BY� 5. OPERATIONAL FTE POsmONS 

41808-GLP, 41809-IRB, 41810-Spon/ c:::KJ ORA o CENTER 4.4 
Mon/CROs, 41811 Clinicallnvestigator* 

R 
E 
G 
I 

Ill. 
DISTRICTf 

SPECIALIZED 
LABORATORY 

1 

INSPEC­
nONS. 

2 

DOMESnC 
INVESTJ.. 
GAnoNS 

3 

DOMEsnc 
SAMPLE 

COLL 

4 

IMPORT 
SAMPLE 

COLl. 

5 

FIELD 
EXAMS! 
TESTS 

6 

IMPORT 
FIELD 

EXAMS 

7 
DOMESnc 

SAMPLES 
TO BE 

ANALVZED 

8 
IMPORT 

SAMPLES 
TO BE 

ANALVZED 

9 

OlllER 
OPERATIONS 

(Hours) 
0 (Houn) 
N 

TOTAl FIELD 59 

HEADQUARTERS ~  

REGIONAL STAFF 

NE NEW ENGlAND 

NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALl1MORE 

CHICAGO 

CINCINNAl1 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOllTliWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEAmE 

PACIFIC REGIONAL LAB - SW 
PACIFIC REGlONAlIJ\B -NW 

HOURS PER OPERAl10N 70.9 

TOTAL HOURS 4183 

CONVERSION FACTOR 950 

TOTAL OPERATIONAL FTES 4.40 

9. REMARKS 

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

Personnel Types Required: Investigator 

. 
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FY 2009 ORA WORKPLAN	 October 1 2008 , 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 2. PPS PROJECT NAMEINUMBER 

Biologics Blood and Blood Products - 42 

s. PROGRAM 6. OPERATIONAL FJ'E 7.	 TOTAL 
3. 4. FDA COMPLIANCE PROGRAMS •	 roT~ ~ 9.ASSIGNMENT OPERATIONAL PROGRAM 

No. AND ASSIGNMENTS CODE IMPORT FOREIGN FTElI FTElI PAGEtDOMESTIC 
TOTAL 71.2 3.0 2.2 76.4 138.8 ~ 

4200IF, G;IllSJ)eCtion of Licensed & Unlicensed Blood Banks 47.4 47.8I
 0.4 86.9 42-2
 

(National Experts)
 42R825 2.6 0.1 2.7 4.9 

Insoection of Donor Centers 

Insoection of Reference Laboratories 

Inspection of Blood/Plasma Brokers 

Inspection of Blood Product Contractors 

Technical Assistance and Coordination * 2.5 2.5 4.5 

1nsDection of Source Plasma Establishments 42002.A 10.42
 10.4 18.9 42.3
 

3
 ImJ)Orted CBER-Regulated Products 42007,42R833. 3.0 5.5­3.0 42-4
 

42R824,99R833
 

4
 42008,AIllSJ)eCtion of Licensed Viral Marker Test Kits 1.6 0.4 2.0 3.6 42-5
 

(Core Team Biologics)
 

Field Investi~ations
 0.5 0.5 0.9
 

5
 Bioresearch Monitoring Programs ** 4.0 4.0 7.2 42-6
 

Institutional Review Board
 42809
 * 
SJ)Onsors, Contract Research Organizations, 42810
 * 

and Monitors
 

Clinical Investie;ators
 (4.0)42811
 (6.7)** 
(National Experts) 42808, 42811
 <0.3) <0.5)
 

45808, 45811
 

6
 42845A,B,CInsoection of Medical Device Manufacturers 0.5 0.5 0.9 42-7
 

7
 Inspection of Plasma Derivatives of
 

Human Orie;in (Core Team Biologics)
 42848A,F,G 1.7 1.3 3.0 5.5 42-8
 

For BLT-DO to Assist & Coordinate ARC Information * 
**	 All Domestic & Foreign Resources Planned Under Domestic PAC 42811
 

Foreilm Resources to cover PPS 41, 42,45
 

ORA PLANNERITELEPHONECENTER PROJECT MANAGE~LEPBONE 

HllITietR. Gerber, 301-827-1630Anita Richardson, 301 827-6220
 

FORM FDA 262215100)	 PAGE NO. 42-1
 



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

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

FY· 2009 ORA WORKPLAN� OctDber 1 2Oll8 

1. PROGRAM/ASSiGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

Inspection ofLicensed and Unlicensed Blood Banks Blood and Blood Products - 42 

(Domestic & Foreign) • 
3. PROGRAM/ASSIGNMENT CODE(S)� 4: "IIIoORK AlLOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

4200IF,G 42R825 r:::=DORA c:::::::=J CENTER 53.0 

16 . I I 2 1 1 I 9 8 9 
R DISTRICTI DOMESllC 
E SPECIALIZED DOMESlIC INIIES1I­ FORBGN PRE-UCENSE PRE-UCENSE lECHASST& IMPORT OTHER 
G LABORATORY BLOOD BANK GAllONs BLOOD BANK INSPECTIONS INSPECllONS COORDIK­ SAMPLES OPERAllONS 
I INSPEC­ (Hou",)- INSPEC- DOMESTlC FORSON ATlON TO BE (Hounsl 
0 TlONS 11ON$- (HOUf1I) ANAL'YZED 
N 

TOTAL FIELD 1093 2469 12 2376 

HEADQUARTERS 

REGIONAL STAFF 

NE� NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI I 
CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAl STAFF 

ATlANTA 

SE� FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAl LAB 

REGIONAL STAFF 

DAlLAS 

SW� DENVER 

KANSAS CITY 

SOUTIi1M':ST IMPORT DISTRICT 

REGIONAl LAB 

REGIONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAl LAB - SW 

PACIFIC REGIONAl LAB - NW 

HOURS PER OPERATION 41.2� 43.0 

TOTAl HOURS 45032 2469 516 2375 

CONVERSION FACTOR 950 950 950 950 

TOTAl OPERATIONAL FTEs 47.40 2.60 0.54 2.50 

17. REMARKS 

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

Subject: HCTIP, Blood Bank, and Source Plasma Inspection Priorities for FY09. 

Domestic Inspectional Module Includes Time for AIDS.� 
Blood Bank PAC's: 42001F, Levell Inspection and 420010, Level 2 Inspection.� 
BLT-00, Report Technical Assistance Time under Operation Code 92.� 

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

••• Foreign Blood Bank Inspections spread by DFI. 

Personnel Types Required: Investigator, National Experts 

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

FY2009 ORA WORKPlANNING SHEET 0dDber 1 2008 . 
1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

Inspection of Source Plasma Establishments� Blood and Blood Products - 42 

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

42002F,G� CD ORA c=:J CENTER 10.4 

b. 1 2 3 ~ 5 6 7 8 9 

R DISTRICTI DOMESllC IMPORT 
E SPECIALIZED INSPEC· INVEST\­ DOMESTIC IMPORT AELD IMPORT SAMPLES SAMPLES OTHER 
G LABORATORY lIONS GAllONS SAMPLE SAMPLE EXAMSI AELD lOBE TO BE OPERAllONS 
I (Houral COLl COLL TESTS EXAMS ANAlVZED ANAL'fZED (tloural 

0 
N 

TOTAL FIELD 205 1330 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE� FLORIDA 

NEWORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW� DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAL LAB • SW 

PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 41.8 

TOTAL HOURS 8569 1330 

CONVERSION FACTOR 950 950 

TOTAL OPERATION FTEs 9.02 1.40 

7. REMARKS 

The above resources are planned under PAC 42002F, use resources as needed to accomplish this compliance program.� 
Resources may be used for DomestidForeign/FoIIow-up InspectionslInvestigations, DSCs as needed.� 
Report operations under apropriate PAC and Operation Code.� 

For Inspection Risk Based Approacb, Refer to CBERts June 13,2008 Memo, 
Subject: HCTIP, Blood Bank, and Source Plasma Inspection Priorities for FY09. 

Personnel Types Required: Investigator, Team Biologics 

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

FY 2009 ORA WORKPLANNING SHEET OCtober 1 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT'NAMEINUMBER 

Imported CBER-Regulated Products Blood and Blood Products - 42 

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

42007, 42R833, 42R824, 99R833 
41R824,45R824 

CD ORA [=:J CENTER 3.0 

1°· 1 
R DISTRICT/ 

2 3 4 5 6 7 B 9 
DOMESTIC IMPORT 

E SPECIALIZED INSPEC· IMPORT DOMESTIC IMPORT AELD IMPORT SAMPLES SAMPLES OTHER 
G LABORATORY TIONS INVESTJ. INVESTJ. INVESTJ. EXAMS! AELD lOBE TO BE OPERATIONS 
I GATION GAllONS GATIONS TESTS EXAMS ANALVZED ANAL'YZED (Hours) 
0 HOURS (HOURS) (HOURS) 
N 

TOTAL FIELD 2850 

HEADQUARTERS 

REGIONAL STAFF \ 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - NW 

PACIFIC REGIONAL LAB· SW 

HOURS PER OPERATION 

TOTAL HOURS 2850 

CONVERSION FACTOR 950 
TOTAL OPERATION FTES 3.00 

9. REMARKS 

ALL Resources are planned under PAC 42007, as Import Investigation Hours;� 
Report Accomplishments under Appropriate PAC and Operation.� 
Planned Resources are to Cover ALL Import Operations: 42R833 Entry Review; 41R824, 42R824, 45R824 Follow-Up� 

to Refusals; 99R833 Filer Evaluation, Import Investigation Hours, and any inspections needed for PAC 42007. 

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

Personnel Types Required: Investigator 

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

,� 
FY 2009 ORA WORKPLANNING SHEET October 1 2008� 

1. PROGRAM/ASSIGNMENT TITlE� 2. PPS PROJECT NAMEINUMBER 

Inspection of Licensed Viral Marker Test Kits� Blood and Blood Products - 42 

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

42008, A Domestic & Foreign •� m ORA CJCENTER 2.5 

16. 1 1 3 4 5 6 7 8 9 

R DISTRICT/ POllt-Uc.nsed PDSt-Ucensed DOMESllC IMPORT 
E SPECIAlIZED DOMES11C FOREIGN DOMES11C IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER 
G lABORATORY INSPEe- INSPEe- INY SAMPLE EXAMSI FIElD TO BE TO BE OPERAnONS 
I IHo....'� (Hou",'nONS noNS COll TESTS EXAMS ANAlVZED ANALYZED� 

0� 
N 

TOTAL FIELD 10 2 475 

HEADQUARTERS 
; 

REGIONAL STAFF 

NE� NEW ENGlAND� 

NEW YORK� 

REGIONAL LAB� 

WEAC� 
REGIONAL STAFF� 

BAlTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHIlADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATlANTA� 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL lAB� 

REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSAS CITY� 
SOUTHWEST IMPORT DISTRICT� 

REGIONAL lAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTlE� 
PACIFIC REGIONAl LAB • SW� 

PACIFIC REGIONAL LAB - NW� 

HOURS PER OPERATION 150.0 200.0 

TOTAL HOURS 1500 400 475� 

CONVERSION FACTOR 950 950 950� 

TOTAL OPERATIONAL FTEs 1.58 0.42 0.50� 

7. REMARKS 

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

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

Personnel Types Required: InvestigatQr, Core Team Biologics 

FORM FDA 26218 (05/00) ORA WORKPLANNING SHEET (Contmued) pAGE NO. 42-5 



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

FY 2008 ORA WORKPlANNlNG SHEET 0clDber 1 2Oll8 

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

IRBs, SponsorlMonitor/Contract Res~h  Organizations, Blood and Blood Products - 42 

Clinical Investigators (pDUFA Domestic & Foreign) 

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

42809-IRB, 428 IO-SponIMonitor/CROs, o=JORA C=:J CENTER 4.0 
428 II Clinical Investigator * 

16. 1 2 3 4 5 6 7 8 9 
R DISTRICTI DOMESTIC IMPORT 
E SPECIALIZED INSPEC- DOMESnc DOMESTlC IMPORT FIELD IMPORT SAMPlES SAMPLES OTllER 
G 
I 

LABORATORY noNS. INVEST\-
GAllONS 

SAMPl£ 
COU 

SAMPlE 
COll 

EXAMSI 
TESTS 

FlaJ) 
EXAMS 

TO BE 
ANAL'rZEll 

TOBE 
ANALY2EO 

OPERAnoNS 
(H0VJ8) 

0 (H",,",) 
N 

TOTAl FIELD 54 

HEADQUARTERS 

REGIONAL STAFF ) 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS I 

NEWJERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF I 
DALLAS I 

SW DENVER 

KANSAS CITY 

SOl1THV\/EST IMPORT DISTRICT 

REGIONAl lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEAT11.E 

PACIFIC REGiONAl LAB· SW I 
PACIFIC REGIONAl LAB - KW 

HOURS PER OPERATION 70.4 

TOTAL HOURS 3802 

CONVERSION FACTOR 950 

TOTAL OPERATIONAL FTES 4.00 

9. REMARKS 

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

Personnel Types Required: Investigator 

FORM FDA 26218 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-6 



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

FY 2009 WORKPlANNING SHEET Oclober 1 2008 

1. PROGRAM/ASSIGNMENT TinE 2. PPS PROJECT NAMElNVMBER 

Inspection ofMedical 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 • mORA o CENTER 0.5 

R 
16 . 

DISTRICTI 
1 2 3 4 5 6 7 

DOMESTIC 
8 

IMPORT 
9 

E SPECIALIZED INSPEC· INVEST\­ DOMESTIC IMPORT RElD IMPORT SAMPLES SAMPLES OTHER 
G LABORATORY TlDNS GAllONS SAMPLE SAMPLE EXAMSI RELD TO BE TO BE OPERATIONS 
I (Houra) COil. CDll TESTS EXAMS ANAlyzeD ANALyzeD (Hours) 
0 
N 

TOTAL FIELD 10 

HEADQUARTERS 

REGIONAL STAFF ~ 

NE NEW ENGLAND 

NEW YORK 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 
REGIONAl LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATnE 
PACIFIC REGIONAl LAB • SW 
PACIFIC REGIONAL LAB • NW 

HOURS PER OPERATION 47.5 

TOTAL HOURS 475 

CONVERSION FACTOR 950 

TOTAL OPERATIONAL FTEs 0.50 

7. REMARKS 

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

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

Note: Inspections ofManufacturers ofBlood Bank Software should be reported under this program. 

Personnel Types Required: Investigator 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-7 



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

FY 2009 ORA WORKPlANNING SHEET . 0dIlber 1 20lIlI 

1. PROGRAM/ASSIGNMENT TTTl.E 2. PPS PROJECT NAMEINUMBER 

Inspection ofPlasma Derivatives ofHuman Origin Blood and Blood Products - 42 

3. PROGRAM/ASSIGNMENT CODE(S) - •. WORK ALLOCATION PlANNED BY� 5. OPERATIONAL FTE POSmONs 

42848A, F, G; 41 848A, F, G c:=KJORA o CENTER 3.0 
Domestic & Foreign • 

R 
E 
G 
I 

tl. 
DISTRICTI 

sPECIAUZED 
LABORATORY 

1 
DOMESllC 
UCENSEO 
INSPECT­

IONS 

1 
FOREIGN 
UCENSED 
INSPECT­

IONS 

3 

DOMEmc 
SAMPLE 

COLL 

2 

DOMESllC 
INVESlI-
GAllONS 

5 

FJELD 
elIAMSI 
TESTS 

6 

IMPORT 
AELD 

EXAMS 

7 
DOMESllC 
SAMPLES 

TO BE 
ANALvnD 

B 
IMPORT 

SAMPLES 
TO Be 

ANALYlED 

9 

OTHER 
OPERATIONS 

IHours, 
0 IHourlll 
N 

TOTAL FIELD 9 7 

HEADQUARTERS 
REGIONAL STAFF 

NE NEW ENGlAND \ 

NEWYORK 
REGIONAl LAB 
WEAC 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 
PHIlADELPHIA 
FORENSIC CHEM. em 

REGIONAL STAFF i 
ATlANTA 

sE FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SW DENVER 
KANSAS CITY 
SOUTH~ST IMPORT DISTRICT I 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTlE 
PACIFIC REGIONAl LAB -SW 
PACIFIC REGIONAl LAB -NW 

HOURS PER OPERATION 18D.6 175.2 
TOTAL HOURS 1825 1226 

CONVERSION FACTOR 950 95D 
OPERATIONAL FTEs 1.71 1.29 

17. REMARKS 

•� Core Team Compliance Program new in FY05 - Inspection ofBiolDgical Drug Products (CBER), 
(previously covered by PAC 42006): 
All Inspections will be perfonned by Core Team Biologics. 
42848A Pre-Licensed Inspection - Plasma Derivatives, 42848F Level I CGMP Inspection - Plasma Derivative, 
42848G Level 2 CGMP Inspection - Plasma Derivatives; 4I848A Pre-Licensed Inspection-Therapeutic Drugs, 
41848F Level 1 CGMP Inspection - Therapeutic Drugs, 41848G Level 2 CGMP Inspection - Therapeutic Drugs 

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

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

FORM FDA 26218 (05103) ORA WORKPLAt:lNI~GSHEET (Continued) PAGE NO. 42-8 



PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 

Biologics 

2. PPS PROJECT NAMEINUMBER 

Vaccines and Allergenic Products - 45 

~. PROGRAM 6­ OPERATIONAL FIE 7. TOTAL 

ASSIGNMENT OPERATIONAL 
CODE DOMESTIC IMPORT FOREIGN F1'EI 

8. TOTAL 
PROGRAM 

F1'EI PAGENo. AND ASSIGNMENTS 

OCtober 1 2008 

TOTAL 9.4 

1 Bioresearch Monitorine: Proe:r.uns '" 
W4. FDA COMPLIA.'1CE PROGRAMS 

FY 2009 ORA WORKPLAN 

Institutional Review Board 45809 

Sponsors, Contract Research Ore:anizations, 45810 

and Monitors 

Clinical Investie:ators '" 45811 

2 Licensed Allere:enic Products 45848A,F,G 

( Core Team Biolol!ics) 

3 Licensed Vaccine Products 45848B,C,D,E 

( Core Team Biolol!ics) 

Field Time 

. 

'" All resources Dlanned under PAC 45811 

CENTER PROJECT MANAGERlfELEPBONE 

Anila Riclwdson. 301 827-6220 

6.5 

'" 
'" 

(6.5) 

0.6 

1.7 

0.6 

FORM FDA 2622 (5100) 

W2.3 11.7 21.3 

6.5 11.8 45-2 

(lI.8) 

0.1 0.7 1.3 45-3 

2.2 3.9 7.1 45-4 

0.6 I.l 

ORA PLANNERITELEPBONE 

Harriet R. Gcrba", 301·827·]630 

PAGE NO. 45-1 



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

----

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

IRBs, SponsorlMonitor/CROs, Clinical Investigators Vaccines and Allergenic Products - 45 

(PDUFA) 

3. PROGRAM/ASSIGNMENT CODE(S) 4. v\uRKAlLOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

45809 IRBs, 45810 SponIMoniCROs, 
45811 Clinical Investigators 

IT] ORA CJCENTER 6.5 

5. 1 2 3 4 5 6 7 B 9 
R DISTRICTI DOMESTIC IMPORT 
E SPECIALIZED INSPEC- INVESTl- DOMESTlC IMPORT FIElD IMPORT SAMPLES SAMPLES OTHER 
G 
I 

LABORATORY 110NS. GATIONS 
IHOURS) 

SAMPLE 
COLL 

SAMPLE 
COLL 

EXAMSI 
TESTS 

FIELD 
EXAMS 

rOBE 
ANALVZED 

TO BE 
ANALVZED 

OPERATIONS 
IHou",) 

0 SPECIALIZED 
N 

TOTALAELD 76 

HEADQUARTERS 

REGIONAL STAFF 
NE NEW ENGLAND 

NEW YORK 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BAlTIMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHIlADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 
REGIONAl LAB 

REGIONAL STAFF 

DAlLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT OPERATION 

REGIONAl LAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAl LAB - SW 
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 81.3 

TOTAl HOURS 6179 

CONVERSION FACTOR 950 
TOTAL OPERATIONAl FTEs 6.50 

7. REMARKS 

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

Personnel Types Required: Investigator 

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

---

FY 2009 WORKPLANNING SHEET October 1 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Inspection ofLicensed Allergenic Products Vaccines and Allergenic Products - 45 

(post-Market & Pre-License) ­

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

45848A,F,G Domestic/Foreign • UJORA CJCENTER 0.7 

6.� 1 1 2 3 4 6 7 8 9. .R DISTRICTI IMPORT DOMESTIC IMPORT� 
E SPECIALIZED DOMESTIC FOREIGN DOMESTIC DOMESTIC IMPORT FIElD SAMPLES SAMPLES OlllER� 
G LABORATORY INSPEC- INSPEC- 1NVEsn- SAMPLE SAMPLE EXAMS! TO BE TO BE OPERATIONS� 
I llONS TlONS GATIONS COLL COLL TESTS ANALYZED ANAL'YZED (Houn)� 
0 (HOURS)� 

N� 

TOTAL FIELD� 5 1 

HEADQUARTERS� 

REGIONAL STAFF ~
 

NE� NEW ENGLAND� 

NEW YORK� 

REGIONAL LAB I� 

WEAC� 

REGIONAL STAFF� 

BAlTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATLANTA� 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DAlLAS� 

SW� DENVER� 

KANSAS CITY� 

SOlJlHV'JEST IMPORT DISTRICT� 

REGIONAL LAB� 
REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONAL LAB - SW� 

PACIFIC REGIONAL LAB - NW� 

HOURS PER OPERATION 108.0 125.0� 

TOTAL HOURS 540 125� 

CONVERSION FACTOR 950 950� 

TOTAl OPERATIONAL FTEs 0.57 0.13� 

7. REMARKS 

•� New in FY05 Core Team Compliance Program - Inspection ofBiological Drug Products (CBER)� 
(Previously covered by PAC 45001):� 
PAC 45848A Pre-License Inspection - Allergenics� 
PAC 45848F Levell CGMP Inspection - Allergenics� 
PAC 45848G Level 2 CGMP Inspection - Allergenics� 
All Inspections will be conducted by Core Team Biologics.� 
Resources are planned under PAC 45848F. Use Resources As Needed and Report Under Appropriate PAC.� 

Personnel Types Required: Investigator. Core Team Biologics ,� 

Report Foreign Inspections under Operation Code II.� 

FORM FDA 26218 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 45-3 



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

FY 2009 ORA WORKPLANNING SHEET October 1 2008 

1. PROGRAM/ASSIGNMENT TiTlE� 2. PPS PROJECT NAMEINUMBER 

Inspection of Licensed Vaccine Products Vaccines and Allergenic Products - 45� 

(Post-Market)� 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATION PlANNED BY� 5. OPERATIONAL FTE POSITIONS 

45848B,C,D Domestic/Foreign • c:=u ORA c::::J CENTER� 4.5 

6.� 1 1 2 3 5 6 7 8 9 
R DISTRICT/ IMPORT DOMESllC IMPORT� 
E SPECIALIZED DOMESTIC FORBGN DOMESTIC DOMESTIC RElD RELD SAMPLES SAMPLES OTHER� 
G LABORATORY INSPEC- INSPEC· INVESTl- INVESTl- EXAMSI EXAMSI lOBE TO BE OPERATIONS� 
I TlONS liONS GAllONS GAllONS TlESTS TlESTS ANALYZED ANALVZED IHours)� 
0 (Hours) (HOURS)� 
N� 

TOTALFlaO 8 8 570 

HEADQUARTERS� 

REGIONAl STAFF� 

NE� NEW ENGLAND� 

NEW YORK� 

REGIONAL lAB� 

WEAC� 

REGIONAl STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATlANTA� 

SE� FlORIDA� 

NEW ORLEANS� 

SAN JUAN� 

REGIONAl lAB� 

REGIONAl STAFF� 

DAllAS� 

SW� DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAl lAB� 

REGIONAl STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONAl lAB • sw� 
PACIFIC REGIONAl lAB - NW� 

HOURS PER OPERATION 203.0 260.0 

TOTAL HOURS 1624 2080 570� 

CONVERSION FACTOR 950 950 950� 

TOTAL OPERATIONAl FTEs 1.71 2.19 0.60� 

7. REMARKS 

* New Core Team Compliance Program in FY05 - Inspection of Biological Drug Products (CBER):� 
(Previously covered by PAC 45002)� 
45848B Pre-License Inspection - Vaccines;� 
45848C Levell CGMP Inspection - Vaccines;� 
458480 Level 2 CGMP Inspection - Vaccines.� 
All inspections will be performed by Core Team Biologics.� 
Resources are planned under 45848C. Use Resources'As Needed and Report Under Appropriate PAC.� 
Field Investigation Hours may be used to assist any Core Team Program.� 

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

FORM FDA 2621a (OSl03) ORA WORKPLANNING SHEET (Continued) PAGENO 45-4 



CENTER FOR DRUG EVALUATION AND RESEARCH 
RESOURCE SUMMARY 
FY 2009 ORA WORKPLAN 

October 1, 2008 

OPERATIONAL FTES TOTAL PROGRAM FTEs TOTAL 
OPERATIONAL PROGRAM 

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

TOTAL 228.6 30.9 79.5 339.0 415.5 .56.1 144.4 616.0 

46 NEW DRUG EVALUATION 9.0 14.0 23.0 16.4 25.4 41.8 

48 BIORESEARCH MONITORING 
HUMAN DRUGS 43.6 18.5 62.1 79.2 33.6 112.8 

52 GENERIC DRUG EVALUATION 5.0 10.0 15.0 9.1 18.2 27.3 

53 POSTMARKETING SURVEILLANCE 
AND EPIDEMIOLOGY 
HUMAN DRUGS 10.0 1.0 11.0 18.2 1.8 20.0 

56 DRUG QUALITY ASSURANCE 132.5 30.9 36.0 199.4 240.8 56.1 65.4 362.3 

63 UNAPPROVED AND MISBRANDED 9.5 9.5 17.3 17.3 
DRUGS 

88 INTERAGENCY COOPERATIVE 19.0 19.0 34.5 34.5 
ACTMTlES 



FY 2009 ORA Workplan October 1, 2008 

PROJECT SUMMARY SHEET 

2. PPS PROJECT NAMEINUMBER1. PROGRAM CATEGORY 

New Drug Evaluation - 46 Human Drugs 

5. PROGRAM 6. OPERATIONAL FTEs TOTAL 
ASSIGNMENT4. FDA COMPLIANCE PROGRAMS OPERATIONAL PROGRAM 8.roTALWNo. AND ASSIGNMENTS CODE DOMESTIC IMPORT POREIGN FI'Eo FI'Eo PAGE 

14.0TOTAL 9.0 23.0 41.8 ~ 
46832IBIC 9.0I NDA Pre-ApprovallnspectionsIInvesti2l1tions 9.0 16.4 2 

}• Domestic (PDUFA)
 

2 'NDA Pre-Approval InspectionslInvesti!!ations
 468321B1C 14.0 14.0 25.4 3 

- ForeiltIl (PDUFA) 

ORA PLANNERfTELEPHONECENTER PROJECT MANAGERfI'ELEPHONE 
Anita T. McCurdy 301-827-1632 Joseph Famulare. HFD-32O; (301) 827-8940 

FORM FDA 2622 (9/98) PAGE NO. 46-1 



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

FY 2009 ORA Workplan� October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

NDA Pre-Approval InspectionslInvestigations New Drug Evaluation - 46 

-Domestic (pDUFA) 

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

46832, 46832B,46832C ORA CJ CENTER 9.0~ 

46832M ItJ 
tl. 1 1 3 7 

R DISTRICTI 
E SPECIAlIZED NDAs CHEMIST DOMESllC DSAs 
G LABORATORY TO INSPECT SAMPLE PROFILE 
I INSPECT (HOURS) COLL (1tounI) 
0 
N 

TOTAL FIELD 120 2272 17 17 
HEADQUARTERS 

REGIONAL STAFF 

NE� NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BAlTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE� FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAl LAB I 
REGIONAl STAFF I 

DALLAS 

SW� DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICl 

REGIONAl LAB 

REGIONAL STAFF 

LOS ANGELES 

PA� SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 46.0 5.0 50.0 
TOTAl HOURS 5520 2272 85 850 

CONVERSION FACTOR 950 950 950 1180 
TOTAl OPERATIONAL FTES 5.81 2.39 0.09 0.72 

. REMARKS 

• Includes Microbiologists on Inspections.� 
1i!146832M Therapeutic Biologics Products PAC- Resources under 56002M.� 

FORM FDA 26218 (05103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 46-2 



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

----

FY2009 ORA WORKPLAN October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

NDA Pre-Approval InspectionslInvestigations New Drug Evaluation - 46 
- Foreign (PDUFA) 

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

46832, 46832B,46832C, ~ ORA 0 CENTER 14.0 
46832D 

lb. . 1 1 9 
R DISTRICTI 
E SPECIAlIZED INSPEC­ CHEll1ST OTHER 
G LABORATORY nONS IHSPS OPERATIONS 
I ++ IHDUn) IHours) 
0 -N 

TOTAL FIELD 192 3325 
, 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 

SE NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAl LAB - SW 

PACIFIC REGIONAl LAB - NW 

HOURS PER OPERATION 52.0 

TOTAL HOURS 9984 3325 

CONVERSION FACTOR 950 950 

TOTAL OPERATIONAL FTEs 10.50 3.50 
7. REMARKS 

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

** Includes microbiologists on inspections. 

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

. 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 46-3 



ortplan IFY2009 ORA W k I oetober 1 200 8 

nITALPROGRAM ~8. 

YrE! PAGE 
112.8 

10.0 2 

6.4 3 

4 

7.3 

10.5 

6.0 

72.6 5 

PROJECT SUMMARY SHEET 

1. PROGRAM CAlEGORY 2. PPS PROJECT NAMEINUMBER 

Human Drugs Bioresearch Monitoring: Human Drugs - 48 

S. PROGRAM 6. OPERATIONAL YrE TOTAL 

~ 
4. FDA COMPUANCE PROGRAMS ASSIGNMENT OPERATIONAL 

No. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTE. 

TOTAL 43.6 18.5 62.1 

1 In Vivo BioeQuivalence - ANDAs & NDAs 4800l.A 5.5 5.5 

PDUFA (NDAs) (3.2) 

Foreion Tn<mf".Ctions (In Vivo Bioequivalence. 4800l.A; 3.5 3.5 

GLPs )* 48808 ~ 

* Foreign Inspections PEPFAR (AIDS Relief) 4800ID.E; 

(planned under 48001A and 48001) 

National Experts <NDAs & ANDAs 0.1) 

2 Bioresearch Monitorin2 

Good Laboratory Practices (Non-Clinical Lab) 48808 4.0 4.0 

National Experts (0.4) 

•• Institutional Review Board 48809. 48809A 5.8 5.8 

Sponsors. Contract Research Organizations, 48810 3.3 3.3 

and Monitors 

3 Clinical Investi23tors 48811. D 25.0 15.0 40.0 

National Experts (0.24) 

• PEPFAR work is not planned seoaratelv, NDA PEPFAR resources are planned under 48001A and ANDA PEPFAR resources are planned 

under 48001. 
.* Resources in the Radioactive DTUe: Research Committee ( 48809A) have been collaDsed into Institutional Review Board (48809). 

CENTER PROJEcr MANAGERITELEPHONE ORA PLANNERlfELEPHONE 
~oanne L. Rhoads. (301) 594-0020 Anita McCurdy, (301) 827-1632 

FORM FDA 2622 (5100) PAGE NO. 48-' 



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

FY 2009 ORA Workplan October 1J 2008 
1'. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMElNUMBER 

In Vivo Bioeqliivalence Bioresearcl1 Monitoring: Human Drugs - 48 

(Pre-Approval) 

~.  PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POsmoNS 

48001 (ANnAs) Q] ORA c=J CENTER 5.5 
48001A (NDAs) (PDUFA) 

16. 1 1� 
R DISTRICTI <18001 48001A� 
E SPECIAUZED ANDA NDA� 
G LABORATORY INSPEC· INSPEC­
I TIONS TIONS� 

0 (PDUFA)� 
N DOMESTIC DOMESTIC� 

TOTALRElD� 31 36 

HEADQUARTERS 

REGIONAL STAFF 

NE� NEW ENGLAND ,� 
NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA .� 
FORENSIC CHEM. CTR� 

REGIONAL STAFF 

ATlANTA 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF 

DALLAS 

SW� DENVER� 

KANSASCfTY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAL STAFF 

LOS ANGELES 

PA� SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONAL LAB - (SM� 

PACIFIC REGIONAL LAB - (NW)� 

HOURS PER OPERATION 70.0 85.0� 

TOTAL HOURS 2170 3060� 

CONVERSION FACTOR 950 95(J� 

TOTAL OPERATIONAL FTEs 22S 3.22� 

7. REMARKS 

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

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

Personnel Types Required: Investigator 

. 
FORM FDA 2621a (05103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-2 



FY 2009 ORA WORKPLAN� October 1 , 2008 

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

1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEINUMBER 

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

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

48001,A; 48808; 4800lD,E� ~ ORA CJ CENTER 3.5 
NDA&,ANDA* 

1 
6 . 1 1 <4 5 7 B 9 

R DISTRICTI FOREIGN FOREIGN 

E SPECIALIZED 4B001A 48001 IMPORT RElD DOMESllC IMPORT 
G LABORATORY NDA ANDA SAMPLE EXAMSI SAMPLES SAMPLES 

I INSPEC· INSPEC· COll TESTS TO BE TO BE 

0 TlONS TlONS ANAL"YZED ANALYlED 
N IPDUFAJ IPRE-APPRJ 

TOTAL FIELD 23 11 

HEADQUARTERS 

REGIONAL STAFF 

NE� NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE� DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLAtrrA 

FLORIDA 

SE� NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW� DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 
PA� SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LAB 1SW! 
PACIFIC REGIONAL LAB 1NW} 

HOURS PER OPERATION 78.0 85.0 

TOTAl HOURS 1794 1530 

CONVERSION FACTOR 950 950 

TOTAl OPERATIONAL FTEs 1.89 1.61 

7. REMARKS 

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

Report Inspections under Appropriate PAC, Foreign Inspections under Operation Code 11.� 
HIGH PRIORITY for NDA inspections.� 
48001 D PEPFAR NDA Bioequivalence; 48001 E PEPFAR ANDA Bioequivalence.� 
NDA PEPFAR Resources are planned under 48001 A and ANDA PEPFAR Resources are planned under 48001.� 
We are not planning separate PEPFAR work.� 

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

Personnel Types Required: Investigator, National Expert� . 
FORM FDA 2621a (03103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-3 



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

FY 2009 ORA WORKPLAN October 1, 2008 
1. PROGRAM/ASSIGNMENT11Tl.E 2. PPS PROJECT NAMEINUMBER 

Good Laboratory Practices; InstitutiOllll1 Rc:vicw Board; Sponsors, Contract Bion:seaI"ch Monitoring: Human Drugs ~  48 

Research Org. Monitors; Clinical Investi2ators lPDUFA) 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PlANNED BY� 5. OPERATIONAL FTE posmONS-
48808,48809, 48809A, 48810 [i] ORA c:=J CENTER� 13.2 

1;.� 1 2 1 1.R DISTRICTI� 
E SPECIALIZED GLP NArLEXPERT IRB SPONSOR.� 
G LABORATORY INSPEC- 1NVESTl- IISPECTIONS CRO,MONITORS� 
I llONS GAllONS 48808, INSPEcnONS� 

0 (Hou",) 48809A 48810� 

N - 48II08-GLP I� -
TOTAL FIELD� 39 38lI 99 35 

HEADOUARTERS� 

REGIONAL STAFF� 

NE NEW ENGLAND� ,
NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. ern� 

REGIONAL STAFF� 

ATLANTA� 

SE� FLORIDA� 

NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSASCIlY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGIONAL LAB - ISWl� 

PACIFIC REGIONAL LAB - 1NW!� 

HOURS PER OPERATION 87.8 56.0 90.0� 

TOTAL HOURS 3424 380 5544 3150� 

CONVERSION FACTOR 950 950 950 950� 

TOTAL OPERATIONAL FTEs 3.60 0.40 5.84 3.32� 

9. REMARKS� 

48808:� 
Resources planned for Inspections may also be used for OSCS,� 

Planned Inspections include Surveillance Inspections and any Assignments from COER to cover studies identified by COER.� 
COER assignments, Le. Directed Inspections, cover studies associated with INO's and NOA's.� 

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

* Institutional Review Board� 
•• Sponsors, Contract Research Organizations, and Monitors� 

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

Personnel Types Required: Investigator. National Expert I 
FORM FDA 2621a (05103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-4 



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

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

Clinical Investigators Bioresearch Monitoring: Human Drugs - 48 

(PDUFA) '.­

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

48811 C£J ORA CENTER 40.00 
6. 1 2 1� 

R DISTRICTI Nat"1 Expet1s� 
E SPECIALIZED INSPEC· INVESn- INSPEC·� 
G LABORATORY TIONS GAllONS TlONS� 
I (Hours'� 

0 DOMESTlC FOREIGN� 
N� 

TOTAL FIELD� 250 228 169 

HEADQUARTERS .
REGIONAl STAFF 

NE� NEW ENGLAND� 

NEW YORK� 

REGIONAL lAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHIlADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATlANTA� 

FLORIDA� 

SE� NEW ORLEANS� 

SANJUAN� 

REGIONAl lAB� 

REGIONAL STAFF� 

DALLAS� 

SW� DENVER� 

KANSAS CITY I� 
SOUTHWEST IMPORT DISTRICT� 

REGIONAL LAB� 

REGIONAl STAFF� 

LOS ANGELES� 

PA� SAN FRANCISCO� 

SEATTLE� 

PACIFIC REGJONAlLAB (SWl !� 
;

PACIFIC REGIONAl lAB (NW) 

HOURS PER OPERATION 94.1 84.5� 

TOTAl HOURS 23525 228 14281� 

CONVERSION FACTOR 950 950 95D� 

TOTAL OPERATIONAl FTEs 24.76 D.24 15.03� 

7. REMARKS 

Personnel Types Required: Investigator, National Expert 

. 
FORM FDA 2621a (05103)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-5 



FY 2009 ORA W ork I o t b ,cplan CO er 1 2008 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 

Human Drugs 

5. PROGRAM 6. OPERATIONAL FTEs

W4. IDA COMPLlANCE PROGRAMS ASSIGNMENT 

No. AND ASSIGNMENTS CODE DOMFSTlC IMPORT FOREIGN 

TOTAL 5.0 10.0 

1 iANDA Pre-Approval 52832 5.0 

-Domestic 

2 iANDA Pre-Approval InspectionsIInwstilZations 52832 10.0 

-Forei~ 

CENTER PROJECT MANAGERlI'ELEPHONE ORA PLANNERlfELEPHONE 
~oseph Famulare HFD-320; (301) 827-8940 Anita T. McCurdy 301-827-1632 

2. PPS PROJECT NAMEINUMBER 

Generic Drug Evaluation - 52 

TOTAL
 

OPERATIONAL
 

FTEs 

15.0 

5.0 

10.0 

PROGRAM 8.=~~
 
FTEs 

27.3 
PAGE 

~ 

9.1 2 

18.2 3 

FORM FDA 2622 (9/98) PAGE NO. 52-1 



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

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

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

FY2009 ORA WORKPLAN� October 1 2008 . 
1. PROGRAM/ASSIGNMENT TITLE� 2. PPS PROJECT NAMEJNUMBER 

ANDA Pre - Approval Inspections/lnv. ',- Generic Drug Evaluation - 52� 
- Domestic� 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATlON PLANNED BY 5. OPERATIONAl FTE POSmONS 

52832,B, C ORA [==:J CENTER 5.0~ 

lb. 1 3 7 7� 
R DISTRICTI DOMESTIC� 
E SPECiAliZED ANDAs DOMEST1C SAMPLE� 
G LABORATORY to SAMPLE ANALYSES� 
I INSPECT COLL PROFlLE IIIOlEST� 
0 (Hauo$) (Chern)� 
N 

TOTALAELD 51� 62 31 31 

HEADQUARTERS 

REGIONAL STAFF� 

NE NEW ENGlAND� 

NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE� DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHIlADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAl STAFF� 

ATLANTA� 

FLORIDA� 

SE� NEW ORLEANS� 

SANJUAN� 

REGIONAl LAB� 

REGIONAl STAFF� 

DAlLAS� 

SW DENVER� 

KANSAS CITY� 

SOUTHWEST IMPORT DISTRICT� 

REGIONAl LAB� 

REGIONAl STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO� 

SEATILE� 

PACIFIC REGIONAl LAB - SW� 
PACIFIC REGiONAl LAB - NW� 

HOURS PER OPERATION 48.0 5.0 50.0 30.0� 

TOTAl HOURS 2448 310 1550 930� 

CONVERSION FACTOR 950 950 1180 1180� 
TOTAL OPERATIONAL FTEs 2.58 0.33 1.31 0.79� 

7. REMARKS 

FORM FDA 2621a (05/03)� ORA WORKPLANNING SHEET (Continued) PAGE NO. 52·2 



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

FY2009 ORA WORKPLAN October 1 2008 , 
2. PPS PROJECT NAME/NUMBER 

ANDA Pre - Approval InSpectionslInvestigations Generic Drug Evaluation - 52� 
- Foreign� 

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

52832, 52832B,52832C, IT] ORA CJ CENTER 10.0 
52832E 
6. 1 1 1 5 I•

R DISTRICTI IMPORT 
E SPECIALIZED INSPEC- CHEMIST INVEST. IMPORT SAMPlE 
G LABORATORY nONS INSP. HRS IMPORT SAMPLE ANALYSES 
I * (Hours) SAMPLE ANALYSES B10TEST 
0 (Foreign) (Foreign) COll (Chern) (Cham) 
N ++ .. .... ....-

TOTAL FIELD 69 2200 950 140 70 70� 

HEADQUARTERS� 

REGIONAL STAFF� 

NE NEW ENGLAND� 

NEW YORK� 

REGIONAL LAB� 

WEAC� 

REGIONAL STAFF� 

BALTIMORE� 

CHICAGO� 

CINCINNATI� 

CE DETROIT� 

MINNEAPOLIS� 

NEW JERSEY� 

PHILADELPHIA� 

FORENSIC CHEM. CTR� 

REGIONAL STAFF� 

ATLANTA� 

FLORIDA� 

SE NEW ORLEANS� 

SANJUAN� 

REGIONAL LAB� 

REGIONAL STAFF� 

DALLAS� 

SW DENVER� 

KANSAS CITY� 

Southwest ImDort District� 

REGIONAL LAB� 

REGIONAL STAFF� 

LOS ANGELES� 

PA SAN FRANCISCO I� 

SEATTLE� 

PACIFIC REGIONAL LAB - SW II� 
PACIFIC REGIONAl LAB - NW II I� 

HOURS PER OPERATION 50.0 3.0 30.0 15.0� 

TOTAL HOURS 3450 2200 950 420 2100 1050� 

CONVERSION FACTOR 950 950 950 950 1180 1180� 
TOTAL OPERATIONAL FTEs 3.63 2.30 1.00 0.44 1.78 0.89� 

~.REMARKS  

• Report as follow: Insps.lChem on Insps. under foreign operation code 11 Pac Code 52832; 
++ 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.� 
** Includes microbiologists on inspections *** Samples are collected at foreign manufacturers.� 
**** NRL analyzes all ProfilelBiotest ISCs and methods development ISAs.� 

FORM FDA 2621a (05103) ORA w~  .•... "'........ 1 (Contanued PAGE NO. 52-3� 



1. PROGRAM CATEGORY 

HumanDmgs 

J. 4. FDA COMPLIANCE PROGRAMS 

No. AND ASSIGNMENTS 

TOTAL 

I Enforcement of the Adverse Drug 

Experience Reporting Regulation ~ 

CENTER PROJECT MANAGERlfELEPHONE ORA PLANNERlfELEPHONE 
Ralph J Schmid, HFD·332; 301-827-8929 Anita T. McCurdy, 301-827-1632 

FORM FDA 2622 (9198) PAGE NO. 53-1 

5. PROGRAM 6­ OPERATIONAL FfEs 
ASSIGNMENT 

CODE DOME811C IMPORT FOREIGN 

10.0 1.0 

53001A,B 10.0 1.0 

ork I[plan October 1 2008 FY 2009 ORA W , 

PROJECT SUMMARY SHEET 

2. PPS PROJECT NAMEINUMBER 

Postmarketing Surveillance and Epidemiology:
 
Human Dru~s - 53
 

TOTAL 
OPERATIONAL 

FfEs 

11.0 

11.0 

n=~PROGRAM 8. 

FfEs PAGE 

20.0 

20.0 2 



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

FY 2009 ORA Workplan October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER 

Enforcement ofthe Adverse Drug Postmarketing Surveillance and Epidemiology:
 

Experience Reporting Regulations Human Drugs - 53
 

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

53001A, 53001B * [TI ORA [TICENTER 11.0 

6. t t 2 .. 5 6 7 8 9 
R DISTRICTI DOMESTIC IMPORT MISC. 
E SPECIALIZED INSPEC- INSPEC- INVESn- IMPORT FIELD IMPORT SAMPLES SAMPLES HOURS 
G LABORATORY noNS liONS GAllON SAMPLE EXAMSI FIELD TO BE TO BE 
I COll TESTS EXAMS ANALVZED AHALVZED 
0 DOMESTIC FOREIGN 
N 

TOTAL FIELD 144 16 

HEADQUARTERS
 
>


REGIONAL STAFF 

NE	 NEW ENGLAND
 

NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

FLORIDA
 

SE	 NEW ORLEANS
 

SANJUAN
 

REGJONALLAB
 

REGIONAL STAFF
 

DAlLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGelES
 

PA SAN FRANCISCO
 

SEATILE
 

PACIFIC REGIONAl lAB - toNV
 

PACIFIC REGIONAL lAB - SW
 

HOURS PER OPERATION 66.0 60.0
 
TOTAL HOURS 9504 960
 

CONVERSION FACTOR 950 950
 

TOTAL OPERATIONAL FTEs 10.00 1.01 

~. REMARKS 

*Report both Domestic and Foreign inspections under 5300lA for Center-Initiated and 53OO1B for District-Initiated.
 
Domestic inspections are spread by CDER HFD-332 based upon where inspections are likely to occur.
 
Numbers for domestic inspections may change slightly pending CDER assignment- .
 
Foreign inspections are spread by ORA/DFI.
 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 53-2 



FY 20090RAWorkplan October 1, 2008 

PROJECT SUMMARY SHEET 
-

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

Human Drugs Drug Quality Assurance - 56 

5. :PROGRAM 6. O:PERATIONAL FrEs TOTAL 

=~~ 
~ 

4. FDA COMl'UANCE :PROGRAMS ASSIGNMENT OPERATIONAL PROGRAM 8. 

No. AND ASSIGNMENTS CODE DOMESTIC IMl'ORT FOREIGN FI'Es FI'Es PAGE 

TOTAL 132.5 30.9 36.0 199.4 362.3 

1 Drult Process Inspections - Domestic 56002A-F, • 84.0 84.0 152.6 2 

2 DruR Process Inspections - Gas Manufs. 56002E 5.0 5.0 9.1 3 

3 Foreil!Jl Drull Inspections 56002A-F,· 34.0 34.0 61.8 4 

4 Drull Product Surveillance - Domestic Drugs 56008A,C 20.0 20.0 36.4 5 

5 Drug Produ~t Surveillance - Import Drugs 56008H··· 30.9 30.9 56.1 6 

6 Drug Quality Reporting System - DQRS 56021A, B 4.5 4.5 8.2 7 

7 Enforcement ofRx Drug Marketing Act (PDMA) 56022 2.0 2.0 3.6 8 

8 Post-Approval InspectionslInvestillations - Domestic 56843 2.0 2.0 3.6 9 

9 Post-Approval InspectionslInvestigations - Foreign 56843 2.0 2.0 3.6 10 

10 Pharmacy ComPOundinll AssilmJllents 56D015 5.0 5.0 9.1 11 

11 Forensic Evaluation and Sample Analysis 56R838···· 10.0 10.0 18.2 12 

.) 56832, 56R359 

•••) 56R824, 56R833,99R833 

····)56R83I 

CENTER PROJECT MANAGERfI'ELEPHONE ORAPLANNERITELEPHONE 
Ralph J. Schmid, HFD-330; 301-827-8929 Anita T. McCurdy 301-827-1632 

FORM FDA 2622 19/98) PAGE NO. 56-1 
{ 
\ 



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

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

FY 2009 ORA Workplan October 1 2008 • 
2. PPS PROJECT NAMEINUMBER 

"J"Drug Process lnspections - Domestic Drug Quality Assurance - 56 

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

56002, A, B, C, D, F 56832, ~ ORA D CENTER 84.0 
56R359,56002M* 

1 1 1 1 3 7 
R DISTRICTI MICRO ON DOMESTIC DOMFST7C DOMES11C DOMESTIC DOMESTIC 
E SPECIALIZED INSPEC­ SAMPLE SAMPU. SAMPLE SAMPlES SAMPlES 
G LABORATORY INVEST\- QlEMISTON TlONS cou. Cou. COIL lOBE TO BE 
I 
0 
N 

INSPECTIONS GATIONS 
(tto:n) 

INSPECTIONS 
(HcHn) 

(HcHn) - (CHEM) /MICRO) ANAL'YZED 
(CHEM) 

ANAL'YZED 
(MICRO) 

TOTAL FIELD 1085 1900 6650 1900 350 229 40 229 40 
HEADQUARTERS 

REGIONAl STAFF 

NE NEW ENGlAND 

NEW YORK 

REGIONAl LAB 

WEAC 

REGIONAl STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. eTR 
REGIONAl STAFF 

ATlANTA 

FLORIDA 

SE NEW ORLEANS 

SANJUAN 

REGIONAl LAB 
! 

REGIONAl STAFF 

DALLAS 

SW DENVER 

KANSASClTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIAC REGIONAL IJ\B • SW 

PACIFIC REGIONAL LAB • 'lW 

HOURS PER OPERATION 55.0 5.0 38.0 28.0 

TOTAL HOURS 59675 1900 6650 1900 1750 8702 1120 

CONVERSION FACTOR 950 950 950 950 950 1180 1180 

TOTAL OPERATIONAL FTEs 62.82 2.00 7.00 2.00 1.84 7.37 0.95 

7, REMARKS 

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

1 
Gas films arc under a separate worksheet 56-5 . ** DSCs not analyzed arc doc. samples. Report Certification Audit hrs under 56R359. 

Domestic Sample Collections (Chern and Micro) : These areas break out the sample collections and are only guidelinesfor Districts. 

• 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-2 



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

5.0 

FY2009 ORA WORKPLAN	 October 1 2008 . 
1. PROGRAM/ASSIGNMENT TInE	 2. PPS PROJECT NAMEINUMBER 

DRUG Process lnspections- Domestic	 Drug Quality Assurance - 56 

Gas Manufacturer) 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORKALLOCATlON PLANNED BY 5. OPERATlONAL FTE POSmONS 

56002E [!] ORA 0 CENTER 

Ii. 1 2 3 4 5 7 e 9 
R DISTRICTI PlANNED 1NVESll- DOMESllC IMPORT 
E SPECIALIZED IHSPECTlONS GAlION DOMESTIC IMPORT AELD SAMPLE SAMPlES MISC. 
G LABORATORY Hours SAMPLE SAMPLE EXAMSI ANALYSES ANALYSES HOURS 
I MEDICAL COll COll TESTS
 
0 GAS
 
N
 

TOTAL FIELD 159
 

HEADQUARTERS
 

REGIONAL STAFF	 
" 

NE	 NEW ENGLAND
 

NEW YORK
 

REGIONAL LAB
 

WEAC 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

sE FLORIDA l
 

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

NEW ORLEANS 

SAN JUAN I 

REGIONAL LAB I 
REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 
REGIONAL STAFF
 

LOS ANGELES
 

SAN FRANCISCO
 

SEATILE
 

PA	 PACIFIC REGIONAl-5W
 
PACIFIC REGIONAl-NW
 

HOURS PER OPERATlON 30.0
 
TOTAL HOURS 4770
 

CONVERSION FACTOR 950
 
TOTAL OPERATIONAL FTEs 5.02
 

9. REMARKS 
• Total number ofplanned gas inspections in the Program for FY 2009. 

J 

FORM FDA 26218 (06197) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56·3 



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

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

-
Foreign Drug Inspections Drug Quality Assurance - 56 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORKALLOCATlON PLANNED BY 5. OPERATIONAL HE POSITIONS 

56002,A,B,C,D,E,F [TI ORA c:::::J CENTER 34.0 
56832 

Ill. 1 1 
R DISTRICT/ CHEMIST 
E SPECIALIZED INSPEC­ INSPEC­

G LABORATORY TlONS TlONS 
I FOREIGN (Hours) 

0 
N 

FORBGN.. 
TOTALAELD 487 7950 ; 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO I 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 

SE NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 

PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 50.0 

TOTAL HOURS 24350 7950 

CONVERSION FACTOR 950 950 

TOTAL OPERATIONAL FTEs 25.83 8.37 

7. REMARKS 
* Foreign inspections (DPI) are planned under 56002 and should be reported under operation II PACs 56002A, 
B, C, D, E, F, 56832. ** Time planned in this column may be used by chemists or microbiologists. 

. 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-4 



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

FY 2009 ORA Work I	 1,2008(plan	 October 
1. PROGRAM/ASSIGNMENT TmE	 2- PPS PROJECT NAMElNUMBER 

Drug Product Surveillance - Drug Quality Assurance - 56 

Domestic DruRs 
~. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATION PLANNED BY	 5. OPERATIONAl FTE PosmONS 

56008A, C	 o ORA o CENTER 20.0 

6. 2 3 7 7 7 
R DISTRICTI DOMESTIC DOMESTIC DOMES11C DOMESTIC DOMESTIC METllODS 
E SPECIAlIZED INVESlJ. SAMPlE SAMPLE SAMPLE SAMPlES SAMPl.ES DEVE1..OPIlIENT 
G LABORATORY GAllONS COllECTIONS cou. cou. ANALY2EO ANAlVZED HOURS 
I (CREM) (MIQlO) lCtlEM) (MICRO) (Chem)
 
0 (Hours)
 
N
 

TOTAl FIELD 836 470 376 94	 376 94 3615 

HEADQUARTERS 

REGIONAl STAFF I 
NE . NEW ENGlAND 

NEW YORK 

REGIONAl LAB 

WEAC
 

REGIONAl STAFF
 

BAlTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 
FORENSIC CHEM. CTR
 

REGIONAl STAFF	 I,ATLANTA	 I 
,flORIDA
 

SE NEW ORLEANS
 
SANJUAN
 

REGIONAl LAB
 

REGIONAl; STAFF
 

DAllAS 

SW	 DENVER ,KANSAS CITY
 

SOUTMWEST IMPORT DISTRIC
 

REGIONAl LAB
 

REGIONAl STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGiONAl LAB - SN
 
PACIFIC REGIONAl LAB - NW
 

HOURS PER OPERATION	 5.5 ,," 36.3 22.0 
TOTAl HOURS B36 2585 13649 2068 3615 

CONVERSION FACTOR 950 950 11BO 1180 1180 
TOTAl OPERATIONAl FTEs O.BB 2.72 11.57 1.75 3.06 

9. REMARKS 

Domestic Sample Collections (Chem and Micro): These areas breilk out t!le sample collections and are only guidelinesfor Districts. 

FORM FDA 2621. (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-5 



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

----

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

FY 2009 ORA W0 o errk~planI Oct b 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Drug Product Surveillance - Imported Drugs Drug Quality Assurance-56 

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

56008H, 56R833, 56R824, 99R833 ~ORA o CENTER 30.9 

6. 2 2 .. 8 8
 
R DISTRICTI IIIPORT IMPORT MAlU IMPORT IMPORT IMPORT
 
E SPECIALIZED ENTRY IHVESTlGAnONS COURIERS SAMPLE SAMPLES SAMPLES
 
G LABORATORY REVIEW HOURS REVIEWS COLLECT· ANAl\'ZED ANAL\'ZED
 
I HOURS INVHOURS IONS APIa ANISHED
 

1

- .0 DOSAGE 
N CHEM CHEM 

TOTAL FIELD 10992 6654 10640 118 60 60 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAl STAFF 

ATlANTA 

FLORIDA 

SE NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB - SW 
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 2.7 38.0 25.0 

TOTAl HOURS 10992 6654 10640 319 2280 1500 

CONVERSION FACTOR 1200 950 950 950 1180 1180 

TOTAL OPERATIONAL FTEs 9.16 7.00 11.20 0.34 1.93 1.27 

17. REMARKS 
* Reporting Guidance:
 
- Import Entry Reviews (electronic and manual- operation code 14) PAC 56R833;
 
- Filer Evaluations (operation code 95) PAC 99R833;
 
- Follow-Up to Refusals 56R824, 63R824
 

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

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

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

. 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-6 



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

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

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

or (planFY 2009 ORA W k I	 October 1, 2008 
1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEJNUMBER 

(	 Drug Quality Reporting System (DQRS)/ 
'.' 

Drug Quality Assurance - 56 

NDA-Field Alert Reporting 

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

56021A,56021B ~ORA  o CENTER 4.5 

ti. 1 2 3 7 
R DISTRICT/ DOMESTIC 

E SPECIALIZED INSPEC- INVEST!- DOMES11C SAMPLES 
G LABORATORY TIONS GAllONS SAMPLE TO BE 
I (Hours) COLL ANALVZED 

(Ch.m)°N 
:,

TOTALFIEI..D 120 40 40 

HEADQUARTERS 

REGIONAL STAFF I 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB . 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 
! FLORIDA
 

SE NEW ORLEANS
'. 
SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOlTTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE 

PACIFIC REGIONAL LAB - SW 

PACIFIC REGIONAL LAB - NW II 
HOURS PER OPERATION 25.0 4.0	 35.0 

TOTAL HOURS 3000 160 1400 

CONVERSION FACTOR 950 950 1180 

TOTAL OPERATIONAL FTEs 3.15 0.17 1.19 

7. REMARKS 

'­

. 
FORM FDA 26218 (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-7 



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

FY 2009 ORA Workplan October 1 2008 . 
1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER I . 
Enforcement of the Prescription Drug Drug Quality Assurance - 56 

Marketing Act (PDMA) 

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

56022, 56022A	 CKJ ORA o CENTER 2.0 

16.	 1 2 3 7 
DOMESTIC
 

E SPECIALIZED INSPEC- INVESll- DOMEsnc
 
R DISTRICTI 

SAMPLES
 
G LABORATORY TlOHS GAnoHS SAMPL£
 lOBE
 
I (Hours) COLL
 ANAlVZED
 
0
 (Chem) 
N
 

TOTAL FIELD 21 945 34
 ~ 34
 

HEADQUARTERS
 

REGIONAL STAFF
 

NE NEW ENGLAND
 

NEW YORK
 

REGIONAL LAB
 I 

i 
REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHIlADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF 

WEAC 

-IATLANTA
 

FLORIDA -..,
 
,SE	 NEW ORLEANS j

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

Sw.	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRIC
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 
-I

SEATILE
 

PACIFIC REGIONAL LAB - SW
 
-IPACIFIC REGIONAl LAB - NW 

HOURS PER OPERATION 30.0 2.0 11.0
 

TOTAL HOURS 630 945 68 374
 

CONVERSION FACTOR 950 950 950 1180
 

TOTAL OPERATIONAL FTEs 0.66 0.99 0.07 0.32 

t7.REMARJ<S 

) 
. 

FORM FDA 2621a (05103)	 O~  WORKPLANNING SHEET (Continued) PAGE NO. 56-8 
I 



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

FY2009 ORA WORKPLAN October 1 2008 I 

1. PROGRAM/ASSIGNMENT mLE 2. PPS PROJECT NAMEINUMBER 

Post-Approval InspectionslInvestigations - Domestic Drug Quality Assurance - 56~  

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

56843 UJORA 0 CENTER 2.0 

lb. 1 2 9 
R DlSTRICTI PlANNED INVESTl-
E SPECIALIZED INSPECTIONS GAnON Ml5C. 
G LABORATORY Hours "!OURS 
I 
0 
N 

TOTAL FIELD 48 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO I 

CINCINNATI i 

CE DETROIT 

MINNEAPOLIS : 

NEW JERSEY I 

PHILADELPHIA ;1 

FORENSIC CHEM. CTR 

REGIONAL STAFF I 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGelES 

SAN FRANCISCO 

SEATILE 

PA PACIFIC REGIONAL-SW 
PACIFIC REGIONAL-NW 

HOURS PER OPERATION 40.0 

TOTAL HOURS 1920 

CONVERSION FACTOR 950 

TOTAL OPERATIONAL FTEs 2.02 

9. REMARKS 

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



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

FY2009 ORA WORKPLAN October 1 2008 . 
1. PROGRAM/ASSIGNMENT mLE 2. PPS PROJECT NAMEINUMBER 

Post-Approval InspectionslInvestigations - Foreign Drug Quality Assurance - 56~  

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATlON PLANNED BY 5. OPERATIONAl FIE PosmONS 

56843 ~ORA  0 CENTER 2.0 

lb. 1 2 9 
R DISTRICTI PlANNED 1NVESTl­

E SPECIALIZED INSPECTIONS GAllON MISC. 
G LABORATORY Hours IlOVRS 
I 
0 
N 

TOTAl FIELD 48 

HEADQUARTERS 

REGIONAL STAFF • 
NE NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA I 

FORENSIC CHEM. CTR I 
REGIONAL STAFF 

ATlANTA. I 

SE FLORIDA I 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PA PACIFIC REGIONAL-SW 
PACIFIC REGIONAL-NW 

HOURS PER OPERATION 40.0 
TOTAL HOURS 1920 

CONVERSION FACTOR 950 
TOTAL OPERATIONAl FIEs 2.02 

9. REMARKS 

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



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

9 

FY 2009 ORA Workplan	 October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER 

Pharmacy Compounding	 Drug Quality Assurance - 56 

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

56D015 CD ORA o CENTER 5.0 

6.	 1 
R DISTRICTI 
E SPECIAliZED INSPEC- Mloc. 
G LABORATORY 110NS 
I	 (Hours) 

0 
N 

~TOTAL FIELD 70 

HEADQUARTERS
 

REGIONAL STAFF
 

NE	 NEW ENGLAND
 

NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BAlTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

FLORIDA
 

SE	 NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DAlLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO 

SEATTLE
 

PACIFIC REGIONAL LAB - SW
 

PACIFIC REGIONAL LAB· NW
 

HOURS PER OPERATION 67.4
 

TOTAL HOURS 4718
 

CONVERSION FACTOR 950
 

TOTAL OPERATIONAL FTEs 4.97
 

7. REMARKS 

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

\, 

FORM FDA 2621a (05103)	 UKA •• _ ••••~I  wo ...... I ((,;ontmueO) PAGE NO. 56-11 



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

FY 2009 ORA Workplan	 October 1 2008 , 
1. PROGRAM/ASSIGNMENT TiTlE	 2. PPS PROJECT NAMEJNUMBER 

Forensic Evaluation and Sample Analysis	 Drug Quality Assurance - 56 

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

56R838,56R831 IT] ORA c=J CENTER 10.0 

tl.
 
R DISTRICTI FORENSIC
 
E SPECIAliZED CHEM
 
G LABORATORY lHours)
 
I	 FORENSIC 

0	 EVALUA110N 
N 

TOTAL FIELD 12050	 ~  

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGLAND 

NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

FLORIDA 

SE NEW ORLEANS 

SANJUAN 

REGIONAL lAB 

REGIONAL STAFF I 

DALlAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LAB • SW 

PACIFIC REGIONAL LAB • r-lW 

HOURS PER OPERATION 

TOTAL HOURS 12050 

CONVERSION FACTOR 1205 

TOTAL OPERATIONAL FTEs 10.00 

7. REMARKS 

The hours planned above are estimates. Report Forensic activities under the appropriate PAC 56R838;
 
PODs operation code 03, Petition Evaluation, Methods Development or Forensic Evaluation;
 
PODs operation 41 or 43 domestic or import sample analysis, PAC 56R838 or OCI PAC 56R83l.
 

0.0" •FORM FDA 2621a (03100) ORA ___	 __I __ I (Contmued) PAGE NO. 56-12 



or ,plan 1 2 FY 2009 ORA W k I oetober • 008 

PROJECT SUMMARY SHEET 
-

1. PROGRAM CATEGORY 2. PPS PROJECT NAMEINUMBER 

Human Drugs Unapproved and Misbranded Drugs: - Hmnan Drugs - 63 

S. PROGRAM ,. OPERATIONAL FTEs TOTAL 

rom ~Woj. FDA COMPUANCE PROGRAMS ASSIGNMENT OPERATIONAL PR~ 8. 
No. AND ASSIGNMENTS CODE DOMESTIC IMPORT JlORll'lGN JI'J'Es PAGE 

TOTAL 9.5 9.6 17.3 

I Internet, Health Fraud, &. aTe Monographs 6300lA 630012 4.5 4.5 8.2 2 

2 ~ew Dru~s Rx Not Covered bv Approved NDAs 63002 5.0 5.0 9.1 3 
~ 

CENTER PROJECT MANAGERfI'ELEPBONE ORA PLANNERlfELEPBONE 
William Nychis HFD-310 301-594-1065 Anita T. McCurdy 301-827-1632 

63-1PAGE NO.---­FORM FDA 2622 19/98) 



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

FY 2009 ORA Wor

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

k 1(plan Oct0 ber 1 2008 . 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

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

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

63001A, 63D012
 
ORA CENTER 4.5
f2J c::J 

lb. 1 2 3 7 8 
R DISTRICTI DOMESTIC 
E SPECIALIZED INSPEC- INVESn- DOMESTIC SAMPLES Misc. 
G LABORATORY TJONS GATJONS SAMPLE TO BE 
I (Hows) COlL ANALVZEO CHou",) 

Chern0 . 
N ~ 

TOTAL FIELD 48 1900 118 59
 

HEADQUARTERS
 

REGIONAL STAFF
 

NE NEW ENGLAND
 

NEW YORK
 

REGIONAl LAB
 

WEAC
 

REGIONAl. STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

FLORIDA
 

SE NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT D1STRIC
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES II
 

PA SAN FRANCISCO II
 
SEATTLE I
 
PACIFIC REGIONAL LAB - SW j
 

I
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 20.0 4.0 20.0 

TOTAL HOURS 960 1900 472 1180 

CONVERSION FACTOR 950 950 950 1180 

TOTAL OPERATIONAL FTEs 1.01 2.00 0.50 1.00 

7. REMARKS 

*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 to PAC 63D0I2. 

.
 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 63-2 



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

FY 2009 ORA Work Icplan o t b ,coer 1 2008 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

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

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

63002 0 ORA c=J CENTER 5.0 

10. 1 2 
R DISTRICT/ 
E SPECIALIZED INSPEC· INVEST· 

G LABORATORY noNS GAnoNS 
I (Hou"'l 
0 
N 

TOTAL FIELD 69 1986 
HEADQUARTERS ) 

REGIONAL STAFF 
NE NEW ENGLAND 

NEW YORK 
REGIONAL LAB 
WEAC 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FLORIDA 

SE NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 
PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LAB - SW 
PACIFIC REGIONAL LAB - NW 

HOURS PER OPERATION 40.0 

TOTAL HOURS 2760 1986 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 2.91 2.09 

7. REMARKS 

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

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

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 63-3 



FY 2009 ORA Workplan October 1,2008 

PROJECT SUMMARY SHEET 

2. PPS PROJECT NAMEINUMBER 1. PROGRAM CATEGORY 

ICA (Interagency Cooperative Activities) - 88Human Drugs 

s. PROGRAM 6- OPERATIONAL FrEs TOTAL 

ASSIGNMENT OPERATIONAL PROGRAM 8
 

No. .AND ASSIGNMENTS
W4. IDA COMPLIANCE PROGRAMS roUL~CODE DOMESTIC IMPORT FOREIGN FrEs FrEs PAGE 

19.0 34.5
 

I ShelfLife Extension Proiects
 

TOTAL 19.0 

12.0 12.0• 21.8 2 

·See Data Codes Manual for appropriate :.
 

proiect reportinR PACs.
 

2 United States Phannacopeia (lISP) Reference
 7.0 12.7 37.0 

ORA PLANNERffELEPHONE CENTER PROJECf MANAGERITELEPHONE 
Anita T. McCurdy 301-827-1632Donna A. Porter. HFC-I40; 301-827-2757 

FORM FDA 2622 (9198) 88-1PAGE NO. _...-...,;""... 



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

FY 2009 ORA Workplan	 October 1, 2008 
1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEINUMBER 

ShelfLife Extension Projects	 Interagency Cooperative Activities - 88 

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

All Appropriate PACs mORA o CENTER 12.0 

R 
E 
G 
I 
0 
N 

Iii. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

1 

INSPEC­
l10NS 

2 

1NVESn­
GATlONS 
(Hours) 

3 

DOMESTIC 
SAMPLE 

COLL 

4 

IllPORT 
SAMPLE 

COLL 

5 

FIELD 
EXAMSI 
TESTS 

6 

IMPORT 
FIELD 

EXAMS 

7 
DOMESTlC 

SAIIPU:S 
TO BE 

ANAL'tZEO 
(Chern) 
Hours 

8 
IMPORT 

SAMPLES 
TO BE 

ANALVZED 

9 

OTHER 
OPERA11ONS 

(Hours) 

TOTAL FIELD ~ 14160 

HEADQUARTERS 

REGIONAL STAFF 

NE	 NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE	 DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

FLORIDA 

SE	 NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO 

SEATTlE 

PACIFIC REGIONAL LAB-SW 

PACIFIC REGIONAL LAB-NW 

HOURS PER OPERATION 

TOTAL HOURS 14160 

CONVERSION FACTOR 1180 

TOTAL OPERATIONAL FTEs 12.00 

7. REMARKS 

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

ORA ___.,.,.FORM FDA 2621a (05103)	 ::»"1:1: I (Contlnuea) PAGE NO. 88-2 



FY 2009 ORA Workplan October 1, 2008 
1. PROGRAM/ASSIGNMENT TITlE 2. PPS 

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

PROJECT NAMEINUMBER .. 
USP Reference Standards	 Interagency Cooperative Activities - 88 

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

88R451 CD ORA C]CENTER 7.0 

tI.	 1 2 3 4 5 6 7 6 9 
R DISTRICT! IMPORT 
E SPECIALIZED INSPEC· INVESn. DOMESTIC IMPORT FIELD IMPORT DOMESTIC SAMPLES OTHER 
G LABORATORY TlONS GATIONS SAMPLE SAMPLE EXAMSI FIELD CHEM TO BE OPERATIONS 
I (Hounl COll COLL TESTS EXAMS HOURS ANAl"YZED (Hou"'l 
0 
N 

TOTAL FIELD ~ 	 8260 

HEADQUARTERS
 

REGIONAl STAFF
 

NE	 NEW ENGLAND
 

NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAl STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAl STAFF
 

ATlANTA i
 
flORIDA
 

SE	 NEW ORLEANS
 

SANJUAN
 

REGIONAL lAB
 

REGIONAl STAFF
 

DALLAS
 

SW DENVER
 

KANSAS
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 -
LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTlE
 

PACIFIC REGIONALLAB-SW
 

PACIFIC REGIONALLAB-NW
 

HOURS PER OPERATION 

TOTAL HOURS 8260
 

CONVERSION FACTOR 1180
 

TOTAL OPERATIONAL FTEs 7.00
 

i7. REMARKS 

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

FORM FDA 2621a (05103) ORA -	 _ •• "::_1 (Continued) PAGE NO. 88-3 



CENTER FOR VETERINARY MEDICINE
 

RESOURCE SUMMARY
 
FY 2009
 

PPS 
NO. PROJECT TITLE 

TOTAL 

OPERATIONAL FTES 

DOMESTIC IMPORT FOREIGN 

95.4 19.6 3.1 

TOTAL 
OPERATIONAL 

FTEs 

118.1 

.PROGRAM FTEa 

DOMESTIC IMPORT FOREIGN 

172.7 35.7 5.6 

TOTAL 
PROGRAM 

FTEs 

214.0 

68 PRE-APPROVAL EVALUATION OF 
ANIMAL DRUGS AND FOOD 
ADDITIVES 

4.9 2.4 7.3 8.9 4.4 13.3 

71 MONITORING OF MARKETED 
ANIMAL DRUGS, FEEDS AND DEVICES 

90.5 19.6 0.7 110.8 163.8 35.7 1.2 200.7 



PROJECTS~YSBEET 

FY 2009 ORA WORKPLAN 
1. PROGRAM CATEGORY 

Animal Drugs and Feeds 

4. FDA COMPLlANCE PROGRAMS
 

No.
 

3. 

AND ASSIGNMENTS
 

TOTAL
 

1
 NADA Pre-ADDroval Insoection
 

2
 Bioresearch Monitorinl1.
 

3
 fPre-Market)GLP and SoonIMonlCon
 

4
 *68810 Dlanncd under 68808
 

5
 (Pre-Market) Clinical Investi2ll10rs
 

6
 

7
 

8
 

1. PPS PROJECT NAMEINUMBER 

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

S. PROGRAM 

ASSIGNMENT 

CODE 

6800l 

68808
 

68810
 

68811
 

6. OPERAT10NAL FIE 

DOMESTI( 

4.9 

0.5 

4.4 

(2.0) 

(2.4) 

IMPORT 

0.0 

FOREIGN 

2.4 

2.4 

\ 

TOTAL TOTAL 

OPERATIONAL PROGRAM 8. 

PAGEFIEs FIE! 

13.37.3 

2
2.9 5.3 

4.4 8.0 

(2.0) 4.0 3
 

(2.4) 4.0 

ORAPLANNERffELEPHONEC£N"'"I'ER l'ROJECT MANAGERffELEPHONE 
Lorraine Jefferson - 301-827-1631Deborah A. Cera, (240) 276-9209
 

FORM FDA 2622 (9198) PAGE NO. 



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

FY 2009 ORA WORKPLAN	 October I 2008 

1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEJNUMBER 

INADA Pre-Approval Inspections	 Pre-Approval Evaluation ofAnimal Drugs and Food Additives - 68 

3. PROGRAM/ASSIGNMENT CODE(S)	 4. WORK AllOCATION PlANNED BY 5. OPERATIONAl FTE POSITIONS 

68001	 mORA ~CENTER  2.9 

5. 1 1 1 3 7 e
 
R DISTRICTI
 
E SPECIAlIZED INSPEC- CHEMIST INSPEC­
G LABORATORY l10NS ON lIONS
 
I	 lNSP (F-'1In) 
0	 - ­
N ,TOTAL FIELD 286 n
 

HEADQUARTERS
 

REGIONAL STAFF
 ~  

NEW ENGLAND 

NE	 NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DAlLAS
 

sw	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 36.0 90.0
 

TOTAL HOURS 180 285 2250
 

CONVERSION FACTOR 950 950 950
 

TOTAL OPERATIONAL FTEs 0.19 0.30 2.37
 

7. REMARKS 

•• Analyst will participate on inspections as necessary. 

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

.... Foreign inspections spread by OF!. Use Operation Code 11 to report foreign inspections. 

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

. 
FORM FDA 2621a (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 68-2 



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

FY 2009 ORA WORKPLAN October 1 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

GLPs, Sponsor-Monitors, Clinical In'!:estigators (pre-Market) Pre-Approval Evaluation ofAnimal Drugs and Food Additives - 68 

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

68808,68810,68811 IT] ORA CJCENTER 4.4 

lti. 1 1 
R DISTRICT/ eaaoa eelH 
E SPECIAlIZED INSPEC­ INSPEC­

G LABORATORY noNS lIONS 
I IGlPl) (CLINICAL 
0 (BPONIMON) INVEST) 
N 

TOTAL FIELD 30 44 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. ClR 

REGIONAL STAFF 

ATLANTA 

SE flORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISlRlCT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 63.3 52.0 

TOTAL HOURS 1899 2288 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 2.00 2.41 

7. REMARKS 

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

Workload Source: FACTS database (BIMO firms in INO 67, 68, and 69 with Status of "Operationar1. 

. 
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PROJECT SUMMARY SHEET 
FY 2009 ORA WORKPLAN 

I. PROGRAM CATEGORY 

90.5

CODE

2. PPS PROJECT NAMEINUMBER 

Monitoring ofMarketed Animal Drugs, 
Feeds and Devices - 71 

Animal Drugs and Feeds 

S. PROGRAM 6. OPERAll0NALFTE TOTAL TOTAL 

ASSIGNMENT OPERATIONAL PROGRAM 8.3. 4.FDACOMPL"NCEPROGRAMS 

IMPORT FOREIGN Fn. FTE.No. 1- .....:;:A::.:ND~A:::S~SI~G:.:.N~M~E:::N,;.;T~S:._ __1 

19.6 0.7 110.1 200.7TOTAL 

71001nJR841 7.7 0.7 S.4 15.2 2
 

2
 

1 AnimalDru ctions 

14.S71003A-J 3.5 IS.3 33.1 3-4
 

3
 71004/A
 42
 4.2 7.6 5
 

4
 71006
 16.9 16.9 30.6 6
 

5
 71009 71R844 3S.3 16.1 54.4 9S.6 7-S
 

6
 71RS16 5.0 5.0 9.1 9
 

7
 71RS3S 1.0 1.0 I.S 10
 

S
 7.IVSOO 2.6 2.6 4.7 11
 

·lncludes: 71RS33, 99R833, and 71RS24 

ORAPLANNE~LEPHONECENTER PROJECT MANAGERITELEPHONE 
S benBmt·301-827·1633Deborah A. Cera, 240 276-9209
 

Feed Contaminants 

FORM FDA 2621 (9198) PAGE NO. 



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

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

FY 2009 ORA WORKPlAN October 1 2008 
1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER 

!Animal Drug Manufacturing Inspections I Type A Medicated Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71 

Articles 

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

71001 IA IB, 710051A [KJORA o CENTER 8.4 

6 .	 1 1 1 2 3 7 
R DISTRICT/
 
E SPECIALIZED INSPEC- CHEM JHSPEC. INVElm- DOMESTIC DOMESTIC
 
G LABORATORY noNS ON l10NS GAllONS SAMPLE SAMPLES
 
I INSP (Fordgn) (Hours) COU TO BE
 
0 (HoUl$I ANALYZED
 
N ICllemI
 

TOTAL FIELD 151 475 10 250 . .50' '. ~•.::;~~~  

1 

20 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE	 NEWYORK
 

REGIONAL LAB I
 
WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 
REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 
REGIONAL STAFF I
 
LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATILE
 

PACIFIC REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 40.0 63.5 6.0 ;~~;;";~~~'1l  18.4 
TOTAL HOURS 6040 475 835 250 300 ;-~~~  368 

CONVERSION FACTOR 950 950 950 950 950 '~~~,li  1180 
TOTAL OPERATIONAL FTEs 6.36 0.50 0.67 0.26 0.32 r!t7&~~  0.31 

9. REMARKS 

Inspections include product defects and adverse drug reaction follow up. Samples not analyzed are documentary samples.
 
Investigational or official samples should be collected as appropriate.
 
Resources for Type A Medicated Articles Program (71ODS/A) are now under 71001.
 

The shaded area serves as a guide6ne for Districts on the specific types of samples that should be collected in order to match 
samples sent to the laboratories for analysis. 

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

Foreign Inspections spread by Division of Field Investig~tions.  oFt. 

FORM FDA 2821a (OSf03)	 ORA WORKPLANNING SHEET (Contmued) PAGE NO. 71-2 



(b)(2)&(b)(7)(E)
80 

5 

YY 2009 ORA WORKPLAN Oclobcr 1 2008 ~1Of2 

1. PROGRAMJASSIGNMENT l1TlE 2. PPS PROJECT NAllElNUlIBER 

Feed Contaminants - DOMESTIC Monitonng ofMarkcted Animal Drugs, Feeds and Devices - 71 

3. PROGRAMJASSIGNlIENT CODE{S) 4. WORKALLOCAllON PlANNED BY 5. OPERATIONAl. FTE POSmoNS 
TOTAL 18.3 

71003 A-J I x lORA c:=:J CENTER DOMESTIC 14.8 

IMPORT 3.S 
1 ~ 1 1 1 7, , ." ~, 

R DISTRICTI INSPEC- DOIIIEIJ11C ~~ ~  DOMESTIC DOIl1!ll11e DOMES1lC DOMESTIC
 
E SPECIAUZED TlONS SAMP1..£ 8AMPl.E SAMPLE SAMPLE SAMPLE
~ 

G lABORATORY ~ COli T ~ ANALYSIS_. ANAl'tBlS AlW.YSlS AlW.YSIS..,.,., "y:
~ My.. MKoro Chon> 

.~ ::t ...o 
I 

. -_. .1' 
N l-e.·~ tfOlOe ·E .t:te1114 7t1lllSll T11lll3C 11_ T11lOOA.'."- '. 

~ 

TOTALFlELD 20 1300 :il ~ 'lIlIt ..---asc .. c!i(l_ 2D_29D~3OO  

.,..., 

REGIONAL STAFF 

NE NEWENGtAND 

; NEWYnRK 

REl>lnIIIAI I AR 

iWFA" 

REGIONAL STAFF 

BALllMORE 

I CHICAGO 

CINCINNATI 

CE I DETROIT 

MINNEAPOlIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM, CTR 

I..,,,....H"\NJ "'TAFF
 

ATlANTA
 

51' FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAl AR
 

R~r.JnNJ !rrAFF
 

DAlLAS 

SW DENVER 

KAN.<:ASmv 

T IMPORT DISTRICT 

R""Ino.JA' l .. 

REGIONAl STAFF
 

''''''' N""'~'" 
 

PA SAN FRANCISCO
 

SEATI1..E
 

PACIFIC REGIONAlLABORATORY-SW
 

PACIFIC REGIONAl LABORATORY-NW
 . ~. .. ".P~"ATION  200 42 8.0 16.0 8.6 
~.~ of,~. 

TOTAl HOURS 400 546D . ..- 44C 2320 4800 1914 

I FACTOR 950 Il5ll .. 11M 1190 1180 1180 

TOTAI OPERA1l0NAL FTE. 0.42 5.75 0.37 1.97 4.07 162 

9. REMARKS 

• Inspections performed as FlU to violative dioxin samples . 

The shaded area serves as a guideline for Oistricls on the specific types of semples that should be collected in order to match sal1!p1es expected by the laboratories for 

analysis. 

-Domestic Sample Collections: 300 micro samples are to be ccDeded and shipped to CVM's Ollice of Research for atldilional analysis. They wlU not be analyzed by
 
ORA IaboraIories (71 003E).
 
Another 300 micro samples wlU be ooIJected by the field and analyzed by ORA labs.
 

-Domestic SamPle CoIIeclion and Analysis: 71003E, sample ccDeclion end analysis ere for pig ea~,  pet treats, and pel foods as weD es
 
other animal feedlingredients.
 
EXPECT THREE CENTER ASSIGNMENTS:
 
1. Continuation of the assignment for co!Iecting Direct Human ConIBd Feeds and enalyzing for S ahnonetla (n=300). [71003E] 
2. Melamine in pet foodifeedITeed ingredients, domestic samples (n=50, import samples (n=5O). [71 003A) 
3. Antibiotics In distiDed grains (DOG), domestic samples (n=40), import &lImples (n=2O) - the Field wit coUect and ship &lImples Io CVMlOR. [71003A) 

Y.l!.Qll!lQ!!.\lSQyg; FACTS database; firms in INO 6~72 with Workload Obligation of "YES" and Firm StalJJs of "OPERATIONAl". 
NOTE: Continued on Page 71-4 

FORM FDA 2621. (llMI3) ORA WORKPLANNING SHEET (Continued) PAGE NO. 
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lIAMPl.E 

ANAlYSIS
D_ 

7tOllJG 

11.7 

702 

1190 
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• • • 

FY 2009 ORA WORKPLAN Octobor I 2008 Psae 2 012 
,. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Feed CoDtaminants - IMPORT Monitoring ofMarketed Animal Drogs, Feeds and Devices -11 
CONTINUED FROM PAGE 11-3 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCAllON PlAllNED BY 5. OPERATlONAl FlE POSITIONS 

11003 A-J c::::L]oRA 3.5LUCENTER 

'f:
 
R DlSTRICTI IMPORT ~:  IMPORT IMPORT
 
E SPECIALIZED SAMPUO SAMPUO SAMPLE
T- ,a lABORATORY COll ANALYSIS ANALYSIS
 
I ~,  ~. CIlom MIm>
 

0 . .•
N 

34( 1eiJ . ! !.~TOTALFlELD 1811 160 

REGIONAL BTI<FF 

NE NI'W ENGlAND
 

I NI'WYORK
 

I REGIONA1. LA9 
~ 
 

IWEAC
 

REGIONAL STI<FF
 

I BALllMORE
 

I CHICAGO
 

CINCINNATI 

CE IOETROrr
 

MINNEAPOUS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATlANTA
 

SE FLORIDA
 

u~,~,~.U&  

SANJUAN
 

R"'-'IONA' IAA
 

R""'nNA' "TAFF 

nALlA.~  

. nFNllFASW 

I KAN<:A.C:"nY
 

I AnImlWFST IMPORT DISTRICT
 

RFGIONAI LA9
 

EGIONA1. BTAFF 

PA
 

SAN
 

SFATTLE
 

IPACIFIC REGln..., AAnDATORY-BW
 

PACIFIC REGIONAL lABORATORY-NW
 

HOURS PER OPERATION 2.5 . 7. 12.0
 

TOTAL HOURS 8SO 11", ,....

". 

C ACTOR ll50 .. 11", lll1C
 

TOTAL nPERATlONAL FTE. 0.89 0." 1.'"
 

9. REMARKS 

Dioxin Samples, 71003G, will be analyzed by ARl and chem samples, 71003 NB, wlH fellow the dislibullon of this wcrtlplan and 5elVicing laboratory Table. 

Mycotoxin samples, 71003C, will be analyzed by PRN. Mycotoxin and dioxin samples should be oofIected as necessary. 

The shoded erea serves as a guidelIne for Districts on the specillc types of samples 1hat should be c:oIIec:led in oider to match samples expected by the laboratories
 

or analysis.
 

*Import Sample Collection and Analysis: 71003E, sample CXlllection and onalysis are for pig ears, pet beats, and pet foods as wei as 
other onimal feedlingredients. 

Wor1doad Source' FACTS and OASIS datBbases. 

FORM FOA 2621. (01103) ORA WORKPLANNING ~HEET  (Continued) PAGE NO. 71-4 
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FY 2009 ORA WORKPLAN Oclober 1 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Weed Manufacturing Monitoring ofMarlccted Animal Drugs, Feeds, and Devices - 71 

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

710041 A X lORA C=:JCENTER 4.2 

II. I 1 3 7
 
R DISTRICTI INSPECT10NS INSPEC110NS DOMESTIC DOIIESTlC
 
E SPECIAUZED FeED (FOllEJGNI SAMPlE SAMPLES
 
G LABORATORY ESTABS COLL ANALVZED
 
I ICHEMI
 
0
 

N
 

TOTAl FIELD 141 5 60 15 ~:~  "~."'--

HEADQUARTERS
 

REGIONAL STAFF
 

NEW ENGLAND
 

NE NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI I
 
CE DETROIT I
 

MINNEAPOUS I
 
NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL lAB
 
REGIONAL STAFF i'
 
DALLAS I
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATIlE
 

PACIFIC REGIONAlLABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 22.0 22.0 6.5
 

TOTAL HOURS 3102 110 390 525 -=:~A'I<~ 
~.
CONVERSION FACTOR 950 950 950 1180
 

TOTAL OPERATIONAl FTEs 3.27 0.12 0.41 0.44
 

9. REMARKS
 

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

Non-potency feed sample analysis should be charged to 71003 NE.
 
There are 354 State Contract inspections. Charge inspectional time for these contracts under 71SOO4.
 
Resources for audit inspections are in the SSE program (71009) under "Technical Supporf' hours.
 
In FY 2009 Voluntary Self Inspection Program (VSIP) resources are cancelled.
 

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. The remaining 45 collected samples are available for documentary collection.
 

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

. 
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FY 2009 ORA WORKPLAN October I 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

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

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

71006 eD ORA [X] CENTER 16.9 

tj. 1 2 3 7 7 9 
R DISTRICTI 
E SPECIALIZED INSPEC- JNVESn. DOMESTIC DOMESTIC DOMESTIC METHODS 
G LABORATORY noNS GAllONS SAMPLE SAMPLES SAMPLES VAUD 
I lllounl} COLL ANALVZED ANALvzm (tID""')
 
0 Chem MI....
 
N lHounll (Hours)
 

TOTAL FIELD 320 950 225 850 250 360
 

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
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEAITLE
 

PACIFIC REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 39.0 6.6
 

TOTAL HOURS 12480 950 1485 850 250 360
 

CONVERSION FACTOR 950 950 950 1180 1180 1180
 
TOTAL OPERAnONAL FTEs 13.14 1.00 1.56 0.72 0.21 0.31
 

9. REMARKS 

* Planned analytical time may be converted to methods development (including bridging methods) per CVM's concurrence. Methods
 
development work will be assigned by CVM. Additional time for method validation and metods devlopment studies.
 

Sample collections represent CR's of FSIS violative samples and should not be analyzed further unless. approved by CVM. 

Feed and Animal Drug samples are analyzed by Denver laboratory. 

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

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

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

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

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

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

FY 2009 ORA WORKPLAN October 1 2008 
1. PROGRAM/ASSIGNMENT Tm.E 2. PPS PROJECT NAMElNUMBER 

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PlANNED BY	 5. OPERATIONAl. FTE PosmONS 

71009, 7IR844, 7IR843 I X lORA I X ICE~R 54.4 Oomestic 38.3
 
(99R833. 71R833, 71R824) Imoort 16.1
 

6. 1 2 2 3 4 7 8 8 
R DlSTRICTI BSE aSE DOIIESTIC IMPORT IMPORT DOMEB11C IlIPORT DOMESTIC IMPORT TECHNICAL 
E SPECIALIZED INSPEe:- PARTNERSHIP INVESll amlY IN1/ESn. 8A11PLE • lWIIPLE lWIPLES SAMPLES SUPPORT 
G lABORATORY TlONS 1NSPEe:- GAllON REIIIEW ClATlONS COUECT- COUECT- ANJU.\'ZED ANALYUIl IHDllA8) 
I	 T10NS HOURS lHawsI TlONS TIONS CIlEII1-. -	 ­0 

N 

TOTAl. FIElD 2594 525 2670 11700 36'0 B55 400 151 400 6131 

HEADQUARTERS 

REGIONAL STAFF 

NE NEW ENGlAND 

NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOliS 

NEW JERSEY 

PHIlADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF
 

ATlANTA
 

SE	 FLORIDA
 

NEW ORlEANS
 

SANJUAN
 

REGIONAL lAB
 

REGIONAL STAFF
 

DAlLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT lltSTRIC
 

REGIONAl lAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAL lAB - SW
 

PACIFIC REGIONAL LAB - NW
 

HOURS PER OPERATION 7.5 3.0	 4.0 2.5 6.0 4.3 

TOTAl HOURS 19455 1575 2670 11700 3610 3420 1000 5130 1720 5131 

CONVERSION FACTOR 950 950 950 1200 950 950 950 1180 1180 950 

TOTAL OPERATION FTEs 20048 1.66 2.81 9.75 3.BO 3.60 1.05 4.35 1.46 5040 

7. REMARKS 

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

•• Technical support hours include supporting slste activities under the Ruminant Feed Ban Regulation and supporting state activities under the Feed
 
Manufacturing Program, 71004, and the illegal Residues in MeallPoultry program, 71006. These hours also include resources for audits ofstate
 
contract inspections.
 

Domestic Investigation Hours are to be utilized for DEI Improvement with a focus on searching for new firmS that fall under the high risk category.
 
Report CVM State Contract Inspection Audit time under 7IR843 Operation 13 (Investigation Operations)
 

••• Import Investigation Hours are for field exams, filer evaluations, follow-up to refusals, and other o~tions  as required by the District to cover program
 
priorities. Districts should report time under the appropriate Operation and PAC for the activities performed.
 

.... 200 BSE samples are to be cOllcct~~1 Iproduct and the reinainin.. 200 samples arc to be COllected.Ir.0j
 
products orginating from countries identi eo as at nslC
 

Reporting Guidance: Import Entry Review (Electronic and Manual--Operation Code 14, PAC 7IR833); Filer Evaluations (Operation Code 95,
 
PAC 99R833); and Follow-up to Refused Import Entries (pAC 7IR824).
 

FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 71-7 



FY 2009 ORA WORKPLAN October 1 2008 

CONTINUATION SHEET 

1. PROGRAM/ASSIGNMENT nTLE 2. PPS PROJECT NAMEJNUMBER 

Monitoring of Marketed Animal Drugs Feeds and Devices -71Ruminant Feed Ban RuleIBSE Program 

Inspection Priorities. 

The first inspectional priority under this program is to inspect those firms that have a violative history that have been 
classified by the FDA as "Official Action Indicated" or OAI. These inspections should be conducted with the intent that regulatory action 
will be pursued should the firm be unwilling or unable to take immediate actions to correct the violations. 21 CFR §5B9.2000 pertains to a 
variety of firms and animal production operations that involve the manufacture, distribution, transportation, and feeding of animal feeds. 
Although the intent of the rule is to ensure that specified animal proteins are not fed to ruminant animals, the regulation is written broadly in 
such a way as to include some operations that do not necessarily involve ruminant feeds or the feeding of ruminant animals. Inspectional 
resources for surveillance are to be spent covering those firms or industries potentially haVing the most adverse affect on BSE prevention 
efforts should non-compliance with the regUlations be encountered. In planning and prioritizing inspections, the following firmJindustry 
types should be considered, in order of descending priority: 

Follow-uD to 'OAl' insoections
 
Firms that have a violative history
 
Firms handling prohibited materials (Renderers, Protein Blenders, and Feed Mills)
 
Rendering operations
 
Protein Blenders
 
Commercial feed mills (licensed and unlicensed)
 
Animal feed distributors/retailers (ruminant feeds involved)
 
Pet food/animal feed salvage operations
 
On-farm feed mixers (ruminant and non-ruminant animals on farm premises)
 
Haulers/transporters of animal feeds (ruminant feeds involved)
 
Ruminant feeders (dairy cattle)
 
Ruminant feeders (ruminants other than dairy cattle)
 
Animal feed distributors/retailers (no ruminant feeds involved)
 
Haulersltransporters of animal feeds (no ruminant feeds involved)
 
On-farm feed mixers (only ruminant or no ruminant animals on farm premises)
 

~. 
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FY 2009 ORA WORKPIAN	 October 1 2008 
1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER 

Methods ValidationIDevelopment Progyarn	 Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 7] 

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

71R816 CD ORA o CENTER' 5.0 

16.
 
R DISTRICTI
 
E SPECIALIZED METlfODS APPUED
 
G LABORATORY VAlIDEV TECHNOLOGY
 
I CHEM CENTER
 

0 (Hours) CHEM
 
N (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 REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION
 

TOTAL HOURS 1205 4720
 

CONVERSION FACTOR 1205 1180
 

TOTAL OPERATIONAL FTEs 1.00 4.00
 

9. REMARKS 

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

-

. 
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FY 2009 ORA WORKPLAN October 1 2008 

1. PROGRAM/ASSIGNMENT mLE 2. PPS PR:OJECT NAMEINUMBER 

Forensic Evaluation and Sample Analysis Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 7] 

3. PROGRAM/ASSIGNMENT CODEIS) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

7]R838 IT! ORA [==:J CENTER 1.0 

It>· 
R DISTRICTI 
E SPECIALIZED FORENSIC 
G LABORATORY ANALYSIS 
I CHEM 
0 (HoUtS) 
N 

TOTAL FIELD 1205 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND , 
NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT , 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DAlLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 1205 

CONVERSION FACTOR 1205 

TOTAL OPERATIONAL FTEs 1.00 

9. REMARKS 

. 
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FY 2009 ORA WORKPLAN	 October I 2008 
1. PROGRAM/ASSIGNMENT mLE	 2. PPS PROJECT NAMEINUMBER 

Center Initiated Assignments	 Monitoring ofMarketed Animal Drugs, Feeds, and Devices· 71 

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

71V800 CD ORA o CENTER 2.6 

lb.	 2 
R DISTRICT! 
E SPECIALIZED	 INVESTl- DOIIESTIC 
G LABORATORY GAllONS CHEM 
I	 71V800 • HOURS 
0	 (Hou",' 71V1OO 
N 

TOTAL FIELD 1520 1180
 

HEADQUARTERS
 

REGIONAL STAFF
 

NEW·ENGLAND
 

NE NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHElA. 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 1520 1180
 

CONVERSION FACTOR 950 1180
 

TOTAL OPERATIONAL FTEs 1.60 1.00
 

9. REMARKS 

These resources indude time for investigating pet turtle establishments, and to inspect pharmacies compounding animal 
animal products. 

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

FY 2009
 

PPS 
NO. PROJECT TITLE 

TOTAL 

OPERATIONAL FTES 

DOMESTIC IMPORT FOREIGN 

169.2 46.4 22.4 

TOTAL 
OPERATIONAL 

FTEs 

238.0 

PROGRAM FTEs 

DOMESTIC IMPORT 

307.8 84.5 
FOREIGN 

40.7 

TOTAL 
PROGRAM 

FTEs 

433.0 

81 POSTMARKET ASSURANCE: DEVICES 0.5 0.5 0.9 0.9 

82 COMPUANCE:~CES 97.0 39.2 17.2 153.4 176.7 71.4 31.3 279.4 

83 PRODUCT EVALUATION: DEVICES 31.6 3.4 35.0 57.6 6.2 63.8 

84 SCIENCE: DEVICES 4.7 4.7 8.6 8.6 

85 MAMMOGRAPHY QUALITY STANDARDS 

ACT (MQSA) AUTHORITY 

14.5 0.1 14.6 25.9 0.2 26.1 

86 RADIATION CONTROL AND HEALTH 

SAFETY ACT (RCHSA) AUTHORITY 

20.9 7.2 1.7 29.8 38.1 13.1 3.0 54.2 



1. PROGRAM CATEGORY 

Medical Devices and Radiological Health 

4. FDA COMPLIANCE PROGRAMS 

No. AND ASSIGNMENTS 

I Medical Device Problem Reporting - MDR 81010 

Follow-up 

CENI'ER PROJECT MANAGERlfELEPHONE 
Dr. Susan N. Gardner 240-276-3351 

TOTAL 

PROJECT SUMMARY SHEET 
FY 2009 

2. PPS PROJECT NAMElNUMBER 

Postmarket Assurance: Devices - 81 

S. PROGRAM 6. OPERATIONAL FrE TOTAL rouLJ-iJASSIGNMENT OPERATIONAL PROGRAM 8. 

CODE DOMESTIC IMPORT FOREIGN Fl'Es FTEs PAGE 

0.5 0.5 0.9 

0.5 0.5 0.9 81-2 

i 

ORA PLANNERffELEPBONE 
Jom Avdinian 301-827-1634 

PAGE NO. 81-1 

W
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FY 2009 ORA WORKPLAN October) 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLOCATION PlANNED BY 5. OPERATIONAL FTE POsmONS 

81010 [K] ORA o CENTER 0.5 

16. 1 2 3 3 3 7 7 7 
R DISTRICTI DOMESTIC DOMESTIC DOMESTIC 
E SPECIALIZED INSPEC- INVESTl- DOMESTIC DOMESTIC DOMESTIC SAIIPLES SAMPLES SAMPLES 
G LABORATORY TJONS GATIONS SAMPLE SAMPLE SAMPLE TO BE TOBE TO BE 
I (Hours) COLL COLL COLL AIUlLVZED ANAL'YZED ANAL'YZED 
0 ENG CHEM STER DIG CHEM STER 
N III (2) 13\ (4) 151 

TOTAl FIELD 21 16 1 1 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 

SANJUAN 

REGIONAl LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAl lAB 

REGIONAl STAFF 

LOS ANGelES 

PA SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAlLABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 15.6 10.3 10.3 10.3 37.0 36.0 20.0 

TOTAL HOURS 326 16 10 10 10 37 36 20 

CONVERSION FACTOR 950 950 950 950 950 1180 1180 1160 

TOTAL OPERATIONAl FTEs 0.35 0.02 0.01 0.01 0.01 0.03 0.03 0.02 

9. REMARKS 

(1) Inspections may be based on direct 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 foIlowup. 

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

(3) MDR samples to confirm reported defects. 

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

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

. 
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FY 2009 
2. PPS PROJECT NAMEINUMBER 

Compliance: Devices - 82 

S. PROGRAM 6. OPERATIONAL FTE TOTAL 

~wASSIGNMENT OPERATIONAL PROGRAM II. 

CODE DOMESJ1C IMPORT FOREIGN FTEs FTEs PAGE 

TOTAL 97.0 39.2 17.2 153.4 279.4 

I MonitorinR Devices ofForeign Origin - Import 82008 * 29.1 29.1 53.0 82-4 

2 InSPection of Medical Device Manufacturers: 93.7 17.2 1l0.9 202.0 82-5 -7 

GMP Inspections 82845ABCGS (92.9 (tT..2' (l10.1 (200.5 

Accredited Persons Audit Investigations 82845J (0.3' (0.3 (0.6 

Accredited Persons Audit Inspections 82845P (0.5' (0.5 (0.9 

3 Condom Assignment 82Z002 3.6 3.6 6.6 82-8 

4 Manufacturers and Imoorters of Surgical/ 82Z003 6.5 6.5 1l.8 82-9 

Examination Gloves 

5 Center Initiated Assignments 82Z800 1.0 1.0 1.8 82-10 

6 Methods ValidationlDevelooment Program 82R816 2.0 2.0 3.6 82-11 

7 Forensic Evaluation & Sample Analvsis 82R838 0.3 0.3 0.6 82-12 

* In addition to PAC 82008, includes reporting 

PACs 82R824, 82R833, and 99R833. 

CENTER PROJECT MANAGERlfELEPHONE ORA PLANNERfTELEPHONE 
Tim Ulatowski 240-276-0100 John Avdinian 301-827-1634 

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

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 

Medical Devices and Radiological Health 

W4. FDA COMPLIANCE PROGRAMS 

No. AND ASSIGNMENTS 

(
 



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

FY 2009 ORA WORKPLAN	 October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEJNUMBER 

Monitoring Devices ofForeign Origin - Import	 Compliance: Devices - 82 

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

82008, 82R824,82R833,99R833 Q:J ORA C]CENTER 29.1 

16 . 2 2 4 4 8 8
 
R DISTRICT! IMPORT IMPORT
 
E SPECIALIZED ENTRY IMPORT IMPORT IMPORT SAMPLES SAMPLES
 
G LABORATORY REVIEW INY SAMPLE SAMPLE TO BE TO BE
 
I	 (Hours) HOURS COLL COLL ANAlYlED ANALYlED.
0 IPhYaICal) (Phy1IIcaI) ENG MICRO
 
N ENG MICRO"
 -

TOTAL FIELD 26521 3910 60 60 60 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
 

SANJUAN
 

REGIONAl LAB
 

REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSASCrrv
 

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 25.5 25.5
 

TOTAl HOURS 26521 3910 132 132 1530 1530
 

CONVERSION FACTOR 1200 950 950 950 1180 1180
 
TOTAL OPERATIONAL FTEs 22.10 4.12 0.14 0.14 1.30 1.30
 

9. REMARKS 
•	 Import investigation hours are for field exams, filer evalutions, follow-up to refusals, label exams, and other operations as required 

by the District to cover program priorities. Districts should report time under the appropriate operation and PAC for the activities 
pertormed. 

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

-. Sterile devices to be tested by USP XX method. 
Includes 19 samples (40 subs each) of devices labeled as sterile; selection to be made by the import district. 

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

J 
Counter Terrorism PAC 82R845 is no 100l:ter used for plannina purposes, but is still active for reportina purposes. . 
FORM FDA 2621a (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-4 
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(b)(2)&(b)(7)(E) (b)(2)&(b)(7)(E)

FY 2009 ORA WORKPLAN	 October 1 2008 
1. PROGRAM/ASSIGNMENT mLE	 2. PPSPROJECT NAMEINUMBER 

Inspection ofMedical Device Manufacturers	 Compliance: Devices - 82 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORKAUOCATION PlANNED BY	 5. OPERATIONAL FTE POSmoNS 

82845A,B,C,G,JJ(,P,S,	 ~ORA o CENTER 110.9 [108.0] 
81845R,T,81011 

6. 1 1 1 1 1 1 1 2 2 
R DISTRICT' IHSI'£C. INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INIIESll-
E SPECIAlIZED TlONS TIONS noNS TIONS TlONS TlONS TIONS INIIESTI- GATIONS 
G LABORATORY LEVa I LEVaD LEVELm FORBGN FOR CAUSE FOR CAUSE ACCREO GATIONS (Hours) 
I DOMESTlC DOMESTIC COMPLIANCE DOMESTIC RGHRISK PERSONS (Hou",) A.P.AUDITS 
0 DOMESTIC DOMESTIC DOMESTIC MDUFMA 
N 8284&A 8284&8 82I45C 828458 II2S45G 82845G B2845P 8Z845B 82845J 

TOTAL FIELD 724 486 109 251 75 75 7 3309 255 
HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAl STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAl LAB 

REGIONAl STAFF , 
DAlLAS 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAl LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATTlE
 
PACIFIC REGIONALLABORATORY-SW
 
PACIFIC REGIONAlLABORATORY·NW
 

HOURS PER OPERATION 40.0 62.5 100.0 65.0 71.0 90.0 63.0 

TOTAL HOURS 26960 30375 10900 16315 5325 6750 441 3309 255 
CONVERSION FACTOR . 950 950 950 95D 950 950 950 950 950 

TOTAl OPERATIONAL FTEs 30.48 31.97 11.47 17.17 5.61 7.11 0.46 3.46 0.27 

9. REMARKS
 

For FY 2009, the hours/operation module for Level I Inspections has been planned at 40 hours/operation to include additional
 
time for MDR review. Level II inspection hours/operation modules have also been adjusted to reflect actual work.
 
Quality Systems Inspection Technique (QSIT) Inspection time has been planned for Level 1 (82845A), Level 2 (828458), Level 3 (82845C)
 
and "For Cause" (82845G) inspections. We cannot accurately plan the number of Level 3 (compliance follow up) and "for cause"
 
inspections each district will conduct based on the criteria established in the program. The number of inspections reflected in each of these 
areas is based upon historical data. Reprogram any unused resources into Level 1 and 2·inspections. 
Inspectional modules include time for 82845S (sterilization), MDR (81001), Corrections and Removals (81845R), Tracking {81845T), and 
Registration and Listing. Resources for Single Use Reprocessor inspections have been induded in Level 2 Inspections. Investigational Hours 
resources have also been planned for National Experts (HQ line) and State Contract Monitoring (DAL-DO line). 
Foreign inspections include resources for Levell, II, III, and For Cause-related inspections. For planning purposes Foreign inspections will be 
planned under the Level II inspection PAC (828458); use the appropriate reporting PAC to record accomplishments associated with these 
Foreign inspections. 
Accredited Person inspections are based on estimates of numbers and locations and are not based on known factors. Therefore, 

) resources not used in that MDUFMA program should be planned as statutory GMP inspections. If additional audits not covered 
I by the workplan are required, resources can be taken from the general GMP program. Accredited Person Audits are conducted by 

NWE-DO MIN-DO, SJN-DO, KAN-DO, SEA-DO. . 
FORM FDA 26218 (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-5 



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

FY 2009 ORA WORKPLAN	 October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEINUMBER 

Inspection ofMedical Device Manufacturers	 Compliance: Devices - 82 

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

82845A,B,C,G,J,K,P,S,	 [TI ORA o CENTER 110.9 [2.5] 
81 845R,T, 81011 

b.	 3 -."t ~_--:."'\  7 7 7 
R DISTRICTI ~~:~: ." f)- .. ~.. DOMESTIC DOMESnc DOMESTIC
 
E SPECIALIZED DOMESllC ~,DOftl!E$'JIC;.. SAMPLES SAMPLES SAMPLES
 
G LABORATORY SAMPLE ,'~lE''r  TO BE TO BE TO BE
 
I COLL ":;~'~:l::~  !v. :~~:; ANALVZED ANALYlED ANALYZED
 
0 !G '. ' ENG MICRO CHEM
 

• 

~"~:,  '~~>  

.82ii4$C ',-: ~~(.~.~~::'  ~.~N 8284&C 8284liC 82845C 82B45C
 

'.> '~1i  : ¥~£> ., ~ \". ~.. ¥ (.. 1" 

26 6
TOTAL FIELD	 42 '..,. ~""  26 .v.. ....• ~. 

•

& 10 

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
 
SANJUAN
 
REGIONAL LAB
 
REGIONAL STAFF
 
DALLAS
 

SW	 DENVER
 
KANSA5CITY
 
SOUTHWEST IMPORT DISTRICT
 
REGIONAL LAB
 
REGIONAL STAFF
 
LOS ANGELES
 

PA	 SAN FRANCISCO
 
SEATTLE
 
PACIFIC REGIONALLABORATORY-SW
 
PACIFIC REGIONAL LABORATORY·NW
 

HOURS PER OPERATION 6.0 80.0 ' 62.0 36.0 

TOTAL HOURS 252 800 1612 228 

CONVERSION FACTOR 950 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0.27 0.68 1.37 0.19 

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

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

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

FORM FDA 26218 (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-6 



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

FY 2009 ORA WORKPLAN October I 2008 

1. PROGRAM/ASSIGNMENT TITlE - 2. PPS PROJECT NAMEINUMBER 

Inspection ofMedical Device Manufacturers Compliance: Devices - 82 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PlANNED BY 5. OPERATIONAL FTE POSmONS 

82845A,B,C,G,J,K,P,S, LOORA o CENTER 110.9 [0.4] 

R 
E 
G 
I 
0 
N 

It;· 
81 845R,T, 81011 

DISTRICT! 
SPECIALIZED 
LABORATORY 

3 

DOMESTIC 
SAMPLE 

COLL 

828455 a 
.;.&
.:., ".;=c

:.,; ·CotL~ 

::i.~:T.': 

7 
DOMESTIC 
SAMPLES 

TO BE 
ANALYZED 
BIOBURDEN 

82846S 

7 
DOMESTIC 
SAMPLES 

TO BE 
ANALVZED 
Sll:RlUTY 

82845S 

TOTAL FIELD 
:;"'":--"15 -

.-­
:ui ... ;":><:" .)' ~. $ 10 5 

HEADQUARTERS -
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK I 
REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADelPHIA I 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 
: 

DALLAS I 
SW DENVER I 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF I 
LOS ANGELES I 

PA SAN FRANCISCO 

SEATTlE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 4.7 25.0 29.5 

TOTAL HOURS 71 250 148 

CONVERSION FACTOR 950 1180 1180 
TOTAL OPERATIONAL FTEs 0.07 0.21 0.13 

9. REMARKS 

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. 

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

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

. 
FORM FDA 26218 (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. . 82-7 



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

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

I 

FY 2009 ORA WORKPLAN	 October 1 2008 

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

1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEINUMBER 

Condom Assignment	 Compliance: Devices - 82 

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

82Z002 mORA o CENTER 3.6 

1 4	 81°· 
R DISTRICT/ IMPORT
 
E SPECIALIZED INSPEC- IMPORT SAMPLES
 
G LABORATORY TIONS SAMPLE TO BE
 

COLL	 ANALVZED 
CHEMa 

IP:ALI	 PHYSICALIN 

TOTAL FIELD 3 264 264 

HEADQUARTERS 

REGIONAL STAFF 
~NEW ENGLAND 

NE	 NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAL LABORATORY-SW I
 

PACIFIC REGIONAL LABORATORY-NW 
I
 

HOURS PER OPERATION 24.0 2.3 12.8 

TOTAL HOURS 72 807 3379 

CONVERSION FACTOR 950 950 1180 

TOTAL OPERATIONAL FTEs 0.08 0.64 2.86 

9. 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 26218 (05103)	 ORA WORKPLANNING SHEET (Contmued) PAGE NO. 82-8 



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

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

FY 2009 ORA WORKPLAN	 October 1 2008 

1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEJNUMBE~  

lManufacturers and Importers of Surgical/Examination Compliance: Devices - 82 

Gloves 

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

812003 mORA o CENTER 6.5 

5. 4 4 B B 
R DISTRICTI IMPORT IMPORT 
E SPECIAlIZED IMPORT IMPORT SAMPLES SAMPLES 
G LABORATORY SAMPLE SAMPLE TO BE TO BE 
I COL!. cou AHALVZED AHALVZED 
0 ENG CHEM ENG CHEM 
N (PHYSICAl) (PHYSICAL) (PHYSICAL) (PHYSICAl! 

rOTALFIELD 194 563 194 563 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAl LABORATORY-SW 
PACIFIC REGIONAl LABORATORY-NW 

HOURS PER OPERATION 2.1 2.1 7.5 7.5 

TOTAL HOURS 407 1182 1455 4223 

CONVERSION FACTOR 950 950 1180 1180 

TOTAL OPERATIONAL FTEs 0.43 1.24 1.23 3.58 

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

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

. 
FORM FDA 26218 (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-9 



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

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

FY 2009 ORA WORKPLAN	 October I 2008 > 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Center Initiated Assignments Compliance: Devices - 82 

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

82Z005, 82Z800	 CD ORA o CENTER 1.0 

16. 1 3 7 7 7 9 
R DISTRICTI DOMESTIC DOMESTIC DOMESTIC OTHER 
E SPECIALIZED INSPEC- DOMESTIC SAMPLES SAMPLES SAMPLES OPERATIONS 
G LABORATORY TIONS SAMPLE rOBE rOBE rOBE IHDUnl) 
I CENTER· COLL ANALVZED ANALVZED ANALVZED METHDEV 
0 INITIATED . (1) CHEM(2) STERJUTY(3 MICRO (4) ENG IS) 
N 82ZBOO 82ZBOO 82Z800 82Z800 82ZBOO 82Z800 

TOTAL FIELD 8 13 1 2 2 400 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 
:REGIONAL LAB 1 

I IWEAC I 
REGIONAL STAFF 

, 
1 

BALTIMORE I
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAL LABORATORY·SW
 
PACIFIC REGIONAL LABORATORY·NW
 

HOURS PER OPERATION	 42.0 10.0 15.0 50.0 50.0 

TOTAL HOURS 336 130 15 100 100 400 

CONVERSION FACTOR 950 950 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0.35 0.14 0.01 0.08 0.08 0.34 

9. REMARKS 

Planned SSE Inspections (82Z005) have been cancelled for FY 2008; PAC will remain active for reporting purposes and 
any Center-Initiated Assignments invoMng SSE should be reported in PAC 82Z005. 

(1) Includes Documentary Samples and Analytical Samples. 
(2) WEAC-Ad Hoc testing of test kits or reagents. 
(3) WEAC-Sterility samples. 
(4) WEAC-Ad Hoc testing of media. 
(5) WEAC-Misc hours for engineers; includes Voluntary Standards Assessment and Methods Development. 

- ) 
. 

FORM FDA 2621 a (05/03)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-10 



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

----

FY 2009 ORA WORKPLAN October 1 2008 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Methods ValidationlDevelopment Program Compliance: Devices - 82 

-3. PROGRAM/ASSIGNMENT CODErS) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

82R816 LOORA o CENTER 2.0 

b. 

DISTRICTIR 
E SPECIALIZED METHODS METHODS 
G LABORATORY VALJDEV VAUDEV 
I IICIIO CHEM 

0 lHounl) (Hours) 
N 

TOTAL FIELD 1205 1205 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND ) 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALlAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL 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 

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

\ 

. 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 82-11 
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(b)(2)&(b)
(7)(E)

FY 2009 ORA WORKPLAN October 1 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Forensic Evaluation and Sample Analysis Compliance: Devices - 82 

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

82R838 WORA c::=J CENTER. 0.3 

Ill. 
R DISTRICT/ FORENSIC 
E SPECIALIZED ANAlYSIS 
G LABORATORY CHEM 
I (Hours) 
0 
N 

TOTAL FIELD 360 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND T 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 

TOTAl HOURS 360 

CONVERSION FACTOR 1205 

TOTAL OPERATIONAl FTEs 0.30 

9. REMARKS 

I 
FORM FDA 2621a (05103) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-12 



PROJECT SUMMARY SHEET 
FY 2009 

12- PPS PROJECT NAMEINUMBER 1. PROGRAM CATEGORY 

Product Evaluation: Devices - 83Medical Devices and Radiological Health 

W
5. PROGRAM 6- OPERATIONAL FTE TOTAL 

roTll ~OPERATIONAL4. FDA COMPLIANCE PROGRAMS ASSIGNMENT PROGRAM 8. 

CODE DOMFSIlCNo. AND ASSIGNMENTS IMPORT FOREIGN Fl"E> Fl"E> PAGE 

3.4 35.0TOTAL 31.6 63.8 

7.11 Medical Device PreJllJlIket Approval and 2.6 9.7 83-1417.6 

Postmarket Inspections: 

}(5.0\ (5.0MDUFMA User Fee 83001 (9.1 

(I.?) (I.7PreMarket Approval Inspections 83001 (3.1 

(0.9\(2.1Postmarket Approval Inspections 8300lA (3.0 (5.4 

24.5 0.8 25.32 Bioresearch Monitoriru! 46.2 83-15 

ORA PLANNERlfELEPBONE CENTER PROJECT MANAGERlfELEPHONE 
JobnAydinian 301-827-1634 Donna-Bea Tillman 24Q.276-3993 

FORM FDA 2622 (9/98) PAGE NO. 83-13 



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

FY 2009 ORA WORKPLAN	 October I 2008 

1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEJNUMBER 

Medical Device Premarket Approval and Postmarket Product Evaluation: Devices - 83 

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

83001, A	 mORA C]CENTER 9.7 

16 . 1 1 1 1
 

R DlSTRICTI FOREIGN FOREIGN
 
E SPECIALIZED INSPEC- INSPEC-. INSPEC- INSPEC­
G LABORATORY TIONS lIONS lIONS lIONS
 
I POST- PRE- POST- MDUFMA
 

0 APPROVAL APPROVAL APPROVAL USER FEE
 
N 8300tA 83001 83OO1A 83001
 

TOTAL FIELD 58 34 21 75
 

HEADQUARTERS
 

REGIONAL STAFF
 

NEW ENGLAND ~ 
 

NE NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE	 FLORIDA
 

NEW ORLEANS .
 

SANJUAN
 

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 34.0 49.8 40.1 63.0
 

TOTAL HOURS 1972 1893 842 4725
 

CONVERSION FACTOR 950 950 950 950
 
TOTAL OPERATIONAL FTEs 2.08 1.78 0.89 4.97
 

9. REMARKS
 

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

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

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

FY 2009 ORA WORKPLAN	 October I 2008 

1. PROGRAM/ASSIGNMENT TITLE	 2. PPS PROJECT NAMEINUMBER 

Bioresearch Monitoring	 Product Evaluation: Devices - 83 

(pre-Market) 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AlLO~T1ON  PLANNED BY 5. OPERATIONAl FiE PosmONS 

83808,83809,83810,83811 IT] ORA CJCENTER 25.3 

6. 1 1
 
R DISTRICTI
 
E SPECIALIZED INSPEC· INSPEC­
G LABORATORY nONS TIONS
 
I	 OOMESllC FOREIGN 
0 
N 

TOTAL FIELD 300 10 

HEADQUARTERS 

REGIONAL STAFF ,
NEW ENGLAND 

NE	 NEW YORK 

REGIONAL LAB 

WEAC
 

REGIONAL STAFF
 

BALTIMORE 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS I
 

NEW JERSEY I
 

PHILADELPHIA
 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATlANTA I
 

SE FLORIDA
 

NEW ORLEANS
 

SAN JUAN
 

REGIONAL lAB
 

REGIONAL STAFF 

DALLAS 

SW	 DENVER
 

KANSASCfTY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAl LAB 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO 

SEATILE
 

PACIFIC REGIONAL LABORATORY·SW
 
PACIFIC REGIONAL LABORATORY·NW
 

HOURS PER OPERATION n.5 n,5
 
TOTAL HOURS 23250 775
 

CONVERSION FACTOR 950 950
 

TOTAl OPERATIONAL FiEs 24.47 0.82
 

9. REMARKS
 
Device Bioresearch Monitoring inspections should be prioritized according to the following scheme:
 
1) For Cause with 3D-day due dates; 
2) Directed data audit for expedited PMA; 
3) Directed data audit for non-expedited PMA; 
4} For Cause with 60-90 day due dates; 
5) GAl Follow-up (6 months);
 
6) Early Intervention (Probability Sampling, Vulnerable Population. and IDE-based)
 
7) Routine Surveillance.
 

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

FORM FDA 2621a (05103)	 ORA WORKPLANNING SHEET (Contmued) PAGE NO. 83-15 



OPERATIONAL FrE 

IMPORT FORElGt'i 

ORAPLANNERITELEPHONE 

101m Aydinian 301-821-1634 

PROJECT SUMMARY SHEET 

1. PROGRAM CATEGORY 

Medical Devices and Radiological Health 

~ 
4. IDA COMPLIANCE PROGRAMS 

1 Test Method Development and Evaluation 84Z002 

2 Methods ValidationlDevelopment Prosuam 84R816 

CENTER PROJECT MANAGERITELEPHONE 

Dr. larrY Kessler 301-796-2553 

No. AND ASSIGNMENTS 

FY 2009 
2. PPS PROJECT NAMEINUMBER 

Science: Devices - 84 

S. PROGRAM 6. TOTAL 
ASSIGNMENT OPERATIONAL 

CODE DOMESTIC FI'Es 

TOTAL 4.7 4.7 

3.1 3.7 

1.0 1.0 

~~PROGRAM II. 

FTEa PAGE 

8.6 

6.8 84-17 

1.8 84-18 

FORM FDA 2622 (9/98) PAGE NO. 84-16 



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

FY 2009 ORA WORKPLAN	 October I 2008 , 
1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEINUMBER 

Test Method Development and Evaluation	 Science: Devices - 84 

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

84Z002	 DORA. mCENTER 3.7 

Ill. 9 9 
R DISTRICTI OTHER OTHER 
E SPECIALIZED OPERATIONS OPERATIONS 
G LABORATORY (Hours) IHDUrs, 
I METHDEV METHDEV 
0 MICRO ENG 
N 

TOTAL FIELD	 800 3590 
HEADQUARTERS
 

REGIONAL STAFF
 . 
NEW ENGLAND 

NE	 NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT I
 

MINNEAPOLIS
 

NEW JERSEY .
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATlANTA
 I 

SE	 FLORIDA
 

NEW ORLEANS I
 
SANJUAN I
 
REGIONAl LAB I
 

REGIONAL STAFF I
 
DALLAS
 

SW	 DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATILE
 

PACIFIC REGIONAL lABORATORY·SW
 
PACIFIC REGIONAl- LABORATORY·NW
 

HOURS PER OPERATION 

TOTAL HOURS BOO 3590 
CONVERSION FACTOR 11BO 11BO 

TOTAL OPERATIONAL FTEs 0.68 3.04 

9. REMARKS
 

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

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

FY 2009 ORA WORKPLAN October I 2008 

1. PROGRAM'ASSIGNMENT TITlE 2. PPS PROJECT NAMElNUMBER 

!Methods ValidationlDevelopment Program 
-

Science: Devices - 84 

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

84R816 ~ORA  o CENTER 1.0 

R DISTRICTI APPUED 
E SPECIALIZED TECHNOLOGY 
G LABORATORY CENTER 
I MICRO 

0 (Hours) 
N 

TOTAL FIELD 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 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSASClTY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 1180 

CONVERSION FACTOR 1180 

TOTAL OPERATIONAL FTEs 1.00 

9. REMARKS 

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

. 
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PROJECT SUMMARY SHEET 
FY 2009 

1. PROGRAM CATEGORY 2. PPS PROJECT NAMEINUMBER 

Medical Devices and Radiological Health Mammography Quality Standards Acts (MQSA) Authority - 85 

5. PROGRAM 6­ OPERATIONAL FTE TOTAL 

rom J.iJUJ 4. FDA COMPLIANCE PROGRAMS ASSI~ OPERATIONAL ·PROGRAM 8. 

No. AND ASSIGNMENTS CODE DOMESI1C IMPORT FOREIGN FrEs FTE. PAGE 

TOTAL 14.5 0.1 14.6 26.1 

1 MarnmoAraphy Facilities Inspection Program 85014A,C,F 14.5 0.1 14.6 26.1 85-20-1 

~ 

CENTER PROJECT MANAGERlfELEPHONE ORA PLANNER!I'ELEPHONE 
Lynne L. Rice 240-276-3209 Jolm Aydinian 301-827-1634 

FORM FDA 2622 (9/98) PAGE NO. 85-19 



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

FY 2009 ORA WORKPLAN October ) 2008 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORKALLOCATlON PLANNED BY 5. OPERATlONAL FTE POsmONS 

85014 A,C,F LRJ ORA ~CENTER  14.6 [8.4] 

16 . 1 1 1 1 1 1 2 2
 
R DISTRICT/
 
E SPECIALIZED INSPEC- INSPEC: INSPEc- INSPEC- INSPEC· INSPEC- INVESD- OTHER
 
G LABORATORY noNS noNS TlONS TlONS noNS TIONS GATJONS OPERATIONS
 
I FOREIGN (Hours) (Hours)
 
0 86014 115014 15014 115014 115014F B6014F 115014A BSD14C
 
N (n 121 131 (4) 151 /&1 m IB)
 

TOTAL FIELD 192 14 124 30 9 9 2376 4312
 

HEADQUARTERS
 

REGIONAL STAFF
 

NEW ENGLAND
 

NE NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF
 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHILADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA
 

SE FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 

REGIONAL STAFF
 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA SAN FRANCISCO
 

SEATTLE
 

PACIFIC REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATION 8.0 8.0 8.0 8.0 11.0 11.0
 

TOTAL HOURS 1536 112 992 240 99 99 2376 4312
 

CONVERSION FACTOR 1160 1160 1160 1160 1160 1160 1160 1160
 
TOTAL OPERATIONAL FTEs 1.32 0.10 0.86 0.21 0.09 0.09 2.05 3.72
 

9. REMARKS 

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
 
1) Inspection of Certified Mammography Facilities not covered by the states.
 
21 Inspection of Domestic Establishment Mammography Facilities in Foreign Countries.
 
3) Federal Facility Inspections Idoes not include VHA Facility inspections).
 
4) VHA Facility Inspections.
 
5) Follow-up Inspections.
 
6) Follow-up Inspection after Waming Letter.
 
7) Audit Investigations.
 
8) Compliance Activities: Inspection Follow-Up Activities INon-Warning Letter).
 

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

FY 2009 ORA WORKPLAN October 1 2008 , 
1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

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

-
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AllOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

85014 A,C,F [2J ORA o CENTER 14.6 [6.2] 
-

lti. 9 9 9 
R DISTRICT/ 
E SPECIALIZED OTHER OTHER OTHER 
G LABORATORY OPERATIONS OPERATIONS OPERATIONS 
I (Hours) (Hours) (Hours) 
0 85014C 85014C 85014C 
N (9) 1101 1111 

TOTAl FIELD 1200 5941 52 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAl LAB 

REGIONAl STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAllABORATORY-SW 

PACIFIC REGIONALLABORATORY·NW 

HOURS PER OPERATION 

TOTAl HOURS 1200 5941 52 
CONVERSION FACTOR 1200 1160 1160 

TOTAL OPERATIONAL FTEs 1.00 5.12 0.04 

9. REMARKS 

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINAnON HOURS 

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

" 

. 
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PROJECT SUMMARY SHEET 
FY 2009 

2. PPS PROJECT NAMEINUMBER 1. PROGRAM CATEGORY 

Radiation Control and Health Safety Act (RCHSA) Authority - 86 Medical Devices and Radiological He31th 

U 
- . 

5. PROGRAM 6- OPERATIONAL Fl'E TOTAL 
ASSIGNMENT4. IDA COMPLIANCE PROGRAMS OPERATIONAL PROGRAM 8.=~~ 

CODE DOMESTICNo. ANDASSIGNMENTS IMPORT FOREIGN FrEs FTEs PAGE 

7.2 1.7 29.8TOTAL .. 20.9 54.2
 

I Inspection and Field Testing of Radiation-Emitting
 5.0 0.2 5.2 86-23-4 

Electronic Products: 

.InSDCction of Manufacturers of Laser Products 

9.5 

'(0.2'86001 (4.2 (8.1 

Field Implementation of the Sunlamp & Sunlamp 

(4.4' 

(0.3)86002 (0.3 (0.5 

Products Peformance Standard as Amended 

Field Compliance Testing ofCabinet X-Ray 86004 (0.9 

Equiornent
 

2 Ilnspections ofManufacturers (Foreign and
 

(0.5' (0.5' 

86003 7.8 0.7 8.5 86-25-30 

Domestic) and Field Compliance Testing of 

DiaWlostic X-Ray Equipment 

3 Compliance Testing ofElectronic Products 

15.4 

3.186006.A.B. 0.8 3.9 7.1 86-31 

atWEAC D.E
 

4 Imoorted Electronic Products
 7.2 7.2 13.1 86-32 

5 Radiological Health Control Activities: 

86007 • 

5.0 .5.0 86-33-4 

Medical Device and Radiological Health Usc 

9.1 

(3.086008 (3.0' (.5..5 

Control and Policy Implementation 

Emergency PIllIIIliIw. and Response Activities 86009 (2.0\ (3.6(2.0' 

• In addition to PAC 86007, includes reporting
 

PACs 86R824, 86R833, and 99R833.
 

ORA PLANNERffELEPHONECENTER PROJECT MANAGERlfELEPHONE 
John Aydinian 301-827-1634 Lynne L. Rice 240-276-3209 

FORM FDA 2622 (9/98) PAGE NO. 86-22 



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

FY 2009 ORA WORKPLAN	 October 1 2008 

1. PROGRAM/ASSIGNMENT T1TlE	 2 PPS PROJECT NAME/NUMBER 

Inspection and Field Testing ofRadiation-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 PosmONS 

86001,86002,86004 ITJORA ITJCENTER 5.2 

Ill. 1 1 1 1 2 2 3 5 5 
R DISTRICTI 
E SPECIALIZED INSP£C. 1NSl'EC- INSPEC- INSPEC- IN\fESD. 1NVESn- DOMESTIC FIELD FIELD 
G LABORATORY lIONS lIONS TlONS 110NS GATIONS GAllONS SAMPLE EXAMS! EllAMSI, FORBGN (Hour.I) (Hours) COLL TESTS TESTS 
0 Il6OO1 8&001 88002 86004 8&001 8&001 8&001 1l6lllI2 
N 11\ 12\ 13\ 14\ 151 16\ m -

TOTAL FIELD	 10f1 5 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. eTR
 
REGIONAL STAFF
 
ATJ..ANTA
 

SE	 FLORIDA
 
NEW ORLEANS
 
SANJUAN
 
REGIONAL LAB
 
REGIONAL STAFF
 
DALLAS
 

SW	 DENVER
 
KANSASCrTY
 
SOUTHWEST IMPORT DISTRICT
 
REGIONAL LAB
 
REGIONAL STAFF
 
LOS ANGELES
 

PA	 SAN FRANCISCO
 
SEATTLE
 
PACIFIC REGIONAL LABORATORY-SW
 
PACIFIC REGIONAL LABORATORY-NW
 

HOURS PER OPERATlON 17.2 52.4 36.0 20.0 3.0 5.0 4.4 
TOTAL HOURS 1720 262 108 440 658 31 15 375 132 

CONVERSION FACTOR 950 1180 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 1.81 0.22 0.11 0.46 0.69 0.03 0.02 0.39 0.14 

9. Remar1<s
 
Laser products (860011
 
1) Inspections should be conducted on manufacturers of Class JIIb 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 asIT
 
and electronic product radiation control inspection should be conducted. 2) Number of inspections to be conducted by WEAC Analysts. 5) Investigation
 
Hours-refer to Compliance Program for reporting information. 6) Field tests may be conducted for anx laser products located at a user facility, following
 
the same priority scheme as for inspections (Class IIIb or IV medical, industrial and commercial lasers, including laser light show projectors).
 

Sunlamus and sunlamo nroducts 186002'
 
3) Inspectiona! figures are only for biennial or for cause inspections of manufacturers of sunlamp products (e.g. sunlamps, booths, or beds).
 
Because sunlamp products are also medical devices, a joint aSIT and electronic product radiation control inspection should be conducted.
 
Examination of sunlamp products at a user facility (e.g. tanning partor, athletic dub) are NOT counted as inspections because they are field tests.
 
7) Each sunlamp product tested may be counted as a separate field test, even if located in a single facility.
 
NOTE: RRHR's Technical Assistance and Coordination under this program is planned under Radiological Health Control Activities (PAC 86008).
 

Cabinet x-ray products 1860041 
4) Cabinet x-ray manufacturer inspections are to be comprehensive electronic product radiation control inspections. Cabinet x-ray field tests are no longer 
to be performed routinely under this program. The hours previously associated with field tests have been reprogrammed to inspections.. 
FORM FDA 2621a (05103)	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-23 



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

FY 2009 ORA WORKPLAN	 October 1 2008 

1. PROGRAM/ASSIGNMENT TInE	 2. PPS PROJECT NAMElNUMBER 

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

Products Authority - 86 

~.  PROGRAM/ASSIGNMENT CODE(S) 

86001,86002,86004 
4. WORK AllOCATlON PlANNED BY 

mORA IT] CENTER 

5. OPERATlONAl FTE PosmONS 

5.2 

R 
E 
G 
I 
0 
N 

,15. 

DISTRICTI 
SPECIALIZED 
LABORATORY 

9 

OTHER 
OPERAnONS 

(Hours)-(1) 

9 

OTHER 
OPERATIONS 

(Hours) 
86002 

TOTAlAElO 1191 15 
HEADQUARTERS 

REGIONAL STAFF 
}NEW ENGLAND 

NE	 NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTlMORE 

CHICAGO 

CINCINNATI 

CE	 DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHIlADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE	 FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW	 DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

lOS ANGELES 

PA	 SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAlLABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATlON 

TOTAL HOURS 1197 75 
CONVERSION FACTOR 950 950 

TOTAL OPERATlONAL FTEs 1.26 0.08 

9. Remarks 

laser Droducts 186001\
 
B) To indude all other activities such as technical assistance, coordination, and training.
 

Counter Terrorism PAC B6RB45 is no longer used for planning purposes, but is still active for reporting purposes. 

I 

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

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

FY 2009 ORA WORKPLAN	 October I 2008 
,. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEJNUMBER 

Inspections ofManufacturers (Foreign and Domestic) and	 Radiation Control and Health Safety Act (RCHSA) 

Field Compliance Testing ofDiagnostic X-ray Equipment	 Authority - 86 

3. PROGRAM/ASSIGNMENT CODE(S)	 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAl FTE PosmONS 

86003	 CD ORA DCENTER 8.5 

tl. 1 1 1 2 1 2 5 58 9 
R DISTRICTI 
E SPECIALIZED INSPEC- INSPEC- INSPEC- INVESn- INSPEC- INVESTI- FIELD AUDITS OTHER 
G LABORATORY TIONS TIONS nONS GATIONS TIONS GATIONS EXAMSI OPERATIONS 
I DOMESllC FOREIGN DIRECTED (Hours) (HDUrlI) TESTS (HOlInI) 
0 
N 111 121 131 141 151 161 m 171 (81 

TOTAl FIELD	 50 15 5 884 18 1051 345 30 965 

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
 
SANJUAN
 
REGIONAL LAB
 
REGIONAL STAFF
 
DAlLAS
 

SW	 DENVER
 
KANSAS CITY
 
SOUTHWEST IMPORT DISTRICT
 
REGIONAL LAB
 
REGIONAL STAFF
 
LOS ANGELES
 

PA	 SAN FRANCISCO
 
SEATTlE
 
PACIFIC REGIONALLABORATORY·SW
 
PACIFIC REGIONALLABORATORY·NW
 

HOURS PER OPERATION 50.0 65.0 50.0	 16.0 3.0 4.0 
TOTAL HOURS 2500 975 250 B64 2BB 1051 1035 120 965 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAl FTEs 2.63 1.03 0.26 0.93 0.30, 1.11 1.09 0.13 1.02 

9. REMARKS 

1) Domestic inspections to be conducted.based on the DEI of diagnostic x-ray equipment manufacturers. Joint QSIT and electronic
 
prodUct radiation control inspections should be conducted if possible.
 
2) Foreign inspections should be joint QSIT and electronic product radiation control inspections if possible.
 
3) Directed Inspections based on the DEI of diagnostic x-ray equipment manufacturers. .
 
,~) Investigation hours for review and J:)lanning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed) Inspections.
 

6) Investigation hours for review of 2579 forms (reports of assembly) in preparation for performing field tests and field test'
 
follow up activities.
 
7) Field tests and audits are obtained from Attachment A and provided by CDRH's DCERlDMQRP Diagnostic Devices Branch,
 
HFZ-240. Column 58, Audits, is for quality assurance joint field tests for follow-up tests conducted by an individual qualified
 
as an auditor.
 
8) Coordinationltechnical assistance hours for field test activities.
 

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

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

SALTIMORE DISTRICT 

State 

Number 

Systems 

Installed 

FDA 

Tests 

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 

ATTACHMENT A - 2009 WORKPLAN 
INSPECTIONS OF MANUFACTURERS (FOREIGN AND 

DOMESTIC) AND FIELD COMPLIANCE TESTING 
OF DIAGNOSTIC X-RAY EQUIPMENT 

NEW ENGLAND DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU· Audits 

CT 

ME 
MA 
NH 
RI 

VT 
Total 

NEW YORK DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

NY 

DC 
MD 

VA 
WV
 

Total
 

FDA 

FlU Audits 

PAGE NO. 86-26 



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

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

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

State 

IL 

Systems 

Installed 

FDA 
Tests 

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

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 

CHICAGO DISTRICT
 

Number 

FDA 
FlU Audits 

CINCINNATI DISTRICT
 

Number 

Systems FDA FDA 
State Installed Tests FlU Audits,;,;.-------.;....;...,;;.---....;...;..;;;...;;.;.;;.;;.....----, 

KY 
OH 
Total 

DETROIT DISTRICT 

Number 

Systems FDA FDA 
State Installed Tests FlU Audits 

IN 

MI 

Total 

MINNEAPOLIS DISTRICT 

Number 

Systems FDA 
State Installed FlU Audits 

MN 

NO 
SO 
WI 

Total 

FDA 
Tests 

PAGE NO. 86-27 
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(b)(2)&(b)(7)(E)

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

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

Number 

Systems 

Installed 

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 

NEW JERSEY DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

NJ 

PHILADELPHIA DISTRICT 

FDA FDA 

State Tests FlU Audits 

DE 
PA 

Total 

ATLANTA DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

GA 

NC 

SC 
Total 

FLORIDA DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

FL 

PAGE NO. 86-28 
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(b)(2)&(b)(7)(E)

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 

NEW ORLEANS DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 
--~~-----------------.,  

AL 

LA 

MS 

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

TN 

Total 

SAN JUAN DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

PR 

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT) 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

AR. 

OK 

TX 
Total 

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

SW REGIONAL STAFF (STATES IN DENVER DISTRICT) 

Number 

Systems FDA FI;>A 

State Installed Tests FlU Audits 

CO 

NM 

UT 

WY 
Total ,. 
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(b)(2)&(b)(7)(E)

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

FY 2009 ORA WORKPLAN OCTOBER 1, 2008 

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT) 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

IA 

KS 

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

NE 

MO 

Total 

LOS ANGELES DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits . 

AZ. 

CA 

Total 

SAN FRANCISCO DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

CA 

HI 

NV 

Total 

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

SEATTLE DISTRICT 

Number 

Systems FDA FDA 

State Installed Tests FlU Audits 

AK 

10 

MT 

OR 

WA 

Total 

PAGE NO. 86-30 



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

FY 2009 ORA WORKPLAN	 October 1 2008 

,. PROGRAM/ASSIGNMENT TTTLE	 2. PPS PROJECT NAMEINUMBER 

Compliance Testing ofElectronic Produ~  at WEAC	 Radiation Control and Health Safety Act (RCHSA) 

Authority - 86 

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

86006 A,B,D,E CJORA L!JCENTER 3.9 

10 . 1 7 7 7 7 7 
R DISTRICTI DOMESTIC DOMESTlC DOMESTIC DOMESTIC DOMESTlC 
E SPECIALIZED FORBGN SAMPLES SAMPLES SAMPLES SAMPLES SAMPLES 
G LABORATORY INSPECTIONS TO BE lOBE lOBE TO BE lOBE 
I (PLllO-eOZ ANALVZED ANALVZED ANALVZED ANALVZED ANAL'YZEIl 
0 STANDARD) MICROWAVE TV -IONIZING X-RAY Nem.MEDlCAL SUN 
N WHOLE LASERS LAMPS 

TOTAL FIELD 13 100 3 5 18 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 
SANJUAN 

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

REGIONAL LAB 
REGIONAL STAFF 
DAlLAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATILE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 70.0 18.0 39.0 252.~  15.0 25.0 

TOTAl HOURS 910 1800 117 126ll 270 250 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs o.n 1.53 0.10 1.07 0.23 0.21 

9. REMARKS 
Wo~lan includes both foreign inspection and laboratol)' testing activities for electronic products. 

•_.~For  any inspections of radiation-emitting medical device 
manufacturers. a joint QSIT anCl electronic proauct raClialion control inspection snoulCl 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 miaowave oven) in FACTS. 

. 
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FY 2009 ORA WORKPlAN	 October 1 2008' 

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

1. PROGRAM/ASSIGNMENT TITlE	 2. PPS PROJECT NAMEINUMBER 

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 POsrTlONS 

86007, 86R824,86R833,99R833	 ~ORA  c:J CENTER 7.2 

2 2
 
R DISTRICTI
 
E SPECIALIZED ENTRY IMPORT
 
G LABORATORY REVIEW INII
 
I	 IHou",) HOURS 

It>· 

.0 
N 

TOTAL FIELD	 6875 1400 

HEADQUARTERS
 

REGIONAL STAFF ~
 

NEW ENGLAND
 

NE	 NEW YORK
 

REGIONAL LAB
 

WEAC
 

REGIONAL STAFF 

BALTIMORE
 

CHICAGO
 

CINCINNATI
 

CE	 DETROIT
 

MINNEAPOLIS
 

NEW JERSEY
 

PHIlADELPHIA
 

FORENSIC CHEM. CTR
 

REGIONAL STAFF
 

ATLANTA 

SE	 FLORIDA
 

NEW ORLEANS
 

SANJUAN
 

REGIONAL LAB
 
REGIONAL STAFF 

DALLAS
 

SW DENVER
 

KANSAS CITY
 

SOUTHWEST IMPORT DISTRICT
 

REGIONAL LAB
 

REGIONAL STAFF
 

LOS ANGELES
 

PA	 SAN FRANCISCO
 

SEATILE
 

PACIFIC REGIONAL LABORATORY·SW
 
PACIFIC REGIONAL LABORATORY·NW
 

HOURS PER OPERATION
 

TOTAL HOURS 6875 1400
 

CONVERSION FACTOR 1200 950
 

TOTAL OPERATIONAL FTEs 5.73 1.47
 

9. REMARKS 

*	 Import investigation hours are for field exams, filer evalutions, follOW-Up to refusals, and other operations as required by the District 
to cover program priorities. Districts should report time under the appropriate operation and PAC for the activities perfonned. 

RUDortina Guidance:
 
- Import Entry Reviews (Electronic and Manual-operation code 14, PAC ~R833); 
 

- Filer Evaluations (operation code 95, PAC 99RB33); and
 
- Follow-up to Refusals (PAC 86R824).
 

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

FY 2009 ORA WORKPLAN	 October 1 2008 

1. PROGRAMIASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA) 

Authority - 86 

3. PROGRAMIASSIGNMENT CODE(S) 4. WORKALLOCATJON PLANNED BY 5. OPERATIONAL FTE posmONS 

86008,86009 DORA D:J CENTER 5.0 

b. 9 9 
R DISTRICT! MISC TECHNICAL 
E SPECIALIZED (HolllS) ASSISTANCE 
G LABORATORY RRHR (Houn) 
I RRHR 
0 .
 
N	 86008 . 86009 

TOTAlFIELO 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	 i 

SE	 FLORIDA : 

NEW ORLEANS 
, 

SANJUAN I 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW	 DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA	 SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 3600 2400 
CONVERSION FACTOR 1200 1200 

TOTAL OPERATIONAL FTEs 3.00 2.00 

9. REMARKS
 

See Continuation Sheet for footnotes, guidance. etc.
 

"\
,J 
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FY 2009 ORA WORKPLAN October 1 2008 

CONTINUATION SHEET 

1. PROGRAM/ASSIGNMENT TITLE 

lRadiological Health Control Activities 

2. PPS PROJECT NAMEJNUMBER 

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

~. KemarKS 

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008): 

* RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program, 
and the Mammography Facilities Inspection Program; 1200 hours will be shown in Mammography. 
A portion of this total block of time per RRHR position includes Federal/State liaison activities and use consultation to conduct 
this program. 

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

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

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

Program activities include: providing technical assistance to state and local agencies regarding emergency response planning; 
reviewing and evaluating emergency plans related to nuclear power plants. 
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DEPT OF HEALTH & HUMAN SERVICES 
~~.~'''~l6sI',. FOOD & DRUG ADMINISTRATION (.-4­ PROGRAM PLANNING & WORKFORCE 

<.'110(; MANAGEMENT BRANCH
 

ORAlORM/DPEM
 



Total Field
 
INVESTIGATION SUMMARY TABLE
 

FY 2009
 

DOMESTIC IMPORT 
INVESTIGATION INVESTIGATION 

FTE FTE 

FIELD TOTAL 954.66 352.16 

HQ 23.22 25.00 

NE REGN 121.30 75.74 
NE RO 10.49 0.00 
NWE 57.42 17.54 
NYK 53.39 58.20 
NRL 0.00 0.00 
WEAC 0.00 0.00 

CE REGN 295.02 50.63 
CE RO 17.48 0.00 
BLT 38.98 9.63 
CIN 37.97 4.74 
DET 33.00 14.67 
CHI 32.80 7.13 
MIN 56.96 7.32 
NWJ 39.28 1.00 
PHI 38.55 6.14 
FCC 0.00 0.00 

SE REGN 164. 07 40.90 
SE RO 12.42 0.00 
ATL 46.98 6.62 
FLA 46.63 19.36 
NOL 40.72 11.13 
SJN 17.32 3.79 
SRL 0.00 0.00 

SW REGN 141.87 67.92 
SW RO 14.97 0.00 
DAL 54.16 0.16 
DEN 28.49 0.18 
!<AN 43.80 0.20 
SWID 0.45 67.38 
ARL 0.00 0.00 

PA REGN 209.18 91. 97 
PA RO 13.38 0.00 
LOS 84.20 46.08 
SAN 57.11 19.90 
SEA 54.49 25.99 
PRL-SW 0.00 0.00 
PRL-NW 0.00 0.00 

Date: 
Page: 1 
17-SEPT-2008 

TOTAL 
INVESTIGATION 

FTE 

1306.82 

48.22 

197.04 
'10.49 
74.96 

111.59 
0.00 
0.00 

345.65 
17.48 
48.61 
42.71 
47.67 
39.93 
64.28 
40.28 
44.69 

0.00 

204.97 
12.42 
53.60 
65.99 
51. 85 
21.11 

0.00 

209.79 
14.97 
54.32 
28.67 
44.00 
67.83 

0.00 

301.15 
13.38 

130.28 
77.01 
80.48 

0.00 
0.00 



POSITION CLASS
 
COMBINED ANALYTICAL & DISTRICT RESOURCES 



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



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



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



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

-' 



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



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



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



Oulput Renccl5 OPR rTE'S (Complete) 

REGION: NE REGN 

WorkpJan Swrunary I Poslion CIILSS (Combined Anal Ik. DiJlricl Resources) 

Workplan 0 - 2009 (2009 Workplan) 
Date: 

Page 8 

09f1712008 02.21 PM 
Report: FWF 109 

INVEST 

1 
MEmVALIl 
ANALYTICAL 

CHEM 

3 
METH VAL &< 
ANALYTICAL 

MICRO 

~ 

MEmVAL& 
ANALYTICAL 

ENGIPHV 

5 
D1STRJCf 
MEmODS 
VAUDEV 

6 
APPLIED 

TECH 
CENTER 

TOTAL 
OPRFTE'S 

TOTAL 
PERSNHRS 

nELDTOTAL 1ll7.05 59.6. SUS 10.75 0.00 1.00 3[9,43 ~1.I0 

FOOD SAFETY/COS 
GJ 
04 
07 
09 
18 

11 
19 

111.44 
17.70 
4.38 
0.61 
0,B8 

12.31 
4.47 

1.03 

40.16 

II." 
13.51 

1.59 
3.70 
0.00 
0.00 

0.91 

44.19 
UI1 

0.00 
0.00 
0.00 
0,20 
0.00 
0,91 

0.00 
0.00 
0.00 
0,00 
0,00 

0.00 

0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0,00 

0.00 

0.00 

0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

IH,S9 

1~1.01 

17,'9 
1.16
U. 

11.51 
4.41 
1.16 

111986.10 
151640.~0 
31931.00 

1511,00 

5189.80 
14314.00 

4151.10 
3138.30 

BIOLOGICS 
41 
41 
45 

10,11 
3,11 

6.14 
0.15 

0,00 
0,00 
0.00 
0.00 

0.00 
0.00 
0,00 
0,00 

0,00 

0.00 
0.00 
0.00 

0.00 
0,00 
0,00 
0.00 

0,00 

0.00 
0.00 
0.00 

10.11 
3,11 

'-14 
0.75 

9601.60 
1960.641 
5930.60 
710.40 

HUMANDRUCS 

'" 41 
51 
53 
5' 

"63 
II 

31.75 
1.78 

6.95 
0.96 
1.14 

19.18 
0.00 
1.04 
0.00 

IUO 

1.1' 
0.00 
3.20 
0.00 
6.39 
0,00 
0,03 

I.S0 

1.19 
0,00 
0,00 

0.00 
0.00 
1.19 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0,00 

0.00 
0.00 
0.00 
0.00 

0.00 

0.00 
0,00 

0.00 
0,00 
0.00 
0,00 

0.00 
0.00 
0.00 

0.00 
0,00 

0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 

46.14 
l.H 
U5 
4.16 
1.14 

17.46 
0.00 

1.07 
1.50 

46513.70 
1.04.00 

6601.90 
4564.00 
1011.00 

17114.S0 
0.00 

1031.00 
1770.00 

ANIMALD&< F 
61 

71 

11.14 

0.63 
11.51 

1.81 
0.03 
1.18 

1.13 
0.00 
1.13 

0.00 
0.00 

0.00 

0.00 
0.00 

0.00 

0.00 
0.00 

0.00 

15.01 
0.66 

14,41 

16103,10 
615.60 

15587.50 

DEVICES &< RAD H 
II 
11 
IJ 
84 
IS 
16 

30,61 
0.11 

19.44 
4.81 
0.00 

1.46 
3.73 

4.71 
0,03 
4.68 
0.00 
0.00 
0,00 

0.00 

4.34 
0.02 
3.64 

0.00 
0.68 

000 
0,00 

10.15 
0.03 
3.5' 
0,00 

1.D4 
0.00 
4.13 

0.00 
0.00 
0.00 
0,00 

0.00 
0.00 
0,00 

1.00 
0.00 
0.00 
0.00 
l.00 
0.00 

0.00 

51.41 
0.19 

31.31 
4.17 
4.71 
1.46 
7,86 

55156.50 
101.90 

33156.30 
46111.10 
5570.00 
2146.00 
1154.00 

',... 



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



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



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



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



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



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



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



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



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



Output ReneclS; aPR FTE'S (Complete) 

Workplan SWMUIl)' I Po,tion CI~, (Combined Anal &. Districi Resources) 

Workplan 0 - 2009 (2009 Workplan) 
Date: 

Page 18 

09117120080221 PM 
Report: FWFI09 

REGION: CE REGN 

INVEST 

I 
METHVAL& 
ANALYTICAL 

CHEM 

3 
METHVALIl 
ANALYTICAL 

MICRO 

4 
METHVAL& 
ANALYTICAL 

ENGIPHY 

5 
DISTRICT 
METHODS 
VALJDEV 

6 
APPLIED 

TECH 
CENTER 

TOTAL 
OPRYI'E'S 

TOTAL 
PERSNHRS 

II1ELDTOTAL 345.66 54.05 0.00 0.00 0.00 0,00 399.71 401533050 

FOOD SAFETY/COS 
to 
1I4 
07 

09 
II 
11 
19 

14J.14 
107.3~ 

4.46 
LSI 
O.SO 

19.83 
B.41 
0.\)0\ 

14.65 
0.99 

12.50 
0.00 
1.04 
0.00 
0.00 
0.11 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

157.79 
10U4 
16.96 
1.58 
1.54 

19.83 
1.48 
I.INS 

160111.60 
105903.00 
19191.70 
151'-00 
1711.40 

1169UO 
1056.00 
lClJ5.00 

BIOLOGICS 
41 
41 
45 

33090 
B.41 

23.49 
t.93 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

33.90 
8.48 

13.49 
1.93 

31191.40 
1051.00 

11311.40 
111l6.00 

HUMANDRVGS 
46 
41 
51 
53 
56 
61 
63.. 

7U6 
5.37 

18.31 
3.32 
5.06 

44.23 
0.00 
2.37 
0.00 

3UO 
2.3' 
0.00 
2.63 
0.00 

U.40 
0.00 
0.22 

10.SO 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

116.76 
7.72 

18.31 
5.95 
5.06 

66.6J 
0.00 
1.59 

IUD 

119331.10 
7510.00 

17391.60 
6131.00 
4100.00 

61511.50 
0.00 

1515.00 
12390.00 

ANIMALD" II' 

"'1 

31.09 
2.11 

29.21 

1.00 
0.00 
1.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

3J.09 
1.81 

30.11 

32315.40 
2664090 

19660.50 

DEVICES" RAD H 
II 

II 
83 
14 
I!I 
U 

57.87 
0.08 

34.44 
12.23 
0.00 
4.36 
6.76 

O.JO 
0.00 
0.30 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0,00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

58.17 
0.08 

34.74 
11.23 
0.00 
4.36 
6.76 

57466.00 
61.40 

33609.90 
11614.90 

0.00 
5079.00 
7089.10 



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



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

, 
'~4' 



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



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



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



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



Output Renecls: OPR FTE'S (Complete) 

Workplun Summary I Postion Cbus (Combined Anal &. District Resources) 

Workplan 0 • 2009 (2009 Workplan) 
Date: 

Page 25 

091171200802'21 PM 

REGION: SE REGN 
Report: FWF109 

INVi'.ST 

l 
METHVAL4 
ANALYrICAL 

CHEM 

l 
METHVAL4 
ANALYrICAL 

MICRO 

4 
METHVAL4 
ANALYrICAL 

ENGIPHY 

5 
blSTlUCT 
METHODS 
VAlJDEV 

6 
APPLIED 

TECH 
CENTER 

TOTAL 
OPRFTE'S 

TOTAL 
PERSNHRS 

Ji'lELDTOTAL 204098 51.02 4UJ 0.00 0.00 J.Oo llUJ J17J1UO 

FOOD SAJlETY/COS 
OJ 
04 
07 
09 
1. 
11 
19 

19.87 
66.tl 
429 
0.80 
0.17 

14.80 
3.04 
0.66 

4ll.74 
•. 10 

13.0S 
3.62 
0.63 
0.00 

IUD 
0.14 

42.49 
39.9S 

0.00 
0.00 
0.00 
0.47 
!.SO 
0.S1 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

J.OO 
0.00 
0.00 
3.00 
0.00 
0.00 

0.00 
0.00 

176.10 
114.l6 

17.34 
7.41 
O.fIlI 

15.17 
!P.74 

1.37 

191333.10 
111M7.fIlI 
19491.60 

1571.00 
9OUO 

17337.00 
Z1604.l0 

1454.40 

BIOLOGICS 
41 
42 
4!1 

21.07 
4.&2 

14.76 
1.49 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0,00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

21.07 
4.81 

14.76 
1.49 

10030.30 
4511.10 

14017.30 
I 42D,1o 

HUMAN DRUGS 
46 
41 
51 
53 
56 
61 
6l 
51 

51.71 
3.61 

11.86 
1.28 
1.11 

31.30 
0.00 
2.43 
0.00 

14.47 
D,lo 
0.00 
0.16 
0.00 
•.2S 
0.00 
0.26 
S.OO 

1.04 
0.00 
0.00 
0.00 
0.00 
2.04 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

61.13 
4.48 

11.16 
1.44 
1.17 

4U9 
0.00 
1.69 
5.00 

67981.60 
4W.00 

11160.60 
1371.00 
1104.00 

41493.00 
0.00 

1601.00 
5900.00 

ANlMALD&" 

"71 

••11 
1.11 
7.70 

1.11 
O.U 
2.76 

1.80 
0.00 
1.80 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

13.42 
1.16 

11.16 

13788.40 
1100.90 

I2687.S0 

DEVICES & RAD H 
81 
11 
IJ 
14 
15 
16 

3UI 
0.06 

21.24 

S.3S 
0.00 
3.06 
3.80 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
000 
0.00 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

33.51 
0.06 

2l.14 
5,35 
0.00 
J.06 
J,80 

])187.00 
46.10 

10559.90 
5011..50 

0.00 
3557.00 
J94D.80 



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



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



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



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



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



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



Output Rene1:lS: OPR fTE'S (Complete) 

Workplan Summu.ry 1PORIon Clus (Combined Anal &: District Resources) 

Workplan 0·2009 (2009 Workplan) 
Date: 

Page 32 

09/17/20080221 PM 
Report: FWF 109 

REGION: SW REGN 

INVEST 

1 
METIfVALA 
ANALYTICAL 

CHEM 

3 
METHVALA 
ANALYTICAL 

MICRO 

4 
Mr:THVALA 
ANALYTICAL 

ENGJPHY 

5 
DISTJUCT 
Mr:THODS 
VAUDEV 

6 
APPLIED 

TECH 
CENTER 

TOTAL 
OPRFTE'S 

TOTAL 
PERSNHRS 

PlELDTOTAL 109.79 95.11 40.44 0.00 0.00 8.50 JSU4 379575.80 

FOOD SAFETY/COS 
OJ 
04 
01 
09 
I' 
11 
19 

91.17 
64.96 
6.46 
1.25 
0.83 

12.70 
5.46 
0.51 

7U9 
7.53 

61.14 
2,75 
3.51 
0.00 
3,35 
0.1\ 

31.46 
36.69 
0.00 
0.00 
0.00 
0.26 
0.00 
0.51 

0.00 
0.00 
0,00 
0.00 
0,00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

5.00 
0.00 
5.00 
0.00 
0.00 
0.00 
0.00 
0.00 

113.01 
109.18 
72.60 
4.00 
4.]4 

11.96 
1.11 
1.13 

13664UO 
111686,00 
I14UUO 
404.00 
4919.60 

15049.00 
9150.10 
1109.60 

BIOLOGICS 
41 
41 
45 

19.14 
UI 

12.35 
1.91 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
0,00 
0.00 
0.00 

19.14 
4.81 

11.35 
U. 

18179.70 
4566.50 

11134.60 
1.78.60 

HUMAN DRUGS 
46.. 
51 
53 
56 
61 
6J 
II 

JU6 
2,30 

12.62 
1.12 
0.53 

20.76 
0.00 
0.93 
0.00 

8.10 
0.99 
0.00 
0.31 
0.00 
6.66 
0.00 
0.08 
0.00 

0$1 
0.00 
0.00 
0.00 
0.00 
0.52 
0.00 
0.00 
0.00 

0.00 
0.00 
0,00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0,00 
0.00 
0,00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

46.8. 
3.19 

12.62 
1,49 
0.53 

11.94 
0.00 
1.01 
0.00 

45713.20 
3111.00 

11916.80 
1411.00 
504.00 

17110.40 
0.00 

983.00 
0.00 

ANIMALDAF 
61 
11 

20.5. 
1.56 

18.95 

8.62 
0.19 
8.43 

U3 
0.00 
1.93 

0.00 
0.00 
0.00 

0.00 
0.00 
0.00 

3.50 
0.00 
3.50 

34." 
1.7' 

31.11 

35985.60 
1669.40 

34JIUO 

DEVICES A RAD H 
II 
Il 
8J 
1I4 
15 
16 

39.71 
0.11 

27.47 
4.70 
0.00 
2.13 
5.30 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.53 
0.00 
0.53 
0.00 
0.00 
0.00 
0,00 

0.00 
0.00 
0.00 
0.00 
O.OD 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

40.14 
0.11 

1'.00 
4.70 
0.00 
1.13 
5.30 

43004,00 
94.00 

301.1.90 
4466.50 

0.00 
1480.00 
5711.'0 

... -.- ••J 



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



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



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



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



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



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



Output RencelS: OPR fTE'S (Complete) 

Workplan Summary I Po'Uon Cia" (Combined Anal &. Di'trlct Resource,) 

Workplan 0·2009 (2009 Workplan) 
Date: 

Page 39 

0911712008 02 21 PM 

REGION: PA REGN 
Report: FWF 109 

INVEST 

2 
MEnlVAL& 
ANALYTICAL 

CHEM 

3 
MEmVAL& 
ANALYTICAL 

MICRO 

4 
METH VAL & 
ANALYTICAL 

ENCIPHY 

5 
D1STlUCT 
METHODS 
VAUDEV 

6 
APPLIED 

TECH 
CENTER 

TOTAL 
OPRVTE'S 

TOTAL 
PERSNHRS 

nELDTOTAL 301.16 66.0' 6UJ 0.00 0.00 6,50 4:lU7 459154.20 

FOOD SAFETY/COS 
OJ 
cw 
07 
lit 
II 
11 
19 

173.49 
131.40 

6.09 
1.30 
0.51 

19.57 
6.76 
0,86 

47.64 
17.77 
26.\7 

1.56 
1.16 
0.00 
0.00 
0.28 

61.94 
62.04 

0.00 
0.00 
0.00 
0.42 
0.00 
0.48 

0.00 
0.00 
000 
0.00 
0.00 
0.00 
0,00 
0.00 

0.00 
0.00 
0.00 
0,00 
0.00 
0.00 
0.00 
0.00 

6.00 
4.00 
0,00 
1.00 
0.00 
0.00 
1.00 
0.00 

290.07 
112.21 

31.26 
3.M 

1.3' 
19.99 
7.76 
J.62 

311161.60 
237005..30 
36704.90 

4154.00 
1674.60 

111".00 
7604.10 
1731.70 

BIOLOGICS 
41 
42 
45 

tl.Z4 
5.70 

11.59 
0.95 

0.00 
0,00 
0.00 
0.00 

0.00 
0,00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 
000 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

tU4 
5.70 

11.59 
0.95 

17324.70 
5413.00 

11001.70 
903.00 

HUMANDRUCS 
46 

"52 
53 
56 
61 
6l 
II 

4:1.66 
2.62 

11.13 
1.13 
2.13 

24.93 
000 
1.72 
0,00 

IU3 
1.30 
0,00 
074 
0,00 
8,3& 
0.00 
0,41 

2.00 

0.95 
0.00 
0.00 
0.00 
0.00 
0.95 
0.00 
0.00 
0.00 

0.00 
0.00 
0,00 
0,00 

0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0,00 
000 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0,00 
0.00 
0.00 
000 
0.00 
0.00 
0.00 

'1.44 
3.92 

11.13 
1.17 
2.1J 

J4.16 
0.00 
2.1J 
1.00 

56655.50 
3719.00 

10573.80 
[77J.OO 
1021.011 

34083.70 
0.00 

1118.00 
1360.00 

ANIMALD&F 
61 

71 

17.75 
0.87 

16.88 

2.65 
0.03 

2.62 

1.04 
0.00 

I.D4 

0.00 
0.00 

0.00 

0.00 
0.00 
0.00 

0.50 
0.00 
0.50 

2J.94 
0.90 

11.04 

22336.50 
as1.10 

2[485.30 

DEVICES ... RAD H 
I[ 

11 
IJ.J 
14 
as 

16 

41.02 
0.06 

31.41 
7.85 
0.00 
1.51 
6.12 

2.H 
0.00 
2.96 
0.00 
0.00 
0,00 
0.00 

0.00 
0.00 
0.00 
0.00 
000 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

50.9. 
0.06 

J4.J7 
7.85 
0.00 
2.58 
6.12 

50674.90 
61.40 

33763.60 
7455.10 

0.00 
1997.00 
6396.80 



Output Reflects: OPR FTE'S 

TOTALI'1ELD 

(Complete) 

INVEST 

WorkplBII Summary 1Poslion CIa." (Combaned Anal &. Districi Resources) 

Workplan 0 - 2009 (2009 Workplan) 

2 3 4 5 
MEmVAL" METHVAL" METHVAL& DISTlUer 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS 
COW MICRO ENGIPHY VAUDEV 

6 
APPLIED 

TECH 
CENTEIl 

Page 40 

Dale: 09/171200802'21 PM 
Report: FWFI09 

OPk PTE'S PERSNHIlS 

I'1ELD TOTAL 1306.86 331.94 101.65 10.15 0.00 19.00 ..n.l0 1960200.50 

1'000 SAFETY/COS 

03 
04 

01 

09 .. 

638.11 
492.63 

25.68 
5.60 

2.89 

19.21 

111.18 
45.54 

136.37 

9.52 
10.14 

0.00 

1".18 
18l.1S 

0.00 
0.00 

0.00 

1.35 

0.00 
0.00 
0.00 
0.00 

0.00 

0.00 

0.00 

0.00 
0.00 
0.00 

0.00 

0.00 

14.00 
4.00 

5.00 
4.00 

0.00 

0.00 

1,061.68 

714.01 
167.05 

19.11 

13.63 

80.56 

114733,.90 

"7156.50 
191644.10 
21196.00 

15411.00 

91517.50 

JI 

19 

21.21 

4.00 
18.5' 
1.56 

1.'0 
2.48 

0.00 

0.00 

0.00 

0.00 

1.00 

0.00 

49.16 

'.04 
51666.10 

8569.00 

BIOLOGICS 

41 

41 
45 

115.09 

26.93 

76.46 
11.70 

0.00 

0.00 

0.00 
0.00 

0.00 

0.00 

0.00 
0.00 

0.00 

0.00 

0.00 
0.00 

0.00 

0.00 

0.00 
0.00 

0.00 

0.00 

0.00 
0.00 

115.09 

16.93 

76046 
11.70 

109335.l0 

25mJo 

71644.00 
11117.80 

HUMAN DRUGS 

46 
4lI 

51 
53 

56 
61 

63 

U 

248.79 

16.41 

62.21 
7.97 

11.03 
141.68 

0.00 

1.49 

0.00 

85.10 

6.62 

0.00 
7.10 
0.00 

'2.08 
0.00 

1.00 

19.00 

4.70 

0.00 

0.00 

0.00 
0.00 
4.70 
0.00 

0.00 

0.00 

0.00 

0.00 
0.00 

0.00 
0.00 
0.00 
0.00 

0.00 

0.00 

0.00 

0.00 
0.00 
0.00 
0.00 
0.00 
0.00 

0.00 

0.00 

0.00 

0.00 

0.00 

0.00 
0.00 
0.00 
0.00 

0.00 

0.00 

339.%9 

lJ.OJ 

61.11 

15.07 
1I.OJ 

199.46 
0.00 

9.49 
19.00 

339756.10 

11OJ1.00 

590.5.10 
15408.00 
10464.00 

101089.40 
0.00 

9&00 

11410.00 

ANlMALD&F 

68 

71 

91.30 
6.98 

84.32 

16.19 
0.30 

16.59 

5.90 
0.00 

5.90 

0.00 

0.00 
0.00 

0.00 
0.00 

0.00 

4.00 

0.00 

4.00 

111.09 
7.18 

110.11 

120639.00 
6901.00 

11J737.00 

DEVICES .. !lAD H 

II 
81 

8J 

113.46 

0.42 
137.74 
35.00 

7.97 

0.03 
7.94 

0.00 

4.., 

0.02 
4.17 

0.00 

10.75 

0.03 
3.55 
0.00 

0.00 

0.00 
0.00 

0.00 

1.00 

0.00 
0.00 
0.00 

lJI.05 

0.50 
153.40 
35.00 

2-4JlJUO 
46'7.50 

154921.60 

33257..30 
~ 

85 

86 

0.00 
14.59 

25.71 

0.00 

0.00 

0.00 

0.68 

0.00 

000 

3.04 

0.00 
4.13 

0.00 

0.00 
0.00 

1.00 

0.00 

0.00 

4.n 

14.59 

19.14 

5570.00 

16959.00 

31963.00 



POSITION CLASS
 
SEPARATE LAB RESOURCES 



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



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



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



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



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



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



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



WORKPLAN SUMMARY/ POSITION CLASS (SEPERATE LAB RESOURCES) 

OUlput Reflect.s: OPR FIE'S (Complele) Workplan 0 - 2009 (2009 Workplan) 
Dale: 

Page 8 

0911712008 0208 PM 

Report: FWF106 

REGION: NE REGN 

1 3 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL mrnODS TECH 

INVEST CHEM MICRO ENGIPHY VALIDEV CENTER OPRFfE'S PERSNHRS 

FIELD TOTAL 197.04 57.19 47.96 10.75 5.49 1.00 319.41 340561.10 

FOOD SAFETY/COS 111.45 39,67 41.19 0.00 3.10 0.00 196.60 111986.Z0 

03 87,70 IU5 41.17 0.00 2.00 0.00 14z.o1 151640.40 

04 4.38 22.S1 0.00 0.00 1.00 0.00 17.89 31931.00 

07 0.61 1.40 0.00 0.00 0.20 0.00 2.26 1511.00 

09 0.87 3.10 0.00 000 0.00 0.00 4.57 5189.80 

18 12.32 0.00 0.20 0.00 0.00 0.00 12.52 14314.00 

11 4.411 0.00 0.00 0.00 0.00 0.00 4.48 4151.70 

19 1.03 0.91 0.92 0.00 0.00 0.00 1.86 3138.30 

BIOLOGICS 10,11 0.00 0.00 0.00 0.00 0.00 10.11 96Ol.60 

41 3.12 0.00 0.00 0.00 0.00 0.00 3.12 1960.60 

41 624 0.00 0.00 0.00 0.00 0.00 6.Z4 5930.60 

45 0.75 0.00 0.00 0.00 0.00 0.00 0.75 710.40 

HUMAN DRUGS 31.75 12.30 1.19 0.00 0.00 0.00 46.13 46513.70 

46 1.78 1.18 0.00 0.00 0.00 0.00 1.95 2804.00 

48 6.9S 0.00 0.00 0.00 0.00 0.00 6.95 6601.90 

51 0.96 3.20 0.00 0.00 0.00 0.00 4.16 4564.00 

53 2.14 0.00 0.00 0.00 0.00 0.00 1.14 1028.00 

56 19.118 6.39 1.19 0.00 0.00 0.00 17.46 17714.80 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

63 1.04 0.03 0.00 0.00 0.00 0.00 1.08 1031.00 

88 0.00 !.SO 0.00 0.00 0.00 0.00 1.50 1770.00 

ANIMALD" F 11.14 J.51 1.13 0.00 0.19 0.00 15.07 16103.10 

68 0.62 0.03 0.00 0.00 0.00 0.00 0.65 615.60 

71 II 51 1.49 1.13 0.00 0.29 0.00 14.41 15587.50 

DEVICES" RAD H 3Ul 3.72 3.34 10.15 1.00 1.00 5l.41 55256.50 

81 0.12 0.03 0.02 0.03 0.00 000 0.19 101.90 

81 19.45 3.69 264 30SS 2.00 0.00 31.31 33156.30 

83 4.87 0.00 0.00 0.00 0.00 0.00 4.81 4628.30 

84 0.00 0.00 0.68 3.04 0.00 1.00 4.71 5570.00 

85 2.45 0.00 0.00 0.00 0.00 0.00 2.45 1846.00 

86 3.73 0.00 0.00 4.13 0.00 0.00 1.85 8754.00 

' ..... r 
I 



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



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



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



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



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



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



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



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



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



WORKPLAN SUMMARY/ POSmON CLASS (SEPERATE LAB RESOURCES) 

OutpU\ Renecu: OPR ITE'S (Complele) Workplan 0 - 2009 (2009 Workplan) Page 18 

Dille: 09117120080208 PM 

Report: FWFI06 

REGION: CE REGN 

2 3 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH 

INVEST CHEM MICRO ENGIPHY VAliDEV CENTER OPR FI'E'S PERSNHRS 

FIELD TOTAL 345.65 53.55 0.00 0.00 0.50 0.00 399.70 401SJ3,S0 

FOOD SAFETY/COS 143.14 14.16 0.00 0.00 0.50 0.00 157.79 160212.60 

03 107.34 0.99 0.00 0.00 0.00 0.00 108.34 105903.00 

04 4.46 12.00 0.00 0.00 0.50 0.00 16.95 19191.70 

07 1.60 0.00 0.00 0.00 0.00 0.00 1.60 1516.00 

09 0.51 104 0.00 0.00 0.00 0.00 1.55 1711.40 

18 19.82 0.00 0.00 0.00 0.00 0.00 19.82 22699.50 

21 8.48 0.00 0.00 0.00 0.00 0.00 8.48 8056.00 

19 0.94 0.12 0.00 0.00 0.00 0.00 1.06 1035.00 

BIOLOGICS 33.89 0.00 0.00 0.00 0.00 0.00 33.89 32198.40 

41 8.47 0.00 0.00 0.00 0.00 0.00 8.47 8051.00 

41 23.49 0.00 0.00 0.00 0.00 000 23.49 22311.40 

45 1.93 0.00 0.00 000 0.00 0.00 l.93 1836.00 

HUMAN DRUGS 78.68 38.10 0.00 0.00 0.00 0.00 116.78 119331.10 

46 5.38 2.35 0.00 0.00 0.00 0.00 7.73 1510.00 

4B 18.31 0.00 0.00 0.00 0.00 0.00 18.31 1739).60 

5% 3.32 2.63 0.00 0.00 0.00 0.00 5.95 6132.00 

53 5.05 0.00 0.00 0.00 0.00 0.00 5.0.5 4800.00 

56 44.23 22.40 0.00 0.00 0.00 0.00 66.63 68581.50 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

0 2.39 0.22 0.00 0.00 0.00 000 1.61 2515.00 

88 0.00 10.50 0.00 0.00 0.00 0.00 10•.50 12390.00 

ANIMALD"'F 31.08 1.00 0.00 0.00 0.00 0.00 33.08 32325.40 

68 2.81 0.00 0.00 0.00 000 0.00 2.81 2664.90 

71 29.28 1.00 0.00 0.00 0.00 0.00 30.28 19660.50 

DEVICES'" RAD H 57.86 0.30 0.00 0.00 0.00 0.00 58.16 57466.00 

81 0.06 0.00 0.00 0.00 0.00 0.00 0.06 62.40 

82 34.44 0.30 0.00 0.00 0.00 0.00 34.74 33609.90 

83 12.24 0.00 0.00 0.00 0.00 0.00 11.24 11624.90 

84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

85 4.37 0.00 0.00 0.00 0.00 0.00 4.37 5079.00 

86 676 0.00 0.00 0.00 0.00 0.00 6.76 7089.80 

--.;' 



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



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



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



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



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



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



WORKPLAN SUMMARY I POSITION CUSS (SEPERATE LAB RESOURCES) 

Output Reflects: OPR FTE'S (Complete) Workplan 0 - 2009 (2009 Workplan) 
Date: 

PagelS 

09/17/200802.08 PM 
Report: FWFI06 

REGION: SE REGN 

1 3 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH 

INVEST CHEM MICRO ENGIPHY VAUDEV CENTER OPR ITE'S PERSNHRS 

FIELD TOTAL 104.97 56.34 45.83 0.00 1.17 3.00 311.31 327311.50 

FOOD SAFETY/COS 89,88 39.35 41.99 0.00 1.88 3.00 1715.10 192333.10 

OJ 66.11 8.10 39.46 0.00 0.50 0.00 114.115 111967.80 

04 4.29 12.37 0.00 0.00 0.68 0.00 17.34 1949l.60 

07 0.80 3.42 0.00 0.00 0.20 3.00 7.42 8571.00 

09 0.17 0.63 0.00 0.00 0.00 0.00 0.80 906.60 

111 14.82 0.00 0,47 0.00 0.00 0.00 15.29 17337.00 

11 3.04 14.70 1.50 0.00 0.50 0.00 19.74 12604.80 

19 0.66 0.14 0.57 0.00 0.00 000 I.J6 1454.40 

BIOLOGICS 21.08 0.00 0.00 0.00 0.00 0.00 11.08 20030.30 

41 4.82 0.00 0.00 0.00 0.00 0.00 4.82 4581.10 

41 14.77 0.00 0.00 0.00 0.00 0.00 14.77 14017.30 

45 1.50 0.00 0.00 0.00 0.00 0.00 1.50 1410.80 

HUMAN DRUGS SI.70 14.46 1.04 0.00 0.00 0.00 68.10 157982.60 

46 3.68 0.80 0.00 0.00 0.00 0.00 4.48 4153.00 

48 IUS 0.00 0.00 0.00 0.00 0.00 11.85 11260.60 

S2 129 0.16 0.00 0.00 0.00 0.00 1.44 1371.00 

S3 1.16 0.00 0.00 0.00 0.00 0.00 1.16 1104.00 

56 31.30 8.25 2.04 0.00 0.00 0.00 41.59 41493.00 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

6J 2.42 0.26 0.00 0.00 0.00 0.00 1.68 1601.00 

88 0.00 5.00 0.00 0.00 0.00 000 S.OO 5900.00 

ANIMALD&F 8.81 1.S2 1.80 0.00 0.19 0.00 13.43 13788.40 

68 1.11 0.05 0.00 0.00 0.00 0.00 1.16 1100.90 

71 7.70 2.47 1.80 0.00 0.29 0.00 11.27 11687.50 

DEVICES '" RAD H 33.S0 0.00 0.00 0.00 0.00 O.lIa 33.50 33187.00 

11 0.05 0.00 0.00 0.00 0.00 0.00 0.05 46.80 

81 21.24 0.00 0.00 0.00 0.00 0.00 21.14 10559.90 

8J 5.35 0.00 0.00 000 0.00 0.00 5.35 5082.SO 

84 0.00 0.00 0.00 0.00 0.00 0.00 O.lIa 0.00 

85 3.06 0.00 0.00 0.00 0.00 0.00 3.06 3557.lIa 

86 3.80 0.00 0.00 0.00 0.00 0.00 3.110 3940.80 



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



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



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



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



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



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



WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES) 

Output Renee\!: OPR FrE'S (Complete) Workplan 0 - 2009 (2009 Workplan) 
Dale: 

Page 32 

091111200802.09 PM 

Report: FWF 106 

REGION: SW REGN 

1 3 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH 

INVEST CHEM MICRO ENGIPHY VAUDEV CENTER OPRITE'S PERSNHRS 

FIELD TOTAL 109.79 91.99 39.43 0.00 3.11 8.50 353.83 379575.80 

FOOD SAFETY/COS 91.18 76.51 36.46 0.00 2.87 5.00 113.01 :zJ668J.30 • 

03 64.95 7.53 JH9 0.00 ],00 0.00 109.17 117686.00 

0.4 6.46 59.37 0.00 0.00 1.78 5.00 71.60 84114.90 

07 1.25 2.65 0.00 0.00 0.10 0.00 4.00 4434.00 

09 0.83 3.51 0.00 0.00 0.00 0.00 4.34 4919.60 

18 1271 0.00 0.26 0.00 0.00 0.00 12.98 15049.00 

11 5.47 335 0.00 0,00 0.00 0.00 8.81 9150.20 

19 0.51 0,11 0.51 0.00 0.00 0.00 1.11 1109.60 

BIOLOGICS 19.14 0.00 0.00 0.00 0.00 0.00 19.14 18179.70 

41 4.81 0.00 0.00 0.00 0.00 0.00 4.81 4566.50 

41 12.35 0.00 0.00 0.00 0.00 0.00 11.35 11734.60 

45 1.98 0.00 0.00 000 0.00 0.00 1.911 1878.60 

HUMAN DRUGS 38.26 8.10 0.51 0.00 0.00 0.00 46.88 45713.10 

46 2.30 0.99 0.00 0.00 0.00 0.00 3.29 3111.00 

48 \2.62 0.00 0.00 0.00 0.00 0.00 11.61 11986.80 

51 1.13 0.37 0.00 0.00 0.00 0.00 1.49 1418.00 

53 0•.53 0.00 0.00 0.00 0.00 0.00 0.53 S04.00 

56 20.76 6.66 0•.52 0.00 0.00 0.00 17.93 17710.40 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0,00 

6J 0.93 0,09 0.00 0.00 0.00 0.00 1.01 983.00 

88' 0.00 0.00 0.00 0,00 0.00 0.00 0.00 0.00 

ANIMALD&F 10.51 8.37 1.93 0.00 o.zs 3.50 34.56 35985.60 

68 \,56 0.19 0.00 0.00 0.00 0.00 1.76 1669.40 

71 18.95 8.18 1.93 0.00 0.25 3 SO 31.81 34316,10 

DEVICES &: RAD H 39.70 0.00 0.53 0.00 0.00 0.00 40.13 43004.00 

81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 94.00 

B1 27.48 0.00 0.53 0.00 0.00 0.00 28.01 J0181.90 

83 4.70 0.00 0.00 0.00 0.00 0.00 4.70 4466.50 

114 0.00 0.00 000 0.00 0.00 0.00 0.00 0.00 

lIS 2.13 0.00 0.00 0.00 0.00 0.00 2.13 2480.00 

86 5.29 0.00 0.00 0,00 0.00 0.00 5.29 5781.60 

}
.-oW' 



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



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



WORKPLAN SUMMARY 1POSITION CLASS (SEPERATE LAB RESOURCES) 

OutpUI Renet\5: OPR fTE'S (Complete) Workplan 0 - 2009 (2009 Workplan) 
Dale' 

Page 39 

09/17/2008 02:09 PM 

Report: FWF106 

REGION: PA REGN 

2 J 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH 

INVEST CHEM MICRO ENGIPHY VAlJDEV CENTER OPRITE'S PERSNHRS 

FIELD TOTAL JOI.IS 64.14 62.44 0.00 4.34 6.50 438.68 459154.20 

FOOD SAFETYICOS 173,50 45.98 60.45 0.00 4.17 6.00 290.09 312162.60 

03 1J8.40 17.78 59.54 0.00 2.50 4.00 211.n 237005.30 

04 6.09 24.49 0.00 0.00 1.68 0.00 32.16 36704.90 

07 1.30 1.56 0.00 0.00 0.00 100 3.86 4254.00 

09 0.50 1.86 0.00 0.00 0.00 0.00 2.36 2674.60 

18 19.58 0.00 0.42 0.00 0.00 0.00 20.00 22118.00 

11 6.76 0.00 0.00 0.00 0.00 100 7.76 1604.10 

29 0.87 0.29 0.48 0.00 0.00 0.00 1.64 1731.70 

BIOLOGICS 11.l4 0.00 0.00 0.00 0.00 0.00 II.l4 17324.70 

41 5.70 0.00 0.00 0.00 0.00 0.00 5.70 5413.00 

42 11.59 0.00 0.00 0.00 0.00 a 00 11.59 11008.70 

45 0.95 0.00 0.00 0.00 0.00 0.00 0.95 903.00 

HUMAN DRUGS 43.61 12.81 0.95 0.00 0.00 0.00 51.43 56655.50 

46 2.62 1.29 0.00 0.00 0.00 0.00 3.92 3719.00 

48 11.13 0.00 0.00 0.00 0.00 0.00 11.13 10573.80 

51 1.13 0.74 0.00 0.00 0.00 0.00 1.87 1773.00 

53 2.14 0.00 0.00 0.00 0.00 0.00 1.14 2021.00 

56 24.93 8.38 0.95 0.00 0.00 0.00 34.25 34083.70 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

6l 1.72 0.41 0.00 0.00 0.00 0.00 2.13 2118.00 

88 0.00 2.00 0.00 0.00 0.00 0.00 2.00 2360.00 

ANIMALD&F 17.74 2.48 1.04 0.00 0.17 0.50 21.93 22336.S0 

68 0.86 0,03 0.00 0.00 0.00 0.00 0.90 851.10 

71 16.87 2.45 1.04 0.00 0.17 0.50 21.04 21485.30 

DEVICES & RAD H 48.01 1.96 0.00 0.00 0.00 0.00 50.99 50674,90 

81 0.07 0.00 0.00 0.00 0.00 0.00 0.07 62.40 

III 31.40 2.96 0.00 0.00 0.00 0.00 34.37 33763.60 

83 7.85 0.00 0.00 0.00 0.00 0.00 7.85 7455.10 

14 000 0.00 0.00 0.00 0.00 000 0.00 0.00 

85 2.58 0.00 0.00 0.00 0.00 000 2.58 2997.00 

86 6.13 0.00 0.00 0.00 0.00 0.00 6.13 6396.80 



WORKPLAN SUMMARY 1POSITION CLASS (SEPERATE LAB RESOURCES) 

Output ReOccu' OPR FTE'S (Complete) Workplan 0 - 2009 (2009 Workplan) 
Date' 

Page 40 

09/171200802:09 PM 

Report: FWFI06 

TOTAL FIELD 

2 3 4 5 6 

ANALYTICAL ANALYTICAL ANALYTICAL METHODS TECH 

INVEST CHEM MICRO ENGIPHY YAlJDEV CENTER OPR FTE'S PERSNHRS 

FIELD TOTAL 1306.81 314.31 195.65 10.75 15.61 19.00 1872.15 1960100.50 

FOOD SAFETYICOS 638.Z6 215.67 181.18 0.00 12.61 14.00 1,061.72 1147331.90 

03 492.62 45.55 175.85 0.00 5.99 4.00 724.01 767156.50 

04 25.68 130.74 0.00 0.00 5.63 5.00 167.04 I!Il644.J0 

07 5.61 9.02 0.00 0.00 0.50 4.00 19.13 11n6.00 

09 2.88 10.75 0.00 0.00 0.00 000 13.61 1541;00 

18 79.24 0.00 1.36 0.00 0.00 0.00 80.60 91587.50 

11 28.23 18.05 1.50 0.00 0.50 1.00 49.Z8 51666.80 

19 4.01 1.56 2.47 0.00 0.00 0.00 8.04 8569.00 

BIOLOGICS 1l5.09 0.00 0.00 0.00 0.00 0.00 115.09 10933S.l0 

41 26.92 0.00 0.00 0.00 0.00 0.00 16.91 25573.30 

41 76.47 0.00 0,00 0.00 0.00 0.00 76.47 71644.00 

45 11.70 0,00 0.00 0.00 0.00 0.00 11.70 III 17.80 

HUMAN DRUGS 248.78 85.78 4.70 0.00 0.00 0.00 339.Z6 339756.l0 

46 16.40 6.61 0.00 0.00 0.00 0.00 13.01 21031.00 

48 62.20 0.00 0.00 0,00 0,00 0.00 61.Z0 59085.70 

51 798 7.09 0.00 0,00 0.00 0.00 15.07 154011.00 

5l 11.01 0.00 0.00 0.00 0.00 0.00 11.01 10464.00 

56 142.68 52.08 4.70 0.00 0.00 0.00 199.46 101089.40 

61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 

63 8.50 1.00 0,00 0.00 0.00 0.00 9.50 9258.00 

88 0.00 19.00 0.00 0.00 0.00 0.00 19,00 11410.00 

ANlMALD4tF 91.18 IS.89 5.91 0.00 1.00 4.00 118,07 120639.00 

68 6.97 O,lO 0.00 0.00 0.00 0.00 7.27 6902.00 

71 84.31 15.59 5.91 0.00 1.00 4.00 110.81 113737.00 

DEVICES & RAD H 213.43 6.98 3.86 10.75 2.00 1.00 138.01 243138.40 

81 0.39 0.03 0.02 0.03 0.00 0.00 0.47 467.50 

81 137.74 6.95 3.17 3.55 2.00 0.00 153.41 154911.60 

8J 35.01 0.00 0.00 0.00 0.00 0.00 35.01 33257.30 

84 0,00 0.00 0.68 3.04 0.00 1.00 4.71 5570.00 

85 14.59 0.00 0.00 0.00 0.00 0.00 14.59 16959.00 

86 25.70 0.00 0.00 4.13 0.00 000 29.82 31963.00 



OPERATIONS
 



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



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



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



(b)(2)&(b)(7)(E)
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WORKPLAN SUMMARY I COMBINED OPERATIONS 
Workphm 0·2009 (2009 Workplan) 

Date: 09/1112008 02:30 PM Report Type. Complete Page 22 of 120 

Report: FWF 118 

Rosien. NE REON I 2 3 4 ~ 

DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL. COLL IMP SAMPL CaLL FIELD EXAMlfESTS 

OPRNS OPR FTE'S OPRNS aPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR fiE'S 

FlI:LD TOTAL 2].40 73.76 143 69.19 1744 8.74 6391 14.79 323 O.SS 

FOOD SAFETVICOS 
1191 26.0S 143 47.80 1471 7.JS SU6 lUI 178 0,31 

OJ 1016 21.98 143 43.92 916 4.16 41~6 10.19 0 0.2~ 

04 0 0.00 0 0.76 342 1.57 997 2.0S 10 0.01 

07 0 0.00 0 0.00 8S 0.36 147 0.31 0 0.00 

09 0 0.00 0 0.3' 0 0.00 J57 0.S3 0 0.00 

II DO 2.'4 0 0.16 30 0.13 0 0.00 0 0.00 

11 32 1.33 0 2.06 91 0.41 60 0.10 268 0.12 

19 13 O.D 0 0.56 7 0.03 129 0.20 0 0.00 

BIOLOGICS 
100 9.55 0 O.S' 0 0.00 0 0.00 0 0.00 

41 62 3.12 0 0.00 0 0.00 0 0.00 0 0.00 

41 130 ,.." 0 0.'0 0 0.00 0 0.00 0 0.00 

45 8 0.69 0 0.06 0 0.00 0 0.00 0 0.00 

HUMANDRlIGS 
181 IU' 0 7.9S 110 0.6J 41 0.11 0 0.00 

46 16 0.78 0 0.00 3 0.02 0 0.00 0 0.00 

4. '3 4.39 0 0.00 0 0.00 0 0.00 0 0.00 

5% 9 0.46 0 0.09 12 0.06 12 0.04 0 0.00 

53 21 l.9~ 0 0.00 0 0.00 0 0.00 0 0.00 

S' 161 1.49 0 7.J. 97 0.'1 30 0.09 Q 0.00 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

6J 14 0.'3 0 0.48 1 0.03 0 .•., 0.00 0 0.00 

II 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

ANIMALD&. 
ISO 1.6.. 0 7.07 136 0.64 331 0.87 0 0.00 

61 4 0.24 0 0.00 0 0.00 0 0.00 0 0.00 

71 146 1.39 0 7.07 136 0.64 332 0.87 0 0.00 

DEVICES & RAD H 
41. 11.91 0 Ul 17 0.11 17• 0.41 45 0.17 

• 1 0.08 0 0.00 3 0.03 0 0.00 0 0.00 

11 226 11.lI4 0 3.66 13 0.09 178 0.41 0 0.00 

IJ 61 4,32 0 0.00 0 0.00 0 0.00 0 0.00 

1<4 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

IS 92 O.'S 0 0.92 0 0.00 0 0.00 0 0.00 

16 34 l.OJ 0 l.D I 0.00 0 0.00 H 0.17 



WORKPLAN SUMMARY /COMBINED OPERATIONS 
Workplllll 0 • 2009 (2009 Workplllll) 

Date: 09/171200802:30 PM Report Type. Complete Page 23 of 120 

Report: FWFl18 

Rqi",,: NE REON 6 7 9 10 

IMPORT fIELD EXAMS DOM SAMPL ANAL YSIS IMP SAMPL ANALYSIS Mise FOREIGN INSPECTIONS 

OPRNS aPR FTE'S OPRNS OPR FTE'S OPRNS OPR fTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

nELD TOTAL 0 1.86 1984 16.25 7641 7U5 726 17.69 III IU5 

I'OOD SAFETY/COS 0 1.86 1570 10,44 6501 61.10 726 16.94 37 1.17 

OJ 0 1.16 1137 11.62 4641 40.38 190 5.10 37 1.17 

04 0 0.00 172 7.88 1207 14.64 0 1.00 0 0.00 

0'7 0 0.00 124 0.63 129 0.77 0 0.20 0 0.00 

09 0 0.00 0 0.00 404 3.70 0 0.00 0 0.00 

II 0 0.00 30 0.10 0 0.00 106 9.49 0 0.00 

11 0 0.00 0 0.00 0 0.00 330 0.46 0 0.00 

19 0 0.00 7 0.11 127 1.71 0 0.00 0 0.00 

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

42 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

HUMAN DRUGS 0 0.00 104 9.11 156 3.18 0 1.02 112 7.46 

46 0 0.00 0 1.11 0 0.00 0 0.00 II 0.99 

4ll 0 0.00 0 0.00 0 0.00 0 0.00 29 2.56 

51 0 0.00 0 0.'3 140 2.67 0 0.00 6 0.32 

53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19 

56 0 0.00 102 6.0' 16 0.52 0 1.02 611 3.41 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

63 0 0.00 2 0.03 0 0.00 0 .'~ 0.00 0 000 

II 0 0.00 0 1.'0 0 0.00 0 0.00 0 000 

ANIMALD&lF 0 0.00 \19 1.09 258 1.56 0 0.69 6 0.51 

68 0 0.00 0 0.03 0 0.00 0 0.00 4 0.38 

71 

DEVICES &I RAD H 

0 

0 

0.00 

0.00 

119

.'1 
1.06 

5.44 

258 

no 

1.56 

7.JI 

0 

0 

0.69 

9.04 

2 

67 

0.13 

4.11 

II 0 0.00 0.01 0 0.00 0 000 0 0.00 

11 0 0.00 '2 2.23 720 7.31 0 2.34 36 2.46 

&J 0 0.00 0 0.00 0 0.00 0 0.00 10 0." 

... 0 0.00 0 0.00 0 0.00 0 4.72 0 0.00 

85 0 0.00 0 0.00 0 0.00 0 0.89 0 0.00 

" 0 0.00 Il6 l.13 0 0.00 0 1.09 21 1.20 



DBle: 09/1712008 02;30 PM 

Rcsion: NE REGN 

nELD TOTAL
 

FOOD SAn:TYICOS
 

03 

04 

(f1 

09 

II 

11
 

19
 

BIOLOGICS
 

41 

41 

45 

HUMANDRUCS 

46 

48 

51 

5J 

" 61 

6.l 

U
 

ANIMAL D a F
 

61 

71 

DEVICES a RAD H 

It 

11 

13 

14 

15 

16 

Talal 

OPRFTE'S 

319.41 

196.60 

141.01 

11.89 

1.16 

4.57 

11.51 

4.48 

1,16 

lUI 

J.t1 

6.24 

0.75 

4UJ 

1.95 

6,95 

4.1' 

loll 

17.46 

0.00 

1.01 

1.50 

15.~7 

0,65 

14.41 

5UI 

0.19 

31.31 

4.11 

4.71 

2.45 

'7.15 

WORKPLAN SUMMARY I COMBrNED OPERATIONS 
WorkpJan 0 ·2009 (2009 Workplan) 

Report Type: Complete PBge 24 of 120 

Report: FWF 118 

PERSNHRS 

J40561.10 

111916.10 

151640.40 

31931.00 

1511.00 

5119.80 

14314.00 

4151.70 

3UUO 

960UO 

1960.60 

5930.60 

710.40 

46511.70 

1804.00 

6601.90 

4564.00 

1018.00 

17714.10 

0.00 

10]1.00 

1770.00 

16103.10 

615.60 

15587.50 

55156.50 

101.90 

JU56.3O 

4611.30 

5570.00 

1846.00 

1154.00 
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(b)(2)&(b)(7)(E)



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



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



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



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



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



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



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



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



WORKPLAN SUMMARY 1COMBINED OPERATIONS 
Workplan 0 .2009 (2009 Workplan) 

Dale: 09/171200802.30 PM RepDrt Type Complele Page '2 Df 120 

Report: FWF 118 

R.caion: CE REON I 2 3 5 

DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAWTESTS 

OPRNS OPR FTE'S OPRNS OPR nFS OPRNS OPR rrE'S OPRNS OPR fIE'S OPRNS OPR FTE'S 

FIELD TOTAL 6091 115.61 144 66.47 4613 11.07 314! 7.4' !IOO 1.4' 

FOOD SAFETVI(;OS 
1377 49.16 144 41.44 3321 15.79 27'11 6.25 7SO 0.94 

03 1892 40.31 144 3'.91 1975 10.05 IBIO 4.55 0 0.61 

tW 0 0.00 0 0.51 695 2.90 517 105 0 0.00 

07 a 0.00 a 0.00 l35 1.41 sa 0.19 a 0.00 

09 0 0.00 0 0.20 0 0.00 206 0.30 0 0.00 

I' 347 3.84 0 0.32 H 0.19 0 0.00 0 0.00 

11 106 4.31 0 2.21 251 1.16 46 0.11 "0 0.33 

19 32 0.57 0 0.22 20 0.09 34 0.05 a 0.00 

BIOLOGICS 630 19.94 0 1.46 0 0.00 0 0.00 a 0.00 

41 170 8.47 a 0.00 0 0.00 a 0.00 a 0.00 

42 440 19.75 a 1.23 a 0.00 a 0,00 D 000 

45 20 1.71 a 0.22 a 0,00 a 0.00 0 0.00 

HUMAN DRIIGS 
.06 41.09 0 10.19 366 l.94 IJ 0.25 0 0.00 

46 46 2.23 0 0.00 7 0.03 0 000 0 0.00 

41 IS) 13.28 a 0.00 0 0.00 a 0.00 0 0.00 

51 27 1.37 0 0.36 32 0.17 SO 0.16 0 0.00 

53 70 4.86 0 0.00 0 0.00 a 0.00 a 000 

56 476 25.11 a 8.76 310 1.67 33 0.09 0­ 0,00 

61 a 0.00 0 0.00 0 0.00 0 0.00 0 0,00 

lU 34 1.24 a 1.07 17 0,07 0 0.00 a 0.00 

II a 0.00 a 0.00 0 0.00 a 0.00 0 0.00 

ANIMALD&F 1564 1S.17 0 5.69 905 4.n 114 0.541 0 0.00 

61 30 1.76 a 0.00 0 0.00 0 0.00 0 0.00 

11 1$34 17.10 a 5.69 90S 4.18 214 0.56 a 000 

DEVICES" RAD H 115 39.56 0 6.70 11 0.15 177 0,411 ISO 0.54 

.1 4 0.06 a 0,00 0 0.00 a 0.00 0 0.00 

11 449 26.39 0 2.79 20 0.1' 171 0.40 0 0.00 

8J UI 11.14 0 0,00 0 0.00 a 0.00 0 0.00 

14 a 0.00 0 0.00 0 0.00 a 0.00 a 0.00 

85 56 0.40 0 U2 0 0.00 a 0.00 0 0.00 

86 H 1.57 0 2,09 I 0.00 a 0.00 150 0.54 



WORKPLAN SUMMARY 1COMBINED OPERATIONS 
Workplan 0 - 2009 (2009 Workplan) 

Dete 09/1712008 02.30 PM Report Type: Complete Page 53 of 120 

Report: FWF 118 

RClli",,; CE REClN 6 7 9 10 

IMPORT fiELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MIse FOREIGN INSPErnONS 

OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

FIELD TOTAL 0 1.07 319 ~9.34 140 1.01 1153 36078 473 17.11 

FOOD SAFETYICOS 0 1.07 0 II.!! III t.46 1153 17037 S6 \ 1.77 

03 0 1111 0 055 0 0.30 665 10. IS 56 1.71 

04 0 0.00 0 11.00 0 0.00 0 LSD 0 0.00 

07 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

09 0 0.00 0 0.00 II~ 1.04 0 0.00 0 0.00 

II 0 0.00 0 0.00 0 0.00 413 1MI 0 0.00 

11 0 0.00 0 0.00 0 0.00 m 0.24 0 0.00 

l' 0 0.00 0 0.00 9 0.12 0 0.00 0 0.00 

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 2.50 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0,00 0 2.50 0 0.00 

4S 0 0.00 0 0.00 0 0.00 0 0.00 0 000 

HUMANDRlIGS 0 0.00 329 36.50 17 US 0 1.06 l07 18.19 

46 0 0.00 17 2.35 0 0.00 0 0.00 51 ) 12 

.­ 0 0.00 0 0.00 0 0.00 0 0.00 '7 s.o2 

51 0 0.00 62 2.63 0 0.00 0 0.00 24 126 

53 0 0.00 0 0.00 0 0.00 0 0.00 3 019 

56 0 0.00 237 20.1ll 17 0.'5 0 1.06 166 •'9 
61 0 0,00 0 0.00 0 0.00 0 0.00 0 0.00 

63 0 0.00 13 0.22 0 0.00 0 0,00 0 0.00 

II 0 0.00 0 10.'0 0 0.00 0 0.00 0 0.00 

ANlMALDA ,. 
0 0.00 0 1.00 0 0.00 0 1.61 13 1.17 

61 0 0.00 0 0.00 0 0.00 0 0.00 II 1.04 

71 0 0.00 0 1.00 0 0.00 0 1.61 2 0.13 

DEVICES '" RAD H 0 0.00 0 0,30 0 0.00 0 4,4S 97 6.06 

II 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

12 0 0.00 0 0.30 0 0.00 0 0.00 69 4.72 

IJ 0 0.00 0 0.00 0 0.00 0 0.00 20 1.10 .. 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

IS 0 0.00 0 0.00 0 0.00 0 2,11 5 O.Ol 

16 0 0.00 0 0.00 0 0.00 0 2.34 ) 0.21 



Dele: 09/171200802:30 PM 

FlELD TOTAL
 

FOOD SAn:TYICOS
 

OJ
 

IIol 

D7 

D9 

II 

21 

29 

BIOLOGICS
 

41
 

41
 

45
 

HVMANDRVGS
 

4'
 

411
 

51
 

51
 

56
 

61
 

6J 

II 

ANlMALD .. r 

" 71
 

DEVICES .. RAD H
 

.1
 

11 

IIJ 

&4 

I!I 

" 

Tota' 

OPRYTE'S 

J99.69 

157.79 

lOU3 

16.95 

1.60 

J.55 

19.12 

&.411 

1.06 

JU9 

&.47 

13.49 

U4 

116.76 

7.73 

IUD 

5.95 

5.05 

66.63 

0.00 

1.60 

10.50 

JJ.DI 

2.10 

JO.17 

51.16 

0.06 

J4.74 

11.14 

0.00 

07 

6.7, 

WORKPLAN SUMMARY / COMBINED OPERATIONS 
Workplan 0 • 2009 (2009 Workplan) 

Report Type: Complete Pege 54 of 120 

Report: FWF 118 

PERSNHRS 

4DI5JJ.5O 

160212.60 

10590).00 

19n1.70 

1516.00 

1711.40 

22699.!O 

1056.00 

1035.00 

321'1.40 

1051.00 

21311.40 

1836.00 

119JJJ.J0 

7510.00 

17391.60 

6131.00 

41100.00 

68512.50 

D.DO 

1515.DO 

11390.00 

31325.40 

1664.90 

2966D.5O 

574'6.00 

62.40 

JJ6D9.90 

11614.90 

0.00 

5079.00 

7019.10 



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



WORKPLAN SUMMARY 1COMBINED OPERATIONS
 
Workplan 0·2009 (2009 Workplan)
 

~pon Type: Complete Page 73 of 120Date: 09/1712008 02:30 PM 
Report: FWF 118 

Resion: SE !lEON I 2 J 5 

DOMESTIC INSPECTlONS INVESTIOAnONS COM SAMPL COLL IMP SAMPL COLL FIELO EXAMfTESTS 

OPRNS OPR FTE'S OPRNS OPR nE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

IlJUD TOTAL JOU 101.57 8! 44.31 1501 11.69 3616 9.06 457 0.73 

FOOD SAFETYfCOS Ill8 16.11 85 JD.4S 1896 1.78 3350 8.14 356 0.38 

OJ 947 20.9S 15 28.71 9S7 4.76 2SS9 651 0 0.22 

cu 0 0.00 0 0.26 607 2.S9 65S 1.44 0 0.00 

OT 0 0.00 0 0.00 171 0.72 J7 0.08 0 0.00 

09 0 0.00 0 0.07 0 0.00 69 0.10 0 0.00 

II 330 3.6S 0 0.16 42 0.11 0 0.00 0 0.00 

11 33 1.36 0 0.93 101 0.48 12 0.02 JS6 0.16 

]9 18 0.32 0 0.26 II O.OS 18 0.03 0 0.00 

BIOLOGICS G8 19.95 0 1.00 0 0.00 0 0.00 0 0.00 

41 102 4.12 0 0.00 0 0.00 0 0.00 0 0.00 

42 310 13.76 0 0.81 0 0.00 0 0.00 0 0.00 

45 16 1.31 0 0.13 0 0.00 0 0.00 0 0.00 

HUMAN DRUGS 511 30.11 0 7.58 136 1.11 54 0.16 0 0.00 

46 28 1.36 0 0.00 4 0.02 0 0.00 0 0.00 

'" 94 8.40 0 0.00 0 0.00 0 0.00 0 0.00 

51 3 O.IS 0 0.23 3 0.02 J2 0.10 0 0.00 

53 14 0.91 0 0.00 0 0.00 0 0.00 0 0.00 

56 349 .1.19 0 6.19 198 LOS 22 0.06 0 0.00 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

6J 34 1.14 0 1.16 II 0.13 0 . ''''0.00 0 0.00 

sa 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

ANlMALD4' 337 4.56 0 0.'1 358 1.61 11 0.05 0 0.00 

61 13 0.73 0 0.00 0 0.00 0 0.00 0 0.00 

11 324 J.Il 0 0.68 3S1 1.62 II O.OS 0 0.00 

DEVICES" RAIl H 3911 1l.58 0 4.61 11 0.01 264 0.61 101 0.35 

II 3 O.OS 0 0.00 0 0.00 0 0.00 0 0.00 

112 

U 

2S9 

6S 

IS.64H. 0 

0 

2.04 

0.00 

II 

0 

0.01 

0.00 

264 

0 

0.61 

0.00 

0 

0 

0.00 

0.00 

84 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

15 45 0.33 0 1.34 0 0.00 0 0.00 0 0.00 

I' 26 0.7S 0 1.23 I 0.00 0 0.00 101 0.l5 



WORKl'LAN SUMMARY 1COMBINED OPERATIONS 
Workplan 0·2009 (2009 Workplanl 

Date: 0911712008 02:30 PM Report Type: Complete Page 74 of 120 

Report FWFl18 

R.cgillll: SE REGN 6 7 9 10 

IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPI. ANALYSIS MIse FOREIGN INSPECTIONS 

OPRNS OPR FTE'S OPRNS OPR fTE'S OPRNS OPRfTE'S OPRNS OPR fTE'S OPRNS OPR fTE'S 

FIELD TOTAL 0 0.'70 4117 SUI 4989 46,67 641 14.01 311 1'7.85 

FOOD SAFETY/COS 0 0.70 3530 ~.91 4931 46.04 641 19.15 31 t.Ol 

OJ 0 0.70 1184 15.12 3745 31.4\ 380 3.95 J2 1.0\ 

04 0 0.00 '93 3.91 757 8.4' 0 0.68 0 0.00 

0'7 0 0.00 538 2.74 115 0.61 a 3.20 0 0.00 

09 0 0.00 0 0.00 69 0.63 0 0.00 0 0,00 

II 0 0.00 69 0.47 0 0.00 193 10,14 0 0,00 

11 0 0,00 H4 11.71 m 4.49 68 0.59 0 0.00 

19 0 0.00 22 0.34 27 0,37 0 0.00 0 0.00 

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 3 0.14 

41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 0.00 3 0.14 

4S 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

HUMAN DRUGS 0 0.00 117 15.65 11 0.39 0 0.47 111 11.53 

46 0 0,00 0 0.10 0 0.00 0 0.00 42 2.30 

41 0 0.00 0 000 0 0.00 0 0.00 39 3.45 

51 0 0.00 0 0,16 0 0.00 0 0.00 15 0,79 

53 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19 

56 0 0.00 212 9.43 \2 0.39 0 0.47 Ill' ,",0 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0,00 

6J 0 0.00 U 0.26 0 0.00 0 0.00 0 0,00 

II 0 0.00 0 5.00 0 0.00 0 0.00 0 0.00 

ANlMALD& F 0 0.00 460 4.08 46 US 0 1.64 I 0.506 

61 0 0.00 0 0.05 a 0.00 0 0.00 4 0.38 

71 0 0.00 460 4.03 46 0.25 0 1.64 4 0.11 

DEVICES '" RAD H 0 0.00 0 0.00 0 0.00 0 1.65 506 3.61 

I' 0 0,00 0 0.00 a 0.00 0 0.00 a 0.00 

12 0 0.00 a 0.00 a 0.00 0 0,00 42 2.87 

13 a 0.00 a 0.00 0 0.00 0 0.00 II 0.54 

14 0 0.00 0 0.00 a 0.00 0 0.00 a 0.00 

15 a 0,00 0 0.00 a 0.00 0 1.40 0 0.00 

.6 0 0,00 0 0,00 0 0.00 0 1.2, 0.21 

\ 

..... ...,.j 



Dale: 09/1712008 02:30 PM 

R"Iicm: SE REON 

FIELD TOTAL 

FOOD SAFETYICOS 

03 

04 

07 

09 

II 

11 

U
 

BIOLOGICS
 

41 

41 

45 

HUMAN DRUGS 

..46 

51 

53 

5(; 

61 

" It 

ANIMALDAF 

6A
 

71
 

DEVlC~ A RAD H
 

II 

!1 

IJ 

14 

15 

86 

To"" 

OPR lITE'S 

311.11 

176.10 

114.16 

17.34 

7.41 

0.110 

15.U 

19.74 

1.J6 

11.09 

4,82 

14.77 

1.50 

61.10 

4.48 

I t.a5 

1.44 

1.16 

41.59 

0.00 

2.6A 

5.00 

IJ.41 

1.16 

11.26 

3J.49 

0.05 

11.14 

5.35 

0.00 

3.06 

3.711 

WORKPLAN SUMMARY I COMBINED OPERATJONS 
Workplan 0 - 2009 (2009 Workplan) 

Repon Type: Complete Paie 75 of 120 

Report: FWF1l8 

PERSNHRS 

117J11.50 

I91JJJ.10 

11I967.lIll 

19491.60 

8571.00 

906.60 

17337.00 

11604.10 

1454.40 

10010.30 

451UO 

14017.10 

1410.10 

67911.60 

4153.00 

IIZ§O.60 

U7I.GO 

1104.00 

41493.00 

0.00 

1601.00 

5900.00 

1l7811.40 

1I00.90 

11617.50 

13117.00 

46.80 

10559.90 

5082.50 

0.00 

3557.00 

3940.10 
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WORKPLAN SUMMARY 1COMBINED OPERAnONS 
Wor1cplan 0 • 2009 (2009 Workplan) 

Dale: 09/171200802:31 PM Report Type: Complete Page 94 of 120 

Report: FWF1l8 

Rc.ion: SW REGN I 2 4 5 

DO~nc INSPECTIONS INVESnOAnONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAMfTESTS 

OPRNS OPR rms OPRNS OPR F1C'S OPRNS OPR F1C'S OPRNS OPR FTE'S OPRNS OPR ITE'S 

FIELD TOTAL 3197 16,15 40 6UI 1143 10.11 5848 ll.JI 467 0.91 

FOOD SAn:TV/COS &37 17.48 40 39.11 1169 6.58 5614 11.73 370 0.57 

03 609 13.00 40 36.87 584 3.08 2660 6.S! 0 0.41 

04 0 0.00 0 0.18 416 1.90 2397 4.28 7 0.01 

07 0 0.00 0 0.00 210 0.88 173 0.36 0 0.00 

09 0 0.00 0 0.33 0 0.00 339 0.50 0 0.00 

18 160 1.98 0 0.00 21 0.09 0 0.00 0 0.00 

11 54 2.25 0 2.1' 129 0.51 35 0.05 363 016 

19 14 0.25 0 0.20 9 0.04 10 0.02 0 0.00 

BIOLOGICS 
Jl1 II.U 0 0.71 0 0.00 0 0.00 0 0.00 

41 101 4.81 0 0.00 0 0.00 0 0.00 0 0.00 

41 259 IU3 0 0.69 0 0.00 0 0.00 0 0.00 

45 22 III 0 0.10 0 0.00 0 0.00 0 0.00 

HUMAN DRUGS 3n n.31 0 3.15 162 0.16 39 0.11 0 0.00 

46 10 0.48 0 0.00 I 0.01 0 0.00 0 000 

48 92 8.20 0 0.00 0 0.00 0 0.00 0 0.00 

52 0.20 0 0.18 5 O.OJ 26 0.08 0 0.00 

53 4 0.28 0 0.00 0 0.00 0 0.00 0 0.00 

56 249 12.77 0 1.54 143 0.77 IJ 0.04 0 0.00 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 
.", 

63 IJ 0.44 0 0.43 13 0.06 0 0.00 0 0.00 

u 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

ANIMALD 10 , 
1247 13.35 0 J.70 704 J.11 40 0.11 0 0.00 

61 24 1.38 0 0.00 0 0.00 0 0.00 0 0.00 

71 Ill3 11.97 0 1.70 704 3.22 40 0.11 0 0.00 

DEVICES .. RAD H 
359 14.13 0 19.43 • 0.05 155 0.36 97 0.34 

I] S 0.08 0 0.02 0 0.00 0 0.00 0 0.00 

11 149 9.05 0 15.9. 7 0.05 155 0.36 0 0.00 

&3 56 4.20 0 0.00 0 0.00 0 0.00 0 0.00 

14 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

15 US 0.11 0 0.54 0 0.00 0 0.00 0 000 

16 24 0.63 0 2.1. I 0.00 0 0.00 97 034 

.~; ........... .... '
~-



WORKPLAN SUMMARY 1COMBINED OPERAnONS 
Workplan 0 - 2009 (2009 WorkpllUll 

Date: 09/1712008 02:31 PM Report Type: Complete PBge 95 of 120 

Report: FWF 118 

RqIOll: SW REON 6 7 8 9 10 

IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MIse fOREIGN INSPECTIONS 

OPRNS OPR. FrE'S OPRNS OPR FiE'S OPRNS OPR FiE'S OPRNS OPR FiE'S OPRNS OPR. FiE'S 

PlD.D TOTAL 0 I.51 7867 10.411 5155 50.71 m 30.36 166 15.77 

I'OOD SAFETY/COS 0 un 6759 61.79 .937 .9.39 790 11.51 18 0.57 

03 0 1.51 ISS6 16.18 HIS 26.15 3BO 4.78 II 0.57 

04 0 0.00 3839 41.37 1795 11.00 0 6.78 0 0.00 

07 0 0.00 267 1.36 218 1.29 0 0.10 0 0.00 

09 0 0.00 0 0.00 384 BI 0 0.00 0 0.00 

18 0 0.00 39 0.26 0 0.00 193 10.64 0 0.00 

11 0 0.00 10411 3.35 0 0.00 217 0.21 0 0.00 

19 0 0.00 18 0.27 25 0.34 0 0.00 0 0.00 

BIOLOGICS 
0 0.00 0 0.00 0 0.00 0 0.00 3 0.14 

.1 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 0.00 3 014 

45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

HUMAN DRlIGS 
0 0.00 135 1.11 6 0.19 0 0.10 119 11.75 

~ 0 0.00 0 0.99 0 0.00 0 0.00 33 LSI 

4B 0 0.00 0 0.00 0 0.00 0 0.00 50 4.42 

51 0 0.00 0 0.37 0 0.00 0 0.00 12 0.63 

53 0 0.00 0 0.00 0 0.00 0 0.00 4 0.25 

56 0 0.00 130 6.78 6 0.19 0 0.20 90 4.64 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

&J 0 0.00 5 0.09 0 0.00 0 ..... 0.00 0 0.00 

II 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

ANlMALD .. F 
0 0.00 963 1.87 21% 1.13 0 5.66 9 0.53 

68 0 0.00 0 0.19 0 0.00 0 0.00 2 0.19 

71 0 0.00 963 8.67 212 1.13 0 S.66 7 0.34 

DEVICES" RAD H 
0 0.00 10 0.53 0 0.00 0 J.92 47 2.79 

II 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

n 0 0.00 10 0.53 0 0.00 0 0.00 30 2.0S 

IJ 0 0.00 0 0.00 0 0.00 0 0.00 9 0.50 .. 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

85 0 0.00 0 0.00 0 0.00 0 0.69 5 0.03 

86 0 0.00 0 0.00 0 0.00 0 1.23 3 0.21 



Date: 09/171200802.31 PM 

RcJillll; SW REClN 

FIELD TOTAL 
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TOlal 
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J5J.lI1 

11l.01 

109.16 

71.60 

4.00 

Uo6 

1l.9. 

1.11 

1.11 

19.14 

4.11 

IU5 

1.98 

46.88 

J.19 

11.61 

1.49 

0.53 
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0.00 
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0.00 
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l.16 
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0.00 
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WORKPLAN SUMMARY I COMBINED OPERATIONS 
Workplan 0 • 2009 (2009 Workplan) 

Report Type: Complete Page 96 of 120 

Report FWF 118 

PERSNHRS 

J79575.8O 

ZJ66&J.JO 

117686.00 

"'114.90 

40434.00 

4919.60 

15049.00 

9150.10 

U09.6O 

11179.70 

4566.50 

11734.'0 

UJ78.6O 

457ZJ.10 

JUI.DO 

11916.10 

1411.00 

504.00 

17710.40 

0.00 

9&J.00 

0.00 

J5915.6O 

1669.40 

34)16.10 

43004.00 

"'.00 

J0181.9O 

4466.50 

0.00 

14'0.00 

5711.60 
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(b)(2)&(b)(7)(E)



(b)(2)&(b)(7)(E)
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WORKPLAN SUMMARY {COMBINED OPERATIONS 
Workplan 0 • 2009 (2009 Workplan) 

Dale: 09/1712008 02:31 PM Repon Type. Complete Page 11 S of 120 

Report FWF1l8 

Rqion: PA REClN I 2 4 

DOMESTIC INSPEcrIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAMfTESTS 

OPllNS OPR FTE'S OPRNS OPR FTE'S OPllNS aPR fTE'S OPRNS aPR fTE'S OPRNS OPR FTE'S 

PlEW TOTAL 4191 131.65 lSI 91.13 3A7 11.10 7731 lUI 758 1.15 

FOOD SAnTYICOS 1156 46.37 181 71.58 3073 13.93 7195 11.31 671 \ 0.80 

Q) 1676 JU6 10 68.79 1103 1.89 5675 14.19 0 0.51 

Q.4 0 0.00 0 0.14 811 3.06 993 2.18 8 0.01 

07 0 0.00 0 0.00 199 0.14 219 0.46 0 0.00 

09 0 0.00 0 0.20 0 0.00 204 030 0 000 

II 488 6,61 0 0.32 62 0.26 0 0.00 0 0.00 

21 69 2.S9 0 2.11 laS 0.13 6~ 0.12 663 0.29 

19 II 0.41 0 0.34 13 0.06 39 0.06 0 0.00 

BIOLOGICS 
347 IUD 0 1.71 0 0.00 0 0.00 0 0.00 

41 118 5.70 0 0.00 0 0.00 0 0.00 0 0.00 

42 219 9.14 0 Uil 0 0.00 0 0.00 0 0.00 

45 10 0.86 0 0.10 0 0,00 0 0.00 0 0.00 

HUMAN DRUGS 444 16.71 0 6.66 107 1.06 40 0.11 0 0.00 

~ 20 0.9'7 0 0,00 2 0.01 0 0.00 0 0,00 

... 91 8.15 0 0.00 0 0,00 0 0.00 0 0,00 

51 8 0.41 0 0.14 10 0.05 20 0,06 0 0.00 

53 28 1.95 0 0.00 0 0.00 0 0.00 0 0.00 

56 268 14,08 0 5." 146 0.79 20 0.06 0 0,00 

61 0 0.00 0 0,00 0 0.00 0 0.00 0 0.00 

lU 22 0.57 0 0.95 49 0.21 0 •... 0.00 0 0.00 

81 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

ANIMALD&V 
531 10,51 0 4.09 317 ..,7 136 0.36 0 0.00 

61 8 0.49 0 0.00 0 0.00 0 0,00 0 0.00 

71 524 10.02 0 4.09 387 197 136 036 0 0.00 

DEV1Crs & RAD H 
613 32.66 0 6,19 10 0.13 361 0.12 87 0.34 

II 4 0.07 0 0.00 0 0.00 0 0.00 0 000 

11 4Q.4 23.63 0 2.52 19 0.13 367 0.82 0 0.00 

13 100 7.04 0 0.00 0 0.00 0 0.00 0 0.00 

14 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

15 46 0.32 0 US 0 0.00 0 0.00 0 0.00 

86 59 1.61 0 2.52 1 0.00 0 0.00 81 034 



WORKPLAN SUMMARY I COMBINED OPERAnONS
 
Workplan 0 - 2009 (2009 Workplan)
 

Report Type; Complete Page 116 or 120Date; 091171200802:31 PM 
Report: FWF 118 

ROJilll1: PA REON 6 7 8 9 10 

IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANAL YSIS Mise FOR£lGN INSPECTIONS 

OPRNS OPR FTE'S OPRNS OPRFreS OPRNS OPR FrE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

flELD TOTAL 0 l.!11 311.1 4UI 10651 83.11 141 34.17 300 1606' 

FOOD SARTYICOS 0 1.59 17111 17.J5 996J 78.10 841 30.33 54 1.71 

OJ 0 1.59 1930 22.44 7234 53.91 18S 13.74 54 1.71 

04 0 0.00 643 3.13 2281 20.66 0 1.61 0 0.00 

07 0 0.00 71 0.36 202 1.20 0 1.00 0 0.00 

09 0 0.00 0 0.00 104 1.86 0 0.00 0 0.00 

II 0 0.00 62 0.42 0 0.00 202 12.3' 0 0.00 

11 0 0.00 0 0.00 0 0.00 3S5 1.S3 0 0.00 

19 0 0.00 13 0.20 42 0.57 0 0.00 0 0.00 

BIOLOGICS 
0 0.00 0 0.00 0 0.00 0 0.00 3 0.14 

41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 0.00 3 0.14 

45 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

HUMAN DRUGS 0 0.00 156 11.90 69 to!6 0 0.31 154 9.11 

411 0 0.00 a 1.29 0 0.00 0 0.00 30 1.64 

41 0 0.00 0 0.00 0 0.00 0 0.00 27 2.38 

51 0 0.00 0 0.74 0 0.00 0 0.00 9 0.47 

5J 0 0.00 0 0.00 0 0.00 0 0.00 3 0.19 

56 0 0.00 IJ2 7.46 69 1.S6 0 0.31 U 4042 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

13 0 0.00 24 0.41 0 0.00 0 0.00 0 0.00 

81 0 0.00 0 2.00 0 0.00 0 0.00 0 0.00 

ANlMALD .. ' 0 0.00 308 1.43 204 1.10 0 1.10 4 0.38 

611 0 0.00 0 0.03 0 0.00 0 0.00 4 0.38 

71 0 0.00 308 2040 204 1.10 0 1.l0 0 0.00 

DEVICES '" HAD " 0 0.00 0 0.00 421 1.96 0 UJ 85 5.J! 

It 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

n 0 0.00 0 0.00 421 2.96 0 0.00 63 4.31 

IJ 0 0.00 0 0.00 0 0.00 0 0.00 IS 0.80 

... 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

15 0 0.00 0 0.00 0 0.00 0 1.08 4 0.03 

" 0 0.00 0 0.00 0 0.00 0 1.4' 0.21 



Dele: 09/171200802.31 PM 

Regi...: PA REON 

FIELD TOTAL
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ANlMALD.&F 

6.1 

71
 

DEVICES.& RAD H
 

II 

11 

IJ 

84 

~ 

16 

Tolel 

OI'RrrE'S 

.oU' 
190.09 

111.11 

JU6 

J,86 

1.36 

19.99 

7.76 

I.~ 

IU4 

5.70 

1J.59 

0.95 

57.43 

3.91 

II.IJ 

1.17 

1.1~ 

34.16 

0.00 

loll 

1.00 

11.93 

D.!l0 

11.Q.4 

SO.99 

0.07 

307 

7.15 

0.00 

1.5. 
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WORKPLAN SUMMARY 1COMBINED OPERATIONS 
Workplllll 0 - 2009 (2009 Workplllll) 

Report Type' Complete Page 117 of 120 

Report: FWF 118 

PERSNHRS 

~S9154.10 

31U6UO 

137005.Jl1 

J67Q.4.90 

4154.00 

167~.60 

11118.00 

76Q.4.10 

17JI.70 

J7J~.70 

541J.OO 

11008.70 

903.00 

S6655.S0 

3719.00 

1057J,80 

1773.00 

1011.00 

34O&J.70 

0.00 

1118.00 

1360.00 

11336.SO 

151.10 

11.a5.Jl1 

50674.90 

61.40 

33763.60 

7~10 

0.00 

1997.00 

6396.10 



WORKPUN SUMMARY 1COMBINED OPERATIONS 
Workplan 0 - 2009 (2009 Worlcplllll) 

Dale: 09/171200802:31 PM Rl:pon Type: Complete Page 118 of 120 

Report: FWF 118 

I 2 3 4 ~ 

TOTAL FJELD OOMESllC INSPECTIONS INVESTJOA110NS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAMfTESTS 

OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPRFTE'S OPRNS OPRFTE'S 

FJELD TOTAL 18110 5I7.J6 600 370.45 14719 70.J0 16915 61.13 1905 4.11 

FOOD SA.FETYICOS IOB9 J'5.37 600 161.01 11130 5UJ 14776 56.91 1415 3.01 

03 61~0 132.77 600 2U2S 6235 31.63 16930 ~2.02 a t·GO 

D4 0 0.00 0 2.63 2871 \2.02 5~~9 11.01 25 0.02 

07 0 0.00 0 0.00 1000 ~.21 664 1.40 0 0.00 

09 0 0.00 0 1.14 0 0.00 1175 J.73 a 0.00 

II 1555 18.62 0 0.95 200 0.84 0 0.00 0 0.00 

11 294 12,20 0 9.'3 764 3.46 211 0040 2400 1.05 

29 100 1.79 0 UI 60 0.21 230 0.36 0 0.00 

BIOLOGICS 1013 9"'1 0 1.11 0 0.00 0 0.00 0 0.00 

41 553 26.92 0 0.00 0 0.00 a 0,00 a 0.00 

41 IlII 6-4.21 0 7.50 0 0,00 0 0.00 a 0.00 

45 '9 8.78 a 0.61 0 0.00 0 0,00 a 0.00 

HUMAN DRUGS 1415 144.61 0 JU1 1091 5.71 258 0.78 0 0.00 

46 120 5.81 0 0.00 17 0.09 0 0.00 0 0,00 .. ~90 43.66 0 0.00 0 0.00 0 0.00 0 0.00 

51 51 2.$8 0 1.00 62 0,32 140 0,44 0 0.00 

s:J 144 10.01 0 0.00 0 0.00 0 0.00 0 0.00 

56' 1S03 78.64 0 31.2~ 894 4.10 118 0.34 0 0.00 

'I 0 0.00 0 0.00 a 0,00 a 0,00 a 0.00 

6J' 117 3.91 0 4,09 1lS O,SO a 0.00 0 0.00 .. 0 0.00 0 0,00 0 0.00 0 0,00 0 0.00 

ANlMALD"'F JB30 4UI 0 IU1 1490 11.604 7~ .J.94 0 0.00 

68 79 4.60 0 0.00 0 0.00 0 0.00 0 0.00 

71 3"1 4'.32 0 19.22 2~90 11.64 740 1.94 0 000 

DEVlCrs '" RAJ) H Z50J J17~ 0 45.71 71 0.5% 1141 1.59 480 1.75 

II 21 0.34 0 0,01 3 0.03 0 0.00 0 0.00 

8Z 1487 87-'3 0 29.97 70 0.48 1141 2.~9 a 0.00 

13 4)3 31.52 0 0.00 0 0.00 0 0.00 a 0.00 

14 0 0.00 0 0,00 0 0.00 0 0.00 0 0.00 

15 364 2.'6 0 5.77 a 0.00 0 0.00 0 0.00 

" 191 ~.,. 0 9.96 , 0.02 0 0.00 480 1.7~ 



WORKPLAN SUMMARY'COMBINED OPERATIONS 
Worlcplllll 0 - 2009 (2009 WorlcplBll) 

Date: 09'1712008 02:31PM ~port Type: Complete Page 119 of 120 

Report: FWFl18 

6 7 a 9 10 

TOTALFltLD IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANAL YSIS MIse FOREIGN INSPECTIONS 

OPRNS OPRFTE'S OPRNS OPRFTE'S OPRNS OPRFre'S OPRNS OPRFTE'S OPRNS OPRF'TE'S 

FIELD TOTAL 0 6.74 11510 1'1.19 11513 156.47 4151 ISJ.JJ 1655 91.15 

moo SAn:n'/COS 0 6.74 14578 157.01 26461 236.J0 4151 ((US 100 6.31 

OJ 0 6.74 "07 66.61 1813' 152.2$ 1900 38.43 200 6.31 

04 0 0.00 5347 67.99 6040 61.75 0 11.62 0 0.00 

07 0 0.00 1000 509 664 3.94 0 ·4.$0 0 0.00 

09 0 0.00 0 0.00 117' 10.75 0 0.00 0 0.00 

II 0 0.00 200 1.36 0 0.00 1207 '8.83 0 0.00 

21 0 0.00 1~64 15.06 211 4.49 1145 3.09 0 0.00 

2t 0 0.00 60 0.92 230 3.12 0 0.00 0 0.00 

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 2.50 ](I 4.51 

41 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

41 0 0.00 0 0.00 0 0.00 0 2.50 21 2.26 

45 0 0.00 0 0.00 0 0.00 0 0.00 9 2.32 

KUMANDRUGS 0 0.00 951 HI.S!! 260 5.87 0 3.06 1011 6L34 

46 0 0.00 17 6.61 0 0.00 0 0.00 192 10.5 I 

41 0 0.00 0 0.00 0 0.00 0 0.00 210 IH.53 

51 0 0.00 62 ~.~2 I~O 2.67 0 0.00 69 363 

SJ 0 0.00 0 0.00 0 000 0 0.00 16 J.OI 

56 0 0.00 811 50.52 120 3.20 0 3.06 53' 27.65 

61 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 

63.. 0 

0 

0.00 

0.00 

59 

0 

1.00 

19.00 

0 

0 

0.00 

0.00 

0 

0 

0.00 

0.00 

0 

a 
0.00 

0.00 

ANIMAL 0 01 F 0 0.00 1850 17.46 720 4.03 0 10.70 40 3.15 

61 0 0.00 a 0.30 0 0.00 0 0.00 25 2.36 

71 0 0.00 1850 17.16 720 ~.03 0 10.70 15 0.79 

DtVlCrs 01 IlAD H 0 0.00 101 6.27 ((41 10.17 0 10.51 36J 11.71 

HI 0 0.00 3 0.01 0 0.00 a 0.00 0 0.00 

11 0 0.00 62 3.06 1141 10.27 0 2.3~ 2S1 17.18 

IJ 0 0.00 0 0.00 0 0.00 0 0.00 65 H9 

14 0 0.00 0 0.00 0 0.00 0 4.72 0 0.00 

II! 0 0.00 0 0.00 0 0.00 0 6.17 14 0.10 

16 0 0.00 136 3.11 0 0.00 0 7.J6 33 2.02 



D8lc: 09/171200802:31 PM 

FIELD TOTAL 

FOOD SAFETY/COS 
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BIOLOGICS
 

<41 
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HUMANDRUCS 
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51 
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63 
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ANIMALlJ &I'
 
"
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DEVICES II RAJ) H
 

II 

.1 

13 

IU 

15 

16 

OPRPTE'S 

1171.1. 

1061.71 

714.00 

167.lM 

19.13 

lJ.61 

10.60 

<49.2. 

1.05 

115.10 

lUI 
71\..7 

11.11 

339.15 

lJ.Ol 

61.19 

15.06 

11.01 

199." 

0.00 

9050 

19.00 

U8.07 

1.1' 

110.11 

lJ8.01 

0.<47 

15MI 

35.01 

4,71 

14.5' 
19.11 

WORKPLAN SUMMARY 1COMBINED OPERATIONS 
Wortplan 0 • 2009 (2009 Workplan) 

Report Type: Complete Page 120 Dr 120 

Report: FWFl18 

PERSNHR 

1960100.50 

1l.713UO 

767156.50 

191M4.10 

111%.00 

150411.00 

91587.50 

51666.80 

1569.00 

109lJUO 

15573.J0 

71M<4.00 

IlU7.1O 

339756.10 

11031.00 

59015.70 

150401.00 

I~.OO 

101089.<40 

0.00 

9158.00 

11.10.00 

1106n.00 

6901.00 

113737.00 

14313UO 

"7.50 

l504911.60 

)]157.30 

5570.00 

1695'.00 
31963.00 
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DEPT OF HEALTH & HUMAN SERVICES 
/._~ FOOD & DRUG ADMINISTRATION 
I"...4 PROGRAM PLANNING & WORKFORCE 
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Center for Food Safety &Applied Nut.ri~ion
 
PROGRAM DESCRIPTIONS
 

FY2009
 

PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO. 

03003.A Import Acidified and low-Acid Canned Foods FC-1 
03037,8,D Domestic and Imported Cheese and Cheese Products FC-2 
03803A Domestic Acidified and low-Acid Canned Foods FC-3 
03803 Domestic Food Safety FC-4 
03819A Import Foods - General FC.s 

03842 Domestic Fish and Fishery Products Inspection Proaram FC,,", 

03844 Import Seafood Program FC-7 
03847H Juice HACCP Inspection ProQram FC-8 
03F098, 
03F100 

Import and Domestic Produce Assignments FC-9 

03R816 Methods Validation/Development ProQram FC-10 
03R233 Foreign Inspections/Assesments FC-11 
03R843 Contract Management FC-12 
03RB45 Food Defense FC-13 
04004A,D Pesticides & Industrial Chemicals in Domestic & Imported Foods FC-14 
04018 Chemolherapeutics in Seafood FC-15 
04019A,B,C Toxic Elements in Food. Foodware. and Radionuclides in Foods FC~16 

04839 Total Diet Study FC-17 
04F800 Field Assignments for Chemical Contaminants FC-1B 
O4R816 Methods ValidationlDevefooment Proaram FC-19 
O4R838 Forensic Evaluation and Sample Analysis FC-20 
07001 IMvcotoxins in Domestic and Import Foods FC-21 
07R816 Methods Validation/Development Proaram FC·22 
09006A,B Imported Foods - Food and Color Additives FC·23 
18002 Retail Food Protection - State ProQram FC-24 
18003 I(NCIMS) Milk Safety ProQram FC-25 
18004 Molluscan Shellfish Evaluation Proaram FC-26 
18029A-F Interstate Travel Program - Conveyances and SUPPOrt Facilities FC-27 
21002 Medical Foods - Domestic and Import FC-28 
21003 Field AssiQnments for Economic Fraud FC-29 

21005 
Domestic & Import NLEA Nutrient Sample/Analysis & General Food Labeling 
Program 

FC-3D 

21006 Infant Formula - Domestic and Import FC-31 
21008 Dietarv Supplements - Domestic and Import FC-32 
21839 Selected Nutrients in Food Survey· Total Diet FC-33 
21R816 Methods Validation/Develooment Program FC-34 
29001 Cosmetics: Domestic and Import FC-35 



Center for Biologics Evaluation & Research )
PROGRAM DESCRIPTIONS
 

FY2009
 

PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO. 

41002B,C,D 
Inspection of Human Cells. Tissues, and Cellular and Tissue-Based Products 
,HCT/Ps) 

BI-1 

41808,41809, 
41810,41811 

} 

GLPs (Nonclin. Lab), IRBs, Spon/Mon/CROs, Clinical Investigators (PDUFA) BI-2 

42001F,G Inspection of Licensed and Unlicensed Blood Banks BI-3 
42002F,G Inspection of Source Plasma Establishments BI-4 

42007, 
42RB33, 
42R824, 
99R833, 
41R824, 
45R824 

Examination of Biological Products Offered for Import BI-5 

42008,A Inspections of Licensed Viral Marker Test Kits BI-6 
42809,42810, 
42811 

IRBs. Spon.lMon.lCROs, Clinical Investigators (PDUFA) BI-7 

42845A,B,C Inspection of Medical Device Manufacturers (Bioloqics) BI-8 
42848A,F,G Inspections of Plasma Derivatives of Human Origin BI·9 
45809,45810, 
45811 

IRBs, Spon.lMon.lCROs, Clinical Investigators (PDUFA) 81-10 

45848A,F,G Inspection of Licensed AlJerqenic Products 81-11 

45848B,C,D Inspection of Licensed Vaccine Products 81-12 



Center for Drug Evaluation &Research
 
PROGRAM DESCRIPTIONS
 

FY2009 

PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO. 

46832B,C NDA Pre-ApprovallnspectionsllnvestiQations - Domestic (PDUFA) HD-1 
46832B,C NDA Pre-Approvallnspectionsllnvestil:lations - Foreign (PDUFA) HD-2 
48001/A In Vivo Bioequivalence (PDUFA) - Domestic ~ 

In Vivo Bioequivalence (PDUFA) - Foreign Inspections 
Good Laboratory Practice (Nonclinical Laboratory) 
Institutional Review Boards (IRS); Radioactive Drug Research Committee (RDRC) 

HD-3 
48001/A HD-4 
48808 HO·5 
48809,A HD.& 
48810­ Sponsors. Contact Research Organizations, & Monitors 

Clinicallnvestiaators 
ANDA - Pre-Approvallnspections/lnvestigations - Domestic 
ANDA - Pre-Approvallnspectionsllnvestigations - Foreil:ln 
Enforcement of the Adverse Drug Experience Reporting Regulations 

HD-7 
48811 HD-8 
52832 HD-9 
52832 HD-10 
53001A,B HD-11 
56002A-F Drug Process Inspections 

Foreian Drug Inspections 
Drug Product Surveillance 
Drug Quality Reporting System - OQRS NDA-Field Alert Reporting 

HD-12 
56002A-F HO-13 
56008A,C HD·14 
56021A,B HD-15 
56022 Enforcement of the Prescription Drug Marketing Act (PDMA) 

Pharmacy Compounding Assignments 
Evaluation and Sample Analysis 
Internet. Health Fraud, and OTC Monographs 
New Drug (Prescription) Without Approved NDAs 
Shelf Life Extension Projects 

HD-16 
560015 HD-17 
56R838 HD-18 
63001A HD-19 
63002 HD-20 
88­ HD-21 



Center for Veterinary Medicine ) 
PROGRAM DESCRIPTIONS 

FY2009 

PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO. 

68001 NADA Pre-Approval Inspections 
Good Laboratory Practice (Non-clinicallaboratory) 
Sponsors, Contact Research Organizations, and Monitors \ 

AD-1 
68808 AD-2 
68810 AD-3 
68811 Clinical Investigators 

Animal DruQ ManufacturinQ InspectionsfType A Medicated Articles 
AD4 

71001 AD-5 
71003 Feed Contaminants 

Feed Manufacturing 
Illegal Drug Residues in Meat and Poultry 
SSE/Ruminant Feed Ban Inspections 

AD-& 
71004 AD-7 
71006 AD-8 
71009 AO·9 
71R816 Methods Validation/Development Program 

Forensic Evaluation and Sample Analysis 
Center Initiated Assignments, Pandemic Preparedness 

AD-10 
71R838 AD-11 
71V800 AD-12 

•
 

)
 



Center for Devices & Radiological Health
 
PROGRAM DESCRIPTIONS
 

FY2009
 

PAC CODE FDA COMPLIANCE"PROGRAMS AND ASSIGNMENTS PAGE NO. 

81010 Medical Device Problem Reporting - MDR Follow-up 
MonitorinQ Devices of ForeiQn Origin - Import 
Inspection of Medical Device Manufacturers ~ 

Condom Assignment 
Manufacturers and Importers of SurQicaVExamination Gloves 

DE-1 
82008 DE-2 
82845 DE-3 
82Z002 DE-4 
82Z003 DE-5 
82Z800 Center Initiated Assignments 

Methods Validation/Development Program 
Forensic Evaluation and Sample Analysis 
Medical Device Premarket Approval and Postmarket Inspections 

DE-6 
82R816 DE-7 
82R838 DE-8 
83001 DE-9 
83808, 83809, 
83810,83811 

Bioresearch Monitoring DE-10 

84Z002 Test Method Development and Evaluation 
Methods Validation/Development Program 
Mammography Facilities Inspection Program 

Inspection and Field Testing of Radiation-Emitting Electronic Prouducts 

DE-11 
84R816 DE-12 
85014 DE-13 

86001, 86002, 
86004 

DE·14 

86003 
Inspection of Manufacturers (Foreign and Domestic) & Field Compliance 
Testing of Diagnostic X-Rav EauiDment 
Compliance Testing of Electronic Products at WEAC 
Imported Electronic Products 
Radiological Health Control Activities 

DE-15 

86006 DE-16 
86007 DE-i7 
86008,86009 DE-iS 



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

1. PROGRAM/ASSIGNM9IT TmE 2. PPS PROJECT NAMeNUMBER 

Import Acidified and Low-Aci<.l Canned Foods, CP 7303.003 Foodborne Biological Hazard;; - 03 

3. PROGRAM TYPE: WCOMPlIANCEPROGRAM D PROGRAM CIRCULAR D ASSlGNM9IT 

4. OBJECTIVES 

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

, 
5. PROGRAM JUSTIACATION 

Acidified and Low-Acid Canned Foods continue to be the source of sporadic problems from improper processing (e.g.) under-
processing, inadequate pH or Aw control, leakage). Inspections of foreign firms have shown many flTI11s (and their products) to be 
out of compliance with 21 CFR Parts 108, 113 and 114. 

The number of foreign AF/LACF flTI11s submitting registrations has been increasing significantly each year. In FY 2009 the hours 
planned for investigations increased to 6400. Additional time will be used for increased field exams such as pH determination and can 
examinations. 

6. AaD OBUGATIONS 

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

All import field exams are to routinely include: pH determination, can examination and verification that the imported product is the 
same as that which was declared (reconciliation exam); an assessment of security concerns related to labeling and source country 
(including container integrity, signs of intentional adulteration, etc.); and traditional safety concerns. These activities are to be 
reported as a single import field exam under this compliance program and PAC. Only one exam should be reported per line entry. 
Only in the event of a pre-determined" for cause" CT exam, or in the event CT suspicions are raised conducting routine work 
requiring follow-up, should an additional exam and time be reported under the CT PAC (03R845, 04R845, etc.). See 10M Section 
5.4.1.4 for additional information on Food and Cosmetic Defense Activities. 

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

7a SELECTION OF ESTABUSHM9ITS TO BE NA 0 BY DISTRICT OFAce D BY CENTER D BY BOTHCOVERED: 

b. INSFETION TYPE: NA D COMPREHENSIVE D ABBREVIATID D DIRfCTED 

c. PRODUCT (5) d. INDUSTRY/PRODUCT CODE (5) 

Refer to Compliance Program (7303.003) 03-04,09, 12-18,20-25,27.29,30-31,33-41 

B. EXAM TYPE: 0CH~ICAL ~ MICROBIOLOGICAL o PHYSICAL D ENGINEERING 

D MICROANALYTICAL o OTHERS (Spedfy) 

I. CHECK THE FOlLOWING ATTABUTES 

pH, water activity, salinity, soluble solids. 

g. SFECIAL fOUIf'M9IT, METHODS. AND HANDUNG 

See Compliance Program 
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2. I'MS PROJECT NAME'lNUMBER 1. PROGRAM/ASSIGNMENT TITlE 

Foodborne Biological Hazards - 03 
03037, 03R839 
Domestic and Imported Cheese and Cheese Products 

)3. PROGRAM TYPE: [i] COM FlIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

4. OBJECTIVES 

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

Inspection and analytical resources have been planned separately for out break and emergency operations (PAC 03R839). 

} 

5. PROGRAM JUSTIFICATION 

Cheese and cheese products have been demonstrated to contain pathogenic microorganisms and to came human illness.
 
Also, a nwnber of deaths have been associated with the consumption of certain cheeses. Due to continuing microbiological problems
 
associated with cheese and cheese products, the Compliance Program covers domestic and imported cheese and cheese products for
 
microbiological as well as phosphatase and filth analysis.
 

6. Flao OBliGATIONS 

The field is requested to conduct inspections of domestic cheese manufacturers and, as necessary, sample collections and analyses to
 
document &. sJfport inspectional findings. The field is also reCl,uested to conduct sample collectIOns and analftses of i~rted cheese
 
focusing on so cheese as high priority. Refer to the guidance In the Compliance Program refiarding the col ection of omestic
 
sam~les not resulting from inspections. Collection and analysis of environmental samples wi be conducted in appropriate firms.
 
CF AN will issue separate instructions for this type of sampling.
 

As in FY 08: High Risk f"JrnlS whose last inspection was NAI may be placed on a 3-year inspection frequency.
 
Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN.
 
Such initiatives will be reported WIder, and credited 10, the Program PAC unless otherwise directed.
 

NOTE: (For specialized micro testing below, see c:omplianc:e program or c:ontact DFS for additional deiaUs)
 

DEN will perform Salmonella serotyping for isolates originating from the following labs: DEN, SAN, PRL-SW, PRL-NW.
 

ARt will perform Salmonella serotyping for isolates originating from all labs: ARL, SRL, NRL
 

78. SELECTION OF ESTABLISHMENTS TO BE 
COVERB): ~ BY DISTRICT OFFICE BY CENTER DBYBOTHD 
b. INSPe::T10N TYPE: o COM~ENSIVE o ABBREVIATED [!]OIRECTB> 

c. PRODUCT(S) 

Hard and Soft Cheeses 

d. INDUSTRY/PRODUCT CODE(S) 

12 

e. EXAM TYPE: GJ CHI;MICAL 

o MICROANALYTICAL 

,. CHECK THE FOLLOWING ATTRJBUTES 

o MICROBIOLOGICAL 

o OTH~ (SpecJfyJ 

o PHYSICAL o ENGINEERING 

Salmonella, Listeria, ~. coli, Enterotoxigenic E. Coli (ETEC), Enterohemmorhagic E. Coli EHEC 01S7:H7 - S. Aureus, 

And Phosphatase and Filth 
g. SPECIAL mUIf'tAEHT, METHODS, AND HAHDUNG 

See Compliance Program. 
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2. F'PS PROJECT NAMBNUMBER1. PROGRAM/ASSIGNMENT mLE 
Domestic Acidified and Low-Acid Canned Foods, CP 7303.803A, Foodbome Biological Ha7Jlfds • 03 

3. PROGRAM TYPE: [iJ COMPlIANCE PROGRAM o PRClGRAM CIRCULAR D ASSIGNMENT 

4.0aJECTIVES 

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

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

} 

5. PROGRAM JUSTlACATION 

Low-Acid Canned Foods: Inspections conducted in prior year's programs have demonstrated that the degree of compliance with 

low-acid canned food regulations relate directly to the degree of freedom from ha7Jlfd to consumers found in the food produced. 

High risk industry segments, identified under previous programs, as well as re.inspection of the remaining portions of the 

industry are needed to establish and maintain compliance with the low-acid canned food regulations. 

Acidified Foods: The program is needed to ensure that the acidified food industry's degree of freedom from public health hazard 

continues and to monilor industry's compliance with the acidified food regulations. To identify needed regulatory action to prevent 

hazard to health and identify any problem areas which need emphasis in future programs. 

6. Aao OBUGAnONS 

Firms in compliance and that have not registered new products nor significantly changed a current process, may be inspected on a 3­
year frequency. Special situation fmns are to be inspected according to the guidance in lhe compliance program (see program). It is 
estimated that 360 FDA inspections are needed to fulfill program obligations in FY 09. State contract inspections are to be used to 
increase frrm coverage under this program. 

State inspections may be conducted in addition to the number of inspections assigned per district. Resources include coverage of food 
security issues (see 10M) at domestic processors. 

Surveillance activities planned under this program may be pre~mpted by enforcement initiatives agreed upon by ORA and CFSAN. 
Such activities will be reported under, and credited lo, the Program PAC unless otherwise direcled. 

78. saECTION OF ESTABlISHMENTS TO BE 
COVERED: o BY DISTRICT OFACE D BY CENTER D BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE D ABBREVIATED D DIRECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT (5) 

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

8. EXAM TYPE: I2J CHEMICAL GJ MICROBIOlOGICAL o PHYSICAL D ENGINEERING 

o MICROANALYTICAL D OTHERS (Spedfy) 

r. CHECK THE FOL1.0WlNG ATIRlBUT£S 

Water Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Determination. 

g. SPECIAL [QUIR.1EJn, METHODS. AND HANDLING 

See Compliance Program 

FORM FDA 2621 (7119) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC=3 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PflOJe::T NAMflNUMBER 

Domestic Food Safety Foodbome Biological Hazards­ 03 
03803, 03R839 . 

3. PROGRAM TYPe: WCOMPUANCE I IfROGAAM oASSlGNMelT 

4.0BJB:TIVES 

To assure that domestic establishments involved in the production, storage and distribution of food products are in
 
compliance with the FD&C Act and regulations promulgated under the Act.
 
The top program priority for FY 2009 remains to inspect all high-risk flfJlls annually.
 

Ample resources have been provided to cover the full high-risk inventory covered by this program as well as to accomplish
 
other ~ogram objectives (see compliance rrogram). Non-clinical Good Laboratory Practices inspections, which will be directed by

CFSA ,with the appropnate distrIct, wil also be covered by the resources planned in this program. Utilize available state
 
contract inspections to augment district coverage under this program.
 
Resources from this program may be directed to monitor chicken ~ for Salmonella Enleritidis and for follow-up
 
Assignments. Also, resources needed for inspections of domestic lfJIlS for FDA E. U. certification will be taken from this
 

r~:~urity issues are to be covered during all inspections (See 10M). 
~
 

Inspection and analytical resources have been planned separately for outbreak and emergency operations (pAC 03R839).
 

5. PROGRAM JUSTIRCATION 

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

EI. ABD OBlIGATIONS 

To conduct domestic inspections, focusing on high-risk firms and allergen firms with additional pro~am resources to provide
 
coverage with the priorities and objectives of the compliance program. Districts with state contract ood inspections are to utilize
 
them in proraam coverage of high-risle, allergen, and other firms. Resources Rrovide for sample collections and analyses are
 
projections ased on recent data, and not absolute worJcplan obligations. Co eetion and analtsis of environmental samples will be
 
conducted in appropriate flTJDs. CFSAN will issue separate instructions for this type of samp ing.
 

Currently, allergen surveillance inspections are on hold pendin~ fmali~tion of the Agency's allergen enforcement strategy. The
 
field may do "for cause" allergen inspections as needed, but on y proceed with surveIllance inspections when new allergen
 
guidance is issued by CFSAN.
 
NOTE:
 
Confirmation tests for Clostridium botulinum, Yersinia enterocolitica will be split between SRL & Pacific Regional Laboratory-

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

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

IBY DISTRICT
7a. saECTION OF ESTABUSHMENTS TO BE COVERED: X OFRCE BY CENTER BY BOTHI D D
b. INSPECTION TYPE: I X ICOMPREHENSIVE o~B8REVIATE oDIRECTED 

c. PRODUCT (5) 

All Food Products (Except ]2 & 16) 

d. INDUSTRY/PRODUCT CODE (5) 

02-11, 13-15, 17-41,45-46,50 

II. fJeAM TYPE: I 
I 

X 

X 

ICHe.'IlCAl I 
IMICROANALYTICAL I 

X IMICROBIOlOGICAL 0 PHYSICAL 

IOTHERS (Specify) 

oENGlNEfHNG 

r. CHECK THE FOLLOWING ATTRIBUTES 

Filth, Decomposition and Microbiological Contamination (See Compliance Program) 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See compliance program. 
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(b)(2)&(b)(7)(E)

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

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

1. PROGAAM/ASSIGNMENT TITlE 2. PPS FInIB:T NAM£lNUMIIER 

Import Foods ­ General Foodborne Biological Hazards - 03 
03819 

3. PROGRAM lYPE: W COMPlIANCE PROGRAM IPROGRAM CIRCUlAR o ASSIGNMENT 

.c. OBJECTIVES 

To examine im~rted foods to determine if they are in compliance with the requirements of the FD&C Act and the regulations
promulgated under this Act To prevent the entry into the United States of imported foods that are found to be out of compliance, and 
to I?Ufsue appropriate regulatory ~emedies, including.compli~ce actions as well as proactive strategies, (e.g., DWPE, other broad-based 
actIons) to ensure that future entrIes of products are ill comphance. 

5. PROGRAM JUSTIACATION 

Imported products must comply with the provisions of the FD&C Act and the regulations/action level guidelines, concerning 
microbiological contamination and filth related to health ba7Mds and disease vectors. FDA must assure that such products fOWld to be 
adulterated or misbranded are removed from the marketplace. Articles offered for import are subject to refusal of admission into the 
U.S., if they appear to contain a poisonous and deleterious substance, which may render them injurious to health, or not in compliance 
with the FD&C Act, PHS Act. and regulations promulgated there under. 

6. Aao OBlIGATIONS 

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

Districts should emphasize priority products from CFSAN's Import Risk-Based Priorities List. Districts should deemphasize coverage of 
products that are not consistent with priorities noted in the list. 

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

NOTE TO LABS: (see compliance program or ranbet DF'S for additional details) 

DEN will perform Salmonella antibiotic resistance testing. 
Salmonella Isolates from NRL, SRL and ARL will be serotyped in ARL. 
Salmonella Isolates from SAN, PRL-NW, PRL-SW and DEN will be serotyped in DEN. 

78. SRECTION OF ESTABlISHMENTS
TO BE COVERED: 

NA IOFFIBY DlcST e R1CT D BY CENTER D BY BOTH 

b. INSPECTION lYPE: NA ICOMPREH9ISIVE D ABBREVIATB:l o OIRB:TB:l 

c PRODUCT(S) d. INDUSTRY/PRODUCT COD£($) 

All Food Products (except industry code 12, 16,40,41) 02-09, 13-15, 17-39,45-54 

e. EXAM lYPE: o CHe.4ICAL L...-_x__1MICROBIOLOGICAL D PHYSICAL D ENGINEEfllNG 

o MICROANALYTICAL IOTHERS (Spedty) 

r. CHECK THE FOLLOWING ATIRiBUTES� 

Microbiological Contamination. Filth, and Decomposition (See Compliance Program)� 

g. SPECIAL EQUIPMENT, METHODS. AND HANDUNG� 

See Compliance Program.� 
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2. PPS PROJECT NAMeNUMBER1. PRQGRAM/ASSIGNMefT TTTLE 

Foodbome Biological Hazards - 03 Domestic Fish and Fishery Products Inspection Program 
_.(03842, 03R839) ­ ) 

3. PROGRAM TYPE: [!] COMPlIANCE PROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

<t. OBJECTIVes 

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

Inspections and analytical resources have been planned separately for out break and emergency operations (03R839). 
~ 

5. PROGRAM JUSTIACATION 

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

6. AaD OBlIGATIONS 

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

HACCP verification samples are not to be routinely collected. 

Colleclion of environmental samples will be conducted at Ready-to-eat (RTE) fllDlS. CFSAN will issue separate instructions for
 
collecting environmental samples.
 

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

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

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

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

7a. SELECTION OF ESTABUSHMefTS TO BE
 
COVERED:
 o BY DISTRICT OFFICE D BY CENTER o BY BOTH 

b. INSPECTION TYPE: o COMPRefENSlVE D ABBREVIATED o DIRSCTB> 

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

16Domestic Fish and Fishery Products 

e. EXAM TYPE: 12] CHEMICAL o MICROBIOLOGICAL o PHYSICAL D ENGINEERING 

12] MICROANALYTICAL o OTHERS (SpecJfy) (PSP, ASP, Standards, Economic Deception, Labeling) 

r. CHECK THE FOLLOWING A.TTRlBl1Tes 

Refer to the Fish & Fisheries Products Hazards & Controls guidance manual (most recent edition) for hazards associated 

with each specific seafood product. 

9 SPECIAL BJUIF'MENT, METHODS, AND HANDLING j 
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1. PROGRAM/ASSIGNMENT TITLE 2. Pf'S PROJECT NAM£lNUMBER 

Import Seafood Program Foodborne Biological Hazards· 03 
03&44 

3. PROGRAM TYPE: Q COMF'lIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJ~TIVES 

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

5. PROGRAM JUSTIACATION 

Imported products must comply with the provisions of the FD&C Act and its regulations. ~The Agency approach incorporates both
 

sample collection/analysis and HACCP review by investigators, specially trained in HACCP, of importers' records for safety.
 

The HACCP review is conducted to ensure that each importer has and is using verification procedures
 

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

6. Aao OBUGATIONS 

The field will continue to collect samples from import lots. It is important lIIat the field base their sampling on the priorities as listed 
in the current compliance program. It is equally important that products be analyzed for lIIe health hazard as identified in the HACCP 
Guide. Raw shrimp should be analyzed for undeclared sulfites, not for micro. Note: Raw seafood is to be analyzed for MICRO 
only if it is known that the particular lot of seafood is to be consumed raw. 

HACCP trained investigators, will review importers' written verification procedures, product specifications and affirmative step 

documents, which demonstrate that the foreign processors' product was produced under HACCP, Food Safety Hazards Prevention 

Program. Inspectional priorities should be based on those listed in the current compliance program. 

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

NOTE: Animal conflJ1Tlation tests for PSP, NSP, cigualera toxin and botulinum toxins will be done at ARL for all regions. 

71. 5aECTION OF ESTABlISHMENTS TO BE 
COVmED: o BY DISTRICT OFFlCE D BY CENTER D BY BOTH 

b: INSPECTION TYPE: o COM~ENSIVE D ABBREVIATED D DIRECTED 

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

Seafood Products 16 

e. EXAM TYPE: o CHS\AICAL o MICROBIOlOGICAL o PHYSICAL D ENGINEERING 

o MICROANALYTICAL o OTHERS (Specify' (pSP, ASP, Standards, Labeling) 

r. CHECK THE FOLLOWING ATIRiBUTES 

Refer to the Fish & Fisheries Products Hazards & Controls Guidance Manual (most recent edition) for hazards associated with 

each specific seafood product. 
g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

See Compliance Program. 
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1. PROGRAMfASSlGNMBfT TITLE 2. f'PS PROJECT NAMSNUMBER 

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

3. PROGAAM TYPE: GJ COM PlIANCE PROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

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

S. PROGRAM JUSTIACATION 

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

FDA is rernsible for assuring that~ujce processing fmns establish and implement the princ~les ofHACCP. HACCP plans

must inelu e a minimum five-log pa 0Sen reduction process control (or performance standar ) for juices that are not thennally
 
processed concentrates or that are not s elf-stable according to the regulation. The collection of verification samples will be
 
conducted to help validate the fum's HACCP plans.
 

8. REl.D OBUGATIONS 

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

Resources have been provided for "for cause" samples. 

State inspections may be conducted in addition to the nwnber of inspections assigned per district. Resources have also been added 
to cover food security issues (see 10M) at domestic processors. 

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

7a SaECTION OF ESTABlISHMENTS TO BE Q BY DISTRICT OFACE o BY CENTER D BY BOTHCOVERED: 

b. INSPECTION TYPE: Q COMPRelENSlVE D ABBREVIATED D DlRECTB> 

c. ~DUCT(S) 

Juice Products 

e. EXAM TYPE: o CHEMICAL 

o MICROANALYTICAL 

r. CHECK THE FOllOWING ATIRIBUTES 

Refer to compliance program. 

o MICROBIOLOGICAL 

o OTHERS (Specify) 

d. INDUSTRY/PRODUCT CODE (5) 

20-22, 24, 25 

D PHYSICAL D 9IGlNEERlNG 

Importer Verification ofHACCP 

g. SPECIAL mUIPMENT. METHODS. AND HANDUNG 

Refer to Compliance Program. 

FOAM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC..a 
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2. PPS PROJECT NAMEfNUMBER1. PROGRAM/ASSIGNMENT TITLE 

Foodborne Biological Hazards - 03 
03F098 (Domestic). 03FlOO (Import) 
Import and Domestic Produce Assignments 

3. PROGRAM TYPE: o COMPUANCE PROGRAM D PROGRAM CIRCULAR WASSIGNMENT 

4. OBJECTIVES 

To collect and anaaze selected types of soft produce of domestic and foreign origin for pathogenic microorganisms as needed and 
directed by CFSA assignments. 

~ 

5. PROGRAM JUSTIRCATION 

The number of illnesses and deaths related to foodbome illness, due to the presence of microbial pathogens have reached an
 
unacceptably high level in the U. S. The President and Congress have recognized this problem and proposed and funded a Food Safety
 
Initiative to better defme the extent of the problem. and to promote an effective approach to ameliorate it.
 
Produce continues to be one of the major contributors to outbreaks.
 

8. FIB.D OBlIGATIONS 

To collect samples and perform analyses as specified in the FY 09 produce assignments issued by CFSAN. 

7a. SB.ECTION OF ESTABUSHMENTS TO BE NA D BY DISTRICT OFRCE D BY CENTER 12] BY BOTHCOVERED 

b. INSPECTION TYPE: NA 0 COMPRelENSIVE D ABBREVIATED ~DIRECTED 
d. INDUSTRY/PRODUCT CODE{S)c. PRODUCT(S) 

20-22. 24-25 

assignment. 

Fresh fruits and vegetables as specified in the 

e. EXAM TYPE: DCHEMICAL [!] MICROBIOLOGICAL D PHYSICAL o ENGINEERING 

D MICROANALYTICAL D OTHERS (Spedfy) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Presence (and for specified pathogens, quantity) of microbial pathogens listed in the assignment. 

g. SPECIAL OOUIFt.IIENT. METHODS. AND HANDUNGI' 

'. 
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1. PROGRAMIASSIGNMENT TITLE 

Methods Validation/Development Program 
03R8l6 

3. PROGRAM TYPE: NIA D COMPlIANCE PROGRAM 

4. OBJECTIVES 

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

5. PROGRAM JUSTIFICAliON 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBLIGATIONS 

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

78. SELECTION OF ESTABUSHMENlS TO BE COVERED: N/A oBY DISllUCT OFRCE 

b. INSPECTION TYPE: NIA oCOMPREHENSIVE 

c. PRODUCT(SI 

e. EXAM TYPE: NlA DCHEMICAL oMICROBIOLOGICAL 

D MICROANALYTICAL oOTHERS
(SlledfvJ 

I. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDUNG 

2. PPS PROJECT NAME!NUMBER 

Foodbome Biological Hazards - 03 

D PROGRAM CIRCUlAR 

~ 

D BY CENTER DBYBOTH 

D ~BBREV1ATE D DIRECTED 

d. INDUSTRY!PRODUCT CODElSI 

PHYSICAL ENGINEERINGo o

GJ ASSIGNMENT 

-

-~ 

¥.' 

.>
 

FORM FDA 2621 (7199. PREVIOUS EDITION IS OBSOLETE PAGE NO. Fe-l0 



,. PROGRAMfASSJGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Foreign InspectionslAssessments Foodbome Biological Hazards - 03 
03R233 

3. PROGRAM TYPE: o COMPUANCE PROGRAM- D PROGRAM CIRCUlAR GJ ASSIGNMENT 

4. OBJECTIVES 

Conduct inspections at foreign fIrms actually exportini food to the U.S., in order to learn more about the conditions in the 
manufacturing of foods from a number of countries. dentify generic problems with specific food industries in specific countries 
and, when warranted, to take regulatory actions to better control the entry of questionable pcoduct(s), and demonstrate, by FDA's 
presence, our commitment lo foOd safety. 

5. PROGRAM JUSTIFICATION ~ 

As part of the AJen~'s strategy of focusing on risk based finns under the Food Protection Plan, FDA plans to work with foreign 
governments an Fe eral partners to ensure that foods produced in foreign facilities meet the U.S. safety requirements. 

6. FielD OBLIGATIONS 

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

ORAIDFI shall plan inspections of foreim firms recommended by CFSAN in so far as contacting the firms and foret governments 
and working out the lOgIStiCS of tra..el. RA shall select investigators, whose training and expenence best qualifies ern to conduct 
inspeclions at specific foreign finns. ORA shall assure timely submissions of ElRs to CFSAN review and clasification. The 
Investigator shall prepare and, after obtaining any CFSAN team member concurrence, submit the entire original EIR to the 
Manufacturin~ and Storage Adulteration Branchno later than 30 days followinfitthe trip. Submit individual EIRs as theyare 
completed. on't delafi until all EIRs from a particular triQ are completed; ra er submit each EIR individually as they are 
completed due to work ow issues. Prioritize submission of EIRs based on classification (Le., OAI and VAl before NAI). 

In FY 09, 200 foreign inspections of food flI1JlS are planned. On a "for cause" basis as needed, additional inspections may be 
requested by CFSAN. such as those needed to follow-up on food borne outbreaks. 

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

7a. SELECTION OF ESTABLISHMENTS TO BE D BY DISTRICT OFFICE DBYCENTER G]BYBOTHCOVERED: 

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED G] DIRECTED 

d. INDUSTRYIPRODUCT CODEIS) c. PRODUCTIS) 

All foods, with emphasis on frozen, ready to eat foods, 02-50,54 
fresh produce, foods implicated in food-bome infection 
outbreaks, infant fonnulas, medical foods, seafood Ii cheese. 

a. EXAM TYPE: ~CHEMICAl GJ MICROBIOLOGICAl GJPHYSICAL o ENGINEERING 

o~ MICROANALVTICAl OTHERS (SpedfrJ 

f. CHECK THE FOLLOWING ATTRlBlTTES 

Check appropriate domestic complilllCe program for details. 

g. SPECIAl EQUIPMENT, METHOOS. AND HANDUNG 

Resources for samples collected as part of infant fonnula or medical food foreign inspections are planned under those programs. 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Contract Management Foodborne Biological Hazards· 03 
03R843 

3. PROGRAM TYPE: DCOMPuANCE PROGRAM o PROGRAM CIRCULAR ~ ASSIGNMENT By DFSR ) 
4. OBJECTIVES 

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

~ 

5. PROGRAM JUSTIFICATION 

Over 10,000 food inspections are anticipated to be contracted out in FY 09 by FDA to the stales. The Agency needs to conduct 
appropriate oversight and management of the contracted inspections. 

6. FIELD OBLIGATIONS 

To effectively manage contract inspection program for participating states within the district. Inspections should be planned by the 
field. 
Report under Operation Code 13 (Domestic Investigation). Audits are not considered inspectiolL'i. 

7&. SELECTION OF ESTABLISHMENTS TO BE o BY DISTRICT OffiCE D BYCENTEA D BY BOTHCOVERED: 

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DDIRECTED Audits 

d. INDUSTRY/PRODUCT CODEISI c. PRODUCTlSI 

All Food Products 02-41.4546. 50 

8. EXAM TYPE: DCHEMICAL D MICROBIOLOGICAL D PHYSICAl D ENGINEERING 

D MICROANALYTICAL o OTHERS (SpecIfy/ Audits of State Contract Food Inspections. 

I. CHECK THE FOLLOWING A TIRIBUTES 

Follow DFSR guidance. •
! g. SPECiAl EQUIPMENT, METHODS, AND HANDUNG 

FORM FDA 1611 0199) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-12 



2. PPS PROJECT NAMEINUMIlIR1. PROGRAM/ASSIGNMENT TmE . 
Foodborne Biological Hazards
 

03RS45
 
Food Defense 

~ ASSIGNMENTS 
3. PROGRAM TYPE: NA DCOMPLIANCE PROGRAM DPROGRAM CIRCULAR X &; Preparedness Activities 

4. OBJECTIVES 

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

~ 

5. PROGRAM JUSTIFICATION 

A secure food supply is considered part of the nation's infrastructure. FDA, along with other federal agencies, is responsible for 
responding to threats to the security of the food supply. The resources and activities planned tmder this prognun will help the Agency 
maintain a necessary state of readiness to respond to threats and activities planned for periods ofheightened alert, as well as initiate and/or 
maintain food defense alertness to expanding industry groups. 

6. FIELD OBLIGATIONS 

Actual emergency and code-red alert status activities, when needed, will be directed jointly by CFSAN and ORA, and the Field will be 
instructed on planned work that will be halted. Food defense assignments, cleared by CFSAN and ORA, are to be carried out 
expeditiously. 

7a. saECTION OF ESTABlISHM~TS 
COVERED: 

TO BE o BY DISTRICT OFFICE o BY CENTER [2J BY BOTH 

b. INSPECTION TYPE: o COMPRetENSlVE o ABBREVIATED o DIRa;TED 

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

All food products. All food industry/product codes. 

e. EXAM TYPE: [2] CH9IIICAL Q MICROBIOLOGICAL o AfYSlCAL ~ ENGlNEmiNG 

~ MICROANALYTICAL ~ OTHERS (SpedyJ All food security examinations 

f. CHECK THE FOLLOWING ATIRiBUTES
 

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

g. SPECIAL EQUIPMENT. METHODS. AND HANDUNG
 

To be directed by assignment and protocols jointly developed by CFSAN and ORA.
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1. PROGRAM/ASSIGNMENT TITLE 

Pesticides and Industrial Chemicals in Domestic and 
Imported Foods (04004) 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

13. PROGRAM TYPE: m COMPLIANCE PROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

rro sample and analyze domestic and imported foods for pesticide residues and industrial chemicals.. 
lThere is an ongoing emphasis to obtain comprehensive data on background levels ofdioxin in a variety offoods. 
Ifhis infOIIllBtion will help the agency to determine how to reduce dietary exposure to dioxin. 

IS. PROGRAM JUSTIFICATION 

nne food supply requirw monitoring for both pesticides BIld industrial chemicals to protect the public health. The n:sidue 
data are also used to estimate dietary exposure for risk assessments performed by the agency and EPA, IlS well as, by other 
national and international organizations. 

6. FIELD OBLIGATIONS 

Emphasis un pesticide/commodity combinations with high exposure potentials in planning sampling for pesticides. Emphasis 
should also be given on foods eaten by infants and children. Designation of each district's portion oftotal n:soun:es may 
!be devoted to special assignments (e.g., Center-diRcted su.rveys and District-initiated su.rveys). The field is to collect and 
analyze general pesticide samples, seafood samples, and dioxin samples as directed in the compliance program. Dioxin 
collections will be handled by bi-annual collection schedules issued by CFSAN. Dioxin investigation assigmnents and follow-up 
sampling may be issued by CFSAN under this prognun when typically high dioxin levels are found. SllIVeillance activities 
lwill be reported under BIld credited to the Program PAC. unless otherwise directed. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE o BYCENTER [i] BYBOTH 

b. INSPECTION TYPE: N/A 0 COMPREHENSIVE o ABBREVIATED o DIRECTED 

c. PRODUCT(S) 

All human foods. 
d. INDUSTRY/PRODUCT CODE{S) 

All human food codes 

9. EXAM TYPE: 00 CHEMICAL 

D M1CROANALY'TlCAl 

o MICR08IOI..OGICAL 

o OTHERS (SpecIfy) 

D PHYSICAL D ENGINEERING 

f. CHECK THE FOLLOWING ATTRIBUTES 
Pesticides and industrial chemicals as din:cled by compliBllce program. 

g. SPECIAL eQUIPMENT, METHODS, AND HANDLING 

See compliance program. PAM, 10M. etc. 

-' 
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1. PROGRAM/ASSIGNMENT TITLE 

Chemotherapeutics in Seafood (04018) 
2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE: W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

14. OBJECTIVES 

Iro sample and analyze selected import lIIld domestic aquaculture seafood products. To determine the presence OfWlapproved 
I"hernical compo\.D1ds such as drugs or antifungals and to initiate regulatory actions against lots which contain Wlapproved 
chemical compo\.D1ds. 

5. PROGRAM JUSTIFICATION 

Worldwide trends are toward increased dependence upon cultured fish and shellfish produced Wlder environmentally controlled 

conditions. Many ofthe countries producing much of the aquaculturally grown species allow the usage ofdrugs which are illegal 

in the United States. International conditions, B.'l such, mandate the monitoring of aquaculture products for illegal drug residues. 

In addition, the use of drugs on a national scope in aquaculture has been reported. Samples collected are intended to assess the 

current situation regarding drug residues in domestic and imported seafood products and to initiate regulatory action when 

wammted. 

6. FIELD OBLIGATIONS 

!Districts will collect and analyze domestic and import samples ofaquacultun: seafood products specified in the program's FY 09 
Collection Schedule. This schedule may be updated throughout the fiscal year ifwammled by new trends in regulatory fmdings 

land/or as additional validated methods are ready to implement 

lAs a budget relief, two agent analyses may be run per sample for all products except cmb, provided the second agent is one of 

interest for that product Please refer to the FY 09 Collection Schedule (when issued) for species to collect, and agents of interest. 

IIndividual subsample analyses will only be required for cl1lb and shrimp samples being analyzed for Chlonunphenicol and 
!Nitrofunms. All of the remaining samples will be a composite of 12 sub-samples. Please refer to the FY 09 Collection Schedule for 

!additional collection instructions when issued. 

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

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

[7a. SelECTION OF ESTABLISHMENTS TO [\E COVERED: 
[K] BY DISTRICT OFFICE D BYCEN1ER D BY BOTH 

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Seafood Products 

d. INDUSTRY/PRODUCT CODE(S) 

16 

00 OTHERS (Specify) Label Review 

e. EXAM TYPE: [!] CHEMICAl.. 

D MICROANALYTlCA1. 

D MICROBIOlOGICAl o PHYSICAL D ENGINEERING 

r. CHECK THE FOLLOWING ATTRIBUTES 
Unapproved drugs per the Compliance Prognun and the Collection Schedule. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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(b)(2)&(b)(7)(E)

Foods (hnport Ill1d Domestic) (04019A, B, C) 

3. PROGRAM 'TYPE: [TI COMPLIANCE PROGRAM D PROGRAM CIRCULAR 

1. PROGRAM/ASSIGNMENT 1TTl.E 2. PPS PROJECT NAMEINUMBER 

Toxic Elements in Food, Foodware.lIlld Radionucl:ides in Pesticides and Chemical Contaminanb - 04 

o ASSIGNMENT 

4. OBJECTIVES 

To determine the incidence Ill1d levels oflead, cadmium, mercmy and other toxic elements ofsignificance and mdionuclides in 
domestic and imported foods (including seafood). Also, to detemUne incidence and levels of lead and cadmium in foodwBn: and 
to take regulat.ory action against lll1y food or foodware found to contain levels oftoxic elements or JBdionuclides ofregulatory 
significance. 

~ 

5. PROGRAM JUSTIFiCATION 

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

The continuing monitoring ofmdionuelides in foods is necessary to guard against lll1y dangerous level ofmdiochcmical conlamination 
ofdomestic and imported foods. Also, this monitoring will provide continuing background data to identify any upward tn::nd in tritium, 
gamrrut-ray emit1crs an4 Sf levels. 

6. FIELD OBLIGATIONS 

Foods that may be signifIcant soun:es of lead in children are Mexican candy, chocolatf1cocoa, and seafood. These products are to be 
sampled and IIDll1yzed for the prc:scnce oftoxic element:! in accordance with instructions in the "Toxic Element" program IIJld assignment:! 
(to be issued). Planned assignments include mercwy in specifIC seafood species. CFSAN will issue col1c:ction schedules lUld direct. 
other IT 09 food worle 

Import field exams should be focused upon~ 

Sample collections & analyses ofdomestic anClllIlported 1~ WW continue as dim:t.cd by the "Toxic Elcnent" program. 
SpeciIic foods collected near domestic nuclear power plants are tD be IIIUI1yzed for radionuclides. Foods imputed from countries 
lJJ01.entially affected by radioactive contamination will be sampled and analyzed for radionuclides. The prognDll should 
be maintained to keep expc::rtise and profICiency in this area. Surveillance activities planned under this program may be 
pre-cmpted by enforcement initiatives agreed upon by ORA IIJld CFSAN. Such initiatives will be reported under and 
c~ted  to the Program PAC, unless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
00 BY DISTRICT OFFICE D BYCENTER D BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED [Xl DIRECTED 

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

All human food products. Ceramic foodware. 02-41,52A 

0 
e. EXAM lYPE: 00 CHEMICAL D MICROBIOLOGiCAl o PHYSICAl.. o ENG#EERING 

M1CROANAlYTlCAL [!] OTHERS~pKM.v)  

f. CHECK THE FOLLOVVING ATTRIBUTES� 
Lead, eadmium. mercury and other toxic clements as directed. Domestic. tritium, 90 Sr cl gamma fBy emitters; IMPORTS; 134 Cs, 137 Cs,� 
90Sr 

)
g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Radiochemical analysis capability. (Available only at WEAC). Graphite furnace atomic absorption with Zeeman background correction. 
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2. PPS PROJECT NAME/NUMBER 1. PROGRAM/ASSIGNMENT TITLE 

Pesticides and Chemical Contaminants - 04 Total Diet Study (04839) 

3. PROGRAM lYPE: ~COMPl~CEPROGRAM o PROGRAM CIRCULAR o ASSIGNMENT -
4. OBJECTIVES 

To detennine the levels of occwrences BJld dietary intakes of selected pesticides, industrial chemicals, ond toxic elements by 
various age/sex groups through mB1yses of table-ready foods. In addition. to observe diffen:nces or trends in the intake ofthese 
chemicals and to investigate IDlUSI1ll1 findings. To monitor radionuclide levels in foods. Selected nutrients are lIIlll1yzed under the 
Selected Nutrientsm Food Survey, PAC 21839. 

~ 

5. PROGRAM JUSTIFICATION 

The continuing study has provided valuable information on dietary intakes ofresidues and nutrients BJld bas often been used 
to gauge intakes in ready-to-eat foods. EPA relies on the data for hazard assessment in special review md other proceedings. 
Portions of the Total Diet samples are used for other analysis (e.g., radionuc1ides, selected nutrients, pesticides, industrial 
chemicals, BJld toxic elements). Additionally, selected Total Diet study foods are analyzed for dioxins under the pesticide program. 

6. FIELD OBLIGATIONS 
The collection BJld BJlalysis offour market baskets each consisting ofthree separate SIIJJ1plings of approximately 284 food items 
are to be collected from three locales in the region over a five week period. KAN-DO lab will analyze Total Diet samples for 
~cides, industrial chemicals, toxic elements, Illld selected nutrients. WEAC will analyze all foods from two market bllSkets for 
radionuclides. 

73. SELECTiON OF ESTABLISHMENTS TO BE COVERED: 

00 BY DISTRICT OFFiCE BY CENTER 0 BY BOTH0 
b. INSPECTION TYPE: NlA c==J COMPREHENS~ ABBREVIATED DIRECTEDD 0 

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

Various Human Foods All Human Food Codes 

e. EXAM TYPE: [K] CHEMICAL o MICROBIOLOGICAL o PHYSICAL o ENGINEERING 

0 MlCROANALYTlCAl [K] OTHERS (Specify) Radiochemical Analysis 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EaUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 

Field Assignments for Chemical Contaminants 
(04F800) 

3. PROGRAM lYPE: D COMPLIANCE PROGRAM o 
~. OBJECTIVES 

elements in dietary supplements. 

5. PROGRAM JUSTIFICATION 

Monitoring of foods for suspected chemical contaminants is necessary to ensure a safe food supply. Furan has 

agency for these products. 

6. FIELD OBLIGATIONS 

reported under and credited to the Program PAC. unless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

NJA o BY DISTRICT OFFICE 0 
b. INSPECTION TYPE: NJA 0 COMPREHENSIVE 0 
c. PRODUCT(S) d. 

Selected human foods and dietary supplements 

e. EXAM TYPE: m CHEMICAL D MICROBIOLOGICAL 

D MICROANALYTICAL o OTHERS (SpeeIt'y) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Chemical contaminants as directed by CFSAN field assigrunents. 

g. SPECLAL EQUIPMENT, METHODS, AND HANDLING 

lAs directed by the assignments. 

2. PPS PROJECT NAMEJNUMBER 

Pesticides and Chemical Contaminants - 04 

PROGRAM CIRCULAR []] ASS1GNMEtfl 

To collect and analyze selected food products of domestic and foreign origin for chemical contaminants as directed by CFSAN 
field assignments. Assignments are IDlticipated for furan in foods, contaminants in honey. and gcncnl pesticides and toxic 

~ 

been identified as suspect contaminant and monitoring is requiR:d to provide the Ag~cy with incidcoce and level data to 
[properly evaluate its presence in the food supply. Contaminants like fluoroquinilone lII!d nitrofuran have been detected 
in imported honey. Sample collection and analysis of imported honey will continue as directed by the -Import Bulletin.• There are 
concerns regarding pesticides and toxic elements in dietlll)' supplemenls yet there are minimal monitoring data available to the 

To collect samples and perfonn analyses as specified in the assignmcnt(s) issued by CFSAN. Swveillance activities planned 
under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be 

BY CENTER D BY BOTH 

ABBREVIATED DIRECTED0 
INDUSTRY/PRODUCT CODE(S) 

As directed by CFSAN assignments 

o PHYSICAL D ENGINEERING 

)
\ 
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Pesticides and Chemical Contaminants - 04 

m ASSIGNMENT 

1. PROGRAMIASSIGNMENTTITLE 2. PPS PROJECT NAMEINUMBE

Methods ValidationIDevelopment Program 

(04R816) 

3. PROGRAM TYPE: D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 

4. OBJECTIVES 

Develop new and/or improved methodology in support ofregulatory analysis. 

~ 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FiElD OBLIGATIONS 

Conduct activities IIDder Lhis program as directed by the Division ofField Science. 

R 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE D BY CENTER 

b. INSPECTION TYPE: 0 COMPREHENSIVE D ABBREVIA~D 

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

e. EXAM TYPE: D CHEMICAL o MICROBIOLOGICAL o PHYSICAL 

D MICROANAlYnCAl D OTHERS (Specify) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

(S) 

0 BY BOTH 

0 DIREC~D 

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

Forensic Evaluation and Sample Analysis (04R838) Pesticides and Chemical Contwniwmts - 04 

D D o3. PROGRAM TYPE: COMPL~NCEPROGRAM PROGRAM CIRCULAR ASSIGNMENT -
4. OBJECTIVES 

Forensic evaluation and forensic sample analysis activities are to provide soWld scientific support for the investigations ofthe 

Office of Criminal Investigations. 

!This includes ample analysis ofphysical samples related to incidents of tampering. counterfeiting, fraud. adulteration and other 

~olalions of the FD&C and related acts so that the [mdings are suitable to be presented as technical evidence in a cowt of law. 

~t also includes forensic evaluation ofmethods and the generation of scientific data to identify, chanlcterize and assess the 

!public health impact of possible adulterants, or intentional violation ofthe law regarding regulated products to lIS9ist FDA 

in its public heallh mission. ~ 

5. PROGRAM JUSTIFICATION 

Incidents oftampering. fraud. and adulteration with Jcnown and potentially harmful substances make it clear that FDA needs to 

be able to conduct sample analyses to reliably determine the chemical identity of suspected substances and support its findings 

in the cowts. FDA's unique public health mission makes it interested in types of forensic evaluation and method studies for which 

there lIll.: few customers and fewexlemal funding soun:es. To protect the public health FDA needs to continue to develop an 

arsenal oftechniques which will permit it to determine the nature and SO\lJl:e ofrisks through criminal in~gations. 

6. FIELD OBLIGATIONS 

Appropriate scientific analysis of official physical samples in support ofInvestigations are to be performed so that the findings 

are suitable to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or 

43, domestic or import sample analysis under the appropriate Forensic Activities PAC 04R838 or OCI PAC 04R83 l. 

Conduct operation supporting methods refmement, development, or general forensic studies that may be applied to 

abol1ltory evaluations to support the FDA mission. Report the time spent on lhese IlCtivities as PODS operation Code 03. PAC 

04R838; Petition Validation. Methods Development or Forensic Evaluation. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE fIfCENTER D BY BOTH0 0 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 D 0 
c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

Seafood Products 

a. EXAM TYPE: 0 CHEMICAl.. 0 M1CROBIOlOOICAL o PHYSICAL D ENGINEERING 

0 MICROANALYTICAL 0 OTIiERS (Spec;Ify) 

f. CHECK THE FOLLOWING ATIRIBUTES 
IUnapproved drugs per the Compliance Program 

g. SPEC~L EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSI~NMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Molecular Biology and Natural Toxins· 07Mycotoxins in Domestic and Import Foods 

PAC 07001 

3. PROGRAM TYPE: ~COMP~~CEPROGRAM o PROGRAM CiRCULAR o ASSIGNMENT 

14. OBJECTIVES 
To collect and analyze domestic and import samples of food products to detennine the occurrence and levels ofaflatoxins. fumonisins,
 

deoxynivalenol (DON), ochratoxin, and patulin. To remove from interstate commerce, or to detain upon entIy, those foods that contain
 
aflatoxins and patulin at levels judged to be ofregulatoIy significance. Regulatory action for fwnonisin, DON, and ochratoxin will be
 
considered on a case by case basis until fannal enforcement levels are established. Data from current monitoring will be used to
 
establish enforcement levels.
 

5. PROGRAM JUSTIFICATION 

Mycotoxins are metabolic products ofspecific molds commonly found on foods, some (lhe aflatoxins) are hepatocarcinogcns in a number of 
animal species, and Wltil proven oIherwise must be assumed to be carcinogenic to man. The FDA, in conjunction with other agencies and 
the food industries, has devised and will continue to improve on practical programs for cnswing hUrnmum exposure of the population to 
mycotoxins without jeopardizing the food supply. Aflatoxins may occur in food lllI a result ofmold growth in a number of susceptible 
commodities, including peanuts and com. The current action level for aflatoxins in human food is 20 ppb. 

Fumonisins B. and ~ are natumlly occurring toxic metabolites produced mainly by the fungus, Fusarium verticilloide.r , which are found 

ubiquitously on com from around the world. Because of their potential carcinogenicity and frequent occurrence in com-based feeds and 
foods, their presence should be moniton:d, especially for incidence data. 

Deoxynivalenol (DON) is a trichothecene mycotoxin produced by seveml strains ofFusarium. which under certain climate conditions.
 
invade certain grains in the field (particularly wheat). There have been reports ofoutbreaks ofOON-associated gastrointestinal illnesses
 
in China and India. FDA has issued an advismy level of Ippm for DON in finished wheat products. There is a need for continuous
 
monitoring of this toxin.
 

Ochratoxin A is a nephrotoxic metabolite produced by certain species of the genera AJpergi/lus and Penicillium. It is mainly a contaminant 
in cereal grains and is carcinogenic in mice and Illts. There is a need for C\DJent information on the incidence and levels ofthis toxin 
in the U.S. food supply. 

Patulin is a mold metabolite produced by several species ofmold fungi including Penicillium exponsum , the casual organism of apple rot. 
Apple juice prepared from rotten apples is a possible source ofpalulin in the human diet. Palulin is regulated in allellsl 10 coWltries so far. 
There is B need [or more exposure data to further review the international standards for patulin. The currenlliction level for patulin in apple 
juice and apple juice components is 50 ppb. 

6. FIELD OBLIGATIONS 

The Field will conducl follow-up investigations, that may be requested by CFSAN, and collect and analyze samples ofdomestic 
and imported products as din:ctly by the Compliance Program. 

Surveillance activities planned undt:r this prognun may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. 
Such initiatives will be reported under, and credited, lo the Progrum PAC unless oIherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
[!J BY OISlRlCT OFFICE D BVCENTER 0 BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE 00 ABBREVIATED DIRECTEDD 
d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

See Attachment"N C.P. 7307.001 for Product Codes.See Attachment nAn C.P. 7307.001 for list ofProduets. 

e. EXAM TYPE: WCHEMICAL 0 MICROBIOLOGICAl.. o PHYSICAL D ENGINEERING 

D MICROANAlYTICAl. D OTHERS (Spedfy) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Aflatoxins, Fumonisins B t and~, Deoxynivalenol (DON), Ochratoxin A, and Patulin. 

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

FORM FDA 262b (D2I04) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-21 



1. PROGRAM/ASSIGNMENT TITLE 

Methods ValidationlDevelopment Program 

PAC07R816 

3. PROGRAM TYPE: o COMPLIANCE PROGRAM o 
4. OBJECTIVES 

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

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBLIGATIONS 

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

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE 

b. INSPECTION TYPE: D COMPREHENSIVE 

C. PRODUCT(S) d. 

e. EXAM TYPE: D CHEMICAL o MICROBIOLOGICAL 

o MICROANAlYTICAL o OTHERS (SpecJfy) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

2. PPS PROJECT NAMEINUMBER 

Molecular Biology and Natural Toxins - 07 

PROGRAM CIRCULAR 

~ 

o BYCENTER 0 BY BOTH 

o ABBREVIATED DIRECTED0 
INDU~TRYIPRODUCT CODE(S) 

o PHYSICAL o ENGINEERING 

m ASSIGNMENT 

)
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2. PPS PROJECT NAMEINUMBER 1. PROGRAM/ASSIGNMENT TITlE 

Imported Foods - Food and Color Additives Food and Color Additives - 09 

PAC 09006A,B 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

To direct examination of imported food products to detennine their compliance with the Federal Food, Drug, and Cosmetic Act
 

(the ACT) and regulations with respect to food and color additives, and to detain those entries found to be in violation of the Act.
 

5. PROGRAM JUSTIFICATION 

Imported products must comply with the provisions of the Act and implementing regulations for food and color additives. The 
\ 

compliance program directs sample collections and label review of imported foods for unapproved or undeclared food additives,
 
and for non-pennitted or undeclared color additives.
 

6. FIELD OBLIGATIONS 

Districts should conduct label reviews, collect and analyze imported foods for potential food and color additive violations and
 
take appropriate regulatory actions when violations are found.
 

Import field exams are to routinely include: verification that the imported product is the same as that which was declared 

(reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs 
of intentional adulteration, etc.); and traditional safety concerns. These activities are to be reported as a single import field exam under 

this compliance program and PAC. Only one exam should be reported per line entry. Only in the event of a pre-detennined "for cause" 
CT exam, or in the event CT suspicions are raised conducting routine work requiring follow-up, should an additional exam and time be 

reported under the CT PAC (03R845, 04R845. etc.). See 10M Section 5.4.] .4.] for additional infonnation on Food and Cosmetic 

Security Activities. 

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

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

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE	 BY CENTER BY BOTHD	 0 

b.	 INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTEDD	 0 0 

d.	 INDUSTRYIPRODUCT CODE(S)c.	 PRODUCT(S) 

All food codesAll human foods 

e. EXAM TYPE: CHEMICAl. D MICROBIOLOGICAL. D PHYSiCAl o ENGINEERING0 
0 MICROANALYTICAl 00 OTHERS (Specify) Label Reviews 

f.	 CHECK THE FOLLOWING ATIRIBUTES 

Unapproved or undeclared food additives, and non-pennitted or undeclared color additives. 

g.	 SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 28218 (02/04) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-23 



)
 

2. PPS PROJECT NAMEINUMBER 

Technical Assistance: Food and Cosmetics - 18 
1. PROGRAM/ASSIGNMENT TITLE 

Retail Food Protection - State Program 
IPAC 18002 

13. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCUlAR D ASSIGNMENT 

14. OBJECTIVES 

To provide guidance, support, and assistance lo the fedetal, stale, tribal. and local agencies that have n:gulatory control over the 
retail segment of the food industry with the goal ofreducing the occurrence of risk factors implicated in foodbome illnesses. 
This program will address the promotion ofthe VolWltary National Retail Food Regulatory Piogram Standards, National Food 
Safety needs at retail level, CFSAN directed National Food Security Projects and will continue to provide technical assistance 
and the standardization of stale and other federal officials. 

5. PROGRAM JUSTIFICATION 

There are more than 3,000 federal, tribal, state, and local regulatory food control agencies which together ~t the regulatory 
resource through which federal food policy is implemented at the retailleveI. This segment totals more than one million commen:ial 
and institutional food establislunents, locations. and operations. 

Each year the Centers for Disease Control and Prevention's Annual Report shows that a major percentage offoodbome outbreaks, 
where mishandling of food is implicated, occur in retail food establislunents. Therefore, an important part ofFDA's mission is to 
provide assistance to federal, tribal, state, and local n:gulatory agencies with control over this segment ofthe food industry. 

6. FIELD OBLIGATIONS 

Provide technical assistance to federal, tribal, state, and local regulatory food agencies. Provide teclmical assistance to CFSAN 
and Headquarters in the preparation ofposition papen. Conduct periodic baseline and follow-up studies to measure trends 
on the occum:nce offoodbome illness risk factors nationwide in selected food service and retail food establislunent. Promote 
the adoption ofretail program standards. Provide training on the provisions of FDA Food Code, HACCP, Facility Plan Review, 
the Egg Rule, and other topics as may be needed by regulatory personnel. Provide support to state and local agencies during 
emergency situations and special events impacting n:tail food safety. Participate in the FDA Retail Food Steering Committee, 
the National Conference for Food Protection conunitt.ees, lI.Ild other confen:nces and industry events to share infonnation and 
present FDA's position on issues concerning n:tail food protection. Specialists will participate in the National Team Workgroups. 
These workgroups will address issues which include Voluntary National Retail Food Regulatory Program Standards, 
standardization procedures, pre-standardization worlcshops, HACCP, and Retail Specialist certification, etc. Maintain a cadre of 
trained FDA Food Soecialists. 

[7a. SELECTION OF ESTABLISHMENTS TO BE COVERED; 
D BY DISTRICT OFFICE 0 BY CENTER [i] BY BOTH 

b. INSPECTION TYPE: NlA o COMPREHENSIVE o ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

HmnanFoods 
d. INDUSTRYIPRODUCT CODE(S) 

Inspections: 51 NY 

e. EXAM TYPE: D CHEMICAl.. 

o MICROANAlYTlCAI.. 

o MICROBIOLOGICAl.. 0 PHYSICAL 0 ENGINEERING 

D OltiERS (Specify) N/A 

r. CHECK THE FOLLOWING ATTRIBUTES 
A major goal in this program is the reduction in the occurrence of CDC identified risk factors associated with foodborne illness in 
retail establisrunents and the natiOllBI promotion ofFood Code lnterventions. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
WOIk assigned in this program is to be conducted by penons who are Cenlf:r standardized in the application of the relevant 
retail establisbments Food Code provisions and related program docwnents. 

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

(NCIMS)Milk Safety Program Teclmical Assistance: Food and Cosmetics - 18 
PAC 18003 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCUlAR o ASSIGNMENT 
_. 

~. OBJECTIVES 

To implement FDA's responsibility IDlder the Public Health Service Act, 42 USC 214; 42 USC 243~ and 42 USC 246a and the 
Memorandwn ofUnderstanding between FDA and the National Conference on Interstate Milk Shipments. This responsibility 
includes all Grade WAW dairy products processing plants, and all daily fanns supplying rIlW milk to these plants. 

~ 

5. PROGRAM JUSTIFiCATION 

This program will promote a uniform. safe, and wholesome supply of Grade WA· Milk and Milk products throughout the United 
States. This program enables FDA to exert influence on the application ofUnifonn Sanitary Standards for Grade WA" Milk produced 
in the United States. This program provides amechanism for reciprocity between states, ~y eliminating the need for costly 
duplicative inspection across jurisdictional lines. Without this program, FDA would have direct responsibility for inspecting 
Grade·A· Milk products moving in Interstate commen:e. 'This program also provides a mechanism for promoting greater sanitation 
wtiformity of all dairy products. Due to the increasing consumer interest in chemical contaminants in the food supply, the 
perception and the potential for animal drug residues in milk and dairy products has become an important issue. This program will 
place additional emphasis toward continuous vigilance in maintaining a safe wholesome milk supply that is free of illegal anim~ 

drug residues. 

6. FIELD OBLIGATIONS 
To promote the adoption, implementation and enforcement ofthe wtifonn technical guidelines, administrative procedures and 
!regulatory standards provided in the Pasteurized Milk Ordinance (Pl'.:fO) md related documents through provision oftechnical 
assistance and consultation; conduct check ratings oflMS listed shippers and audits oflisted single service facilities; 
participation in regional seminars, state workshops md other training courses and evaluate state programs to measure 
effectiveness in maintaining adequate level ofconfonnity with the PMO and related documents. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BYOISTRICTOFFICE BY CENTER [i] BY BOTH0 
b. INSPECTION TYPE: [K] COMPREHENSIVE 0 ABBREVIATED D DIRECTED 

d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

Grade "A" Milk and Milk Products. (Cheese. Butter, Dry 09, 13. 14 
Milk and Frozen Dessert - when produced in IMS Plants) 

e. EXAM TYPE: 00 CHEMICAL II] MICROBIOLOGICAL o PHYSiCAl D ENGINEERING 

D MICROANALYTICAL D OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Listeria Yerl>;nia, Salmonella, Coliform and animal drug residues in milk and milk products. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

Work assigned in this program is to be conducted by pen;ons who are standardized in the use ofthe Grade·A· Pasteurized Milk 
Ordinance and related docwnents and in the case ofnon-IMS products, persons trained to conduct GMP inspections. 

FORM FDA 2621a (02104) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-25 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBE

Molluscan Shellfish Evaluation 

tpAC 18004 

3. PROGRAM TYPE: ~COMPL~CEPROGRAM o PROGRAM CIRCULAR 

4. OBJECTIVES 

Evaluate the shellfish sanitation program of ISSC participating states and the 5 nations with whom the Agency has MOU in place 

~1h regard to the sanitary control ofshellfish intended for intetstate and owrseas commcn:e under the cooperative ammgements 

for the federal-slate National Shellfish Sanitation Prognun (NSSp). Provide standardization, technical 
evaluation of state and international shellfish control programs. 

Is. PROGRAM JUSTIFiCATION 

Shellfish, by virtue oftheir habitat, physiological characteristics, and the manner in which they an:: co~

comprehensive sanitary control measures to ensure the safety ofhuman consumption. The management of the program requires 
a cooperative federal-state effort as defined in the National Shellfish Sanitation Program (NSSp). Consumption ofraw or partially 

cooked shellfish presents B high risk factor to a portion ofthe population, and requires specialized healt
ovetm:e. The 1991 National Academy of Sciences report entitled ~Seafood Safety" estimated that up to 
seafood-related illnesses originate with the consumption ofmolluscan shellfish. FDA is commitled to i
molluscan shellfish through the NSSP, a program ofnewly developed safety controls. These initiatives 
of Congressional and public comments directed toward the establishment ofa "level playing field" for 

and international producers ofmolluscan shellfish. These progIam improvements an:: intended to provi

shellfish safety through improved program criteria, procedun:s. and technical support under the NSSP. 
!FDA is committed to improving the safety of shellfish through program enhancement activities. FDA has committed support to the 
INssp both administratively IlDd technically through an MOU with ISSC. 

6. FIELD OBLIGATIONS 
Provide technical assistance and training to states and foreign programs in the prevention ofshellfish-b

enfon:ement ofapproprilltt= public heallh controls. Oversee national standardization program for inspec
plants and evaluation of state and foreign shellfish growing areas. Participate in the evaluation ofnatio

prOgJ1lJDS in countries applying to import molluscan shellfISh into the U.S. 
Program time has been allocated for each Regional Shellfish Specialist to hold one regional workshop. 
provide the opportunity for the specialists to exchange infonnation and provide t.echnical assistance and 
counteIp3J1S. Time has been allocaled lo educale and evaluate slale Vibrio vulnificus and Vibrio parIlhl
programs and to assisl in the EU audit of the NSSP. 
l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BYCENTERD BY DISTRICT OFFICE 

85 percent of 
mproving the safety of 

both domestic 

de improved 

nal shellfish control 

R 

assistance. training and 

umed, require specialized 

h control measures to 

are the direct result 

orne illness and 

ting shellfish processing 

Regional workshops 
guidance to their state 

temolyticus maIlIlgemenl 

b. INSPECTION TYPE: N/A c=J COMPREHENSN£ o ABBREVIATED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(

Fresh and fresh frozen molluscan shellfish 16,52 B, Y 

e. EXAM TYPE: NlA o CHEMICAL D MICROBIOLOGICAL o PHYSICAL 

D MICROANAl¥TICAL o OTHERS (SpfJdfy) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

S) 

Technical Ass.istance: Food and Cosmetics - 18 

D ASSIGNMENT 

) 

[i] BY BOTH 

D DIRECTED 

o ENGINEERING 
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2. PPS PROJECT NAMEJNUMBER1. PROGRAM/ASSIGNMENT TITlE 

Technical Assistance: Food ond Cosmetics - 18 Interstate Tmvel Program - Conveyances and Support 
Facilities PAC 18029 

3. PROGRAM TYPE: IT] COMPLIANCE PROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To inspect and investigate passc:nger conveyances to a:rtifY and approve sanitmy systems OIl conveyances and approve their 
watering points, their support facilities and their food sources based on Public Health Service Act, the Food and Drug Cosmetic 
(the Act), reguIations, program guidance, Food Code, and in cooperation with the n:gulated induslJy and cooperating third 
party organizations. Also to identify risk factor.; related to environmental conditions or lIlIIJ1.8gement pnlttices that may lead to 
foodbome illnesses, waterborne illnesses, and the tnmsmission of communicable diseases. The program includes administrative 
compliance III\d regulatory actions as appropriate to ensure confonnance with the public health principles embodied 
in the Acts and their regulations. The goals ofthe program are to cooperate with the regulated industries, llade associations, and 
others to promote voluntary compliance and to coordinate activities with FM, CDC, DOT, EPA, Department ofHomehmd 
Security (USCG, !SA) and olher domestic and foreign government heallh officials to ensure the .protection of the traveling public, 
crew ofconveyances under conslluction and in operation and at related watering points, caterers:commissaries and servicing 
area for conveyances. 

5. PROGRAM JUSTIFICATION 

This progrBDl directs Agency efforts in fulfiUing Public Health Service Act responsibilities delegated to the Commissioner ofFood 
and Drugs [21 CFR S.IO(aX2) and (4)]. Sections 311, 361, and 368 ofthe Act addre:s:9 federal-state cooperation, the controls of 
communicable disease, and penalties ofnoncompliance. The Agency also bases the Interstate Travel Program, in part, on 
IProvisions ofthe Fedenll Food, Drug and Cosmetic Act and related regulations. The United Stales must comply with the updated 
International Health Regulations (IHR 2005) as of July 17, 2007 that protect the health ofpeople around the world. As one of the 
competent authorities, FDA as an agency is responsible for monitoring baggages, cargos, containers, conveyances and goods so 
that they are maintained free from sources of infection or contamination including vectors and reservoirs. There are specific 
requirements for ships and aircraft and delivery offood and water to affected conveyances. 

6. FIELD OBLIGATIONS 

The field is to perform the operations assigned in the Workplan, conduct comprehensive inspections of'high risk" food 
operations, initiate administrative or regulatory actions as needed to ensure compliance, establish and maintain technical expertise 
in support of the Nationallntemate Travel Program. Also, to cooperate with other agencies, organizations, and industry 
toward achieving program objectives and to maintain effective communication between CFSAN and ORA Headquarters 
regarding significant program issues and activities. Surveillance activities planned under this program may be pre-empted by 
enforcement initiatives agreed upon by ORA and CFSAN. Such initiatives will be reported under and credited to the Program 
PAC, unless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE o BVCENTER [i] BYSOlli 

b. INSPECTION TYPE: ~ COMPREHENSIVE o ABBREVIATED DIRECTEDD 
d. INDUS-mYIPRODUCT CODE(S)C. PRODUCT(S) 

lnspectionslInvestigalions: Industry 51, All food codesHuman food, water, and waste~ conveyance environmental 
including water 29W (Y30). conditions 

e. EXAM TYPE: m CHEMICAl [j] MICROBIOLOGICAl D PHYSICAl IjJ ENGINEERING 

o oMlCROANALY'l1CAL OTHERS (SpedtyJ 

f. CHECK lliE FOLLOWING ATTRIBUTES 
Food lIlId water surveillance IIJ\d conlan1inatioD, mostly microbiological. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Catering point inspections will be conducted by persons standardized in the use orIDA's Food Code and procedures 
established for the Interstate Travel Program. 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

Medical Foods - Domestic and Import Food Composition Standard Labeling and Economics-21 
PAC 21002 

3. PROGRAM TYPE: [K] COMPI:IANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

14. OBJECTIVES 

To obtain infol1IUltion n:garding the manufacturing processes and quality assunmce programs employed by domestic and 

foreign manufactun::rs ofmedical foods. 

To collect and analyze domestic and imported medical foods and to assure that they ~ properly Connulated and labeled and free 
from microbial contaminants. 

~ 

5. PROGRAM JUSTIFICATION 

Medical foods ~ fonnulaled to be consumed or administered int.cmally under the supervision ofa physician and ~ intended 

for specific dietaJy management ofspecific disease or condition for which distinctive nutritional requirements, based on 

ecognized scientific principles established by medical evaluation. The products 8I1: often used for life support IlJld are subject to 

compositional errors and microbiological errors. In addition to four infant deaths in 1986, there have been a number of 

medical food recalls associated with compos~tionaldeviations and under processing. 

Medical foods are identified as "high-risk" foods under the Center's Food Safety Initiatives. Firms producing Oral Rehydration 

Solutions (ORS) will continue to be inspected annually. All other medical food fums will be inspected every two Yean! unless 

~e last inspection was classified as VAI or OAI or unless other factors wammt annual inspection. F~ign inspections of 

~edical foods are plllJlned under PAC 03R833.Investigational time to detennine the admissibility ofimported lots ofmedical 

Ifoods ~ planned under PAC 03819. Resources ~ planned in this program for collection and analyses of samples collected from 

these imported lots. 

6. FIELD OBLIGATIONS 

IDimicls will conduct inspections and collect samples at compliance prognm1 directed firms. The Atlanta Center for Nutrient 

IAnaJysis (ACNA) will perfonn all nutrient analyses. Southeast Regional Laboratory (SRL), Microbiology Branch will perfonn 

ImicrobiologicalllJ18lyses. Food security issues an: to be coven:d during all inspections. 

CFSAN/OCIFPB will issue an inspection and sample collection schedule to participating districts at the beginning ofeach fiscal 

~. 

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

CFSAN. Such initiatives will be reported under and cn:dited to the program PAC, unless otherwise di~ted. 

[7a. SELECTiON OF ESTABLISHMENTS TO BE COVERED:

41 On[] Use appropriate product identification number 

o BY DISTRICT OFFICE 00 BY CENTER 0 BY BOTH 

b. INSPECTION TYPE: N/A ~ COMPREHENSIVE 0 ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d. INDUSTRYlPRODUCT CODE(S) 

Medical Foods 

e. EXAM TYPE: [!] CHEMICAL 00 MICROBIOLOGICAL o PHYSICAl o ENGINEERING
 

D MICROANALYTICAL 00 OTHERS (Specify) Label Review
 

f. CHECK THE FOLLOWING ATIRIBUTES 
Nutrient dccl.anrtions. Micro cwm for Listeria monocytogenf!3, Salmonella, StDphylococcw auTf!W, Bacillus ce~, EschericlliD coli, llI\d 
Aerobic Plate Count (APe} 

jg. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
See compliance program. 

FORM FDA 2621a (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. FG-28 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Field Assignments for Economic Fraud Food Composition, Standards, Labeling and Economics - 21 

PAC 21003 

3. PROGRAM TYPE: o COM~LIANCE PROGRAM o PROGRAM CiRCULAR [K] ASSIGNMENT 

~. OBJECTIVES 

To collect and analyze selected food products as directed by CFSAN field assignments. 

~ 

5. PROGRAM JUSTIFICATION 

Monitoring offoods for suspecled economic deception and food standard is DCCCSSlll)' to ensure a safe food supply. 

e. FIELD OBLIGATIONS
 

To collect samples BDd perfonn analyses as specified in !he assignment (5) issued by CFSAN.
 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:
 

D BY DISTRiCT OFFICE D BYCENTER 0 BY BOTH
 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED DIRECTED0 
d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

Selected hmnan foods As directed by CFSAN assignment(s) 

a. EXAM TYPE: m CHEMICAL o MICROBIOLOGiCAl o PHYSICAL o ENGINEERING 

D	 DMICROANALYTICAL OTHERS (Spedfy) 

f.	 CHECK THE FOLLOWING ATIRIBUTES 

As direetBd by CFSAN field assignment(s) 

g.	 SPECIAL EQUIPMENT. METHODS, AND HANDLING 

As directed by CFSAN field assignment(s) 

FORM FDA 2621a (02J0.4) PREVIOUS EDmON IS OBSOLETE	 PAGE NO. FC-29 



1. PROGRAMfASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

IDomestic and Import NLEA Nutrient Sample/Analysis and Food Composition Standard Labeling and Economics·21 

General Food Labeling Program PAC 21005 

13. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

~. OBJECTIVES 

Iro determine the compliance of domestic and imported food product labels with regulations promulgated Wlder the Fedeml Food, 

Drug and Cosmetic Act; including the Nutrition lAbeling and EdlK:8tion Act (NLEA) and the Food Allergen Labeling and Consumer 

Protection Act (FALCPA). This objective is to be accomplished by reviewing labels ofdomestic and imported food producls and by 

collecting compliance and surveiUance samples for label review and analyses to assure: (I) that the nutrition label is in compliance 

with the regulations in Title 21 Code of Federal Regulations 101.9; (2) that labeled nutrient content and health claims are made in a 

manner that complies with applicable regulations~ (3) that the label complies with FALCPA~ and (4) that all labels include all 

required label elements. 

) 

5. PROGRAM JUSTIFICATION 

rrwo new labeling requirements related to public health and safety went into effect on January 1, 2006. All domestic 

~d imported foods labeled on or after January 1. 2006 must disclose the presence ofany ingredient that is or contains 

protein derived from one ofthe 8 major food allergens so that individuals with allergies will be able to easily identify 

~e presence of substances that they must avoid. In addition. most food products entering interstate commen:e on or 

after January I, 2006 must list trans fal in the nutrition label. The FD&C Act also mandales other required label information 

and valid nutrient content and health claims provide useful information that assists consumc:n in selecting foods that 

!promote good health and weight management Continuous monitoring of food labels is necessary to ensure that consumers 

are provided with truthful information that they need to select foods that an: appropriate for their specific dietary needs and 

!health maintenance. 

6. FIELD OBLIGATIONS 
Dislricls will review import and domestic product labels for compliance with FALCPA, NLEA, and other mandatory label 
!requirements by conducting field exams. Districts will collect labels that do not appear to comply with FDA's food labeling 
laws and regulations for review by the district's compliance branch. Physical samples will be collected for lab analyses as follows: 

I) compliance samples that do not appear to qualify for labeled health or nutrient content claims (see C.P. Area ofEmphasis #2)~ 

and (2) surveillance samples collected for general nutrient analyses (see C.P. Area ofEmphasis #6). Prior to collecting labels 
for trans fat and allergens, conlllet CFSAN. Domestic Field Exams IlDd sample collections to be conducted during inspections 

under the following compliance programs: 7303.803, 7303.803A, 7303.037,7303.842. and 7303.847. Swveillance activities 

~lanned WIder this program may be pre-empted by enforcc=ment initiativt:s agreed upon by ORA and CFSAN. Such initiatives 

lwill be reported under, and credited to, the Progmm PAC unless otherwise directed. For all import field exams, see note under 

"Remarks" section on the 2621 a for this program. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
00 BY DISTRICT OFFICE o BYCEtmR D BY BOTH 

b. INSPECTION TYPE: NlA o COMPREHENSIVE o ABBREVIATEO DIRECTEDD 
d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

IAll food products (except vitaminslminerals) 02-41 

e. EXAM lYPE: (KlCHEMlCAL o MICROBIOLOGICAl. [!] PHYSICAl.. o ENGINEERING 

o M1CROANAlYllCAl. mOTHERS (Spedfy) Label RBVIews 

r. CHECK THE FOLLOWINGATIRIBUTES 
Label mliew and nutrient 8JIalyses as appropriate. foc:us should be givcu to allergCD and U8Jl$ fat labeling. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
 

Samples for nutrient analyses to be sent 10 SRUACNA. See compliance program for details.
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Food Composition, Standards, Labeling and Economics - 21 

o ASSIGNMENT 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBE

Infant Fonnula - Domestic and Import 

~AC 21006 

3. PROGRAM TYPE: ETI COMPLIANCE PROGRAM D PROGRAM CIRCULAR 

4. OBJECTIVES 

To ensure compliance with the Infant Fonnula Act and regulations promulgated thm: under by inspection ofdomestic and fon:ign 

manufactun:n ofinfant formula and collection and analysis ofinfant formula samples. 

R 

5. PROGRAM JUSTIFICATION 

Serious infant health probleJllll arising from inadequate nulrient content of infant fannula prompted Co

Formula Act of 1980. This inspection and analysis progrmn asSW1:S adherence to the provisions !Jfthe 

over the past several years (and the continuing keen intemlt by Congress, as evide:oced in part by the 1986 amendments to the 

Act) indicate the need for continued compliance monitoring. The large number ofapplications for appr

exempt from the Act requires expansion of oversight activities into this area. 

Infant formulas are identified as "high-risk" foods under the Center's Food Safety Initiatiws. Additiona

budgeted to allow annual inspections and sample collections from infant formula firms. Inspections of

firms are planned under PAC 03R233. Investigational time to delermine admissibility of import lots o

foreign manufacturers are planned \Dlder PAC 03819. Resources are planned in this prognm1 for collec

ofsamples collected from these imported lots. 

6. FIELD OBLIGATIONS 
IDislricls will conduct inspections and collect samples. Atlanta Center for Nutrient Analysis (ACNA) will perform nutrient 

analyses and label reviews. Southeast Regional Laboratory, Microbiology Branch will perform microb

OCIFPB will issue an inspection and sample collection schedule to participating districts at the beginn
Surveillance activities planned \Dlder this program JJIlly be pre-empted by enforcement initiatives agree
CFSAN. Such initiatives will be reported Wlder and credited to the progrmn PAC, unless otherwise directed. 

food security issues (see 10M) are to be covered during all inspections. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DiSTRICT OFFICE [!] BY CENTER 

b. INSPECTION TYPE: ~ COMPREHENS~ 0 ABBREVIATED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE

Infant Fonnula 40C 

e. EXAM TYPE: [K] CHEMICAL [i] MICROBIOLOGICAL o PHYSICAL 

o MICROANALYTICAL 00 OTHERS (Sp~) Label Review 

r. CHECK THE FOLLOWING ATIRIBUTES 
Nutrients as required by the Act Micro exam for Lislen'a monocytogenes. Salmone/lD. Staphylococcus QII1V1IS

Aerobic Plate COWlt (APe). 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 
See Compliance Progmm. 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Dietary Supplements - Domestic and Import Food Composition, Standards, Labeling and Economics - 21 
PAC 21008 

~. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR rn ASSIGNMENT 

f4. OBJECTIVES ) 
To ensure compliance with the Dietary Supplement Health and Education Act and regulations promulgated there tmder by 
inspections of dietary supplement manufacturers and import label exams. Dietary supplements ofboth domestic and import origin 
lwill be collected and analyzed for nutrient content vs. label declarations. All non-exempt dietary supplements must comply with the 
Supplement Facts Labeling requirements ofthe Act. Compliance with these requirements will be determined by domestic and 
import field exams and docwnentary sample col1ections. 

~ 

5. PROGRAM JUSTIFICATION 

Dietary supplements are a special class ofproducts consisting ofsuch dietary ingredients as vitamins, minerals, llJIlino acids. 
glandulars, herbs, and other bolanicals. These products are subject to specific safety and labeling requirements. This program 
provides instructions to FDA district offices regarding inspections, import investigations, sample collection and analyses, 
and compliance objectives in accordance with Ute Dietary Supplement Health and Education Act of 1994. 

The Center has set aside resources for special headquarters initiated assignments to address emerging issues. Investigational 
and sample collection time is set aside for continued focus on supplements bearing false or misleading claims on their labels 
and supplements being marketed with claims to treat diseases. 

Assigmnents will continue to issue to enforce the Agency's ban on ephedra containing dietary supplements. 

6. FIELD OBLIGATIONS 
Field obligations include inspections, domestic and import investigations, sample collections and analyses of dietary ingredients 
in dietary supplements. 

Swveill8.I1ce activities pl8JUled under this program may be pre-empted by enforcement initiatives agreed upon by ORA and 
CFSAN. Such initiatives will be reported tmder and credited to the program PAC, tmless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE BY CENTER [iJ BY BOTH D 
b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 0 0 

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

Dietary supplements 54 

8. EXAM TYPE: []] CHEMICAL 

D MICROANAlYTICAL 

f. CHECK THE FOLLOWING ATTRIBUTES 

o MICROBIOLOGICAL 

mOTHERS (Specffy) 

D PHYSICAL 

Label Review 

o ENGINEERING 

Analyze selected nutrients and compare with levels declared on product label. 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 
See compliance program. 

FORM FDA 282111 (02J04) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-32 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Selected Nutrients in Food Survey -Total Diet Food Composition Standard Labeling and Economics-21 
PAC 21839 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

4. OBJECTIVES 

To monitor the mineral nutrients in foods from typical American diets. To identify mineral and vitamin nutrient intake trends. 
To provide baseline data on mineral nutrient and vitmnin intake for intervention studies and other nutrition studies. To ftmction 
as an important component in the National Nutrition Monitoring System. 

~ 

5. PROGRA~ JUSTIFICATION 

Congress has given the Secretaries ofDHHS and USDA 8 mandate to set up 8 National Nutrition Monitoring System (NNMS).
 
The cwrent Selected Nutrients in Food Sw-vey is an important segment of the NNMS that provides the only continuous
 
analysis ofnutrient minerals in the American food supply. This pennits identification oftrends in nutrient intake over time as well
 
as information on the general nutritional status of the population at any point in time.
 

6. FIELD OBLIGATIONS 
KAN-DO will anaIyze Total Diet Study foods from all market baskets for 12 nutrients identified below in 7F • and all IDS foods 
from one market basket annually for moisture. 

7a. SELECTiON OF ESTABLISHMENTS TO BE COVERED: 
[K] BY DISTRICT OFFICE BY CENTER 0 BY BOTH0 

b. INSPECTION TYPE: NlA D COMPREHENSIVE D ABBREVIATED DIRECTEDD 
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

Various foods as required by the Total Diet Studies 37,40 
Prowam 

e. EXAM TYPE: 00 CHEMICAL o MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL m OTHERS (SpecIfy) Label ReviewD 
f. CHECK THE FOLLOWING ATIRIBUTES 

Calcium, phosphorus, iron, selenium, zinc, copper, magnesiwn, manganese, nickel, potassiwn, sodium, iodine and water. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 26218 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-33 



2. PPS PROJECT NAMEINUMBER1. PROGRAM/ASSIGNMENT TITLE 

Food Composition, Standards. Labeling and Economics - 21Methods ValidationlDevelopment Program 
PAC 21R816 

3. PROGRAM TYPE: o COMPLIANCE PROGRAM o PROGRAM CIRCULAR m ASSIGNMENT 

14. OBJECTIVES 

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

) 

~. PROGRAM JUSTIFICATION
 

Validated analytical methods are essential to support enforcement activities.
 

6. FIELD OBLIGATIONS
 

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

l'7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

b. 

c. 

INSPECTION TYP

PRODUCT(S) 

E: 

D BY DISTRICT OFFiCE 

c=J COMPREHENSWE 

d. 

D 
0 

INDUS

BY CENTER 

ABBREVIATED 

CODE(S)TRY/PRODUCT 

D 

D 

BY BOTH 

DIRECTED 

e. EXAM TYPE: D 
D 

CHEMICAL 

MICROANALYTICAL 

o 
o 

MICROBIOLOGICAL 

OTliERS (Specify) 

o PHYSICAL o ENGINEERING 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

)
 

.-~ • 

FORM FDA 26218 (02104) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-34 



2. PPS PROJECT NAMEINUMBER 1. PROGRAM/ASSIGNMENT TmE 

Colors and Cosmetics Technology - 29Cosmetics: Domestic and Import 

PACs 29001, 29R833, 29R824, 99R833 

3. PROGRAM TYPE: [2[]COMPl~N~EPROGRAM o PROGRAM CIRCUlAR o ASSIGNMENT 

4. OBJECTIVES 

To deterrIiine by inspection, sample collection, and label exam if domestic cosmetic manufacturing or repacking establishments, and
 
cosmetics offered for importation, comply with regulations enforced by the Food and Drug Administration.
 

To initiate corrective action when violations of the FD & C Act are identified. 

~ 

5. PROGRAM JUSTIFICATION 

Both domestically manufactured and imported cosmetic products must be: 1) safe under intended conditions ofuse, 2) properly labeled, 
and 3) not otherwise adulterated or misbranded under the provisions of the Act. Major safety concerns associated with cosmetics 
involve microbial contamination of eye-area products and the use of non-approved color additives. Many cosmetic violations also 
involve products which fail to comply with the labeling regulations of21 CFR 70 I. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections, perform import field exams, collect and analyze samples for non-permitted ingredients,
 
conduct microbiological analyses and perform evaluations for labeling compliance. Cosmetic security issues (see 10M 5.4.1.4.1)
 
are to be covered during all inspections.
 

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

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE o BYCENTER 0 BY BOTH 

b.	 INSPECTION TYPE: COMPREHENSIVE o ABBREVIATED DIRECTED0	 0 
d. INDUSTRYIPRODUCT CODE(S) c.	 PRODUCT(S} 

53All Cosmetic Products 

e. EXAM TYPE: CHEMICAL []] MICROBIOLOGICAL o PHYSICAL D ENGINEERING0 
D
 MICROANAI..YTICAL 00 OTHERS (Specify) Label Reviews
 

f. CHECK THE FOLLOWING ATTRIBUTES 

Non-permitted ingredients (including color additives), microbiologicaVcontaminants, labeling statements. 

g.	 SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See compliance program 

FORM FDA 26218 (02104) PREVIOUS EDITION IS OBSOlETE	 PAGE NO. FC-35 
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,
 

2. PPS PROJECT NAMElNUMBER1. PROGRAM/ASSIGNMENT TITLE 

Inspection ofHuman Cells, Tissues, and Cellular and Human Cellular, Tissue and Gene Therapies - 41
 
Tissue-Based Products (HCTlPs) PACs 41002B,C,D
 

3. PROGRAM lYPE: 00 COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES	 ­

To detennine ifhuman cells, tissue, and cellular & tissue-based product (HcrlP) establishments are in compliance with the regulations 

(21 CFR, Parts 1270 and 1271), promulgated under the Public Health Service Act, Section 361, to assure that HcrlPs do not contain 

communicable disease agents, that they are not contaminated, and that they do not become contaminated during manufacturing. 

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

(covers HCTlPs recovered on or after 5/2512005)
 

C.P. 7341.002A· Inspection of Tissue Establishments (covers human tissue recovered befoTe!~/25/2005) 

5. PROGRAM JUSTIFICATION 

Human cells, tissues, and cellular & tissue-based products (HCTlPs) are important products for medical treatment. Monitoring
 

the recovery and processing ofHCTlPs and the testing and screening ofthe donors is critical to assure consumer protection
 

from unsuitable products which may endanger public health.
 

6. FIELD OBLIGATIONS 

ORA will perfonn the inspections, prepare and submit EIRs to the Center for Biologics Evaluation and Research (CBER), and
 

recommend administrative/regulatory actions when appropriate.
 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:


00 BY DISTRICT OFFICE D BYCENTER 0 BY BOTH
 

b. INSPECTION TYPE: 00 COMPREHENSIVE o ABBREVIATED D DIRECTED 

d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

for PAC 41002B	 57K Reproductive Tissue 

for PAC 41002C	 57M Hematopoietic Stem Cells 

for PAC 410020	 57 J, 57 L, 57 0 All other HCTlPs 

57 P 99 is used for all Human Tissues, n.e.c. 

Biologics 

e. EXAM TYPE: D CHEMiCAl o MICROBIOLOGiCAl o PHYSICAL o ENGINEERING 

MICROANAlYTiCAl OTHERS (Specify)o	 o 
1. CHECK THE FOLLOWING ATTRIBUTES 

; g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM fDA 26218 (02J04) PREVIOUS EDITION IS OBSOlETE PAGE NO. 81-1 



----

2. PPS PROJECT NAMElNUMBER 1. PROGRAM/ASSIGNMENT TITLE 

GlPs (Nonclin. Lab), IRBs, SponIMonlCROs, Clinical Human Cellular, Tissue and Gene Therapies - 41 
(PDUFA) PACs 41808,41809,41810,41811 Investigators 

3. PROGRAM TYPE: ETI COMPLIANCE PROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

GLP: To assure compliance with GlP regulations (21 CFR 58) and the validity, reliability ofthe data submitted to FDA used to
 

justify the use of an investigational product in humans.
 

IRB: To ensure that the rights ofhuman subjects participating in clinical trials are protected through proper oversight by
 

institutional review boards (21 CFR 56, 21 CFR 50).
 

SponIMonlCROs: To assess the adherence ofsponsors, contract research organizations, and monitors to the current regulations
 

(21 CFR 3 ]2) and their oversight of clinical studies.
 
) 

CliD. Investigators: To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or research permit 

and to determine the compliance of clinical investigators with the relevant regulations (2 I CFR 312). 

5. PROGRAM JUSTIFICATION 

GLP: Nonclinical studies of investigation products are the basis for their use in humans. The reliability ofthe nonclinical data must 

be established prior to the product's use in humans. 

IRB: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
 
subjects in the clinical trials of investigational drugs are protected.
 

SponlMoo/CROs: Sections ofthe FD &: C Act and the Public Health Service Act require 1.he submission ofreliable, accurate clinical 

data. The inspectional program assures that proper oversight is maintained over the clinical studies. 

Clio. Investigators: The Kefauver Harris amendment to the Act and 1.he regulations promulgated thereunder, provided FDA with the 
responsibility and authority to review all clinical research involving FDA regulated products. 

6. FIELD OBLIGATlONS 

GLP: Conduct inspections and forward report(s) to the assigning office in CBER. 

IRB: Perform inspections of IRBs which are involved in the review ofclinical trials ofstudies involving biological products and
 

forward reports to the assigning CBER office.
 

SpoDlMon/CROs: Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office. 

CliD. Investigators: Conduct inspections as assigned by CBER and forward reports including recommendations for compliance
 

follow-up as needed.
 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE 00 BY CENTER 0 BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE 0 ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

Biologics 57/99 
99 is used for products n.e.c. 

e. EXAM TYPE: D CHEMiCAl o MICROBIOLOGICAl.. o PHYSICAL o E~GINEERING 

o MICROANAl..YTICAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

FORM FDA 2621. 402104) PREVIOUS EDITION IS OBSOlETE PAGE NO. 81-2 
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I 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42 
PACs 42001F,G 

3. PROGRAM TYPE: [][]COMPL~NCEPROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

"I. OBJECTIVES 

To assure blood and blood products are safe, effective, and adequately labeled by conducting inspections ofthe following establishments 
as required by law, to determine the level of compliance and adherence with applicable Federal regulations: (a) Licensed and Unlicensed 
(Registered) Blood Establishments engaged in the collection, manufacturing, preparation or processing of human blood or blood 
products: (Registered) Blood Establishments engaged in the collection, manufacturing, preparation or processing of human blood 
or blood products: (b) Licensed Blood Donor Centers which collect blood and ship to the Licensed Blood Banks ofwhich they are a 
part; (c) Laboratories that perform testing on blood products and donors, e.g. donor screening for cOIDIDWlicable disease agents 
(HIV I and 2, Hepatitis B and C, HTLV I and II, syphilis) and supplemental testing on reactive tests (HIV Western Blot, HCV RlBA). 
(d) Laboratories that perform quality control testing for licensed blood establishments, e.g., p)ateIet q.c. GMP evaluation to 
determine the level of competency and adherence to contractual agreements with the licensed' establishments. 

5. PROGRAM JUSTIFICATION 

Blood and Blood Products are vitally important products in medical treatment. Monitoring the collection ofwhole blood 
and the processing, manufacturing, and preparation of products derived from human blood assures consumer protection 
from defective products which may endanger public health. 

6. FIELD OBLIGATIONS 

ORA will perform the inspections, prepare and submit the certain specified EIRs to the Center for Biologics Evaluation 
and Research (CBER), issue Warning Letters, and recommend administratiVe/regulatory actions when appropriate. 
Joint inspections with CBER personnel may be performed. Training of field personnel will be coordinated with CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
00 BY DISTRICT OFFICE o BYCENTER D BY BOTH 

b. INSPECTION lYPE: o COMPREHENSIVE o ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

Blood and Blood Products 55,57 

e. EXAM lYPE: D CHEMiCAl o MICROBIOLOGiCAl o PHYSiCAl o ENGINEERING 

MICROANAlYTiCAl OTHERS (Specify)o D 
f. CHECK THE FOLLOWING ATTRIBUTES 

) g. SPEC~L EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 26218 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-3 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

Inspection of Source Plasma Establishments Blood and Blood Products - 42 
PACs 42002F,G 

3. PROGRAM TYPE: [}[]COMPL~NCEPROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

To detennine through inspections ifSource Plasma establishments are operating in compliance with applicable
 
regulations to assure donor protection and to assure that Source Plasma is safe, effective, and adequately labeled.
 

~ 

5. PROGRAM JUSTIFICATION 

The collection ofSource Plasma as source material for further manufacturing into products used in the prevention and
 
treatment ofdisease is of immeasurable value to the consumer.
 

Through this program the Agency can accomplish its objectives ofdonor protection and product safety, purity, and potency. 

6. FIELD OBLIGATIONS 

ORA will perform inspections, prepare and submit certain specified EIRs to the Center for Biologics Evaluation and Research 
(CBER), issue Warning Letters, and recommend administrative/regulatory actions when appropriate. Joint inspections with 
CBER personnel may be performed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:


00 BY DISTRICT OFFICE o BYCENTER 0 BY BOTH
 

b. INSPECTION TYPE: COMPREHENSIVE o ABBREVIATED DIRECTED0 D 
d. INDUSTRY/PRODUCT CODE(S) c. PRODUCT(S) 

55,57Source Plasma 

e. EXAM TYPE: D CHEMICAl. o MICROBIOLOGICAl. o PHYSICAL o ENGINEERING 

MICROANALYTICAL OTHERS (Speelfy)o o 
f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 28211 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-4 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Examination of Biological Products Offered for Import Blood and Blood Products - 42 
PACs 42007, 42R833, 42R824, 99R833, 41R824, 4SR824 

3. PROGRAM TYPE: m COM~lIANCE PROGRAM D PROGRAM CIRCUlAR o ASSIGNMENT 

4. OBJECTIVES 

I) Detennine if import entries comply with the requirements of appropriate Federal regulations.
 
2) Assure that import entries declared as Import for Export are CBER approved pursuant to section 801 (d){4) ofFD & C Act.
 
3) Detain all import entries not in compliance with applicable regulations, including 21 CFR 600-680 and 1271.
 

) 

5. PROGRAM JUSTIFICATION 

In 1995, a Blood Working Group (consisting ofpersonnel from CBER and ORA) reviewed cases in which imported blood and blood 
components were identified as being illegally distributed in domestic commerce. Analysis ofavailable information identified a 
need for a compliance prognun to clarifY existing CBER procedures for the importation of blood products and ensure consistent 
handling of imported blood products by the Field. 

In 2005 new regulations for Human Cells, Tissues, and Cellular and Tissue-Based Products (HCTlPs) became effective. 

6. FIELD OBlIGAnONS 

To review electronic line entries or examine entry documentation for imported biological products offered for entry into the
 
United States.
 

To detennine whether biological products offered for import are licensed or unlicensed; and to conduct investigations as
 
necessary and detennine whether an entry is in compliance with Federal Regulations.
 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

00 BY DISTRICT OFFiCE D 0BYCENTER BY BOTH 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTEDo D 0 
c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

Biological Products 57 

e. EXAM TYPE: D CHEMiCAl o MICROBIOLOGiCAl o PHYSICAl D ENGINEERING 

o MICROANAlYTiCAl o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

FORM FDA 26218 (02J04) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-5 
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1. PROGRAM/ASSIGNMENT TITLE PACs 42008,A 2. PPS PROJECT NAMEINUMBER 

Inspections ofLicensed Viral Marker Test Kits Blood and Blood Products - 42 
(Inspections of In Vitro Diagnostic Product Manufacturers) 

3. PROGRAM TYPE: [][]COMPL~NCEPROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

To evaluate the manufacturing process for licensed in 'IIitro diagnostic products which are used in relation to blood bank practices, 
including their instrumentation and software, and to detennine their compliance with the Federal Food, Drug, and Cosmetic Act, the 
applicable regulations, including the Quality System regulations (21 CFR 820), In Vitro Diagnostic Products regulations 
(21 CFR 809), Biologics regulations (2ICFR Part 600-680), and with standards and commibnents made in license applications 
and/or supplements. 

~ 

5. PROGRAM JUSTIFICATION 

In Vitro Diagnostic Kits are important tools in medical treabnent and blood and plasma donor screening. This program enables the 
Agency to continue to protect the public health by assuring safety, purity, potency. and efficacy of these products. 

6. FIELD OBLIGATIONS 

Conduct comprehensive inspections that assess the adequacy of all significant processes and systems. These inspections 
should be perfonned on at least B Biennial Basis. Inspections will be conducted by a Team Biologics Core Team member 
and may include a district representative and I or a Product Specialist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:


00 BY DISTRICT OFFICE o BYCENTER D BY BOTH
 

b. INSPECTION TYPE: 00 COMPREHENSIVE D ABBREVIATED D DIRECTED 

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

55, 57, 65 & 81 (Device Categories)In Vitro Diagnostic Product<; accordance with the stated 
objective. 

e. EXAM TYPE: D CHEMiCAl o MICROBIOLOGiCAl D PHYSiCAl o ENGINEERING
 

D MICROANAlYTICAl W OTHERS (Speeffy) Device Specific
 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPEC~L EQUIPMENT. METHODS. AND HANDLING ) 

FORM FDA 2621. (02104) PREVIOUS EDITION IS OBSOlETE PAGE NO. BI-6 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

IRBs, Spon./Mon.lCROs, Clinical Investigators Blood and Blood Products - 42 
(PDUFA) PACs 42809, 428]0, 42811 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCUlAR o ASSIGNMENT 

4. OBJECTIVES 

IRBs: To ensure that the rights ofhwnan subjects participating in clinical trials are protected through proper oversight by 
institutional review boards (21 CFR 56, 21 CFR SO). 

Spon./MonJCROs: To assess the adherence of sponsors, contract research organizations, and monitors to the current
 
regulations (21 CFR 312) and their oversight of clinical studies.
 

Clin.lnvestigators: To assess the reliability and accuracy of the data submitted to FDA in support ofa marketing or
 
research permit and to detennine the compliance of clinical investigators with the relevant replations (21 CFR 312).
 

5. PROGRAM JUSTIFICATION 

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of
 
subjects in the clinical trials of biological products are protected.
 

Spon./MooJCROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, accurate.
 
clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies.
 

Clin. Investigators: The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the 
responsibility and authority to review all clinical research involving FDA regulated products. 

6. FIELD OBLIGATIONS 

IRBs: Perform inspections of IRBs which are involved in the review of clinical trials ofstudies involving biological products and 
forward reports to the assigning CBER office. 

Spon./MonJCROs: Conducts inspections as assigned by CBER and forward the report{s) to the appropriate office. 
Clin. Investigators: Conduct inspections as assigned by CBER and forward reports including recommendations for 

compliance follow-up as needed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE 00 BYCENTER D BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED DIRECTEDD 
c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

57/99 99 is used for products n.e.c.Biologics 

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 262t. (02104) PREVIOUS EDITION IS OBSOlETE PAGE NO. BI-7 
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2. PPS PROJECT NAMEJNUMBER 1. PROGRAM/ASSIGNMENT TITLE 

Inspection ofMedical Device Manufacturers (Biologics) Blood and Blood Products - 42 
PACs 42845A,B,C 

3. PROGRAM TYPE: [!J COMPlIAN~EPROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

)14. OBJECTIVES 

To evaluate the manufacturing processes for those medical devices and in vitro diagnostic products regulated by the Center for
 
Biologics Evaluation and Research (CBER) through the use of the Medical Device Authorities (e.g. PMA, 510K) and other generic
 
devices outlined in the October 31, 1991 intercenter agreement between CBER and the Center for Devices and Radiological
 

Health (CDRH).
 

~ 

5. PROGRAM JUSTIFICATION 

As described in the October 31, 1991 intercenter agreement, CBER is the focal point for the review and evaluation ofseveral categories 
ofmedical devices. Our strategy for inspecting those frrms not regulated under the licensing provisions ofSection 351 of the Public 
Health Service Act are for biennial inspection. The product categories are primarily in the area ofdevices used in blood banking. 

6. FIELD OBLIGATIONS 

Conduct inspections pursuant to the instructions in the OMD Program - Inspection of Medical Device Manufacturers,
 
CP 7382.845. Report fmdingslobservations to the Center for Biologics Evaluation and Research (CBER). Recommend/initiate
 
regulatory follow-up consistent with the compliance program guidance and Agency policy.
 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
[K] BY DISTRICT OFFICE o BYCENTER 0 BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE D ABBREVIATED DIRECTED0 
d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

65 & 81 (Device Categories)All devices in the product categories transferred to CBER 

e. EXAM TYPE: D 
0 

CHEMICAL 

MICROANALYTICAL 

o MICROBIOLOGICAL 

00 OTHERS (Specify) 

D PHYSICAL o ENGINEERING 

Device Specific 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
J 

FORM FDA 2821111 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-8 
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2. PPS PROJECT NAMEINUMBER 1. PROGRAM/ASSIGNMENT Tm.E 

Inspections ofPlasma Derivatives ofHuman Origin Blood and Blood Products - 42 
PACs 42848A,F,G 

3. PROGRAM TYPE: COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENTm D D 
4. OBJECTIVES 

.- -.
 
To ensure the safety and effectiveness ofbiological products by evaluating, through inspections, the conditions WIder which
 

plasma derivatives are manufactured, and to determine their compliance with the Fedeml Food, Drug, and Cosmetic Act, standards
 

and commitments made in license applications and/or supplements, and applicable regulations.
 

} 

5. PROGRAM JUSTIFICATION 

Plasma derivatives are products used in the prevention and treatment ofdisease and thus are of immeasurable value to the consumer. 

6. FIELD OBLIGATIONS 

ORA will perform inspections that assess the adequacy of all significant processes and systems. These inspections should 

be performed on at least a Biennial Basis. Inspections will be conducted by a Team biologics Con: Team member, and may include 

a district representative and/or a Product Specialist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

00 BY DISTRICT OFFICE D BYCENTER D BY BOTH 

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED DIRECTED0 0 
d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

55,57Fractionation Products 

e. EXAM TYPE: D CHEMICAL 0 MICROBiOlOGiCAl o PHYSiCAl o ENGINEERING 

D MICROANAlYTICAL o OTHERS {Sf»cIfy) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 26218 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-9 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

IRBs, Spon.lMon.lCROs. Clinical Investigaton; Vaccines and AlJergenic Products - 45 
(PDUFA) PACs 45809, 45810, 45811 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 

IRBs: To ensure die rights ofhuman subjects participating in clinical trials are protected through proper oven>ight by
 
institutional review boards (21 CFR 56, 21 CFR 50).
 

Spon./MonJCROs: To assess die adherence of sponsors, contract research organizations, and monitors to the current regulations
 
(21 CFR 312) and their oversight of clinical studies.
 

.Clin. Investigators: To assess die reliability and accuracy ofthe data submitted to FDA in support of a marketing or research
 
pennit and to determine the compliance of clinical investigators widl die relevant regulations (21 CFR 312).
 

~ 

5. PROGRAM JUST1FICAnON 

IRBs: Though amendments ofthe Act, Congress has mandated dlat FDA has die responsibility to assure that the rights of
 
subjeets in the clinical trials of investigational drugs are protected.
 

SpoD./Mon./CROs: Sections of the FD & C Act and the Public Heallh Service Act require the submission of reliable, accurate
 
clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies.
 

Clin. Investigators: The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the 
responsibility and authority to review all clinical research involving FDA regulated products. 

6. FIELD OBLIGATIONS 

IRBs: Perfonn inspections of IRBs which are involved in the review ofclinical trials of studies involving biological products 
and forward reports to die assigning CBER office.
 

SpoDJMonJCROs: Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.
 
Clin. Investigaton: Conducts inspections as assigned by CBER and forward the reports including recommendations for
 

compliance follow-up as needed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE 00 BYCENTER 0 BY BOTH 

b. INSPECTION TYPE: COMPREHENSIVE o ABBREVIATED DIRECTED0 0 
d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

57/99 99 is used for products n.e.c.Biologics 

e. EXAM TYPE: o CHEMICAL o MICROBIOLOGICAL o PHYSICAL o ENGINEERING 

o MICROANALYTICAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621a (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-10 



----

o ASSIGNMENT 

- . 

1. PROGRAM/ASSIGNMENTmLE 2. PPS PROJECT NAMEJNUMBE

Inspection ofLicensed Allergenic Products Vaccines and Allergenic Pr
PACs 4S848A,F,G 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR 

14. OBJECTIVES 

To ensure the safety and effectiveness of biological products by evaluating, through inspections, the 
allergenic products and unlicensed allergenic source materials are manufactured, and to detennine th
Food, Drug, and Cosmetic Act, and the Public Health Service Act, standards and commitments made 
supplements, and applicable regulations. 

~ 

5. PROGRAM JUSTIFICATION 

Allergenic products are biological products which are administered to man for the diagnosis, preven
The products are manufactured from source materials that may include pollen, insects, mold, food, a
prevention and treabnent ofdisease and thus are of immeasurable value to the Consumer. 

R 

oducts - 45 

conditions under 'Yhich licensed 
eir compliance with the Federal 
in license applications and/or 

tion, or treabnent of allergies. 
nd animals, used in the 

6. FIELD OBLIGATIONS 

ORA will perfonn single, inspections that assess the adequacy of all significant processes and syste
be perfonned on alleast a Biennial Basis. Inspections will be conducted by a Team Biologics Core 
o district representative and/or a Product Specialist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
00 BY DISTRICT OFFICE o BYCENTER 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED 

c. PRODUCT(S) d. lNDUSTRYIPRODUCT CODE

Biologics 57 

e. EXAM TYPE: 0 CHEMiCAl o MICROBiOlOGiCAl D PHYSiCAl 

D MICROANALYTiCAl D OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL eQUIPMENT, METHODS, AND HANDLING 

ms. These inspections should 
Team member, and may include 

(S) 

0 

0 BY BOTH 

DIRECTED 

o ENGINEERING 

FORM FDA 26218 (02104) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-11 



-----

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBE

Inspection ofLicensed Vaccine Products Vaccines and Allergenic Pr
PACs 45848B,C,D 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR 

14. OBJECTIVES 

To ensure the safety and effectiveness of biological products by detennining through inspections, th

vaccines are manufactured, and to detennine their compliance with the Federal Food, Drug, and Co

commitments made in license applications and/or supplements, and applicable regulations. 

~ 

5. PROGRAM JUSTIFICATION 

Vaccine and vaccine related products are biological products which are administered to man for the 
ofmicrobial disease and for the therapeutic treatment. Products are manufactured from viral and ba

components and may include live attenuated, inactivated, and recombinant vaccines. These produc
prevention of childhood diseases and in the treatment, diagnosis, and prevention ofdiseases and thu

value to the Consumer. 

6. FIELD OBLIGATIONS 

ORA will perform single, inspections that assess the adequacy ofall significant processes and syste

should be perfonned on at least a Biennial Basis. Inspections will be conducted by a Team Biolog

and may include a district representative and/or a Product Specialist from CBER. 

R 

oducts· 45 

e conditions under which 

smetic Act, Standards and 

diagnosis and prevention 
cterial organisms and 

ts are used in the 
s are of immeasurable 

ms. These inspections 

ics Core Team Member 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
00 BY DISTRICT OFFICE D BYCENlER 

b. INSPECTION TYPE: o COMPREHENSIVE 0 ABBREVIATED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE

Biologics 57 

e. EXAM TYPE: D CHEMiCAl o MICROBIOLOGICAL D PHYSICAL 

0 MICROANAlYTleAL o OTHERS (SpeclfyJ 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 

(S) 

D ASSIGNMENT 

0 BY BOTH 

0 DIRECTED 

o ENGINEERING 

j 
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1. PROGRAM/ASSIGNMENT T1TlE 2. PPS PROJECT NAMeNUMBER 

NDA Pre-Approval Inspections/Investigations New Drug Evaluation - 46 
PAC 46832B,C 

3. PROGRAM TYPE: [!] COMPlIANCE PROGRAM D PR:>GRAM CIRCUlAR Q ASSIGNMENT 

14 • 
To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 
compliance of manufacturing establishments with GMPs prior to approval of pending NDAs. 

~ 

5. PROGRAM JUSTIACAnON 

Compliance of manufacturing establishments must be assessed before NDA approvals. 

I C~~d~ct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research. 

7a. saECTION OF ESTABliSHMENTS TO BE 
COVERS>: o BY DISTRICT OFFICE o BYCENTffi D BY BOTH 

b. INSPECTION TYPE: D COMPREHENSIVE D AB8REVIATED o DIRECTED 

a. INUU~t l,;!JUC(:;i)c. 
All Human Drug Codes All Human Drugs, Including Radioactive Drugs 

e. EXAM TYPE: o CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTH~ (Specify) 

J. ...Mt:l,I\ 

g. Sl"B::IAL BlUIPMENT, METHODS, AND HANDUNG 

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOlETE PAGE NO. HD-1 



2. PPS PROJECT NAMEINUMBER 

NDA Pre-Approval lnspectionsllnvestigalions- Foreign 
1. PROGRAM/ASSIGNMENT TilLE 

New Drug Evaluation - 46 

PAC 46832B,C 

) 
/3. PROGRAM TYPE: Q COMPUANCE PAOGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 
To verify thaL NDA applicant has facilities, equipment, controls. etc. so specified in their application. To determine 
compliance of manufacturing establishments with GMPs prior to approval of pending NDAs. 

~ 

5. PROGRAM JUSTIFICATION
 
Compliance of manufacturing establishments must be assessed before NDA approvals.
 

.' 

6. FIELD OBLIGATIONS
 
Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research.
 

o o o7B. SELECTION OF ESTABLISHMENTS TO BE COVERED: BY DISTRICT OFRCE BYCENTl:R BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVlATl:D 0 DIRECTED 

c. PROOUCTlSI 
AU Human Drugs, Including Radioactive Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

All Human Drug Codes -

B. EXAM TYPE: ~CHEMICAL 

o MICROANALYTICAL 

o MICROBiOlOGICAL 

D OTHERS (Sp«;Ify} 

o PHYSICAl D ENGINEERING 

r. LI1~LIIo IHI; iAI 

.ANUg. "n:L'''L ) 
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2. PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring: Hmnan Drugs - 48 

D oPROGRAM CIRCULAR ASSIGNMENT 

1. PROGRAM/ASSIGNMENT TITLE 

In Vivo Bioequivalence 
(PDUFA) PAC 48001/A 

~. PROGRAM TYPE: m COMPLIANCE PROGRA

4. OBJECTIVES 

~. PROGRAM JUSTIFICATiON 

and fraud. 

applications. 

~. FIELD OBLIGATIONS 

for evaluation and follow-up. 

l7a. SELECTiON OF ESTABLISHMENTS TO BE COVEREo BY DiSTRICT O

b. INSPECTION TYPE: ~ COMPREHEN

c. PRODUCT(S) 

Hmnan Drugs 

e. EXAM TYPE: o CHEMICAL 

o MICROANAlYTICAL 

f. CHECK THE FOLLOWING ATTRIBUTES 

D:

M 

FFICE 

S~ 

g. SPECIAL eQUIPMENT, METHODS, AND HANDLING 

-. 

.. 
Through audit procedures determine whether data submitted to FDA in NDAs and ANDAs are aCClllClte and valid. 

~ 

Bioequivalence studies are conducted mainly by private and university affiliated contrnct laboratories. Previous inspections 
noted deviations from protocols, poor n:cordkeeping, inadequate controls over test subjects, poor analytical procedures 

Results ofbioequivalence inspections have a direct relationship 10 approvability ofNDA and ANDA 

Conduct inspections and forward the reports directly 10 the Division of Scientific Investigations, CDER, 

[K] BY CENTER D BY BOTH 

D. ABBREVIATED DIRECTEDD 
d. INDUSTRYIPRODUCT CODE(S) 

60,61 

o MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D OTHERS (Specify) 

FORM FDA 2621a (02J04) PREVIOUS EDmON IS OBSOLETE PAGE NO. HD-3 



,. PROGRAM/ASSIGNMENT TITLE 

Foreign Inspections Bioresearch Monitoring: Human Drugs - 48 
PAC 4800llA 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

4. OBJECTIVES 

To determine through audit procedures whether: (a) bioequivalence data, (b) non-elinica1laboratory study data, and 

(c) clinical data are substantiated by on-site documentation, are valid, scientifically accurate and the studies were conductr.d 

according to appropriate regulations. 

GLP inspc:ctions in foreign laboratories may also provide an assessment of the effectiveness ofan existing Memorandum of 

Understanding with that named nation. 

} 

5. PROGRAM JUSTIFICATION 

An increasing number ofbioequivalence studies are conducted by contract labmatories, private and university affiliated, 
located in Canada and Europe. In addition, large numbers ofanimal studies (GLP) and clinical studies are conducted in 
Europe and other foreign countries. Serious problems associated with lack ofadherrnce to protocols, lack ofand inadequate 

record keeping, inadequate and inaccurate analytical procedures, and bud have been documented in such studies. These 

studies are required for drug approval in the United States. 

The President's Emergency Plan for AIDS Relief (pEPFAR) requires inspections ofbioeqnivalence manufacturers and clinical 

studies submitted in NDAs and ANDAs. Data audit under PEPFAR wiD be verified by on site inspections. 

. 
I 

6. FIELD OBLIGATIONS 

Conduct inspections and forward the reports directly to the Division ofScientific Investigations, CDER. for evaluation and follow-up. 

The audit of data from biocquivalcnce manufacturers and clinical studies will be verified. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED:o BY DISTRICT OFFICE 

b. INSPECTION TYPE: o COMPREHENSIVE 

00 BYCENTER 

D ABBREVIATED 

0 

0 

BY BOTH 

DIRECTED 

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

Human Drugs 60,61 

e. EXAM TYPE: D CHEMICAL 

o MICROANALYTICAL 

f. CHECK THE FOLLOWING ATIRIBUTES 

o MICROBIOLOGICAL 

o OTHERS (Specify) 

o PHYSICAL D ENGINEERING 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 
\ 
j 
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2. PPS PROJECT NAMEJNUMBER 

Bioresearch Monitoring: Hmnan Drugs - 48 

oPROGRAM CIRCULAR ASSIGNMENT 

To assure compliance with current Good Laboratory Practice Regulations (21 CPR 58) by nonclinicallaboratories and to assure 

1. PROGRAM/ASSIGNMENT TITLE 

Good Laboratory Practice PAC 48808 
(Nonclinical Laboratory) 

3. PROGRAM TYPE: [TI COMPLIANCE PROGRAM o 
~ 

4. OBJECTIVES 

validity of data through associated data audits. 

5. PROGRAM JUSTIFICATION 

and in some cases fraudulent practices. 

6. FIELD OBLIGATIONS 

District may make classification and recommend compliance actions. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED:

D BY DISTRICT OFFICE 

b. INSPECTION TYPE: ~ COMPREHENSWE 

c. PRODUCT(S) d. 

HmnanDrugs 

8. EXAM TYPE: o CHEMICAL o 
o MICROANALYTICAL o OTHERS (Sp

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDUNG 

ecIfy) 

~ 

Animal Studies are vital prerequisites to human clinical trials of drugs and other FDA regnlated products. Past experience 
has shown serious deficiencies in the conduct ofnonclinicallaboratories in reoordkeep:ing, adherence to study protocol, 

Conduct inspections and forward the reports directly to the Division ofScientific Investigations, COER. 

[K] BY CENTER 0 BY BOTH 

D ABBREVIATED DIRECTED0 
INDUSTRYIPRODUCT CODE(S) 

60 J 61 

MICROBIOLOGICAL o PHYSICAL o ENGINEERING 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Institutional Review Board (IRB); Radioactive Drog Bioresearch Monitoring: Human Dmgs - 48 
Research coimnittee (RDRC) PAC 48809 

~. PROGRAM TYPE: m COMPlIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 
-

4. OBJECTIVES 
-


IRB: To assure compliance and integrity ofinstitutional review boards (21 CPR 50) which provide protection for
 
human subjects ofclinical investigations to be submitted to FDA
 

RDRC: To assure the quality and integrity of Radioactive DJUg Research Committees and assure they are operating in
 
compliance with (21 CFR 361.1).
 

) 

5. PROGRAM JUSTIFICATiON 

IRB: Through ammdmmts ofthe Act, Congress has mandated that FDA has the responsibility to assure that the rights of
 
subjects in the clinical trials ofinvestigational dJugs are protected. The inspectional progr.an assures that IRBs protect
 

the safety and welfare ofclinical1rial subjects and c:nsnres that the infonned COnst2tt form and the process ofobtaining
 
informed consent comply with cmrent regulations.
 

RDRC: The Nuclear Regulatory Commission and the FDA have decided that certain protocols involving radioactive drugs do not need 
an IND, but must be reviewed by an institutional RDRC. These protocols are those intended for basic research purposes, not those 
protocols intended to determine the safety and efficacy ofthe dJug in humans. The RDRC assures that the Iadiation doses and 
pharmacological doses are within specified limits. The Division ofScientific Investigations, Office of Compliance, CDER, issues 
assignments to the districts, reviews all complete EIRs and their classification, and issues let1~ as needed to RDRCs after such 
review. 

6. FIELD OBLIGATIONS 

IRB: Conduct inspections ofIRBs which are involved in the review ofclinical trials ofhuman chug studies and focwani the nports to 
the Division ofScientific Investigations, CDER. 

Assist in presentation ofIRB workshops. 

RDRC: Conduct inspections ofRDRCs and fonvard the EIRs to the Division ofScicntiJic Investigations, CDER. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE [!] BY CENTER 0 BYBOTli 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED DIRECTEDD 
c. PRODUCT(S} d. INDUSTRY/PRODUCT CODE(S) 

60,61Human Drugs 

8. EXAM TYPE: 0 CHEMICAL 

0 MICROANAlYneAl 

f. CHECK THE FOLLOWING ATIRIBUTES 

o 
o 

MICROBiOlOGICAL 

OTliERS (Spedf'y) 

o PHYSIC'AL. o ENGINEERING 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING \ 
l 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Sponsors, Contract Research Organizations, & Monitors Bioresearch Monitoring: Human Dmgs - 48 
PAC 48810 

3. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

4. OBJECTIVES 

To assure adherence by sponsors, contractres~ organizations. and monitors to the regulations (21 CPR 312) and 10
 
assess their interaction willi clinical investigators and the sponsors development of safety and efficacy data in NDAs.
 

~ 

5. PROGRAM JUSTIfiCATION 

Sections ofllie FD&C Act and the Public Health Service Act reqlJire the submission ofdata to FDA ensuring the safety of 
human drugs, as well as the filing ofan Investigational New Drug Application and New Omg Applications. An 
inspectional program is required to assess compliance with current regulations. 

6. fiELD OBLIGATIONS 

Conduct inspections ofsponsors, contract research organizations, and monitor.; for the INDINDAs identified in the 
assignments. Forward reports directly to the Division of Scientific Investigations, COER, for final classification, including 
District recommendations for compliance follow-up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE [K] BY CENTER 0 BY BOTH 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 0 D 
c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

HumanDmgs 60,61 

e. EXAM TYPE: CHEMICAL o MICROBIOLOGICAl o PHYSICAl o ENGINEERING0 
D MICROANALYTICAL OTHERS (Sp.clf}l)o 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

ClinicallnvestigaCors Bion:search Monitoring: Human Dmgs - 48
 
PAC 48811
 

3. PROG[K) COMPLIANCE PROGRAM o PROGRAM CIRCULAR I IASSIGNMENT 
-

4. OBJECTIVES 

To assess through audit procedures whether data submitted to FDA in a specific study are sobstantiated by source
 
documents and whether clinical investigaton; have complied with regulations (21 CFR 312):
 

~ 

5. PROGRAM JUSTIFICATION 

Clinical data are sobmittcd 10 FDA in support ofa DWketi:ng permit (IND, NDA). The clinical studies that generated the data 
are evaluated for accmacy, completeness, and regulatory compliance. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward EIRs diRJctly to the Division of Scic:ntific Investigations, CDBR.
 
District may make cJassification and recommend compliance actions.
 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE 00 BYCENTER 0 BY BOTH 

b. INSPECTION T[!] COMPREHENSIVE D ABBREVIATED DIRECTED0 
d. INDUSTRY/PRODUCT CODE(S)
 

HwnanDrogs
 
c. PRODUCT(S) 

60 161 

e. EXAOPIl;HEMICAL o MICROBIOLOGICAL o PHYSICAl 0 ENGINEERING
 

o o
MICROANAlYTICAL OTHERS (Specify) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG .
 
J 
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1. PROGRAM/ASSIGNMENT TTTlE 

ANDA - Pre-Approval Inspections/Investigations 
PAC 52832 

2. PPS PROJECT NAMffHUMBER 

Generic Drug Evaluation - 52 
- -

3. PROGRAM TYPE: r;l COM PlIANCE PROGRAM n PIlOGRAM CIRCUlAR n ASSIGNMENT 

._.. 

4. 08JB;TIVES 

To verify that ANDA Ilpplicant has facilities, equipment, controls, etc. so specified in their appliCldions.
 
To determine compliance of manufacturing establishments with GMPs prior to approval of pending ANDAs.
 
ANDA bulk products are collected for profile analysis.
 

} 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing establishments must be assessed before ANDA approval. 

8. Flan OBliGATIONS 

Conduct pre-approval inspections of establishments as requested by the Center for Drug Evaluation and Research. 

7 a. SELECTION Of ESTABUSHM ENTS TO BE COVEJlB>; BY DISTRICT OffiCE BYC8IlTER BY BOTH o o o 
b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATID 0 DIRECTED 

c. PRODUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT COOC(S) 

All Human Drug Codes 

e. EXAM TYPE: o CHge'lICAl 

o MIC~NAlYTICAL 

D MICROBIOlOGICAL 

D OTHERS (Spedfy) 

D PHYSICAL D ENGlNIZRING 

r. ","1:1.1\ Me 

g. ::O.......U\L • Mt:1 nvu::>. AND
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1• PROGRAMfASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

ANDA Pre-Approval Inspections/Investigalions- Foreign Generic Drug Evaluation - 52
 
PAC 52832
 

3. PROGRAM TVPE: Q COMPliANCE PROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc., so specified in their applications. To det.ennine 
Compliance of foreign manufacturing establishments with GMPs prior to approval of pending ANDAs. 

~ 

5. PROGRAM JUSTIFICATION 

Compliance of foreign manufacturing establishments must be assessed before ANDA approval. 

6. FIELD OBLIGATIONS 

Conduct pr~approval inspections of foreign esubl.isbments as requested by the Center for Drug Evaluation and Research. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE [!J BY CENTER [;] BY BOTH 

b. INSPECTION TVPE: D COM~HENSIVE D ABBREVIATED GJ DIRECTED 

c. PRODUCT(S) 

HUDWI Drugs 
d. INDUSTRY!PRODUCT CODEtS) 

All Human Drug Codes 

B. EXAM TVPE: 

r. l,;t1tl,;l'\ 

[;]CHEMICAL 

D MICROANAlYTICAL 

o MICROBIOLOGICAl 

D OTHERS (SpCfyJ 

D PHYSICAL o ENGINEERING 

g. :::'~I,;IA1. ,ANU 
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Postmarketing Surveillance & Epidemio]ogy: Human Drugs - 53 

o ASSIGNMENT 

Regulatory and/or administrative follow-up will be coordinated 

1. f'R()GRAM/ASSlGNMENT TITlE 2. PPS PROJECT NAM&'NUM~ 

Enforcement of the Adverse Drug Experience Reporting 
Regulations PAC 53001A,B 

3. I'ROGRAM TYPE: ~ COM Pl.IANCE PROGRAM D f'R()GRAM CIRCULAR 

4. 06JECTIVES 

To provide assignments, guidance and instructions to field offices for inspcctiDg drugfinns to detenni
reporting requirements of2] CFR 3]0.305,3]4.80 and 318.98. 
between 1he field and headquarters in cases where significant violations of reporting regulations or def
following guidances are detected. The Program should also promote voluntary compliance with regula
responsible parties, including applicants, manufacturers, packers and distributors. 

~ 

5. f'R()GRAM JUSTIRCATION 

The postmarketing adverse drug experience (ADE) regulations (21CFR 310.305,314.80 and 314.98) 
August 22, 1985, September 2, 1986 and June 29, 1992 and cover prescription drugs. The regulations 
that have approved applications, inclUding those initially marketed as prescription drugs under approv
to aTC switched drugs). The purpose of postmarketing ADE surveillance is to obtain information on 
drug effects not identified during pre-market testing. Accurate, complete, and timely reporting of AD
to the safety evaluation of marketed drug products. It enables FDA to act when information concernin
marketed drug products suggests that new labeling, market withdrawal or other action is required. 

ed applications (i. e.• Rx 

E information is essential 

ne compliance with 1he ADE 

iciencies in 
tions and guidance by 

became effective on 
also apply to aTC drugs 

rare, latent or long tenn 

g the use and safety of 

II. RaD OBUGATIONS 

Conduct inspections and forward reports directly to the Division of Compliance Risk Management an
Office of Compliance/CDER, including recommendations for any indicated regulatory follow-up. 
Issue regulatory letters as approved by DCRMS. Notify DCRMS of fmdings from other inspectional 
relevant to ADE reporting. 

7e.. sas:;TlON OF ESTABlISHMENTS TO BE COVERED: o BY DISTRICT OfRCE D BY CENT

b. INSPECTION TYPE: ~ COMPReiENSlVE 

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

Human Drugs Industry Codes: 54, 56, 60-66 

e. EXAM TYPE D CHBAICA~ o MICROBIOlOGICAL o PHYSICAL 

o MICROANALYTICAL o OTHERS (Spec6yJ 

I I. \,;t1tt,;... I 

g.;:"~""'L , ... _. ,""U 

d Surveillance (DCRMS)/ 

ER 

program activities which are 

~ BY BOTH 

D AB8REVLATB> 0 DIRECTED 

DENGIN~NG 
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1. PROGRAM/ASSIGNMENT TITLE 

Drug Process Inspections 
PAC 56002A-F 

3. PROGRAM TYPE: Q COMPlIANCE PROGRAM o
4. OBJECTIVES 

market, violative drug products that are observed as a result of activities performed un

changing practices and technology. 

5. PROGRAM JUSTIFICATION 

manufactured, tested, packaged and held. 

6. FIELD OBUGATIONS 

fmn receives the inspection coverage provided br in the inspectional strategy. 

der this program. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED: D BY DISTRICT OFFICE 

b. INSPECTION TYPE: o COMPREHENSIVE 

c. PRODUCTCS) 

Human Drugs Industry Codes: 

e. EXAM TYPE: o CHEMICAL o MICROBIOLOGICAL 

D MICROANALYTICAL D OTHERS (Sp«/fyI 

.\.....".... I " I n'DV' "., 

g. ",n:"'AL~. , ,ANU 

2. PPS PROJECT NAMEINUMBE.R 

Drug Quality Assurance - 56 

PROGRAM CIRCULAR 

To minimize the consumer's risk of exposure to defective drug products by preventing the marketing of, or removing from the 

To assess the adequacy of the CGMP regulations, guidelines and agencyregulatory policies by gathering industry-wide data on 

~ 

The Drug Process Inspections program is FDA's primary means for evaluating the conditions under which drug products are 

The field will conduct drug process inspections and maintain profiles or other monitoring systems which will insure that each drug 

BY CENTER BY BOTH 

D ABBREVIATED 0 DIRECTED 

o o 
d. INDUSTRY/PRODUCT CODEtS) 

50, 54-56, 60-66 

o oPHYSICAl ENGINEERING 

o ASSIGNMENT 

... 
t, 

FORM FDA 2621107/991 PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-12 



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

Foreign Drug Iospections Drug Quality Assurance - 56 
PAC 56002A-F 

3. PROGRAM TYPE: Q COMPLIANCE PROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

4. OBJECTIVES 

Inspectional work is to minimize the consum~'s risk of exposure to defective drug products by preventing the marketing 
of or removing from the market, violative drug products that are observed as a result of inspections performed under this Program. 

~ 

5. PROGRAM JUSTIFICATION 

The international Drug Process Inspection program is FDA's primary means for eValuating the conditions under which foreign 
drug products are manufactured, tested, packaged and held. 

6. FIELD OBLIGATIONS
 

The field will conduct drug process inspections and maintain profIles of foreign drug manufacturers.
 

7a. SELECTION OF ESTASUSHMENTS TO BE COVERED: D BY DISTRICT OFfiCE o BY CENTER DIIVIIOTH 

b. INSPECTION TYPE: o COMPREHENSIVE D ABBREVIATED Q DIRECTED 

C. PRODUCT{SI d. INDUSTRYIPRODUCT CODEIS, 

Human Drugs All Human Drug Codes 

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL o PHYSICAL D ENGINEERINGo o
o oMICROANALYTICAL OTHERS (SpedfyJ 

• l-Nt:l-'" MOO 

g. :.n:l.IAL ,ANU 
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2. PPS PROJECT NAMEINUMBER 

Drug Product Surveillance 
1. PROGRAM/ASSIGNMENT TiTlE 

Drug Quality Assurance - 56 
PAC 56008A,C 

) 
3. PROGRAM TYPE: Q COMPliANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 
To obtain information about the quality ofthe nation's drug supply through analyses of selected domestic and imported 
ftnished dosage fonn products and active pharmaceutical ingredients (APls). 
To direct analytical coverage toward; drug products, finns, and countries which pose a heighlened riskto the consuming 
public relative to the risk-based management system. 
To obtain information about the identifying characteristics (forensic testing) of APIs from domestic/foreign sources in order to 
establish a forensic database to evaluate fonnulation manges and uncover possible counterfeiting 

~ 

5. PROGRAM JUSTIFICATION 
FDA has the mandate to assure that the nation's drug supply is safe and effective. The Drug Product SUrveillance program is 
FDA's primary means for monitoring the quality offmished drug products and APls through sampling and analysis. 

8. FJELD OBLIGATIONS 
To collect samples and perform laboratory examinations. Upon assignment fDm CDER, conduct inspections to obtain specific 
information, such as analytical results, production data, and formulation. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFRCE D BY CENTER o BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

d. INDUSTRYJPRODUCT CODElSI
 

Human Drugs
 
c. PRODUCTlS) 

Industry Codes: SO, ~S6 and 60-66 

B. EXAM TYPE: CHEMICAL MICROBIOLOGICAl D PHYSICAl D ENGINERINGo o 
o MICROANALYTICAL D OTHERS (Spedfy} 

I. CHECK THE FOLLOWING ATIRIBUTES 
Potency I content unifonnity, disintegr:lion, dissolution, time release patterns, identification, microbial contamination, and other 
selected analyses are directed in Drug Surveillance Requests at CDERJDistrict assignments. 

g. S~l;IAL ,AN'" ) 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Drug Quality Reporting System - DQRS NDA-Field Alert Drug Quality Assurance - 56 
Reporting PAC S6021A,B 

J. PROGRAM TYPE: Q COMPLIANCE PROGRAM. D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To establish and operate a structured system for accumulating and evaluating data generated by Drug Quality Reporting System 
(DQRS) a voluntary reporting program, and NDA Field Alert Reports (FARs), a program mandated by 21CFR 314.81 
for reporting by drug manufacturers. 
To maintain a flexible capability for rapid investigations and product corrections of any drug product quality problems ascertained 
from these distinct reporting systems. 

~ 

5. PROGRAM JUSTIFICATION 

The DQRS and FAR programs respectively, provide a means for centralizing drug quality reports received by FDA 
from health professionals, consumers and drug product manufacturers. 

6. FIELD OBLIGATIONS 

Each FDA disttict Office will appoint a DQRS/FAR program coordinator(s) who will monitor the District's activity/follow-up 
activity and, serve as a contact person. Districts will perform inspections, sample COllections, analyze samples and 
perform other assignments generated by CDER. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY DISTRICT OFFICE D BY CENTER ~ BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE D ABBREVIATEO o DIRECTED 

c. PRODUCT IS) 

All HumaD Drugs 
d. INDUSTRY/PRODUCT CODEISI 

All Human Drug Codes 

8. EXAM TYPE: 

. ,""e,"" ,"C 

D CHEMICAL 

o MICROANALYTICAL 

" ""u , cO) 

GJ MICROBIOLOGICAL 

D OTHERS fSpaclfyJ 

DPHYSICAL o ENGINEERING 

g. SPECIAL • Me nuuO). AI'''' 
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1. PROGRAM/ASSIGNMENT TITLE 

Enforcement of the Prescription Drug Marketing Act(PDMA) 
PAC 56022 

2. PPS PROJECT NAMEINUMBER 

Drug Quality Assurance - 56 

3. PROGRAM TYP!:: @ COMPUANCE PROGRAM o PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide general guidance in conducting inspections and investigations of individuals, prescription drug manufacturers, distributors, 
and other parties that may be involved in the diversion of prescription drug samples. American Goods Returned, or the resale of drug 
by hospitals or other health care entities. thereby disrupting legitimate domestic prescription drug distribution channels. 

~ 

5. PROGRAM JUSTIFICATION 

FDA has the mandate 10 enforce the Prescription Drug Marketing Act amendIneots 10 the FederalFood. Drug and Cosmetic Act. 
These amendments are designed 10 curtail diversion of prescription drug products from legitimale channels of distribution. 

6. FIELD OBLIGATIONS 

To follow-up on routine reports referred from CDER during .:gularly scheduled inspections; upon CDER assignment to perfonn 
investigations of possible drug diversion reports; and to collect samples and perform laboratory examinations as appropriate to suppor 
regulalory activities. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED; D BY DISTRICT OFFICE D BY CENTER ~ BY BOTH 

b. INSPECTION TYPE: GJ COMPREHENSIVE o ABBREVIATED D DIRECTED 

c. PRODUCT(SI 

All Human Drugs 
d. INDUSTRY/PRODUCT CODEISI 

All Human Drug Codes 

e. EXAM TYPE: o CHEMICAL 

D MICROANALYTICAL 

r. \.Ht\.1I. I Ht '" 
Analysis as directed in CDER/district assignments. 

o MICROBIOLOGICAl 

D OTHERS ($pI1dfyJ 

o PHYSICAL D ENGINEERING 

g. . ......u 
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1. PROGRAMfASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Pharmacy Compounding Assignments Drug Quality Assurance - 56 
PAC 560015 

-
J. PROGRAM TYPE: o COMPliANCE PROGRAM	 o PROGRAM CIRCULAR GJ ASSIGNMENT 

4. OBJECTIVES 

Monitor, investigate and take regulatory action, (including working jointly with state regulatory officials). on 
complaints involving phannacy compounded drug products and pharmacy compounding operations that are in violation of 
applicable sections of the Federal Food, Drug, and Cosmetic Act (the Act). 

~ 

5. PROGRAM JUSTIFICATION 

While the pharmacy compounding law section S03A of the Act was recently struck down by the courts, Ihe ageocy is still engaged 
in determining whether or oot a pharmacy compounder and its compounded drug products comply with all other applicable sections 
of the Act. FDA cominues to ensure the availability of compounded drug products as a component of individualized therapy, while 
limiting the scope of compounding so as to prevent manufacturing under the guise of compounding. 
The agency needs to investigate pharmacy-compounding reports of illnesses associated with compounded drug products. In cases 
where it is determined that exercising the agency's enforcemem discretion in regard to pharmacy compounding is not 
warranted, the agency will consider regulatory action. where necessary. to address applicable violations of !he Act. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections and investigations, collect evidence, samples and develop cases in accordance with 
Assignments from HFD-330. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:	 BY DISTRICT OFFICE DSYCENTER ~ BY 80THo
 
b. INSPECTION TYPE:	 o COMPREHENSIVE o ABBREVIATED GJ DIRECTED 

c. PRODUCTISI d. INDUSTRYIPRODUCT COOE(5) 

Human Drugs Industry Codes: SO, 54, 56 and 60-66 

e, EXAM TYPE:	 o CHEMICAL D MICROBiOlOGICAl o PHYSICAL o ENGINEERING 

D MICROANALYTICAL D OTHERS (SpclfyJ 

IAIIHI"Vlt:>
• """"" I H~ 
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2. PPS PROJECT NAMEJNUMBER
Forensic Evaluation and SL~ple Analysis Drug Quality Assurance - 56
PAC 56R838 ­

) 
3. PROGRAM TYPE: NfA D COMPliANCE PROGRAM D PROGRAM ClRCULAfl D ASSIGNMENT 

4. OIUECTlVES 

Forensic evaluation and Fonmic sample analysis activities arc to provide sound scientific support for the investigations of the 
Office of Criminal Investigations. 
This includes sample analysis of physical samples related to incidents of tampering, counterfeiting, fraud, adulterallDn and olber 
violations of the FD&C and related acts so that the fmdings are suitable to be presented as technical evidence in a court of law. 
It also includes forensic evaluation of melbods and the generation of scientific data to identify. charactcrizeand assess the 
public health impact of possible adulterants, or intentional violation of the law regarding regulated products to assist FOAin its public 
health mission. 

) 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration \\Ith known and potentially harmful substances make it clear that FDA needs to be 
able to conduct sample analyses to reliably determine the chemical identity of suspected substances and GUpport its findings in 
the courts. FDA's unique public health missionmakes it interested in types offorensic evaluation and method studies for which 
there are few customers and few external funding sources. To protect the pUblic health FDA needs 10 continue to develop an 
arsenal of techniques which will permit it to deteDDine the nature and source of risks through criminal investigations. 

6. FIELD OBLIGATIONS 

Appropriate scientific analysis of official physical samples in support ofinvestigations are to be performed so that the findings are 
j

suitable to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or 43, 
domestic or import sample analysis under lheappropriate Forensic activities PAC 56R838 or OCI PAC 56R83 1. 
Conduct operations supporting mdhods refmement. development, or general forensic studies that may be applied to labol1ltory 
evaluations to support the FDA mission. Report time spent on these activities as PODS Operation Code 03, PAC 56R838 
Petition Validation, Melhods Development, or Faensic Evaluation. Please consult DFS and/or DPEM for additional reporting 
guidance. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED: o 8Y DISTRICT OFFICE o BYCENTEA D BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATE 0 DIRECTED 

c. nvvv... ' ,,,, I a. '-VUe\;:" 

o8. EXAM TYPE: NfA DCHEMICAL MICROBIOLOGICAL DPHYSICAL ENGINEERINGo o OTHERSD MICROANAlYTICAL (SpedfyJ 

I. I.;Mel.;'" IMe '" 

,g. " ..c'-...... • "AU 
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2. PPS PROJECT NAMEINUMBER 1. PROGRAM/ASSIGNMENT TItlE 

Internet, Health Fraud, and OTC Monographs Unapproved and Misbranded Drugs - 63 
PAC 6300IA 

3. PROGRAM TYPE: GJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. 08JECTIVES 

To identify and evaluate aTC drug products and to assure their compliance with specific OTC drug monographs or other regulations; 
2) to detect, investigate and take action against fraudulent drug products that present the public with a direct and indirect health hazar<l 
and economic fraud; and, 3) to monilor, investigate and lake regulatory action on the illegal promotion, distribution and sales of 
prescription and non-prescription drug products via the Internet, including illegal offshore pharmacy operations associated wilh 
approved and unapproved drug products promoted for approved and unapproved treatment of diseases. 

~ 

5. PROGRAM JUSTIFICATION 

1) In the Federal Register of 1/5n2, the Commissioner announced a proposed review of the safety, effectiveness andlabeling of all 
OTC drugs by independent advisory panels. As a result. final monographs are published (21 CFR Part 330 through Part 358) which 
establish conditions under which OTC drugs can be generally recognized as safe and effective and not misbrande4 2) to combat the 
deceptive and misleading sale of fraudulent drug products; and, 3) FDA must monitor the promotion and sale of drug products on the 
Internet to identify activities which violate the law and pose a risk to the public health. 

6. FielD 0911GATIONS 

The Field conducts inspections and investigations, develops evidence, collects and analyzes samples, evaluates product labeling, 
performs surveillance activities, and recoIDIDeDds compliance actions concerning OTC drugs, fraudulent dugs and drugs sold on the 
Internet as set forth in applicable compliance programs and CDER guidance and requests for followup. 

D o o78. SELECTION OF ESTA911SHMENT~ TO BE COVERED: BY DISTRICT OFFICE BY CENTER BY BOTH 

b. INSPECTION TYPE: D COMPREHENSIVE o A9BREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT CODE(SI 

Industry Codes: 50,54, and 6Q.66 

e. EXAM TYPE: [!] CHEMICAL 

o MICROANALYTICAL 

o MICROBIOLOGICAL 

D OntERS (SpecIfy} 

o PHYSICAL o ENGINEERING 

t ...M"..... ,"c A' 

g. -, .ANU 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

New Drug (Prescription) Without Approved NDAs Unapproved and Misbranded Drugs - 63 
PAC 63002 

)3. PROGRAM TYPE: r:l COMPliANCE PROGRAM n PROGRAM CIRCULAR n ASSIGNMENT 
4. OBJECTIVES 

To establish uniform procedures for removal from the market of all prescription drug products described by FDA to be new
 
drugs not covered by approved New Drug Applications; complete Category VII of Compliance Policy Guide (CPG) 7132c.02
 
which are Dot in the earlier categom of this CPG; and any drug products in prior categories remaining for regulatory action.
 

~ 

5. PROGRAM JUSTIFICATION 

The Drug Amendments of 1962 to the FD&C Act require that all marketed drug products be safe and effective. Judge June L.
 
Green of the U.S. District Court for the District of Columbia ruled (July 29. 1975) that an approved new drug application for
 
prescription drugs which the FDA has previously declared to be a new drug within the meaning of2l USA 321(P) is required
 
in order for the drug product to be introduced into interstate commerce. Therefore, those without approved applications must
 
be withdrawn from the market. This compliance program is responsive to this mandate.
 

6. FIELD OBliGATIONS 

-Assign District Coordinator, whose name shall be suppJied to HFD31O.
 
-Identify all drug products which require regulatory letters and prepare such letters to be signed by the District Director.
 
-Maintain records of all activities under this program, induding a list of drug products voluntarily removed from the market in
 

compliance with the warning letters, products removed by recall, etc.
 
-Initiate regulatory actions, where appropriate, to assure compliance with program.
 
Submit monthly report to HFD-31O.
 

78. SELECTION OF ESTABUSHMENTS TO BE COVERED: BY DISTRICT OFFI'CE BY CENTER GJBYBOTHo o 
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED GJ DIRECTED 

d. INDUSTRY/PRODUCT COOEISI c. PRODUCTISI 

Industry Codes: 54, 56, and 6().66Human Prescription Drugs 

II. EXAM TYPE: DCHEMICAL D MICROBIOLOGICAL o PHYSICAL o ENGINEERING 

D MICROANALYTICAL o OTHERS ISpedfy} 

r. l.Ht:lo" Ht: 'AI 

f 
;g. ::i!'kI.:IAL .......u
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2. PPS PROJECT NAMEiNUMBS't 

Interagency Cooperative Activities - 88 

D PROGRAM CI~ULAR ~ ASSIGNMENT 

To develop an effective program for extending the shelf Life of about-to expire drugs and medical devices. 

1. PROGRAM/ASSIGNMENT TITLE 

Shelf Life Extension Projects 
PAC 88­

3. PROGRAM TYPE: o COMPlIANCE PROGRAM 

4: OBJECTIVES 

5. PROGRAM JUSTIACATION 

our 
lhe cost of replacement stocks as lhe stockpiled materials expire. 

6. RaD OBliGATIONS 

Selected laboratories, on assignment from MPQAS. 

7a. saB:TION OF ESTABlISHMalTS TO BECOIfERED: 

b. INSPECTION TYPE: 

c. PRODUCT(S) 

Human Drugs 

e. EXAM TYPE: o CHEMICAL o 
o MICROANALYTICAL 

I J. ,,"1:1,;1\ I I /'I:JDU I CO) 

g. SPH;IAL ,ANU 

EnvirOMlental chambers used to stress drug products. 

~ 

Congress has placed a high priority on maintaining the military in a state of readiness. This includes 
purchasing and storing for contingency use sufficient quantities of medical products needed to sustain 

military forces under wartime conditions. This project is established to assist DOD in reducing 

D BY DISTRICT OARCE o BY CENTER DBY80TH 

D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 50, 54, 56, and 60-66 

M ICROBlOlOGlCAL 

D OTHIR; (Spedfy) 

D FHYSlCAL o ENGINEERING 
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------

Pre-Approval Evaluation ofAnimal Drugs and Food 

o ASSIGNMENT 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBE

tNADA Pre-ApProval Inspections 

IPAC68001 Additives - 68 

~. PROGRAM TYPE: m COMPlIANCE PROGRAM­ -' _. ­·0 PROGRAM CIRCUlAR 

14. OBJECTIVES 
- - .. 

To assw-e that applicants for New Animal Drug Application (NADA) approvals have the required ca

corrunitments to manufacture, process. and pack new llIlimal drugs that are safe and effective for thei

Increase the nwnber of cooperative activities related to this program. 

5. PROGRAM JUSTIFICATION 

Domestic and foreign plant inspections are necessary to determine whether the establishment can pro

accordance with c\DTent good manufacturing practice regulations and comply with the commitments 

issued by assigmnent Priority will be specified by CVM. 

Outcome: Reduce new animal drug development and review time. 

6. FIELD OBUGATIONS 

The Field will conduct NADA Pre-Approval Inspections at domestic and foreign plants in accordan

Establishment inspection reports will be submitted to the New Animal Drug Evaluation (NADE) Pr

according to the procedures outlined for field reporting requirements in the compliance program. 

Field laboratories on an assignment basis will validate methodology submitted with NADAs. 

r intended use. 

ce willi the assignment 

ogram Manager (HFV-142) 

R 

pabilities to fulfill their NADA 

duce the new animal drug in 
in the NADA. Inspections will be 

r7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE 0 BY CENTER 

b. INSPECTION TYPE: 0 COMPREHENSIVE 0 ABBREVIATED 

c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE

Animal Drugs, Type A Medicated Feed Articles 56,67,68 

e. EXAM TYPE: 00 CHEMICAL m MICROBIOLOGICAl o PHYSICAL 

o MICROANALYTICAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATIRIBUTeS 

Petition validation work. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

(S) 

-

~ 

0 

[iJ BY BOTH 

DIRECTED 

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

Oinical Investigators 
- .... 

Pre-Approval Evaluation ofAnimal Drugs and 
PAC 68811 Food Additives - 68 

13. PROGRAM TYPE~ . [}ClCOMPL~CEPROGRAM o PROGRAM CIRCULAR o ASSIGNMENT 

14. OBJECTIVES 
--_.- _..._-_. .. .._- . - -" . '--'--- .. --- ­~ 

To assess Ihrough audit procedures (21 CFR. 511.1 (b))whe1herdata submitted by clinical investigators to FDA in a specific
 
clinical study are substantill1ed by records.
 

~ 

5. PROGRAM JUSTIFICATiON 

As a result ofSenate conunittee hearings and a GAO investigation, Congress directed FDA to develop and implement a program of 
inspecting non-<:linicBllaboratories and an intensified program ofmonitoring clinical investigations. The program determines the 
validity of data submitted to FDA by inspecting clinical investigators' n:conis. 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

Conduct inspections ofclinicBl investigators identified by the Center in accordance with the guidance set forth in the basic compliance 
program 7368.811. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:
D BY DISTRICT OFFICE 00 BYCENTER 0 BY BOTH 

b. INSPECTION TYPE: ~ COMPREHENS~ o ABBREVJA~D DIREC~D0 
d. INDUSTRY/PRODUCT CODE(S) c. PRODUCT(S) 

67,68, or 69Animal Drugs 

e. EXAM TYPE: o CHEMICAL o MICROBIOLOGICAL o PHYSICAL o ENGINEERING 

MICROANALYTICAL OTHERS (Specify)o o 
1. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

Good Laboratory Practice (Non-clinical Laboratory) Pre-Approval Evaluation ofAnimal Drugs and Food 
Additives - 68PAC 68808 

p. PROGRAM TYPE: m COMPLIANCE PROGRAM D PROGRAM CIRCULAR o ASSIGNMENT 

~. OBJECTIVES 

To conduct inspections offacilities and non-clinicallaboratories engaged in the collection of data to determine whether the GLP 

regulations (21 CFR 58) are followed. To take appropriate action whenever a situation involving a serious violation of the GLPs 

is encountered or when fraud or other deliberate falsifications oftest data has occurred. 

~ 

is. PROGRAM JUSTIFICATiON 

FDA requires that extensive animal and other types oftesting be C&Jried out before approving new animal drug applications or animal 

food petitions. The FDA's reliance on the basic accuracy of da1a submitted is essential to the review and approval ofAgency-regulated 
products. The submission offaulty, erroneous, or distorted data increases the potential for wrong decisions BOd makes it difficult, ifnot 

impossible, to draw conclusions regarding the health hllZBTds ofthe tested product. 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

ORA wiD perform the inspections and submit EIRs in accordance with established procedures set forth in the basic compliance 

program 7368.808. 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

D BY DISTRiCT OFFICE [II BY CENTER 0 BY BOTH 

b. INSPECTION TYPE: 00 COMPREHENSIVE o ABBREVIATED 0 DIRECTED 

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

Animal Drugs 67,68, or 69 

e. EXAM TYPE: CHEMICAL o MICROBIOLOGICAL o PHYSiCAl o ENGINEERINGD 
0 MICROANAlYTlCAL OTHERS (Specify)o
 

1. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAl. EQUIPMENT, METHODS, AND HANDLING 

)
 

; 

.>
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-----

2. PPS PROJECT NAMEJNUMBER 

Pre-Approval Evaluation ofAnimal Drugs and 
Food Additives - 68 

-- ...
To assure the adherence of sponsors, contract research organizations and monitms to the clinical monitoring regulations 
(21 eFR 511.1 (b)) BIld to evll1uate repm;entative clinicll1 investigators utilized by the sporisor with regard to their o.dhen:nce 

.D.PROGRAM CIRCULAR o ~SSIGNMENT 

_- ..-- -..----_. - _. 

1. PROGRAM/ASSIGNMENT TITLE 

Sponsors, eontract ReseUeh OrgaDiZatians, and 
Monitors PAC 68810 

3. PROGRAM TYPE: rn COMPLIANCE PROGRAM _. 

4. OBJECTIVES 
- .­

to applicable regulations. 

5. PROGRAM JUSTIFICATION 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

guidance set forth in the basic compliance program 7368.81 O. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DISTRICT OFFICE 

b. INSPECTION TYPE: 0 COMPREHENSNE 

c. PRODUCT(S) 

Animal Drugs 

e. EXAM TYPE: 0 CHEMICAL D 

0 MICROANALYTICAL o 
f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 

~ 

As a resuh ofSenate committee hearings and 8 GAO investigation, Congress directed FDA to develop and implement a prognm of 
inspecting non-clinicallaboratories and an intensified program ofmonitoring clinical investigations. Part of this comprehensive 
program was directed to sponsors, monitors, and clinical investigators under the above stated objective. 

Conduct inspections of sponsors, contract research organizations, and monitors, identified by the Center in accordance with the 

[K] BY CENTER 0 BY BOTH 

ABBREVIATED DIRECTED0 0 
d. INDUSTRYIPRODUCT CODE(S) 

67, 68, or 69 

MICROBIOLOGiCAl 0 PHYSiCAl D ENGINEERING 

OTHERS (Specify) 
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-------

PROGR..6M CIRCUlAR o ASSIGNt-.£NT 

To assure that registered animal drug estllblisbmentB DUmufllCturc lIIlimul drugs in compliancc with CGMPs 21 CFR 211 fOT
 
8pp"o~d and unappro~d fmished dosage fonn products and 21 CFR 226 for the Type A Medicated Articlcs. To obtain
 

lICcurate listing and labeling information for animal drug establishments. To check lUld ~fy the existence and scope of stability
 
tcsting programs, protocols IIIld commitments, and the validity of storage conditions, testing criteria and methodology together
 
with reporting of results in the Drug Experience Report (DER) as specified in the appro~d New Animal Drug Application (NADA)/
 

1. PROGRAMASSIGI\M:NT TITlE 2. PPS PROJECT NAM:JNUM:IER 

Animal Drug Manufacturing Inspectionsl Monitoring ofMaJketed Animal DJUgs. Feeds and 

Tvne A Medicated Articles (71001) Devices - 71 

3. PROGRAMlYPE: 00COWUANCE PROGRAM o 
14. OBJECTIVES 

Abbrevialed New Animal Drug Application (ANADA). 

5. PROGRAM JUSTIFICATION 

demomtrated 

Outcome: Ensure the marketing of safe Blld effecti~ animal drugs. 

6. FIELD OBUGATIONS 

manufacture sterile p'oducts. 

r7a. SELECTION OF ESTABUSHMENTS TO BE COVERED:D BY DISTRICT OFFICE D 
b. INSPEC110N TYPE: 0 COMPREHENSIVE 0 
c. PRODUCT(S) 

All Animal Drug Dosage fonns and Type A Medicated 
Articles. Medicated feeds or blocks are not included. 

e. EX,OM TYPE; 00 CHEMICAL [i] MICROBIOLOGICAL 

o o OTHERS (Specify)MICROANALYTlCAl 

f. CHECK THE FOLLOWING ATTRIBUTES 
Sterilily. purity, identity. potency. decomposition 

g. SPECIAL EQLnPI\,£NT, I'.£THODS, AND HANDUNG 

NlA 

) 

Section 51 O(h) of tht: Act obligates the Agency to inspect (pursuant to 704 of the Act) drug establishments required to register with
 
FDA In addition, it is one of the primaxy pUJpOses of establishment inspections to BSSure that. the drug product is being manufactured,
 
processed, controlled, etc. under the same conditions as appro-ved and thal it maintains the same stability prof'11e as originully
 

1be field will conduct CGMP inspectiom of registered animal drug establishments. Top priority will be given to establishments which 

BY CENTER [Xl BY BOTH 

ABBREVIATED DIRECTED0 
d. I/'IDUSTRYIPRODUCT CODE(S) 

54. 56, 60-66. 67. 68 

D PHYSICAL o ENGINEERING 

) 
FORM FDA 21121_ (02104) PREVIOUS EDfT10N IS OBSOLETE PAGE NO. AD-5 
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Monitoring ofMarketed .Animal Drugs, Feeds and 

DASSIGN~NT 

1. PROGRAMIASSIGNM:.NT TITLE 2. PPS PROJECT NAMElNUMBER 

Feed Contmiiinants (71003) 
Devices -71 

13. PROGRAM TYPE: W COMP.LIANCE.P.ROGR.AM o PROGR,AMCIRCULAR 

14. OBJECTIVES 
_.­ ~- _. ---­ _.. - .._.._-­ ..­

To monitor domestic mdimported animal feed and feed ingredients to prcvcnl v.idespread coJJ1amination ofthc nation's food supply. 

Increase thc number of cooperati~activities related to this program. 

} 

is. PROGRAM JUSTIFICATION 

The use ofconlaminated feed ingredients has resulted in adulterated animal feeds aral in economic losses to producers IIIId processors 

\\ben food-prom.:ing animals commne adulterated feeds. A hazard to lnlIllIUl heallh mil)' result from subsequent deposition 

of residues in meal, poultry, eggs, fish llB1 dairy products. These foods constitule a significan1 portion of the human diet IIIld fraud. 

Outcome: Pr~nLion or coIJ1ainment ofpotential hmnan or animal health ha7Jlrd. 

6. FIELD OBLIGATIONS 

To conduct inspections and imestigations IUld sample collectiomlllllll1ysis to implement this Jl'ogram. Both finished feed and feed 

ingrcdienls for m~or food animals will be collected for analysis. 

Field activities -.Mn co~r misuse, iOOustrial accidents, di~rsionof seed grain to feed usc, industrial by-product comersion to feed 
and similar activities. 

l7a. SELECTION OF ESTABLISH~NTS TO BE COVERED: o BY DSlRICTOFFICE o BycemER 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED 

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

Complete animal feeds and feed ingredients. 69-12 

8. EXAMTYPE: ~ aiEMICA1. ~ MICROBIOLOGICAL o PHYSICAL 

o MICROANALYllCAl D OlHERS (Specify) 

f. CHECK THE FOll.OWING ATIRIBUTES 
+Mycotoxins. Pes1i:ides, Industrial Chemi::a1s, Metals, and MicrobioJogi::als 

g. SPECIAL EQUIPMENT, ~THODS, AND HANDLING 

NlA 

[XJ BYBOlH 

[i] ClREClED 

D ENGII'£ERIIlG 

FORM FDA 26218 (02JlM) PREVIOUS EDmON IS OBSOLElE AD-6PAGE NO.--....;.;;..-­



-----

2. PPS PROJECT NAMElNUMBER 

Monitoring of Marketed Animal Drugs, Fecds and 

PROGRAM CIRCULJIR DASSIGm£NT 

To delermi~ compliaD;e with OMP elements ofregistered establishrnen1s producing medicated feeds. To determi~ \\bether a flIDl 

has the appropriate approved applicatiom to make medicated feeds. To initilile appropriate administrative aMlor regullilory action 

1. PROGRMVASSIGNt-£1« mLE 

Feed Manufacturing (71004) 
Devices - 71 

13. PROGRAM TYPE: m COM>LIANCE PROGRAM o 
4. OBJECTIVES 

5. PROGRAM JUSTIFICATION 

Under Sec. 51 O(h) of the Act, the Age~y is obligliled to inspect registered medi

Outcome: Ensure the marketing of safe am effective BDimal feeds. 

cated feed establishmen1s. 

16. FIELD OBLIGATIONS 

llIIll1yze samples vmen appropriate. Field win coordinate federal/state operations. 

7a. SELECTION OF ESTABLISHNENTS TO BE COVERED: 
D BY DSlRICT OFACE 

b. INSPECTION TYPE: [!] COMPREHENSIVE 

c. PRODUCT(S) d. 

Medicated Feeds 69 

II. EXAM TYPE: ~ CHEMICAL o MICROBIOI.OGICAL 

mMICROA.NALY11CAL o OTHERS (Specify) 

f. CHECK THE FOUOWING ATTRIBUTES 

Drug analysis (potency) and drug conlamina1ion 

g. SPECIAl.. eQUIPMENT, t.£THODS, AND HANDLING 

) 

To condu::t inspections of registered medicated feed establishmenls and State IlUdil impeclions as needed. Districts will collect IIJld 

o BY CENTER !Xl BY BOTH 

o ABBREVIATED D1REC'1ED0 
INDUSTRYIPRODUCT CODE(S) 

o PHYSICAL D Ef'«;I£ERI!'G 

FORM FDA 2621a (02104) PREVIOUS EDIllON IS OBSOLETE PAGE NO. AD-7 



-------

2. PPS PROJECT NAtvEINUMBER1. PROGRAMfASSIGNMENT mLE .,
 
Illegal Drug Residues in Meat and Poultry (71006)
 Monitoring ofMalXeted Animal Drugs, Feeds and 

Devices -71 
13. PROGRAM ~E: o COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES _. --_. -_. - .' 

To conduct follow-up in~stiglllionslinspections\\ben illegal residues are reported to FDA by the USDA's Food Safety and
 
Inspection Service. To initiate regulatory sanctions against those persistently causing residues.
 

Reduce fulun: residues in ediblc Bnimal tissues. FDA will partner with FSIS and will de~lop educational initiatiw:s.
 

and, as necessary, re gulatory actions.
 

~ 

5. PROGRAM JUSTIFICATION 

FDA is charged with the responsibility to ensure tIud food is free of adulterants which may render it injurious to health. FDA conducts 

inw:stigations as a follow-up to USDA residue findings in meat and poultry to identify the source of adulteration IDld take correcti~ 

action to pn:w:nt it from re-occwring. lhis is a cooperati~ program in'\l()lving FDA, USDA, EPA, and a number of state gow:mments. 

Outcome: To provide a safe human food supply. 

6. FJELD OBLIGATIONS 

To conduct invcstigalions or inspections in accordance with the complillllCc progrllJtl requircments based on the Memoranda of
 

Understanding (MOU) bct~en FDA, USDA, and EPA Coordinale stale activities with states having MOUs,
 

infonnal and formal agreements or contracts with FDA to conduct inspections offirst time viol&tors.
 

l7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DlSlRlCT OFFICE D BYCENTER [i] BY BOTH 

b. INSPECTION TYPE: o COMPREHENSIVE o ABBREVIATED OIRECTED~ 
d, INDUSTRYIPRODUCT CODE(S)c. PRODUCT(S) 

16, 17, 67, 68, 69 Meat and Poultty, Animal Feeds and Drugs 

e. EXAM TYPE: 00 CHEMCAL [i] MICROBIOlOGICAl.. o PHYSICAL o ENGINEERING 

o o OTHERS (SpodfyJMICROANALYTICAL 

f. CHECK THE FOLLOWING ATTRIBUTES
 
Tissue Sample analysis by Denver laboI3loI}' when required.
 

9- SPECIAL EQUIPMENT. METHODS, AND HANDUNG 

FORM FDA 262101 (02104) PREVIOUS EDmON IS OBSOl£TE PAGE NO. AD-a 
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMB

BSEIRuminant Feed Ban Inspections 
71009 - and Devices - 71 

13. PROGRAM TYPE: m COMPLIANCE PROGRAM o PROGRAM CIRCULAR 

14. OBJECTIVES 

To enhance the FDA's wrifonnity in inspection and compliance of fums subject to the regulation proh

animal proteins in ruminant feeds. 21 CFR 589.2000. 

To ensure that specified animal proteins do nol enter the U.S. from BSE-at-risk countries. 

Pn April 27, 2009, a new rule, 21 CFR 589.2001, becomes effective and will be inCOIpOl1lted into the 

[That rule is additive to the existing rule and prohibits the use of specified material in all animal feed. 

ER 

BSE inspection prognun. 

ibiting the utilization of specified 

[5. PROGRAM JUSTIFICATION 

Bovine Spongifonn Encephalopathy (ESE) is the bovine fonn ofa gn>up ofwrifOIIDly fatal newulogi

TI1ll1smissible Spongifonn Encephalopathies (fSEs). BSE appeam to be spread through the feeding o

BSE is a public health issue for the U.S. This disease has been linked to the hwnan TSE known IlS va

Disease (vCID), pn:sumably through people consuming ruminant tissues infected with the BSE agen

devastating economic effect on the livestock industJy in countries where it has been identified or susp

Outcome: To prevent the establishment and amplification ofBSE through feed in the United States. 

cal diseases known as 

f infected material to cattle. 

riant Cn:utzfeldt-Jakob 

t In addition, BSE has had a 

ected. 

ll finns that handle a.nimJll 

k countries, in accordance 

e &nd distribution, as described 

6. FIELD OBLIGATIONS 
To conduct inspections, investigations, and sample collections/analyses to implement this program. A

feed and feed ingredients containing ruminant-based material ~ the subject ofthis program. 

To provide guidance concerning the importation ofanimal feeds and feed ingredients from BSE at-ris

with Import Alert #99-25. 

Field activities will COV':I" the assessment ofall aspects of animal feed and feed ingredient manufactur
by the ruminant feed ban regulation, 21 CFR 589.2000. 

Ira. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
D BY DISTRI,CT OFFICE D BYCENTER 

b. INSPECTION TYPE: c=J COMPREHENSWE o ABBREVIATED 

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

Animal feeds and feed ingredients 67-72 

e, EXAM TYPE: W CHEMICAL [i] MICROBIOLOGICAL o PHYSICAL 

D MICROANAlYTICAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

N/A 

(S) 

Monitoring ofMarketed Animal Drugs, Feeds 

o	 ASSIGNMENT 

~ 

(jJ	 BY BOTH 

DIRECTED!XI 

D ENGINEERING 

J 
\ 

FORM FDA 2621 a (02104) PREVIOUS EDITION IS OBSOlETE	 PAGE NO. AD-9 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Methods ValidationlDevelopment Program Monitoring of Marketed Animal Drugs, Feeds 
(7IR816) and Devices - 71 

3. PROGRAM TYPE: o COMPLIANCE PROGRAM_ o PROGRAM CIRCUlAR IT] ASSIGNMENT 

4. OBJECTIVES 

- -- - .._- --._-- ...... .­
Develop new and/or improved methodology in support ofregulatory analysis.
 

~ 

IS. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBLIGATIONS
 

Conducl activities under this program as directed by the Division ofField Science.
 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED:o BY DiSTRICT OFFICE o BYCENTER D BY BOTH 

b. INSPECTION TYPE: D COMPREHENSIVE o ABBREVIATED DIRECTED0 
d. INDUSTRYfPRODUCT CODE(S) c. PRODUCT(S) 

8. EXAM TYPE: o CHEMICAL o MICROBIOLOGICAL D PHYSICAL o ENGINEERING 

o MICROANALYnCAL o OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621a (02104) PREVIOUS EDmON IS OBSOLETE PAGE NO. AD-10 



2. PPS PROJECT NAMEINUMBER 

Monitoring of Marketed Animal Drugs, Feeds 

and Devices - 71 

PROGRAM CIRCUlAR m ASSIGNMENT 

To analyze domestic and imported animal feed and feed ingredients in support ofcriminal investigations. 

1. PROGRAM/ASSIGNMENT TITLE 

Forensic Evaluation and Sample Analyses 
71R838) 

3. PROGRAM TYPE: D COMPLIANCE PROGRAM o 
4. OBJECTIVES 

To prevent widespread abuses by the nation's food suppliers. 

is. PROGRAM JUSTIFiCATION 

6. FIELD OBLIGATIONS 

7&. SELECTION OF ESTABLISHMENTS TO BE COVERED: 

D BY DISTRICT OFFICE 

b. INSPECTION TYPE: c==J COMPREHENSNE 

c. PRODUCT(S) 

e. EXAM TYPE: D CHEMICAL o 
o MICROANALYnCAl 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

~ 

o BYCENTER 0 BY BOTH 

D ABBREVIATED DIRECTEOD 
d. INDUSTRYIPRODUCT CODE(S) 

MICROBIOLOGICAL D PHYSICAL o ENGINEERING 

o OTHERS (Specify) 

FORM FDA 262101 (02104) PREVIOUS EomON IS OBSOLETE PAGE NO. AD-11 



W~SIGm£NT 

. _..__. . 

1. PROGRAM'ASSIGNMENT TITLE 2. PPS PROJECT NM1E/NUWBER 

Center lniIia1ed Assignments, Pandemic Preparedness Monitoring of Marketed Animal 
(71V800) and Devices - 71 

3. PROGRAM TYPE: o COMPLIANCE PROGRAM D PROGRAM CIRCULAR 

14. OBJECTIVES 
- ., . .­ - , -

bM:stiglite emerging problems not co~red by specific programs end dc~lop approaches for dealing v.it

) 

5. PROGRAM JUSTIFICATION 

A number of potcntilll or emerging problems 'MUch ClUlllot be predicted must be handled. 1he resources 

initiated assignments are plllID:d under this umbrella program. 

6. FIELD OBLIGATIONS 

COMlK:t inspections, irM:stigations, sample collections and amIyses as directed by Center assignments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: o BY [)S1RICT OfFICE o BYCEmcR [Xl 

b. NSPECTION TYPE: 00 COMPREHENSIVE o ABBREVIATED D 
c. PRODUCT(S) d. INDUSTRYIPRODUCT CODE(S) 

All veterinary products 54,56,67-72 

e. EXAMTYPE: [!] CHEMICAL D MICROBIOLOGICAL o PHYSICAL 

o MICROANALYlICAL D OTHERS (Specify) 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, M:.THODS, AND HANDUNG 

N/A 

Drugs, Feeds 

h su::h problems. 

for these Center 

BYBOlH
 

DIRECTED
 

o EfoGlNEERING 

FORM FDA 262t. 102104) PREVIOUS EDITlON IS eBSOLETE PAGE NO. A~12 



1. PROGRAM/ASSIGNMENT n11..E 2. PPS PROJECT NAMEJNUMBER 

Medical Device Problem Reporting - MDR Follow-up Postmarket Assunmce: Devices - 81 
PAC 81010-­
3. PROGRAM TYPE: COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 0 D 
4. OBJECTIVES 

Rapidly identify immediate hazards to health;
 
Identify significant problems by analyzing recurring problems and performing trends analysis;
 
Provide data on complaints, significant problems and potential hazards so that corrective action can be initiated for hazardous products
 
in the marketplace.
 

: 

5. PROGRAM JUSTIFICATION 

Early detection of device problems is necessary to protect the public from health hazards. Reports of device defects are often the first 
warning ofmanufacturing or other problems. When the Center receives notices from manufaCturelS that a device has been associated 
with a death or serious injury, it may issue a priority assignment to the field for follow-up at the manufacturer reporting site (usually a 
medical facility). When the Center's evaluation of the problem report suggests that there is an actual or potential health hazard it issues 
an assignment to the field for immediate foUow-up. 

e. FIELD OBLIGATIONS 

On assignment, follow up on MDR reports either at the medical facility or manufacturer. 

78. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BY BOTH0 0 0 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 D 0 
d. ~DUSTRY~ROOUCTCOOE~)c. PRODUCT(S) 

13-91All Medical Devices 

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING0 0 D 0 
MrCROANAI.YTICAL OTHERS (SpeQly)D 0 

f. CHECK THE FOLLOWING ATTRIBlITES 

Sterility Performance 

g. SPECIAL EQUIPMENT. METHOOS. AND HANDLING 
Engineering Samples: Subs/sample will vary depending on cost, size, etc. Contact Center for guidance. 

FORM FDA 2621 (1199) PREVIOUS EDITION IS OBSOLETE PAGE NO. _D;;..E;;;.-...;.1_ 



Z. PPS PROJECT NAMEINUMBER1. PROGRAM/ASSIGNMENT Tll1.E 
Monitoring Devices of Foreign Origin -Import Compliance: Devices - 82 
PAC 82008 

3. PROGRAM TYPE: COMPliANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES
 
Detennine compliance of imported devices with the medical device registration and listing requirements, and other general controls.
 

~ 

5. PROGRAM JUSTIFICATION 

There are indications that some foreign manufacturers are not registered or listed. Foreign manufacturers of Class nand m devices 
must be identified for scheduling GMP inspections. In addition, because foreign device manufaetW'ers cannot be inspected as rudily as 
domestic manufacturers, their products must be monitored at the port of entry. 

8. FIELD OBL1GAllONS 

The field will conduct electronic examinations and/or examine entry docUJDCDtation for medical devices and ascertain. in conjunction 
with information provided by CDRH, whether the manufactw"er is listed and the initial distnbutor is registered with CORH. 

7B. SELECllON OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BY BOTH0 0 D 

b. INSPECTION TYPE: N/A COMPREHENSIVE ABBREVIATED DIRECTEDD D D 
d. INDUSTRYIPRODUCT COOE(S)c. PROOUCT(S) 
73-91All Medical Devices 

B. EXAM TYPE: CHEMICAL MICROBiOlOGICAL PHYSICAL ENGINEERINGD 0 D 0 
D 0MICROANALYTICAl. OTHERS (SpeciIf) 

, CHECK THE FOlLCMlINGATTRIBUTES 

g. SPECIAl. EQUIPMENT. METHODS. AND HANDUNG
 

Refer to Compliance Program for procedures to handle initial distnbutors and/or foreign establishments which are not registered.
 

\

: 
I 

FORM FDA 2621 (1199) PREVIOUS EDmON IS OBSOLETE PAGE NO. _D;;;.E;;;,-_2~ 



2. PPS PROJECT NAMElNUAeER 

Compliance: Devices - 82 

PROGRAM CIRCULAR ASSIGNMENTD D 

1. PROGRAM/ASSIGNMENT Tffi..E 

Inspection of Medical Device Manufacturers 
PAC 82845 

3. PROGRAM TYPE: 0 
4. OBJECTIVES 

5. PROGRAM JUSTIFICATION 

with the MDR regulation. 

8. FIELD OBLIGATIONS 

Sheet's Remarks section. 

73. SELECTION OF ESTABliSHMENTS TO BE COVERED: 

b. INSPECTION TYPE: 

c. PROOUCT(S) 

All Class II and III Devices and all Class I Devices w
been [mally classified for one year. 

e. EXAM TYPE: 0 CHEMiCAl 

D MICROANALYTICAl 

t. CHECK THE FOLLOWING ATTRIBUTES 

hich have 

g. SPECIAL EQUIPMEm", METHODS. AND HANDLING 

problems. 

COMPl~CEPROGRAM 

To evaluate the manufacturing nrocesses used for general and radiation-emi~medical devices and in vitro diagnostic products, 
including sterilization. To iden fy potential problem areas and detennine comp ance with the GMP and MDR regulations. 

The Center's inspectional strategy requires that all manufacturers ofClass IT and ill devices be inspected under the GMP Compliance 
Program on a biennial basis. FDA selects certain establishments for intensive GMP coverage. Establishments with a history ofgood 
GMP systems are subject to less-intensive inspections. All establishments are subject to complaint file reviews to assess compliance 

Under the Quality SystemslGMP strategy, the field should conduct biennial inspections ofhigb.risk device manufacturers and Class III 
device manufacturers that are nol considered to be high risk. The remaining manufactureIs (Class m, IT, and I devices) should be 
inspected as each district's resources allow, and scheduled according to the priority outline descnbed in Part IT of the compliance 
program. For more detailed instructions on QSIT/GMP inspections as they relate to device manufacturers, refer to the Workplanning 

BY DISTRICT OFFICE BY CENTER BY BOTH D D 0 

~ 

COMPREHENSIVE ABBREVIATED DIRECTED0 0 D 
d. INDlISTRYIPROOUCT CODE(S) 

73-91 

MICROBiOlOGICAl PHYSICAl. ENGINEERING0 D 0 
D OTHERS (Specify) 

Engineering Samples: Subs/Sample will vary depending on cost, size. etc. Contact Center for guidance if the device presents such
 

FORM FDA 2621 (1199) PREVIOUS EDIT10N IS OBSOLETE PAGE NO. _D~E-..;;3_
 



2. PPS PROJECT NAMEJNUMBER.1. PROGRAMfASSlGNMENTTTTt.E 

Compliance: Devices - 82Condom Assignment 
PAC 82Z002 

)3. PROGRAM TYPE: COMPlIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENTD 
.-

0 0 
4. OBJECTIVES 

Determine the extent to which manufacturers of condoms comply with the Device GMP requirements; Assure that both domestic and 
imported condoms comply with the FDA standards. 

~ 

5. PROGRAM JUSTIFICATION 

The Surgeon General has recommended the use ofcondoms to reduce the spread ofAIDS. Consequently, FDA is committed to assuring 
that condoms are safe and effective. 

e. FIElD OBLIGATIONS 

Districts will, upon assignment, conduct GMP inspections of domestic condom manufacturers and major Iq>ackers. Districts will also 
sample both domestic and imported condoms and conduct tests to assure conformance with the FDA standard. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFlCE BY CENTER BY BOTHD D 0 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 D D 
d. INDUSTRYIPRODUCT CODE(S) c. PRODUCT(S) 

85 

9. EXAM TYPE: CHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING0 D 0 0 
D 0MICROANALYTlCAl OTHERS (Spectfy) 

f. CHECK THE FOLlOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING ) 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOLETE . PAGE NO. __D~E~4~_ 



2. PPS PROJECT NAME/NUMBER 

Compliance: Devices - 82 

PROGRAM CIRCUlAR ASSIGNMENT0 
Detennine the extent to which manufacturers ofboth smgical and examination gloves comply with the Device GMP requirements; 

~ 

Healthcare providers rely heavily on gloves to prevent the transmission of the AIDS virus. Consequently, FDA is cormnitted to assure 

{ 

Districts will, upon assignment, conduct GMP inspections ofdomestic manufacturers. Districts will also sample gloves for testing by 

BY CENTER BY BOTHD 0 
ABBREVIATED DIRECTEDD 0 

d. INDUSTRYIPROOUCT CODE(S) 

PHYSICAL ENGINEERING0 0 

1. PROGRAMIASSIGNMENTTITlE 

Manufactw'eJS and Importers ofSurgicallExamination Gloves 
PAC 82Z003 

3. PROGRAM TYPE: D COMPLIANCE PROGRAM D 
4. OBJECTIVES 

Assure that both domestic and imported gloves comply with the applicable FDA stan

5. PROGRAM JUSTIFICATION 

that both surgical and examination gloves comply with published standards. 

dard. 

e. FIELD OBLIGATIONS 

the designated laboratories. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFACE 

b. INSPECTION TYPE: 0 COMPREHENSIVE 

c. PRODUCT(S) 

85 

e. EXAM TYPE: [2] CHEMICAL D MICROBIOlOGICAL 

D MICROANALYTICAL 0 OTHERS (Speclly) 

f. CHECK THE FOlLOWING ATTRIBUTES 

g. SPECIAl EQUIPMENT. METHODS. AND HANDliNG 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOLETE PAGE NO..........D..,E-.-,.;;;5_
 



1. PROGRAWASSIGNMENT nn.E 2. PPS PROJECT NAMEINUMBER 

Center Initiated Assignments Compliance: Devices - 82 
PAC 82Z800 

3. PROGRAM TYPE: COMPlIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D 0 
4. OBJECTIVES 

Center Initiated Assignments: Investigate emerging problems not covered by specific prognum and develop approaches for dealing with 
such problems. 

~ 

5. PROGRAM JUSTIACATION 

Center Initiated Assignments: A number ofpotential or emerging problems which cannot be predicted must be handled rapidly. This 
workplan activity provides resources for Center assignments which can rapidly address potential or emerging problems. 

6. AELO OBLlGAl10NS 

Center Initiated Assignments: Conduct inspections md investigations as dir«:ted by Center assignments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BYBOTliD 0 D 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTEDD D 0 
d. INDUSTRYIPROOUCT COOE(S) c. PROOUCT(S) 

Center Initiated Center Initiated Assignments: All Devices 

II. EXAM TYPE: 0 CHEMICAL 0 MICROBIOLOGICAl D PHYSICAL 0 ENGINEERING 

0 MICROANAl.YTICAL D OTl-tERS (Sp«;lfy) 

f. CHECK TliE FOLLOWING ATIRIBUTES 

Center Initiated Assignments: SterilitylPcrformance 

g. SPECIAL EQUIPMENT, MEl}lOOS, AND HANDLING }
.' 

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOLETE PAGE NO. __D_E_-6_ 



2. PPS PROJECT NAMEINUMBER 

Compliance: Devices - 82 

PROGRAM CIRCULAR ASSIGNMENT0 

1. PROGRAM/ASSIGNMENT TITLE 

Methods Validation/Development Progmn 
PAC 82R8l6 

3. PROGRAM TYPE: NlA 0 COMPLIANCE PROGRAM 0 
4. OBJECTIVES 

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

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities lUIdcr this program as directed by the Division ofField Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 0 BY DISTRICT OFFICE 

b. INSPECTION TYPE: NJA D COMPREHENSIVE 

c. PRODUCT(S) 

e. EXAM TYPE: D CHEMICAL D MICROBiOlOGICAL 

D MICROANAl.YTlCAl D OTHERS (Specify) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

~ 

BY CENTtOR BY BOTHD D 
ABBREVIATED DIRECTED0 D 

d. lNDUSTRYJPROOUCT CODE(S) 

PHYSICAl. ENGINEERINGD D 

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOlETE PAGE NO. -..:D;;;.;E;;;;.-..;.7_ 



1. PROGRAM/ASSIGNMENT TIRE 2. PPS PROJECT NAMEJNUYBER 

Forensic Evaluation and Sample Analysis Compliance: Devices - 82 
PAC 82R838 

3. PROGRAM TYPE: NlA D COMPlIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Forensic evaluation and Forensic sample analysis activities are to provide sound scientific support for the investigations of the Office of 
Criminal Investigations. This includes sample analysis ofphysical samples related to incidems of tampering, cOUDterfeiting, fraud, 
adulteration and other violations of the FD&C and related Acts so that the findings are suitable to be presented as technical evidence in 
a court of law. It also includes forensic evaluation of methods and the generation of scientific data to identify, characterize, and assess 
the public health impact ofpossible adulterants, or intentional violation of the law regarding regulated products to assist FDA in its 
public health mission. 

} 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration with known and potentially harmful substances make it clear that FDA needs to be able 
to conduct sample analyses to reliably detennine the chemical identity of suspected substances and support its fmdings in the courts. 
FDA's unique public health mission makes it interested in types of forensic evaluation and method studies for which there are few 
customers and few external funding sources. To protect the public health FDA needs to continue to develop an arsenal of techniques 
which will permit it to determine the nature and source of risks through criminal investigations. 

" 1 

6. FIELD OBLIGATIONS 

Appropriate scientific analysis ofofficial physical samples in support of investigations are to be performed so that the findings are 
suitable to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or 43, 
domestic or import sample analysis under the appropriate Forensic Activities PAC 82R838 or OCI PAC 82R831. Conduct operations 
supporting methods refmement, development, or general forensic studies that may be applied to laboratory evaluations to support the 
FDA mission. Report the time spent on these activities as PODS Operation Code 03, PAC 82R838: Petition Validation, Methods 
Development, or Forensic Evaluation. The specific addition ofForensic Evaluation to the Operation Code was new in FY 1999. Please 
consult the Division ofField Science and/or the Division of Planning, Evaluation, and Management for additional reporting guidance. 

79. SELECTION OF ESTABLISHMENTS TO BE COVERED: NlA D 0 DBY DISTRICT OFFICE BY CENTER BY BOTH 

b. INSPECTION TYPE: NIA D COMPREHENSIVE 0 ABBREVIATED 0 DIRECTED 

d. INOUSTRYIPROOUCT COOE(S) c. PRODUCT(S) 

N/A 

II. EXAM TYPE: CHEMICAl MICROBIOlOGICAL PHYSICAL ENGINEERINGD 0 0 0 
MICROANAI..YTICAL OlliERS (Specify)0 D 

f. CHECK THE FOLLOWING ATTRIBUTES 

)g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOLETE PAGE NO. _=:;.D.:::;E-8...;;.,._ 



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

To assure that both prior to and subsequent to approval ofa PMA application, the manufacturer has the capability ofmanufacturing the 
PMA device in accordance with (1) the conditions specified in the PMA application and (2) the requirements of the device OMP 

1. PROGRAM/ASSIGNMENT nn.E 2. Pf'S PROJECT NAMElNUMBER� 

Medical Device Premarket Approval and Postmarket Product Evaluation: Devices - 83� 
Inspections PAC 83001� 

3. PROGRAM TYPE: COMPLIANCE PROGRAM PROGRAM CIRCUlAR ASSIGNMENT0 0 0 
4. OBJECTIVeS 

regulation. 

~  

5. PROGRAM JUSTIFICATION 

Section 515 of the Act requires that devices subject to Premarket Approval must be manufactured in conformance with the requirements 
of the device OMP regulation. Consequently, no PMA application can be approved until the Center has inspectional evidence that the 
manufacturer complies with the requirements set forth in the Pn:market Approval application. 

6. FIELD OBLIGATIONS 

The field will conduct pre-approval inspections on assignment and submit an EIR to the Center along with the District's 
recommendation. The field will be responsible for scheduling L, I 

II JUnder certain conditions, a post-approval inspection will not be necessary. The Ccntcr will advise the district 
when a post-approval inspection is not necessary. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BY BOTHD 0 0 

b INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 D D 
c PRODUCT(S) d. INOUSTRYJPROOUCT CODE(S) 

All Medical Devices 73-91 

e. EXAM TYPE: CHEMICAL MICROBiOlOGiCAl PHYSiCAl ENGINEERINGD D 0 D 
MICROANALYTICAL OTHERS (Spec",,)D 0 

t. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOlETE PAGE NO. _=.D=E.-=9~  



1. PROORAMfASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Bioresearch Monitoring Product Evaluation: Devices - 83 
PAC 83808,83811 

3. PROGRAM TYPE: COMPlIANCE PROGRAM PROGRAM CIRCUlAR ASSIGNMENT0 0 D 
4 OBJECTIVES 

To assure the quality, reliability and integrity ofdata and information supporting device applications (pMAs, 510(k)s or IDEs) and their
 
claims of safety and effectiveness;
 
To ensure thai human subjects taking part in clinical trials involving medical devices are protected from undue hazard or risk;
 
To coordinate, implement and enforce the provisions of the Agency's Application Integrity Policy (AIP) for medical devices;
 
To enforce the prohibition against promotion and/or commc:rcialization of iJ;lvestigational devices.
 

) 

5. PROGRAM JUSTIFICATION
 

Congress has mandated that the Agency maintain close surveillance ofbioresean:h activities done in support of application.
 

CDRH issues assignments and provides iDspectionallinvestigational support documents for transmission to the field through ORA's 
Office of Enforcement (HFC-230). The Center reviews and evaluates all Establishment Inspection Reports (EIRs) from the field and is 
responsible for the final classification of all bioresearch monitoring inspection reports and the issuance of all associated correspondence. 

.' 

6. FIELD OBLIGATIONS 

To conduct inspections, investigations and other activities related to the bioresearch monitoring programs or the Agency's Application 
Integrity Policy for medical devices and to submit EIRs to the Center for review, evaluation and final classification. 

The field is encouraged to review and initially classify inspection reports generated under the bioresearch monitoring program. 
However, final classification authority rests with the Center and decisions will be conununicated promptly to the field. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BY BOTHD 0 0 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTEDD D 0 
d. INDUSTRYIPRODUCT CODE(S)Co PROOUCT(S) 

73Z, 74Z and 94Z, 95Z All Medical Devices 

9. EXAM TYPE: D CHEMICAL D MICROBIOl.OGlCAL D PHYSICAL D ENGINEERING 

D MICROANAlYTICAL D OTHERS (Specify) 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, MEn«JDS. AND HANDUNG 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-10 



D ASSIGNMENT 

1. PROGRAM/ASSIGNMENT TInE 2. PPS PROJECT NAMElNUMBER 

Test Method Development and Evaluation Science: Devices - 84 
PAC 842002 

3. PROGRAM lYPE: N1A D COMPlIANCE PROGRAM 0 PROGRAM CIRCUlAR 

4. OBJECTIVES 

To evaluate the quality of devices through product analysis and data evaluation. 

. 
~ 

5. PROGRAM JUSTIFICATION 

Product evaluation study projects provide comprehensive postmarket smvcillance infonnation about devices. 

6. FIELD OBLIGATIONS 

Conduct laboratory analysis using test methods from a variety of sources. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D 0BY DISTRICT OFFICE BY CENTER 

b. INSPECTION lYPE: N1A D COMPREHENSIVE 0 ABBREVIATED 

c. PRODUCT(S) d. INOLISTRYIPRODUCT CODE(S) 

To be assigned 73-91 

B. EXAM TYPE: D CHEMICAL 0 MICROBIOLOGICAl.. D PHYSICAL 

0 MICROANALYTICAL 0 OTIfERS (Spec"" 

f. CHECK THE FOLLOWING AnRI8~S 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

D BY BOTH 

D DIRECTED 

0 ENGINEERING 

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOLETE PAGENQ. DE-11 



1 PROGRAM/ASSIGNMENT TITlE 

Methods ValidationJDevelopment Program Science: Device
PAC 84R816 

3. PROGRAM lYPE: N1A 0- COMPLIANCE PROGRAM 0 
4. OBJECTIVES 

Develop new and/or improved methodology in support ofregulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

s - 84 

8. FIELD OBLIGATIONS 

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

73. SELECTION OF ESTABLISHMENTS TO BE COVEREO: D BY DISTRICT OFFICE 

b. INSPECTION TYPE: N1A D COMPREHENSIVE 

c. PROOUCT(S) 

8. EXAM TYPE: D CHEMICAL D MICROBIOlOGICAl.. 

D MICROANALYTICAL 0 OTHERS (Spet:/Iy) 

r. CHECK THE FOlLOWING ATIRIBUTES 

g. SPECIAl. EQUIPMENT, METHODS, AND HANDLING 

2. PPS PROJECT NAMEINUMSER 

PROGRAM CIRCULAR ASSIGNMENT0
 

~ 

BY CENTER BY BOTH0 D 
ABBREVIATED DIRECTEDD 0 

d. INDUSTRYJPRODUCT CODE(S) 

PHYSICAl ENGINEERING0 D 

;
\

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOlETE PAGE NO. DE-12 
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1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Mammography Facilities Inspection Program Mammography Quality Standards Act (MQSA) Authority - 85 
PAC 85014 

3. PROGRAM TYPE: COMPLIANCE PROGRAM PROGRAM CIRCUlAR ASSIGNMENT0 D D ­
4. OBJECTIVES 

To inspect certified mammography facilities for compliance with the Mammography Quality Standards Act (MQSA); 
To bring uncertified facilities into compliance with MQSA. 

~ 

5. PROGRAM JUSTIACATION 

MQSA (Public Law 102-539) establishes uniform, national quality standards for mammography. It establishes a comprehensive 
statutory mechanism for certification and inspection of all mammography facilities under the regulatory jurisdiction of the United 
States. Under the MQSA, only certified facilities that are in compliance with wriform Federal standards for safe, high-quality 
mammography services may lawfully continue operation starting October I, 1994. Operation after that date is contingent on receipt of a 
certificate from the FDA. The authority to implement the MQSA was delegated by the Secretary ofHealth and Human Services (HHS) 
to FDA in June 1993. 

6. FIELD OBLIGATIONS 

Inspect certified mammography facilities in accord3nce with procedures specified in the compliance program. Conduct foUowup 
inspections to determine whether the facility has complied with the terms of their corrective action plan, based on noncompliances 
found during a prior inspection. Perform on-site quality assurance audits ofFDA and State MQSA inspectors to ensure their proficiency 
in conducting mammography facility inspections. Conduct investigations ofsuspected uncertified mammography facilities. 

78. SELECnON OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFFICE BY CENTER BY 80TH0 D 0 

b. INSPECTION TYPE: COMPREHENSIVE ABBREVIATED DIRECTED0 D 0 
d. INDUSTRYIPRODUCT COOE(S)c. PROOUCT(S) 

Mammography equipment 90 

e. EXAM TYPE: 0 CHEMICAl 0 MICROBIOLOGICAl 0 PHYSICAl 0 ENGINEERING 

0 MlCROANALYTlCAL D OTHERS (SpecIfY) 

I. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL eQUIPMENT. METHODS. AND HANDLING 

FORM FDA 2621 (7199) PREVIOUS EDITlON IS OBSOLETE PAGE NO. DE-13 



1 PROGRAM/ASSIGNMENT 111lE 2. PPS PROJECT NAMEJNUMBER 

Inspection and Field Testing ofRadiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA) 
Products PAC 86001,86002,86004 Authority - 86 

3. PROGRAM TYPE:	 COMPL~CEPROGRAM PROGRAM CIRCULAR ASSIGNMENT0	 D D 
4. OBJECTIVES 

The objectives of inspections and tests conducted under this prognun are 

•	 To evaluate an electronic product manufacturer's quality control testing program for its ability to ensure such product
 
compliance and radiation safety;
 

•	 To identify certified electronic products which fail to comply with the requirements ofapplicable performance standards; 

•	 To obtain correction of deficient quality control testing programs and noncompliant products identified by initiating
 
appropriate administrative/regulalOry action;
 

•	 To provide guidance to manufacturers regarding compliance with the laws and regulati~ administered by FDA. 

5. PROGRAM JUSTlFICATlON 

Electronic product radiation control (EPRC) requirements protect the public &om UI1IIeCessary exposure to electronic product radiation. 
Manufacturen; are responsible for producing products that do not emit hazardous or unnecessary radiation and that comply with all 
applicable radiation safety perfonnance standards. All electronic product manufacturers must comply with applicable requirements in 
Title 21 CFR 1000, 1002, 1003, 1004 and 1005. If a mandatory radiation safety performance standard applies to a manufacturer's 
product, then the manufacturer must also comply with Title 21 CFR 1010 and the product must comply with the requirements ofthe 
specific standard found in 21 CFR 1020 -1050. Manufacturers are required to self-certify their own products to be compliant with an 
applicable standard, based on a quality control testing program as descnbed in 21 CFR 1010.2. EPRC inspections'and field tests verify 
that electronic products comply with performance standards, and that manufacturer quality control testing programs ensure product 
compliance and radiation safety. 

6. FIELD OBLIGATIONS 

Field personnel will initiate and schedule inspections of electronic product manufacturen as instructed in Compliance Program 
7386.001. 

CDRH is generally responsible for the final review of inspections and field tests made under this program and for the issuance of letters 
resulting from inspections and field tests performed by field radiological health staff. Exceptions where the district bas direct reference 
authority are noted in Compliance Program 7386.001. 

Joint EPRClmedical device (QSm inspections may be conducted under both Compliance Program 7386.001 and 7382.845. 

7a. SELECll0N OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFACE BY CENTER BY BOTHD	 D 0 

b. INSPECTION TYPE:	 COMPREHENSIVE ABBREVIATED DIRECTED0	 D 0 
c. PRODUCT(S) d. INDUSTRYIPRODUCT COOE(S) 

Lasers and laser products 94-RXX 
Sunlamp and sunlamp products 95-RXX 
Cabinet x-ray products, Televisions and Microwave Ovens See Compliance Program 7386.001 for complete listing 

8. EXAM TYPE: CHEMICAL	 MICROBIOLOGICAL PHYSICAL ENGINEERINGD D	 D D 
MICROANALYTICAL OTHERS (Specify) D	 0 

I. CHECK THE FOLLOWING ATlRIBUTES 

Specific product inspection and field test checklist or forms, ifavailable, are included as Compliance Program Attachments. These 
checklists may be used to the extent practicable to record inspection and test observations. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDliNG 
Caution: laser product may be dangerous or hazardous. Only personnel trained on both instrumentation use, as well as type of lasers 
should test eqUIpment. 

FORM FDA2621 (7199) PREVIOUS EDmON IS OBSOLETE	 PAGE NO. DE-14 



1. PROGRAM/ASSIGNMENT TIlLE 2. PPS PROJECT NAMEINUMBER 

Inspection ofManufacturers (Fo~ign and Domestic) and Field Radiation Control and Health Safety Act (RCHSA) 
Compliance Testing ofDiagnostic X-RAy Equipment Authority - 86 
PAC 86003 

3. PROGRAM TYPE:	 COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0	 D D 
4. OBJECTIVES 

The objectives of inspections and tests conducted under this program are: 
1.	 To ensure that the regulated products and manufacturer quality control programs conform to EPRC regulations; 
2.	 To identify diagnostic x-ray products which fail to comply with the applicable perfonnance standard requirements; 
3.	 To obtain correction of noncompliant products identified in I and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 
4.	 To provi~e guidance to manufacturers regarding compliance with applicable EPRC laws and regulations administered by 

FDA. 
~ 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRq requirements protect the public from unnecessary exposure to electronic product radiation. 
Diagnostic x-ray manufacturers are responsible for producing equipment that do not emit hazardous or unnecessary x-radiation and that 
comply with applicable radiation safety performance standards. All electronic product manufacturen; must comply with require~tsin 
Title 21 CFR 1000. 1002, 1003, 1004 and 100S. Because diagnostic x-ray equipment is also subject to perfonnance standards, the 
manufactmer must also comply with Title 21 CFR 1010 and the equipment must comply with the specific standards found in 21 CFR 
1020.30 - 1020.33. Manufacturers arc req~ to self-certify their products comply with the applicable standard, based on a quality 
control testing program as described in 21 CFR 1010.2. EPRC inspections and field tests verify that electronic products comply with 
performance standards, and that the manufacturer's quality control testing program ensures product compliance and radiation safety. 

6. FIELD OBlIGA11ONS 

Field personnel will initiate and schedule inspections ofdiagnostic x-ray manufacturers and field tests of diagnostic x-ray equipment as 
instructed in Compliance PrOgrBTDS 7386.003 and 7386.003a. CDRH is generally responsible for the final review of inspections and 
field tests made under this program and for the issuance of letters resulting from inspections and field tests performed by field 
radiological health staff. Exceptions where the district has direct reference authority are noted in Compliance Program 7386.003 and 
7386.003a. Joint EPRClmedical device (QSIT) inspections may be conducted UI1dcr both Compliance Programs 7386.oo3a and 
7382.845. 

7a. SELEcnON OF ESTABLISHMENTS TO BE COVERED: 
BY DISTRICT OFACE BY CENTER BY BOTHD	 D 0 

b. INSPECTION TYPE:	 COMPREHENSIVE ABBREVIATED DIRECTEDD	 0 0 
d. INDUSTRYJPRODUCT COOE(S)c. PRODUCT(S) 

Diagnostic X-Ray Equipment 94D8­

9. EXAM TYPE; CHEMICAL	 MICROBiOlOGICAL PHYSICAL ENGINEERING0 D 0 D 
0 DMICROANAl.YTICAL OTHERS (SpecIt'yJ 

r. CHECK THE FOlLOWING ATTRIBUTES 

g. SPECIAL eOOIPMENT, METHODS, AND HANDlING 
Field tests will be rg;ormed by consumer safety officers who have received specialized training which includes approximately two 
weeks of on-the-jo training WIth a qualified auilitor. 

FORM FDA 2621 (7199) PREVIOUS EDmON IS OBSOLETE	 PAGE NO. DE-15 



1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEJNUMBER 

Compliance Testing ofElectronic Products at WEAC Radiation Control and Health Safety Act (RCHSA) Authority - 86 
PAC 86006 

3 PROGRAM TYPE:	 COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0	 D D 
4. OBJECTIVES
 

The objectives oflaboratory tests conducted under this program are:
 

I.	 To ensure that the regulated products conform to EPRC regulations; 
2.	 To identify productS which fail to comply with the applicable perfonnance standard requirements; 
3.	 To obtain correction of noncompliant products identified in 1 and 2 above by initiating appropriate administrative andlor 

regulatory action when necessary; and 
4.	 To provide guidance to manufacture~ regarding compliance with applicable EPRC laws and regulations administered by 

FDA. 
~ 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requirements protect the public from unnecessary exposure to electronic product radiation. 
Electronic product manufactureD are responsible for producing equipment that do not emit hazardous or unnecessary Illdiation and that 
comply with applicable radiation safety pexformance standards. AIl electronic product manufacturers must comply with requirements in 
Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Products also subject to performance standards must comply with the specific 
standards found in 21 CFR 1020 - 1050. EPRC laboratory tests verify that electronic products comply with performance standards at 
the point of manufacture, and that the manufacturer's quality control testing program ensures product compliance and radiation safety. 

6. FIELD OBLIGATIONS 

WEAC will test all products in accordance with the appropriate Compliance Program andlor test methods. Products to be tested to 
available performance standards include: Microwave ovens (21 CFR 1030.10); dental, portable and mobile x-ray equipment (21 CFR 
1020.30); ultrasonic therapy devices (21 CFR 1050.10); and television receivers (21 CFR 1020.10); sunlamp and mercury vapor lamps 
(21 CFR 1040.20, 1040.30) and laser products (21 CFR 1040.10). Products will be identified for testing by both WEAC and CDRH for 
either routine or for cause testing. WEAC will request samples for direct shipment from maDUfacturer or distributor ofproduct Upon 
completion of analysis, all lab results will be submitted to CDRH. WEAC will retain products tested until all compliance actions have 
been completed or upon notification from CDRH. WEAC will also conduct all foreign irispections for electronic product manufacturers, 
other than diagnostic x-ray manufacturm, in accordance with Compliance Program 7386.001. Firms and product Bleas to be inspected 
will be detcnnined with input from CDRH. Joint EPRClmedical device (QSlT) inspections may be conducted under both Compliance 
Programs 7386.003a and 7382.845. CDRH is ~sponsible for the final review of inspections and lab tests conducted under this program 
and for the issuance of lette~ resulting from inspections and tests perfonned by WEAC staff. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: 
BY DlS'mlCT OFFICE BVCEIlnER BY BOTH0	 0 0 

b. INSPECTION TYPE:	 COMPREHENSIVE ABBREVIATED DIRECTED0	 D 0 
c, PROOUCT(S) d. INDUSTRYIPROOUCT COOE(S) 

Lasers and laser products, sunlamp and sunlamp products, 96MS, 94VS, 94DS, 95US, 97US 
mercury vapor lamps, diagnostic x-ray systems, cabinet x-ray 
products, ultrasound therapy products, televisions and microwave 
ovens 

e. EXAM TYPE: CHEMICAL	 MICROBIOLOGICAl. PHYSICAl. ENGINEERINGD 0 D 0 
D 0MICROANALYTICAL OTHERS (Specify) 

f. CHECK THE FOlLONING ATTRIBUTES 

9- SPECIAL eQUIPMENT, METHODS. AND HANDlING ) 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOLETE	 PAGE NO. DE-i6 



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

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUMBER 

Imported Electronic Products Radiation Control and Health Safety Act (RCHSA) Authority - 86 
PAC 86007 

3. PROGRAM TYPE:� COMPl~CEPROGRAM  PROGRAM CIRCULAR ASS1GNME!'lT0� D D 
4. OBJECTIVES 

The objectives of laboratory tests conducted under this program are: 

1.� To ensme that the regulated products confono to EPRC regulations; 

2.� To identify products which fail to comply with the applicable performance standard requirements; 

3.� To obtain correction ofnoncompliant products identified in I and 2 above by initiating appropriate administrative anellor 
regulatory action when necessary; and 

~  

4. To provide guidance to manufacturers regarding compliance with applicable EPRC laws and regulations administered by 
FDA.. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requirements protect the public from unnecessary exposure to electronic product radiation. 
Electronic product manufacturers are responsible for producing equipment that do not emit hazardous or unnecessary radiation and that 
comply with applicable radiation safety performance standards. All electronic product manufacturers must comply with requirements in 
Title 21 CFR 1000,1002, 1003, 1004 and 1005. Products also subject to performance standards must comply with the specific 
standards found in 21 CFR 1020 - 1050. EPRC importll entry reviews verify that electronic products subject to performance standards 
have been reported to FDA as required. 

6. FlaD OBLIGATIONS 

7a. SELECTION OF ESTABlISHMENTS TO BE COVERED: [2] BY DISTRICT OFFICE D BY CENTER D BY BOTH 

b INSPECTION TYPE: NlA D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDLISTRYIPROOUCT CODE(S) 

All radiation emitting electronic products that are subject to a 94-97 
performance standard contained in 21 CFR 1020 -1050. 

e. EXAM TYPE: D CHEMiCAl D MICROBIOLOGiCAl D PHYSiCAl D ENGINeERING 

0 MICROANALYTiCAl D OTHERS (Specify) 

I. CHECK THE FOLi.OWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METliODS. AND HANDLING 

FORM FDA 2621 (7199) PREVIOUS EDITION IS OBSOLETE� PAGE NO. DE-17 



1. PROGRAM/ASSIGNMENT TlT1.E 2. PPS PROJECT NAMEINUMBER 

Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA) Authority - 86 
PAC 86008, 86009 

3. PROGRAM TYPE: COMPtIANCE PROGRAM PROGRAM CIRCUI..AR ASSIGNMENT0 D D 
4. OBJECTIVES 

Use Control: 
Provide technical assistance to State and Federal radiological health programs implementing FDA use control programs, including 
DENT (see the compliance program for a more complete statement ofobjectives and laboratory support); Maintain liaison with State 
radiological health programs; Provide support for regional training activities and regional videotape library; Promote implementation of 
programs to optimize radiation exposure; Communicate FDA policies to State and local health agencies. 

Emergency Planning & Response Activities:
 
To act as a focal point for emergency readiness response planning by States.
 

~ 

5~ PROGRAM JUSTIFICATION 

Medical Device and Radiological Health Use Control and Policy Implementation:
 
Rapidly changing technology requires that the FDA develop use control programs whose effective implementation will require training
 
beyond that possessed by most State radiological health program personnel.
 

Emergency Planning & Response Activities:
 
The Agency has been assigned responsibilities by the Federal Emergency Management Agency to review radiological emergency
 
response plans prepared by the States.
 

8. FIElD OBLIGATIONS 

Use Control: RRHRs will maintain liaison and provide technical assistance to StatelFederall1ldiological health program personnel; 
assist in the planning and presentation ofquality assurance training with the region; help select State participants in new USe control 
programs; serve as managers of the regional videotape library; and attend the following meetings: National Conference ofState 
Program Directors; Regional meetings with state md local radiological health agencies; and Rockville, MD HQ annual meetings with 
CDRH, ORA and other FDA officials. WEAC will provide Laboratory Support for the DENT programs. 

Emergency Planning & Response Activities: Provide consultation to states and attend regional emergency planning meetings. 

7a. SELEcnON OF ESTABLISHMENTS TO BE COVERED: D D 0Emergency PIIIDnlDI " Rnpgnse Activities BY DISTRICT OFACE BY CENTER BY BOTH 

b INSPECTION TYPE: NlA COMPREHENSIVE ABBREVIATED DIRECTEDD D 0 
d. lNDUSTRYIPRODUCT CODE(S) c. PRODUCT{S) 

Eme!'lency Planning & Response Activities: 94YN-99 

e. EXAM TYPE: 0 
D 

CHEMICAL 

MICROANAl.YTICAL 

D 
D 

MICROBIOLOGICAl. 

OTHERS (SfMc1ly) 

0 PHYSICAL D ENGINEERING 

I. CHECK THE FOlLOWING ATIRIBUTES . 

g. SPECIAl. eOUIPMENT, METHODS, AND HANDliNG 
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