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DEPARTMENT OF IIEALTH AND HUMAN SERVICES Food and Drug Administration 

Memorandum 
Date September 20, 2010 

From Director, Program Planning and Workforce Management Branch 

Subject Final FY 2011 ORA Field Workplan 

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

The enclosed Final FY 2011 ORA Field Workplan is based on the Centers' compliance 
program forecasts which incorporate input of the Centers and the Field Committees 
during their review of the draft Workplan sheets. The FY 2011 Workplan is based on 
ORA's planning level of 2,196 Operational FTEs. This represents an overa11 increase 
of 233 Operational FTEs from the FY 2010 Workplan. This increase reflects the substantial 
hiring that has occurred over the past few years. 

During the previous two years, the Field Workplans have included the Centers and ORA's risk 
based approaches in alJocating resources within the five ...._ 

ease contact to discuss our approach during the upcoming 
FY 2012 Workplanning Process. 

The risk based approaches that are included in the Foods Worlcplan may result in resource 
questions, but we want to emphasize that Districts will have enough resources to meet their 
performance goals. Please note that the Workplan only includes resources for ORA investigators 
and analysts and does not plan operations to be conducted by States under contract. Districts 
will have specific lists ofhigh risk firms to inspect, based on risk modeling by CFSAN. While 
it is difficult to plan for inspection of the high risk firms on a program by program basis, 
overall each District should have sufficient planned inspectional resources and state contracts to 
cover all their high risk food firms. For a District, it means you may overburn in the Domestic 
Cheese Progran:t, and underbum in the Domestic Food Safety Program, but overall the resources 



should balance out. 

As in the FY 2010 Workplan, the FY 2011 Workplan includes resources to meet 
Congressional Targets. These Targets are linked to the level of appropriations in the 
Congressional budget. ORA's appropriated funding increased and Congress directed a 
specific corresponding increase in operational activities. These increases are directed 
towards foreign inspections, domestic inspections, import field exams, and sample 
collection/analyses. The FY 2011 Workplan provides sufficient resources to meet 
both the Congressional Targets and Performance Goals. Please see below for a listing 
by program area of the significant planning measures that are included in the FY 201 1 
Workplan: 

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

Biologic::s 
• 	 533 Domestic Human Tissue Establislunent Inspections 
• 	 2 Foreign Human Tissue Inspections 

Human Drugs: 
• 	 750 High Risk Post-Approval Human Drug Inspections (some of which may be included 

in the 419 Congressional Expectation Inspections) 
• 	 419 Post-Approval Human Drug Foreign Inspections, with 250planned in HQ 

Animal Drugs & Feeds: 
• 	 10 Foreign Feed Inspections 
• 	 33 Foreign Post-Approval Animal Drug Inspections 
• 	 250 High Risk Foreign and Domestic Animal Drug and Feed Manufacturer Inspections 

(some ofwhich may be included in the 10 Foreign Feed Congressional Expectation 
Inspections) 

Devices aod Radiological Health: 
• 	 313 Post Market Devices/Rad Health Foreign Inspections, with 180 planned in HQ 
• 	 300 Foreign and Domestic BIMO Inspections 
• 	 1,445 Foreign and Domestic Class Il and III Medical Device Manufacturer Inspections 

(some ofwhich may be included in the 3 I 3 Post Market Device Congressional 
Expectation Inspections) 
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(b) (7)(E) 

Additional Workplan Documents 

(b) (?)(E) 

FY 2011 Workplao Changes: 

The "FY 2011 Workplan Changes" spreadsheets provide a listing of programs compared to the 
FY 201 0 ORA Field Workplan, and will enable you to identify where specific resource shifts and 
programmatic cuts occurred. 

FY 2011 Servicing Laboratories Table: 

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

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

FY 2011 Workplan CD: 

The FY 2011 Workplan has been published to a CD format. Your CD is non-writable and 
cannot be used to store or save data; however you may save any of the files to your PC system or 
to another media, i.e., zip drive, diskette, etc. You may make and distribute as many copies of 
this CD as needed. For further instructions, consult 'A User's Guide - READ ME FIRST' 
located on the CD. If you have any technical Questions, please e-mail Anita McCurdy at 
:\n.!!;L~~(urd\''(i f(l<l.hh-..g<n . 

Any questions about the attachments or programs in the Field Workplan should be addressed to 
the program/project's planning analyst identified on the workplanning sheets (Form FDA 2622). 
Policy concerns should be directed to Carrie Mampilly at (301) 796-4390. 
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FOODS AND COSMETICS 
FY 2011 WORKPLAN CHANGES 

WORKPLAN WORKPLAN FTE 
FT& FT£• DIFFERENCE 

FY2010 FY 2011 
PAC PROGRAM/ASSIGNMENTS 

03003,A Jm~rt Acidified and Low Acid Canned Foods 19.8 15.3 -4.5 
Domestic and Imported Cheese and Cheese 

03037,D 	 22.2 24.3 2.1Products 
03803A Domestic Acidified and low Acid canned Food 13.9 31.7 17.8 
03803,6 Domestic Food Safety 107.2 122.2 15.0 
03819A,B Import Foods - General 246.4 250.1 3.7 
03842,8 Domestic Fish and Fishery Products Inspections 44.1 49.5 5.4 
03844,8 Import Seafood Products 91 .7 89.7 -2.0 
03847H Juice HACCP Inspection Program 7.7 6.6 -1.1 
03R233 Unspecifl8d Foreign Inspections/Assessments 1.6 2.5 0.9 
03F098 lmported/Domes1ic Micro Assignment 48.9 48.9 
03F830 CFSAN EnVironmental Sampling Assignments 61 .1 172.8 111.7 
03R839 Outbreak and Emergency Response 51.2 77.8 26.6 
03R843 Contract Management 12.0 12.0 
03R845 Food Defense 26.0 6.0 -20.0 
03R816 Methods Valida.tion/Developrnent Program 10.0 7.0 -3.0 
03 	 Foodbome Biological Hazards 765.8 918.4 152.6 

Pesticides & Industrial Chemicals in Domes1lc &
04004A,O 	 59.5 59.5

ImPOrt Food 
04018 Seafood Chemotherapeutics Sampling 33.0 32.7 -0.3 

Toxic Elements In Foods & Foodware (Domestic &
04019A,B,C 	 19.2 19.6 0.4Import) 
04839 Total Diet Study 28.6 28.6 
04F800 Field Assignments for Chemical Contaminants 6.5 6.5 
04R81 6 Methods Validation/Development Program 10.6 7.0 -3.6 
04R838 Forensic Evaluation and Sample Anatysls 12.0 12.0 0.0 
04R839 Outbreak and Emergency Response 11 .9 26.438.3 
04 Pestlddes and Chemical Contaminants 181.3 204.2 22.9 
07001 Mycotoxins in Domestic and Imported Foods 14.6 14.6 
07R816 Methods Validation/Development Program 4.5 4.5 
07 Molecular Biology and Natural Toxins 19.1 19.1 
09006A,B Imported Foods-Food and Color Addilives 14.6 15.6 1.0 
09 Food and Color Additives Petition Review 14.6 15.6 1.0 
18002 Retail Food Protection- State Program 26.0 26.0 
18003 (NCIMS) Milk Safety Program 20.4 20.0 -0.4 
18004 	 Molluscan Shellfish Evaluation Program 14.7 14.7 

Interstate Travel Program Conveyances & Support 
18029A·F 	 21.8 15.6 -6.0Facilities 
18 Technical Assls1ance: Food & Cosmetics 82.9 76.5 -6.4 
21002 Medical Foods- Domestic and ImPOrt 3.7 3.8 0.1 

21003 	 Domestic Food Labeling and Economics Program 3.1 3.1 

21005 Domestic & Import NLEA 12.6 11.8 -0.8 
21006 Infant Formula Program 5.6 5.3 -0.3 
21008 Dietary Supplements 22.2 21 .1 -1.1 
21839 Selected Nutrients in Foods- Total Diet 3.4 3.4 

21R616 	 Methods Valldation/Developmenl Program 1.5 1.5 

21 	 Food Composition, Standards, labeling, & Econ 52.1 50.0 -2..1 

29001 	 Cosmetics: Domestic and Imports 7.6 8.4 0.6 

29 	 Colors and Cosmetics Technology 7.6 8.4 0.8 

Total Mission Direct: Pre and Annual Planned 
1123.4 1292.2 168.8 

FTEs 



•• 

BIOLOGICS 

FY 2011 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

41002 Tissue Establishments 
41808 Good Laboratorv Practices 
41809 Institutional Review Board 
41810 Sponsors, CROs, Monitors 
41811 Clinical Investigators 
41 Human Cellular, Tissue, & Gene Therapies 

42001F,G Blood Banks 
42002 Source Plasma Establishments 
42007 Exam of Blood/Components - Import 
42008,A Licensed Viral Mar1<er Test Kits 
42809 Institutional Review Board 
42810 Sponsors, CROs. Monitors 
42811 Clinical Investigators 
42811 Foreign BIMO lnsoection 
42845A,B,C Medical Device Manufacturers (Biolooics) 
42848A,F.G Plasma Derivatives of Human Origin 
42 Blood & Blood Products 

45809 Institutional Review Board 
45810 Sponsors, CROs, Monitors 
45811 Clinical Investigators 
45848A,F,G Licensed Allergenic Products 
458488,C,D Vaccine Products 
45 Vaccines &Allergenic Products 

Total Mission Direct: Pre and Annual Planned 
FTEs 

WORKPLAN WORKPLAN FTE 
FTEs FTEs DIFFERENCE 

FY2010 FY2011 

25.5 31 .0 5.5 ..* 
* • 
* * 

4.4 5.0 0.6 
29.9 36.0 6.1 

53.5 54.5 1.0 
10.9 11 .9 1.0 
3.5 4.0 0.5 
2.5 	 2.5 

* * 

* * 


4.0 4.4 0.4 ... 
0.5 0.5 
3.0 3.5 0.5 

77.9 81.3 3.4 

* * 

* • 


7.0 7.0 
0.7 0.7 
5.5 6.0 0.5 
13.2 13.7 0.5 

121.0 131.0 10.0 

* 	 BIMO: 41808,41809, and 41810 are planned under 41811; 42809 & 42810 are planned under 
42811 ; 45809 & 45810 are planned under45811. 

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



HUMAN DRUGS 
FY 2011 WORKPL.AN CHANGES 

WORKPLAH WORKPLAN FT1: 
FTEa Fll:s DIFFERENCE 

FY 2010 FY2011 
PAC 	 PROGRAM/ASSIGNMENTS 


NDA Pre-Approval Inspections/Investigations
46832B,C 	 9.5 9.5tDomesUc) 
NDA Pre-Approvallnspectioosllnvesligations46832B,C 	 13.0 13.0Foreign) 

Pre-License Biotech (BlA) lnspeclions/lnvesligalions
46832M 	 2.0 2.0lOOM/FOR) 

46832P 	 Posilron Emission Tomography (PET) 0.5 0.5 

46 	 N- Drug Evaluation 2<4.5 25.0 0.5 

48001/A In Vivo Bioequivalence (Domestic) 4.5 6.0 1.5 
46001/A Foreign Inspections (In Vrvo. GLP, Cl) 3.5 5.0 1.5 
48808 Good Uiborstoty Practices 2.0 3.0 1.0 
48809 Institutional Review Boards 6.8 7.8 1.0 
48810 Sponson~, Cont1act Research Orgs, Moni1ors 4.3 5.3 1.0 
48811 Clinical Investigators (Domestic) 28.1 29.9 1.8 
48811 Clinical Investigators (Foreign) 16.0 16.2 0.2 
48 Blof'nearctl Monitoring 65.2 73.2 8.0 

ANOA Pre-Approval lnspeclionsllnvesligalions
52832,B.C 	 5.0 5.0 (Domestic) 


ANDA Pre-Approvallnspectionsllnvesligalions
52832,B,C,E 	 10.0 11.0 1.0(Foreign) 

52832P Positron Emission Tomoaraohv {PEn 1.0 1.0 

52 Generic Drug Evaluation 15.0 17.0 2.0 


53001A,B AdveJSe Drug. Exp. Rpl. Regul (Domestic) 8.0 8.0 
53001A,B Adverse Drug. Exp. Rpt. Regu! (Foreign) 1.0 1.0 
53001C Risk Evaluation Mitigation System (REMS) 2.0 2.0 
53 Postma!i(et Surv. & Epidemiology 11.0 11.0 

56002A,B,D Drug Process Inspections-Domestic 69.4 64.9 -4.5 
56002A·D Foreign Drug Inspections 40.0 42.0 2.0 
56002E Drug Process Inspections - Gas Manufacturers 6.0 9.0 3.0 
56002F Drug Process Inspections API Mards (Oom/For) 13.0 13.0 

56002M 	 Drug Process Inspections· Biotech Manufacturers 4.0 6.0 2.0 

56002P 	 Positron Emission Tomography (PET) 0.5 0.5 

56008A Drug Quality Sampling and Testing Program 17.0 18.5 1.5 
56008H Drug Product Surveiaance (Import) 33.9 37.9 4.0 
56021A,B Drug Quality Reponing Systems-DQRS 4.5 4.5 
56022 Enforcement of Rx Drug Marketing Act 2.0 2.0 
56843 	 Post-Approval lnspeclions/Jnvestigations (Domestic) 2.0 2.0 
56843 	 Post-Approval Inspections/Investigations (Foreign) 2.0 2.0 
560015 	 Pharmacy Compounding Assignments 5.0 5.0 

56R838 	 Forensic Evaluation and Sample Analysis 10.0 10.0 

56 	 Drug Quality Assurance 195.8 217.3 21.5 

63001 	 Internet, Health Fraud, & OTC Monographs 4.5 6.5 2.0 
New Drugs (PrescripUon) Nol Covered by Approved63002 	 5.0 5.0 NDAs 

63 Unapprowd & Ml&bf~r~ded Drugs 9.5 11.5 2.0 

88- Shelf Ufe Extension Projects 12.0 12.0 
88 InteragenCY Cooperative Ac:tlvltles 12.0 12.0 

Total Mission Direct: Pre and Annual Planned 
333.0 367.0 34.0 FTEs 
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ANIMAL DRUGS AND FEEDS 

FY 2011 WORKPLAN CHANGES 

WORKPLAN WORKPLAN FTE 
FTEs FTEs DIFFERENCE 

FY 2010 FY 2011 
PAC PROGRAMJASSIGNMENT 

68001 NAOA Pre~Approvallnspections 4.0 4.9 0.9 

68808 	 (Pre-Market} GLP and Spon/Mon/Com 2.0 2.2 0.2 

Sponsors Contract Research 
68810* 	 * • 

OrgsJMonitors 

68811 (Pre-Market) Clinical Investigators 2.4 2.6 0.2 

Pre-Approval Eval. of Animal Drugs &
68 	 8.4 9.7 1.3 

Food Additives 

71001A.B** 	 Animal Drug Manufacturing Inspections . 12.3 13.0 0.7 

71003A-J 	 Feed Contaminants 19.4 25.6 6.2 

71004A 	 Feed Manufacturing 4.5 5.1 0.6 

71006 	 Illegal Drug Residues in Meat and Poultry 31.9 38.3 6.4 

71009, 71R844* .... 	 Ruminant Feed Ban Rule (BSE) Program 39.6 33.1 -6.5 

71R816 	 Methods Validation/Development Program 5 .0 5.0 

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

71V600 	 Center Initiated Assignments 1.0 1.3 0.3 

Monitoring of Marketed Animal Drugs,
71 	 114.7 122.4 7.7 

Feed & Devices 

Total Mission Direct: Pre and Annual 


123.1 132.1 9.0
Planned FTEs 

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



MEDICAL DEVICES AND RADIOLOGICAL HEALTH 

FY 2011 WORKPLAN CHANGES 

WORK PLAN WORKPLAN FTE 
FTEs FTE& DIFFERENCE 

FY 2010 FY 2011 
PAC PROGRAMfASSIGNMENT 


81 010 Med Dev Problem Reporting-MDRIDEN FlU 0.5 0.5 


81 Postmar1c:at Assurance: Devices 0.5 0.5 


82008 	 Monitoring Device of Foreign Origin-Imports 38.5 44.0 5.5 

82845A,B,C,G,H,S Inspection of Medical Dev Mfgrs: GMP Domestic 97.6 102.4 4.8 

828458 Inspection of Medical Dev Mfgrs: GMP Foreign 19.6 22.6 3.0 

82845P Inspection of Accredited Persons: MDUFMA 0.5 1.0 0.5 

82845J Audils of Accredited Persons 0 .3 0.3 

82Z002 Condom Assignment 3.6 3.6 

82Z003 Mfgrs & Importers of SurgicaVExam Gloves 7.5 8.8 1.3 

82Z800 Center Initialed Assignments 1.0 2.0 1.0 

82R816 Methods Validation/Development Program 2.0 2 .0 

82R838 Forensic Evaluation and Sample Analysis 0.3 0.3 

82 compliance: Devices 170.9 187.0 16.1 

83001/A Med Dev Premkt/Postmkt lnsp Domestic 7.1 7.1 

83001/A Med Dev PremktJPostmkt lnsp Foreign 2.6 2.6 

83808-11 Bioresearch Monitoring Domestic 24.1 23.3 -0.8 

83810-11 Bioresearch Monitoring Foreign 1.2 2.0 0.8 

83 Project Evaluation: Devtces 35.0 35.0 

84Z002 Test Method Development & Evaluation 3.7 3.7 

84R816 Methods ValldaUon/Development Program 1.0 2.0 1.0 

84 Science: Devices 4.7 5.7 1.0 

85014 Mammography Facilities lnsp Program Domestic 14.5 14.5 

85014 Mammography Facilities lnsp Program Foreign 0.1 0.1 

85 	 Mammography Quality Standards Act (MQSA) 14.8 14.6 

86001 Inspection or Mfg~ of Laser Producls Domestic 4.3 4.3 

86001 Inspection of Mfgrs of Laser Producls Foreign 0 .2 0.5 0.3 

66002 Field lmplemenlaUon of Sunlamp Products 0 .3 0.3 
Field Compliance Testing of Diag X-Ray Equip 

86003 	 7.6 7.6 
Domestic 

Field Compliance Testing of Diag X-Ray Equip 


86003 	 1.0 1.0
Foreign 

86004 Field Compliance Tes~ng of Cab X-Ray Equip 0.5 0.5 

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

86006 	 Compliance Testing of Elec Prod at WEAC Foreign 0.8 0.4 -0.4 

86007 	 Imported Electronic Products 7.5 8.5 1.0 

Med Dev &Rad Hlth Use Conlrol & Policy
86008 	 3.0 3.0Implementation 
86009 Emergency Planning &Response Activities 2.0 2.0 

86 	 Radiation Control & Health Safety Act (RCHSA) 30.3 31.2 0.9 

Total Mission Direct: Pre and Annual Planned 
256.0 274.0 18.0 

FTEs 



FY 2011 

SERVICING 


LABORATORIES 


I 
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THE FOLLOWING PAGESSHOW THE SERVICING 

LABORATORIES FOR EACH COLLECTING DISTRICT 


AND FOR EACH COMPLIANCE PROGRAM OR SUB PART 


OCTOBER 2010 




-

-

-

-

SERVICING LABORATORIES 
FY 2011 

CHEMISTS I ENTOMOLOGISTS/BIOLOGISTS 
REGIONS>>>>>>>>>>>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOU'OfWEST PACIFIC 


COU.6CTJNG DISTRICT>>>>>>>>»> NWE NY'K BLT CHI CIN DI!T NIN HWJ PHI 
 ATL FLA NOL SJt.' DAI. D!N KAN !WID SWIO LOS SAN S!A 
FOOD cl COSMETICS TXUIM CA&AZ 


03 ,OODI5011NI!! I!IIOLOG HAZARDS 

IMPORT AJI..ACIDC.o.JII FD CIJOOI,A NRL NRL MI. ARL ML 
 ARL ARL NRL SAL ML SI'IL Sftl DI!!N KAN ARL PR8 PRS SAN PRN
IMP CHEF,Sf. PRODUCTS (Fdt•l 0303711 SAL NRL lim. ARL IRL ARL ARL SRL SRL SilL BRL &RL DEN- DI!!N Dt!N ARL ~N PRS SAN PRN
DOM ACIDJL ACID CAI'I FD 0380JA NRL NRL SRL ARL BRL DI!N ARL NRL NRL SRL SftL SRL 9RL Df.N DEN KAN - - PRS SAN PRN
DOM£STIC FOOD SAF&TY (nk•) 0380311 Nlll NIIL SRL ARL SRL ARL ARL NRL NIIL SRL SfiL BilL SRL KAN DEN KAN - - PR& PRS ~N 
DOMESTIC FOOD SAFETY 03803C Nlll MAL &RL ARL SRL ARL ARL NRL NRL SilL SftL 8RL SRL KAH DEN KAN - - PRS SAN PRN 
Ill! PORTED ~"""ERAL {t'Ulhl 03111A NRl Nlll SRL ARL SRL ARL ARl - Nlll Sill M l I IlL IRL - - - ARL PRS PRS PRS PRN IMPORTED FDS-<;EI\"l:RAL 031118 NRl NR L SAL ARL SRL AAL AR\. - NRL IRl &Ill SilL SRL - - - AR L PRS PRS SAH PRN
DOM I'ISK 1ft RSHERV PROD (FIItb) 0:11428 NRL NRL SRL ARL IIRL AAL ARL NR\. NRL SRl SRL BRL SRL ARL ARL ARL - - PRS PRS PRN
DOM flSK 1ft FISHERY PROD 0:1142C NRL NRL SRL ARL SRL ARL ARL NRl NRL SAL SRL 8RL SftL ARL ARL ARL - - PRS SAN PRN 
ORGANOLEm C ANALYSIS + 03642C NRL NRL - - - - - - - - - - - - - - - - - - PRN 
~tPORTSEAFOODPROD II3M4a NRL HAL SRL ARL S RL ARL ARL NRL SRL SRL Sill SAL Alll ARl ARL PRS PAS PRS PRN
IMPORT SEAFOOD PROD 0~ NRL NRL SRL ARl 9RL AJIL ARL - NRL SAL SRL SRl SRL - ARl ARL ARL PR9 PRS SAN PR.N
ORGANOU:mc ANALVSIS ++ ~ NRL NRl - - - - - - - - - - - - - .. - - - - PRN

JUICEHACCP 03&47H NIIL NRL SRL SAL &RL SRL SRL SRL SRL SilL SfiL Sfll SAL ARL ARl ARL - - PIIS SAN PRN
I'OOPDEFENSE CharaiOoatl - NIIL NIIL W!A WEA KAN FCC FCC I'CC NRL &Ill ML SRL OEN ARL DEN KAH NIL "RS "RS SAN PRNIJ!4 l'e!ITICIDII!S & CHEM CONTAM. 
Pf!ST It CUEM DOM FDS .t.St!AJD 04G04A NRL NIIL SilL ARL Sfll All\. ARL &Rl BRL BilL ML ML SAL KAH KAH KAH .. - PRS PRS PRN 
DIOXIN ANALYSIS 04004D ..t.Rl- ·ARL• ·ARL· ·ARL· -ARt- · ARL· ·ARL- ·ARL· ·ARL· ·ARL- ·ARL· ·ARL· ·ARL• ·ARL· ·ARL- -ARt.· - - ·ARL· ·ARL· ..t.RL

1~1P FOODS· PJ:Sl1ClDES OOl04A NRL NRL SRI. ARL &RL ARL ARt. - SRL Sill SRL BRL Sill Alll ARL ARL PAS PRS PR9 PR.N 
I!II P I'DS • P~ICIDESStAFOOU 04004-' NRL NIIL SRI. ARL SRL ARL ARL SRL IIIIL SRL SRL. IRL KAH KAH AIR PRS PRS PRS PRN 
TOXIC l:L!IIJN FDS DJJ 04011A NRL NR\. Sill KAH &Il l KAN 


KAN SRL SRL SRL SfU. SRL SRL KAN KAH KAH KAN KAH SAN SAH SAN 

TOXIC F.L'\1 TaL&Cl< WAR£.011 040118 NAL NR\. SilL KAN ML KAN KAN SRL SRL SRL SRL SRI. SRL KAN KAH KAII KAN KAH PRS SAH SAN I 
.wu,. .W[A.RADIONUCLIDUi 11'\ FDS.0.1 04011C ·WEA- •WE/oo ·wtA- -WI!A.o .W!!A· ·WEA- ·WI!!A- ·WEA- ·WEA- · WEA· ·W'EA- -~ .wEA- -WEA- ·WEA- ·WEA- ·WEA• ·WEA- ·WI!A· 

TOTAL DIET snJDY .IWfO.tn. ·KAM· -«AN- -«AN· -KAN- KAN -«AN- -«AN- ·KAH· ..f(Nj. · K.foH. -KAN- -«AN- -KAN- ..f(Nt. · KAH· - - ofCN4· •KAN- .fUN• 
07 M0\.1110£NAT\MALTOXIN8 
MYCOTOXINS DO!II FDS (AJ'LA) OTotl -tilL· · SAl.- ·8RL· -sAL· .aRL- ...... ..aRL· •IIRL• ·SRL- -sftL· -BRL· · IAL· -sill· -sRI.· ·&RL· .SRl; - - -5RL· .sRI.- · Sill.· 
MYCOTOXIr.'S D0.\1 FDS (FUM) 070CI1 ·l<AN· -KAN- ..I(AH. - -XAN· -«AAl· · KAH· -KAN· -KAN- · KAN· -I<AM· ·KAH· -KAN· .fWI· -XAN· -XAN- -KAN· -KAH· · KAH· -KAN· 
MYCOTOXINS DOM FDS (0CHRA) 070CI1 Mill NRL NAL KAN NRL KAH KAH NRL 14RL KAN KAH KAH KAN KAH KAN KAH - - PRN PRN PRN 
MVCO DOM FDS (DO!'I,PATULIN) 070Cif NIIL NRL NRL SRL NRL 8RL SilL NRL NRL SRI.. BRL 8RL Sill KAH KAN KAN - - PRN PRN PRN 
MVCOTOXINS IMP JIDS (AFLA) 070CI! NIIL NRL Sill SRl SRL SRL SAL SAL SRL SRI. ML SRL Sill KAH KAN KAN KAH KAN PRN PRN PRN 
MYCOTOXINS IMP FilS (Ft'M) 0700t ·KAN· -KAN- -KAN· ·KAN· ·KAN- -I<AN· -XAN· -KAH· -KAH- ·KAN- . I(AH. -KAN· ·I<AN· ·KAN· -KAN· ·KAN· ·KAN· -I<AN· ·KAH· ·KAN- -I<AN· 
MYCOTOXINS IMP fDS (OCliRAl 0700\ NRL NRl NAL SRL NRL SRL 9Rl NRL NRL SAL KAH SRL 8RL KAN KAN KAN KAN KAN PRN PRN PRN 
MYCO IMP FDS(DON,PATULIN) 07001 Nlll. NRL NRL SRL NRL &RL BRl NRL NRL SRL 8IU. 8RL SRL KAN KAN KAN KAN KAH PRN PIIN PRN 
,\1YCO IMP I'DS (SPEC Sll~V) 07001 ·1111.- SilL· .sAL· ·BRL- · Sill- SRI. · SRI.- ·SRL· .sRL· .SfiL- · IRL· -8RL· ·SilL· .SRI.· ·Bill- ·I Ill- ·SI'Il· ·ML· ·SRL· -SilL· ·SilL· 

01 FOOD£ COLOR ADOmvEB 
IMPOaT FOODS (FII ADDS) OIOOIA Nlll. NIIL NRl ARL NIIL Dt!T ARl NRL SRL IRL SRL Sill OEH DEN DiN DliN DEN SAN SAN SAN 
IMPORT FOODS (COLOR) 0110088 NRL NRL NRL ARL NRL DET ARL - NIIL 8R\. SRL SJN SJN DEH DEN DII!N DII!N DII!N SAN SAN IAN 
DOM f'D SAF£T\' (COLOR) ONOS,E NRL Nlll NRL ARL NRL DI!T ARL - NIIL &Ill IRL SJN SJN D£N DEN D!N - - IAN SAN IAN 
DO;\!' FD SAfETYt FD ADDS) MO.'IF NRL NRL NRL ARL NRL DlfT NIL - NRL SilL llftl I Ill SJH DEN DEN DEN - - 5AH SAN IAN 

11 TECH ASSIST: FOOD & COSIETlCI 
INRRSTATE TIIAVI:L SAI'oTT t102tM NRL NRL ! liRL ARL SAL ARt. ARL Bltl SRL IRL SilL SilL Sill DI!N DOl ~N - PRN PRN PftH ! 

:n fOOD COMP STllS ~...<~BEL & ECON 
;\I'EDICAL FOODS Ztto2 ·SRL· -!RL· -sRL· · SAL· .SfU.. ·Ml· · IRL· .sRL· ·SRL· · BRL· · lfll· .SJU,. ...... · SRI.- ·SRL· ..UL- - - · SRL· · SRL· ·SRl· 
!'ILEA ENFORCEM£:000,- DOM 21005 · SAL- -BRL· .sRI.- ·SRL· ·SAL· -sRL· · SAL· · SAL· -SRL· · SAL· -SAL· -sRL· · SRL· -sRI.- · SRL· · SRL- - - -SRL· · SAL· -&IlL· 
!'ILEA ENfORCDIEi\,- IMP 21005 · SRL. -SRL· .sRI.· ·SRL· ·SRL· -sAL· ·BRl· - · SRL· ·SRL- -sAL· .sAL· ·SRL· - · SRI.- · 9RL- ·SRL· -sRL- ·SRL· ·SAL· -&Ill· 
NLEA I!NFORCEMENT Dl1 (Aflors..) 2t005 NRL Nl'tl Nm, NRL NIIL NltL NIIL NRL NRL SAL SAL SRL SRL SRL SRL Sill - - SRL SRL ML 
INFANT FORMULA DOM/llltP 21001 -llRL· ·Sill· -511L• ·SRL· ·Sill· ·SAL- -&RL· ·SRL· ·ISRL· -sRL- ·SRL· .sAL· · SRL· - .Sill· -811\..- · SRL· · ML· -SRL• ·Sill· ·Ml· 
DIETARYSUPPL1:MENTS 21008 -l!IU.· · SRL· -liRL· ·SRL· ·!I Ill· · SRL· ·SAL· ·SRL· ·SRL· -ML· -ML· -!II(., ·SRL· ·SRL· .SilL· -sfiL· -SilL· ·SRL· •SRL• ·SRL· ·BRL· 
SELECT NUTR IN FOOD SIJRVI:Y 21138 -I<AN· ·KAN• -t<AN- -t<AN- -t(AN· -KAN• •KAH• ·KAH· ·KAH- -t(AN· ·r<AN· ·KAM· ·KAN· ·KAN· - - ·KAN· -I<AN·. fC.UI. -t(AN. -t(AN. 

29 C08MET1C8 
DOMIIMP COSMrMCS JICI01 Nlll NRL NRL ARt. Nlll MT ARL NRL NRL BRL IfilL 8RL SRL ARL ARL ARL ARL ARL SAN SAN SAN 

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASI-IES (e.g. ·WEA·) 

+ No:llaMI !open: Collecting DlstrkC.. C'-k wHh DFS 1HFC·140) Except for BlaMed Shrimp · 11M Compliance Program for llet of 1Ao,.Lor1•• 
++ Natio nal Exper1: Collledng Dlltrlcl8 ChiiCk -.riCh DFS IHFC.140) 

SWIO - TX & NM Column: S.mpla coUK\ed In TX or NM will 1111 anatyzacJ ~ the Lain llalood. 1
SWIO • CA & liZ Column; Slmpl9e collacCed In CA or liZ wilt be..,~~ lhe Labe ll~~H. 



SERVICING LABORATORIES 
FY 2011 

CHEMISTS I ENTOMOLOGISTS/BIOLOGISTS 
REGIONS>>>>>>>>>>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC 

COLLECTING DISTRICT>>>>>>>>>> NWE tm< BLT CHI CIN OET MIN NWJ PHI ATL FLA NOL SJN OAL DEN KAN SWID SWID LOS SAN SEA 
HUMAN DRUGS TXaNM CMAZ 

1411 NEW DRUG EVALUATION 
NDA CREMlNSP 4llll2 NRl. NRL PHI OET FCC DET DET PHI PHI SRI. SRI. SAL SJN DEN DEN KAN - - PAS PRN PRN 
PRE APPROVAL PROFILE 4ell2B,C NRL NRL FCC FCC FCC FCC FCC FCC FCC NRI. NRI. NRL NRI. FCC FCC FCC - - FCC FCC FCC 
PRE APPR 'FOR£1GN CBEM INSP 4883:l NRL NRL PHI PHI FCC PHI PHI PHI PHI SRL SRI. SRI. SJN DEN DEN KAN - - PRS SAN PRN 
PRE APPR FOREIGN PROFILE .a8328C 

152 GENERIC DRUG EVALUATION 
NRL NRL NRL NRL NAL NRL NRL NRL NRI. NRL NRL NRL NRL NRL NRL NRL - - NRL NRL NRL 

ANDACHEM INSP san NRI. NRL PHI PHI FCC DET PHI PHI PHI SAL SRL SRL SJN DEN DEN KAN - - PRS SAN PRN 
GtN PRE AP.I')(OV PROFILE 5a328,C NRL NRL FCC FCC FCC FCC FCC FCC FCC NRL NRL NRL NAL FCC FCC FCC - - FCC FCC FCC 
PRE APPR FOREIGN CHUill'iSP 5a31 NRL NRL PHI PHI PHI PHI PHI PHI PHI SRI. SRL SRI. SJN DEN DEN KAN - - PRS PRN PRN 
PRE APPll FOREIGN PROFILEr58 DRUG QUALITY ASSURANCE 

528328 c HAL NRL NRL NRI. NRL NRL NAL NRL NRL NRL NRL NAL NAL NRL HAL NRL - - NRL NRL NRI. 

DPI CREM ON INSP 5e001M HAL NRL PHI OET PHI DET DET PHI PHI IIRI. SRL SRL SJN DEN DEN KAN - - PRS PAN PAN 
DRUG PROCF..SS INSP (DSA) 56002 A-F NRL NRL PHI PHI PHI DET PHI PHI PHI SRI. SRL SAL SJN DEN DEN DEN - - PRN PAN PRN 
FOREIGN CREM INSP 66002A·F PHI NRL PHI PHI FCC DET PHI PHI PHI SAL SRL SAL SJN DEN DEN KAN - - PRS SAN PRN 
DRG QUALSAMP!fesT (API) 660DBA ·SJN· -SJN ·SJH· •SJN· .SJN· ·SJN· ·SJN· -SJN -SJN -SJN .SJN •SJN• -SJN• •SJN• -SJN· ·SJN· -SJN· -SJN -SJN .SJN ·SJN· 
DRG QUALSAMP!fesT (Dl'S) 56008A NAL NRL PHI PHI PHI DET PHI PHI PHI SAL SJN SRL SJN DEN DEN KAN - - PAS PRN PRN 
DPSAPl !eODBH NRI. NRL PHI DET PHI OET DET PHI PHI SRL SJN SJN SJN - - - DEN DEN PRS PRN PRH 
DPS fiNISHED DOSAGE 1180D8H -PRN -PRH· -PRN· -PAN ..PRN -PAN· ..PRN -PRN .PRN -PRN -PAN -PRN· ·PRN· - - - .PRN· .PRH· ·PRN· -PRN -PAN· 
DQRSINDA FLD ALERT REPT 58021A,B HAl NRL PHI DET PHI DET OET PHI PHI SRL SRI. SJN SJN DEN DEN DEN - - PRN PRN PRN 
RX DRG MKTC ACT IPDMA) 1180022 A NRL NRL Pt41 PHI PHI PHI PHI PHI PHI SJN SJN SJN SJN DEN DEN DEN - - PRN PRN PRN 

I831NTERNET FRAUD OTC MONO 83001A PHI NRL PHI PHI PHI DET PHI PHI PHI SRI. SRL SRL SJN DEN DEN KAN - PRN PRN PRN 

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES {e .g. ·WEA·) 

The Analyzing LabofW)r1H ror SampiM Collected Under 58008Mf, Drug Producl Surveillance will be a~t~lgned by DFS {HFC-140) belled on exper11se of drug lab fo r each epacHlc drug sampled. 
SW10 • TX & NM Column: Sempln co llected In TX or NM wll1 be analyzed by the Labtlllated. 
SWlD • CA & AZ Column: Semp ln collected InCA or AZ will be analyzed by the Labs ll1t.cl. 



SERVICING LABORATORIES 
FY 2011 

CHEMISTS I ENTOMOLOGISTS/BIOLOGISTS
JtEGIONS>>>>>>>>>>>>>>>>>>>>>> NORTliEAST CENTRAL SOUTHEAST SOUTHWEST PACIFIC

COLLECTING DISTRICT»»»>>>>> tM(
NW10 BLT CHI CIN DET MIN NWJ PHI An F\.A NOL SJN DAL DEN KAN SWID SWID LOS SAN SEA 
ANIMAL DRUGS&: FEEDS ~NN CAAAZ

118 PREAPPR MON ANIMAL DGS FEEDS 
NADA PRE APPROVi\L INSF 18001 NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRL SRL SRL KAN KAN KAN PRN PRN- - PRNNADA PRE APPROVAL INSP 180010 NRL NRL KAN KAN KAN KAN KAN KAN KAN SRL SRL SRL SRL KAN KAN KAN - PRN PRN PRN-METKOD VALIDATION 08001 NRL NRL KAN KAN KANKAN KAN KAN KAN SRL SRL SRL SRL DEN DEN KAN - - PRN PRN PRNGLP NON-.CUNICAL oaaoa NRL NRL KAN AAL KAN AAL ARL SRL KAN SRL SRL SRL SRL KAN DEN KAN - - PRN PRN PRNGLP NON..CLINICAL II8IOIIG NRL NRL KAN AAL KAN AAL ARL SRL KAN SRL 8RL SRL SRL KAN DEN KAN PRN PRN PRN -l71 POSTAPPR MON ANIMAL DOS FEEDS 
ANIMAL DRUG MAl'lllF INSP 71001 NRL NRL SRL KAN SIU. KAN KAN SRL SRL SRL SRL SRL SRL KAN KAN KAN - - PRN PRN PRNDOMIIMP FEED CONTAMIN 71003A NRL NRL SRL KAN SRL ARL KAN NRL NRL SRL SRL SRL SRL KAN KAN KAN ARL AAL PRS PRS PRN
FEED CONTMETALS 710039 NRL NRL SRL KAN SRL KAN KAN NRL NRL SRL SRL SRL SRL KAN KAN KAN KAN KAN SAN SAN SANFEED CONT MYCO (FlJllfl un 71003C -KAN· -KAN- -KAN- -KAN- ·KAN· -KAN- -KAN· -KAN- ·KAN· .J<AN- -KAH· -KAN- ·KAN· ·KAN· ·KAN· -KAN- ·KAN· ·KAN· -KAN -KAH· ·KAN·FEED CONT l\IYCOTOXlNS D/1 71003C NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SRL KAN KAN KAN KAN KAN PRN PRN PRN
FEED CONT DIOXIN ANALY D/1 710030 ·AAL· -ARL· ·ARL· ·ARL· ·ARL· ·ARL· ·ARL· ·ARL· -ARL- ·ARL· ·ARL· ·ARL· ·ARL· - ·ARL·ARL ·ARL· -ARL- -ARL· -ARL· -ARL· ·ARL·
FOD CONT ANTIBIOTICS D/1 71003K NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SRL SRL SIR DEN DEN DEN ARL ARL PRN PRN PRN
FEED MANUFACTURING 71004 ·DEN· -DEN· -DEN- ·DEN· -DEN· ·DEN· ..QEN- -DEN· -DEN· -DEN· -DEN· ·DEN· -DEN·DEN· ·DEN· ·DEN· - - ·DEN- -DEN- -DEN
"rYPE "A" MED ARTICLES 11005 ·DEN· -DEN-DEN· ·DEN· -DEN· ·DEN· -DEN· ·DEN· -D!N· ·DEN· -DEN· ·DEN· ·DEN· ·DEN· -DEN- -DEN· - -DEN· -DEN· -DEN·-ILL RESIDUES· MEAT& PLTRY 11008 ·DEN· -DEN· ·DEN· ·DEN· ·DEN· ·DEN· -DEN· ·DEN· -DEN· ·DEN· -DEN- -DEN· ·DEN· ·DEN· ·DEN· -DEN· - ·DEN· -DEN· ·DEN·ILL RESIDUES IN MILK 71001M ARL ARL DEN DEN DEN DEN DEN DEN DEN SRl. SRL ~L Sftl DEN DEN DEN - - DEN DEN DEN
METHOD VAUDATION 71000 ·DEN- -DEN· ·DEN- -OEN· ·DEN· ·DEN· ·DEN· ·DEN· -DEN· ·DEN· -DEN· -DEN- -OEN· -DEN- ·DEN· -OEN· - -DEN· -DEN· -DENBSE PROGRAM DOMESTlC 710011 NRL NRl SRL ARL SRL AA\. ARL NRL NRL SRL SRL SRL SRL DEN DEN 


DEN - - PRS PRS PRNBSE PROGRAM IMPORT 71RI44 PRN NRL SRL ARL ML ARt. ARL NRL NRL SAL SRL SRL DEN DENSRL DEN ARL ARL PAS PRS PRNIMEDICAL DEV & RAD HLm 

(81 POsn.tKT ASSURANCE: DEVICES 
PM/DEN FlU CH & SIR TISr 81010 -WEA· ·WEA· ·WEA- ·WEA· ·W!A- ·WEA- ·WEA- ·WEA- -WEA- ·WEA· ·WI!.A· -WeA- ·WEA- ·WEA- ·WEA- ·WEA- ·WEA· ·WEA· ·WEA- -WEA· ·WEA
1M/DEN FlU RADIONUCLIDES 81010 .WEJ..-WEA- -WEA· ·WEA- -WEA- ·WEA- ·WEA- ·Wf!A· .wu,. ·WEA· ·WEA· -WEA- ·WEA· -WI!A- -WEA· ·WEA· ·WEA· -WEA· -WEA- ·WEA- -WIA

(112 COMf'UANCE: DEVlCES 
MON DEV FOREIGN ORIGIN 82008 -WEA- ·WEA- ·WEA- ·WEA· -WEA- ·WEA- -WEA- -WEA· ·WEA- ·WI!A- -WEA- .WEA- -WEA· ·WEA· ·WEA- ·WEA- ·WEA· ·WEA· -WEA- -WEA- ·WEAr 
MFRS • RF..AGANTS 82845C ·WEA- ..WEA- ·WEA- ·WEA· -WI!A- -WEA- ·WEA- -WEA -WEA- -WEA- -WEA· ·WEA· ·WEA· ·WEA- ·WEA- -WEA,. -WEA· ·WEA· ·WEA· -WEA- -WEA,. 
MFRS • IN "1TRO 82845C .wEA,. ·WEA- -WEA· ·WEA· -WEA· ·WEA- -WEA -WEA- ·WEA- -WEA- -WEA,. -WEA· -WEA- ·WEA· ·WEA· -WEA- -WEA- ·WEA· ·WEA• -WEA- -WEA
MFRS • SI"'RJCIDAL 12845C WEA WEA WEA WEA WEA WEA WEA WEA WEA WEA WEA WEA WEA DEN DEN DEN DEN DEN DEN DEN De.! 
MFRS • TUBERCULOCIDAL 12845C WEA WEA WEA WEA WEAWEA WEA WEA WEA WEA WEA WEA WEA DEN DEN DEN D!N DEN DEN DEN DEN 
CONDOM ASSIG DOM /IMP 12ZOD2. WEA WEAWEA WEA W!.A WEA WEA WEA WEA WEA WEA WEA WEA PRS PRS PRS PRS PRS PRS PRS PRS 
SURGICAL EXAM CLOVES 12Z003 - - WEA WEA WEA WEA WEA WEA WEA WEA WEA WEA PRS PRS PRS PRS PRS PRS PAS PRS -
CTR INIT ASGN TEST K'J'IREAG emoo ·WEA- ·WEA- -WEA- ·WEA· -WEA- ·WEA- ·WEA- -WEA- ·WEA· ·WEA· ·WEA• -WEA··WEA- -WEA· ·WeA- ·WEA- -WEA- ·WEA· ·WEA· ·WEA- ·WEA
CTR JNITASCN RADfOIMMON 122100 -WEA· ·WEA- -WEA- ·WEA· ·WEA- -WEA- ·WEA- ·WEA·W!A- ·WEA- ·WEA- ·WEA- ·WEA· ·WEA- -WEA- ·WEA- ·WEA- ·WEA· ·WEA- -WEA· ·WEA· 

NATIONAL & SPECIAL SERVICING LABS INDICAT!D WITH DASHES (e.g. -WEA·) 

SWID • TX & NN Column: S.mpl.. collecled In TX or NM wUI be enalyud by ltle uba llated. 

8WID . CA & liZ Column: Samplea collected In CA or Ia. will be analyu1:1 by ltle Laba lieled. 
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SERVICING LABORATORIES 

FY 2011 

MICROBIOLOGISTS 
REGIONS>>»>>>>>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST 
COLLECTING DISTRICT>>»»>>> NWE NYK BI.T CHI CIN DET MIN NWJ PHI ATL FLA 001. SJN DAL 

FOOD & COSMETICS 
03 FOOOBORNE 8101.00 HAZARDS 
IMPORT ACJOIL ACID 03003,A NRL NRL SRI. ARL SRI. ARL ARL - NRL SRI. SRI. SRI. SRI. DEN 
DOM ACJDIL ACID CAN J'D 03803A NRL NRL SRI. AAL SRL ARL AAL NRL NRL SRI. SRI. SitI. SltL DEN 

SPORE HEAT DETERMTN 03803A ..SRL- ·SRL· ·SRL· ·SRL· ·SR.L· ·SRL· .SRI.· ·SRL· .SRL· ·SRI.· ·SAL· ·SRL· ·SRL· .SRI.· 
DOMESI'IC FOOD SAFETY 038030 NRL NAL sru. ARL SAL ARL ARL SRL SRI. SRL SRL SRL SRL DEN 
1MP FOODS GENERAL• 03819C NRL NAL SAL DEN SRI. DEN DEN - NRL SAL SAL SAL SRI. DEN 
DOM CREES£ PRODUCTS 03037D SRL NAL SRL ARL SRI. ARL AAL Sltl SRI. SRI. SRL SRI. SRI. DEN 
IMP CHEF.S£ PRODUCTS 03037D SRL NRL SRL ARL SRI. ARL ARL - SRI. SRI. SRL SRI. SRI. DEN 
OOM FlSH & JTSRERY PROD 03842D NRL NRL SRL ARL SRL ARL ARL NRL NRL SRL SRI. SRI. SIU. DEN 
JMPORT SEAFOODPROD 038440 NRL NRL SRI. A.RL SRI. ARL ARL - NRL SRI. SRI. SRI. SRI. DEN 
IMPORT MICRO ASSIGN 03F098 NRL NRL SRI. SRI. SRI. SRL SRI. SRL SRI. SRL SRL SRI. SRI. DEN 

l>OMESI'IC MICRO ASSIGN 03F100 NRL NRL ARL ARL AAL ARL ARL NRL NRL SRL SRL SRL SRI. DEN 
+ENVIRONMENTALSAMPLING 03F800 WEA NRL SRL ARL SRL ARL ARL SRI. SRI. SRI. SRI. SRL SRI. DEN 
FOOD DEFENSE (lmpll)om) 03R845 NRL NRL NRL NRI. NRI. SRL SRI. SRL NRL SRI. · SRL SRL SRL DEN 
OUI'BREAK & EMERGENCY 03R839 NRL NRL SRL ARL SRL AR.L ARL SRI. SRI. SRL SRL SRL SRL DEN 
JUICERACCP 03847H NRL NRL SRI. SRL SRL SRL SRI. SRI. SRL SRL SRL SRL SRI. DEN 

118 TECH ASSIST: FOOD & COSMeTICS 
MILKSAFETY PROGRAM 18003 NRL NRL SRL AR.L SRL AR.L ARL SRI. SRI. SRI. SRL SRL SltL DEN 
INTERSTATE TRAVEL SANtr 18029A-F NRL NRL SRI. AR.L SRL ARL ARL SRL SRL SRL SRL SRI. SRL DEN 

121 FOOD COMP STOS LABEL & ECON 
~J.EDICALFOODS l>OMIIMP 21002 ·SRI.· .SRI.· ·SRI.· .SRI.· ·SRL· -SRL· ·SRL· ·SRL· .SRI.· ·SRI.- ·SRI.· ·SRI.· ·SRL· ·SRI.· 
L"'.FANT FORMUI..A DOM/IMP 21006 ·SRL· ·SRL· ·SRL· ·SR.L· ·SRL· ·SI\l · ·SRL· ·SRL· ·SRL· .SRI.· ·SRI.· ·SRI.· .SRL· ·SRI.· 
SELECT NUTR IN FOOD SURVEY 

MARKET BASKET 21839 ·SRI.· ..SRL· ·SRL· .SRL· ·SRL· ·SRL· ..SRL· ·SRL· .SRI.· ..SRL· ·SRL· ..SRL· ·SRI.· ·SRL· 
129 DOMIIMP COSMEnCSICOLOI" 29001 NRL NRL SRL ARL SRL ARL ARL SRI. SRL SRI. SRL SRI. SRI. DEN 

HUMAN DRUGS 
156 DRUG QUALITY ASSURANCE 

DRUG l'ROC INSP, DSAJCREM fl\ 58002 NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRI. SRI. DEN 
DRG QUALSAI\IPJTEST !!8008A NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRI. SRI. SRL DEN 
OQRSINDA FLD ALERT REPT 58021A.B NRL NRL SRL NRL SRI. NRL NRL SRI. SRI. SRI. SRL SRL SRI. DEN 

163 FRAUDULENT DRUGS 63001 NRL NRL SRL NRL SRL NRL NRL SRL SRL SRL SRL SRL SRL Jl.EN 

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

"'mport Fooch: SWIO CA & AZ aamplet collected for micro analyala only go to PRL-NW. No apllt 18mpln. Samples n~qulrlng any chem analysle go to PRL·SW. 

SWJD • TX & NM Column: Sampla colht<:llld In TX or NM will be analyzed by the Labe llallld. 

SWID • CA & AZ Column: Sampln collected In CA or AZ. will be ana!yud by the L.abe lletect. 


+Detroit High Throughput Laboratory wlllee"'e ae a Se"'ld ng Laboratory for Salmonella testing for all Olalrlchl. 

SOUTHWeST PACIFIC 
DEN KAN SWID SWlD LOS SAN SEA 

TX&NM CA&AZ 

DEN DEN ARL PRS PRS SAN PRN 

DEN DEN - - PRS SAN PRN 

·SRI.· ..SRL· - - ·SAL· ·SAL· ..SRL· 
DEN DEN - - PAS SAN PAN 
DEN DEN ARL PAN PRS SAN PRN 
DEN DEN - - PRS SAN PRN ~ 
DEN DEN NRL NRL PRS SAN PRN 
DEN DEN - - PRS SAN PRN 
DEN DEN AAL PRS PRS SAN PRN 
DEN DEN AAL OEN PRS SAN PRN 
DEN DEN - - PRS SAN PRN 
DEN DEN .. - PRS SAN PRN 
DEN DEN ARL PRS PRS SAN PRN 
DEN DEN - - PRS SAN PRN 
DEN DEN - - PRS SAN PRN 

DEN DEN - - SAN SAN SAN 
DEN OEN - - PRN PRN PRN I 

.SRL· ·SRL- - - ·SRL· ·SRI.· ·SRL· I 

·SRL· ·SRL· ·SRL· ·SRI.· -SRL· 

·SRL· ·SRI.· - - -SRI.· ·SRI.· ·SAL· 
DEN DEN DEN DEN PRS SAN SAN 

DEN OEN - - SAN SAN SAN 
DEN DEN - - SAN SAN SAN 
DEN DEN - - SAN SAN SAN I 

DEN DEN - - SAN SAN SAN-
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SERVICING LABORATORIES 

FY 2011 

MICROBJOLOGISTS 
REGIONS>>>>>>>>>>>>>>>>>>>> NORTHEAST CENTRAL SOUTHEAST 
COLLECTING DISTRICT>>>>>>>> NWE NYK BLT CHI CIN DET MIN HWJ PHI ATL FLA NOL SJH 
ANIMAL DRUGS & FEED 

171 POST APPR MON ANIMAL DRUGS FDS 
DRUC PROCESS INSPECTION 
FE£0 CONTAl\IINANTS Dll 
MEDICATED FEeDS 
TYPE "A" MED ARTICl.ES 
ILl... RES IN MEATIPOUl.TRY 
METHOD VALIDATION 

71001 
71003E 
71004 
71005 
71006 
71006 

NRL 
NRL 

-OEN· 
·DEN· 
·DEN
·DEN· 

NRL 
NRL 

-DEN
·DEN
.OEN
-DEN· 

SRL 
SRL 

-DEN· 
-DEN· 
-DEN· 
.OEN

DEN 
OEN 

·DEN· 
·DEN
-DEN
·DEN· 

SRL 
SRL 

-DEN· 
-DEN· 
-DEN
-DEN· 

DEN 
ARL 

-DEN
-DEN· 
-DEN· 
-DEN· 

DEN 
DEN 

-DEN
.OEN
-DEN
-DEN

8RL 
SRL 

-DEN
-DEN
·DEN
-DEN

SRL 
SRL 

-DEN· 
·DEN
·DEN· 
-DEN· 

SRL 
SRL 

·DEN
-DEN· 
·DEN
·DEN· 

SRL 
SRL 

-DEN· 
·DEN
-DEN· 
·DEN

SRL 
SRL 

-DEN
-DEN
-DEN
-OEN

SRL 
SRL 

·DEN
·DEN
-DEN· 
·DEN

MEDICAL DBV & RAD HLTH 
1111 POSTMKT ASSURANCE:DEVICES 

PR MDRIOEN FIU-STERJLrrY 
182 COMPLIANCE: DEVICES 

11010 -WEI\. ·W&A -WEI\. .W£.1\. -WEA· -WEI\. ·WEA· -WEI\. -WEA. -WEA· -WEI\. ·WEA· -WeA-

MON DEV FORUGN ·STERILE 
MED Dt:v MFCSTERJLITY 
Ml:D DF.V MFG BIOJ!URDEN 
M£0 MFG BIOINDlCATOR 

82008 
828455 
1128455 
112845S 

-WEA· 
·WEI\. 
-WEA
·WEA

-WEI\. 
-WEI\. 
-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£.1\. 
·WEA
-WEA
-WEA

·W!A
·WEA· 
-WEA· 
·WEA

·WEA· 
·WEA· 
-WEA· 
-WEA· 

·WEA
·WEA· 
·WEA
·WEA-

TtlfRS • DISIJWECT 
MnlS- A.-n"l-S£RA 

112845C 
11284SC 

WEA 
-WEA

WEA 
-WEA· 

WEA 
-WEA

WEA 
·WEA· 

WEA 
·WE.A

WEA 
·WEA

WEA 
-WEA· 

WEA 
-WEA· 

WEA 
·WEA· 

WEA 
-WEI\. 

WEA 
-WEA

WEA 
-WEA

WEA 
·WEA

MFRS • rN VrTRO DIAG.'IOS 8284SC ·WEA ·WEA. -WEA ·WEA- -WEA ·WEA· -WEA ·'NEA ·WEA. -WEA -WEA ·WEA· ·WEA· 
CI"Jl JNIT ASSIGN· STERILITY 82Z800 ·WEA ·WEA· -WEA -WEA -WEA· ·WEA· -WEI. -WEA -WEA· -wEA ·WEA -WEA -WEA. 
CTR INlT ASGN • MEDIA TEST 82Z80CI ·WEA. ·Wf.A· ·WEA ·WEA· ·WiA -WEA· ·WEA -WEA -WEA· -WEA ·WEA· -WEA· -WEA

184 SCIENCE: DEVICES 
METHODS VALIDATION 84Z002 ·WEA ·WEA· L'!{_EA ·WEA ·MA ·WEA· ·WEA· ·WEA ·WEA -WEA. -WEA -WEA ·WEA· 

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (11.g. -WEA-) 

SWIO • TX & NM Column: sample• collecled In TX or HM will be analyzed by lhe Labe listed. 
SWID • CA & /102. Column: Sampln ~ollecled In CA or /102. will b1 enaly1ed bythe Labe lielad. 

SOUTHWEST PACIFIC 

DAL DEN KAN SWJD SWID LOS SAN SEA 

TXaNM C/UAZ. 

DEN DEN DEN - - SAN SAN SAN 
DEN DEN DEN ARL ARL SAN SAN SAN 

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

-WEA· -WEA· ·WEI\. -WEA· -WEA· ·WEA- -WEI\. -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- -'NEA- ·WEA
DEN DEN DEN - - DEN DEN DEN 

-WEA- -WEA- -WEA- ·WEA· -WEA. -WEA- ·WEA- ·WEA
-WEA· -WE.A· -WEA· -WEA- -WEA- -WEA- ·WEA- -WEA
·WEA· -WEA· ·WEA· -WEA- -WEA- -WEA- -WEA. -WEA
-WEA· ·WEA· ·WEA- -WiiA- -WEA· ·WEA- ·WEA· ·WEA

-WI!!A- -WEA· -WEA· ·WEA· ·WEA· ·WEA- -WEA- .WEA

5 



SERVICING LABORATORIES 
FY 2011 

REGIONS>>>>>>>>>>>>>>>>>> 

COLLECTING DISTRICT»>>>» 

MEDICAL DEV& RAD HLTH 
181 POSTMKT ASSURANCE: DEVICES 

PROB REPORT MDRIDN F11J 81010 
182 COMPLIANCE: DEV 

MON DEV FOREIGN ORIG 82008 
MFRS 82845C 
SURGlCAL EXAM GLOVES 82Z003 
CTR JNITIATED ASGNMTS 82ZIIOO 

84 SCIENCE: DEVICES 
METHODS VALIDATION 84Z002 

188 RCHSA AUTHORITY 
COMP TEST ELECT PROD B&OIMIA·E 
IMPORTED l:l"t:CT PRO_D___8_&007_ 

NORTHEAST 

NWE NYK 

·WEA· -WEA

·WEA· ·WEA
·WEA· ·WEA
·WEA· ·WEA
·WEA· ·WE.A

-WEA· -WEA· 

·WEA· ·WEA
·WEA· ·WEAo 

BLT 

·WEA

·WEA· 
·WEA· 
-

·WEA· 

·WEA· 

·WEA· 
·WEA· 

CHI 

-WEA

·WEA
·WEA
-WEA
-WEA

·WEA· 

·WEA
·WEA

ENGINEERS/PHYSICISTS 
CENTRAl. 

CIN DET MIN HWJ PHI ATL 

·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

SOUTHEAST 

F1.A NOL 

·WEA· ·WEA· 

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

-WEA· -WEA

·WEA· ·WEA
·WEA· ·WEA· 

SJN 

·WEA· 

-WEA· 
-WEA· 
-

-WEA

-WEA

-WEA
·WEA· 

DAl 

-WEA

-WEA· 
·WEA· 
-

-WEA· 

·WEA

-WEA· 
·WEA· 

SOUTHWEST 

DEN ~ SWIO 

TXaNM 

·WEA· -WEA -WEA· 

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

-WEA -WEA -WEA

·WEA ·WEA· ·WEA· 

-WEA· ·W'EA· ·WEA
·WEA ·WEA· ·WEA

SWID 

CAII.AZ 

-WEA· 

-WEA
-WEA· 
-

-WEA

·WEA· 

·WEA· 
·WEA· 

LOS 

-WEA

-WEA
-WEA
-

-WEA

·WEA· 

·WEA
·WEA

PACIFIC 

SAN 

·WEA· 

-WEA· 
-WEA· 
-

-WEA

·WEA· 

·WEA· 
·WEA· 

SEA 

-WEA

-WEA
·WEA· 
-

-WEA· 

·WEA

·WEA· 
·WEA· 

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

SWID • TX & NM Column: Sempln collected In TX or NM will be analyzed by the L.abe lleted. 
SWID • CA & AZ. Column: S1mpln collected In CA or AZ. will be analyzed by the Labs llated. 
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RESOURCE SUMMARY BY PROGRAM CATEGORY
FY 2011 

OPERATIONAL FTES TOTAl. 
OPEAAllOH~

m ..
OOMUTIC IMf'OitT FORElGf'l

flOTAL ALL PROGRAMS 1390.5 635.1 170.'1 2.196.3 

FOODS AND COSM~TICS 7.&.3 j 513.0 30.0 1292.2 

BIOLOGICS 120.4 4.0 6.6 131.0 

HUMAN DRUGS 231.4 37.9 ~7.7 367.0 

ANI"'ALDRUGS AND fEEDS 1oa.r. 17.3 6.3 132.1 

MEDICAL DEVICES AND RAOKJLOGICAL HEALTH 111.9 62.9 29.2 274.0 

TOBACCO IGUIDANCE ONLY) 
I 



CENTER FOR FOOD SAFETY AND APPLIED NUTRITION 

RESOURCE SUMMARY 


FY 2011 


PPS 

NO. 


3 

4 

7 

9 

18 

21 

29 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FT& 
PROJECT llTLE OOMESllC INPORT FOREIGN 
TOTAL 748.3 513.0 30.9 1292.2 

FOOOBORNE BIOLOGICAL HAZARDS 492.2 385.5 30.7 918.4 

PESllCIOES AND CHEMICAL CONTAMINANTS 126.9 77.3 204.2 

MOLECULAR BIOLOGY AND NAT\JRAL. TOXINS 13.8 5.3 19.1 

FOOD AND COLOR AOD4TIVES PEnTION REVIEW ~D POLICY DEVELOPMENT 15.6 15.6 

TECHNICAL ASSIST~CE.: FOOD ~D COSMETICS 76.5 76.5 

FOOD COMPOSmDH, STAHDARDS.L.ABE.LING AND ECONOMICS 35.9 13.9 0.2 50.0 

COLOR ~D COSMEllCS TECHNOLOGY 3.0 5.4 8.4 



PROJECT SUMMARY SHEET 

FY 2011 

1. PROGRAM CATEGORY ~~ PPS rnvw10u' NAME/NUMBER 
Fuod and Cosmetics Foodbomc B•ological H87.ards- 03 

4 . FDA CmAPI IAN CF PROGRAM.<; AND ... 5 . 
ASSIGNt.£NT 

6. VM:I'V\ I IUNAL FTE 
'TO~OPERAT10NAL ~ CODE UUMc:::.;) I IV IMPORT "vr<CI"'I FTEs 

TOTAL 482.2 385.5 30.7 

I .1:r...•1& Low Acid Canned Foods lmom .A. 15.3 15.3 03-2 

2 " :& Chc:csc & Cheese P;"' [03037,8,0 10.3 11.3 2.7 24.3 03-3 

3 n. ......,difi.:d &. Low Acid Canned Foods lmllmA 2Q-3 5.~ 31.7 03-4 

4 : Food Safety lmRmR rnF 1()1.7 14.5 122.2 03-5 

5 ....1,.,..~f~- General I03819A,B,C 250.1 250.1 03-6-7 

6 I nom.,..lic Fish & Fish\.-ry PrMul'lc 1031141 B C,D,H 43.9 5.6 49.5 03-8 

7 SeafOod" lm!IM R.C,D,H 89.7 89.7 _93-9_1!'_ 

8 . Juice HACCP f, n . 
IV!;I I:JIII 

103847,H 5.9 0.7 6.6 03-11 

9 & n.-.m_;, MI CRO 03F098;03Fl 00 24.5 24.4 48.9 03-12 

10 ICFSAN f;, ........_p: i .. .!i and AssiHllm~,;~us· 03F830·0'\Rll~ 172.8 172.8 03-13 

II IUfi ~ Foreign 01R2'1'1 2.5 2.5 03-14 

12 Methods_Vlllidahon/Devclopment Program 03R81 6 7.0 7.0 03-15 

13 Outbreak and ... A""""""': (PPS 03) 03R839 77.8 77.8 03-16 

14 Contract t .. hn~.,........,, 01.RRd'l 12.0 12.0 03-17 

IS Food Defense O'IAR.4<; 4.0 4.0 8.0 03-18 

* Includes 04R8S8 

vert• c" ""'"' w::r-r MANAGER/TELEPHONE IQRA PI AI IFPI-InNF 

·" .... . u. II 301-?0iwllQ?IGten Bass 301-436-2774 

FORM FDA2622{10/09) PAGE NO. 03-1 



. PROGRAM/ASSIGNMENT TITtE 

Acidified and Low Acid Canned Foods Biologicai!Jazards -03 

PROGRAM/ASSIGNMENT COOE{S) WORK AllOCATION PLANNED BY 5. OP!:RATIONAL. FTE POSrrJONS 

03003, 03003A [TI ORA CRJ CENTER 15.3 

R DISTRICT/ ~ijPORT llll'ORT IIIIPOIU IIIII'ORT lliPOfiT.....
E SPECIAliZED IIIVE!fll. SAMPI.l fEU) SAMPUS SAIIPI..ES.... 
G LABORATORY GllllOICS cou. DAIIS TOBe TOBE 
I (ltooRS) AHALYnD MAL.YnD 
0 IIICRO Cllfill 
N 

(1) • Import Field Exams Hours are for Field Exams as required by lhe District to cover program priorities. 

Import Field Exams are to routinely include: Verffication that the imported product is lhe same as declared (Reconciliation Exam); and 

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


safety concerns. These activities are to be reported as a single Import Field Exam under this Compliance Program and PAC. 
one exam should be reported per line entry. Only in the event of a Pre-Determined -.or cause• CT Exam, or in lhe event CT s~;pic~oolft 

raised while conducting routine worll requiring follow-up, should the CT Exam be reported under the CT PAC (03R845, 04R845, etc.). 

IStJrvll'llll:~n~::e actlvttles under this program may be pre-empted by enforcement Initiatives agreed upon by ORA and CFSAN. Such initiatives 
be reported under, and credited lo, this program unless otherwise directed. 

send SWID samples collected from TX & NM Lo ARL; send SWID samples collected from CA & ~ to PRS. 

FORM FDA 2S21a (10/09) PAGE NO. 03-2 



1. PROGRAM/ASSIGNMENT TinE 2. Pf'S PROJECT NAME/NUMBER 

IDclmt·~•c & Imported Cheese & Cheese Products IFnn&10nte Biological Hazards -03 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION P~..NjNED BY 

03037,03037B,03037D W ORA m CENTER 

R OISTRICT/ 
E SPECIALIZED 

G LABORATORY 

I 
0 
N 

) - Domestic resources are to complete the domestic high-risk performance goal. Additional resources are set aside under the 
1n.nm~~tir. Food Safety, Domestic LACF, and Domestic Fish programs. Does not include time for high risk inspections that will be 
lco,ndiJcttKt under state contracts. 

) - Domestic Sample Collection - Districts may collect both compliance and surveillance samples according to the guidance obligations 
the compliance program to fulfill their sampling obligation. If no problems are observed at the finn, the districts may accomplish sampling 

lotJiigatfc>ns by collecting samples during the inspection, or by collecting samples at the wholesale I retail level. 

- Filth analysis should be done as needed on split import samples collected for more then one attribute. 

send SWID samples collected from TX & NM to NRL; send SWID samples collected from CA & AZ to NRL. 


FORM FDA 2621a (10109) PAGE NO. 03-3 



2010 
1. PROGRAWASSIGNMENTTTTLE PPS PROJECT NAM£4\IUMBER 

Domestic Acidified and Low Acid Canned Foods Biological Hazards -03 

PROGRAM/ASSIGNMENT COOE{S) WORK AU.OCATION PLANNED BY OPERATIONAL FTE POSITIONS 

03803A []]ORA [TICENTER 31.7 

,. 
R OISTRICT/ fOREIGH OOIIIESTIC DOUESTIC ~ aiiiDAM:II F1EI.O OOIIIESTIC OOIII!STlC BETT1!R 
E SPEC~~EO 1115PEC· INSPECTIOHS SAAIPU! ~'IIC IIOiriiQlJC: EX.WI SAMPLES SAMPLES PROCI!SSIHO 

G LABORATORY TIONS INCLUOING COLL UllrW ...... TEST5 TOBE TOBE SCHOO~ 

I HIGH cou. ~ AHALYZJ!D AHALYZJ!D mAIN»JG 

0 IUSK -=-a CHill )Houn) lltCRO CHill ,_, 

N 

all resources expended for NLEA under PAC 21005. 
03R839 Response to Foodbome Emergencies - use resources when needed. 
03803 is for inspections of central distribution warehouses where unlabeled cans are shipped for labeling and casing, and follow up 

lirnlpectkms ofLACF/AF products for filth only. 
(1). Foreign inspectioos planned at HQ will be conducted by the Foreign Food Cadre. Foreign inspection resources are spread by DFI. 

- Domestic resources are to complete the domesUc high-risk performance goal. Additional resources are set aside under the Domestic 
IO.:Jmestic Cheese, Domestic Food Safety, and Domestic Fish programs. Does not Include time for high risk Inspections that will be 
IC(Jn<Jtucu~u under state contracts. 

NAI fi""s on a 3 year inspection cycle. State inspections may be conducted in addition to the number of inspections assigned per 

PAGE NO. 03-4 



FY 2011 ORA WOIUCPLAN Octobc:T I 2010 

. PROGRAM/ASSIGNMENT TrTLE PPS PROJECT ~UMBER 

IDclmesllc Food Safety Biological Hazards -03 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSrTIONS 

03803, B, C, D, E, U • CD ORA CD CENTER 122.2 

R 
E 

DISTRICT/ 
SPECIALIZED 

FOAEJGII 
llfSnC

DOUE$11C 
INSI'ECTlOMS 

INYUTl- DOMESTIC 
SAMPU:S 

DOII!!BTlC 
SAIIPLES 

OSA 
IIICRO 

G LABORATORY TlOHS INCUJI)DIG TOBE TOSE 
I N4N..YZE.O N4N..Yl£0 

0 IIICRO CHEll 
N 

for PACs 04803 and 09B03E,F are included. Resources for audits are under State Contracts Program PAC 03R843. 

Seafood Inspections for EU and Chilean Certification will be handled by CFSAN Assignment and counted against lnspecUonal 
igalions of this program. 

1) - Foreign inspecUons planned at HQ will be completed by the Foreign Food Cadre. Foreign inspection resources are spread by DFI. 

- Domestic resources are to complete the domestic high-risk performance goat. Additional resources are set aside under the Domestic 
ICI,A~1se, Domestic LACF, and Domestic Fish programs. Does not include lime for high risk Inspection that will be conducted under state 

-A portion of Domestic Sample Collection resources are set aside for targeted Risk Based Surveillance Assignments in FY10. 

- Salmonella Serotyping: Samples generated from SRL & ARL go to ARL; Samples generated from other labs go to Denver. 

FORM FDA 2621a (10109) PAGENO. 03-5 



FY 2010 
. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Jm•~nrtNI Foods General IFoodt1onte Biological Hazards -03 

PROGRAM/ASSIGNMENT CODE($) 4. WORK AI...LOCATION PLANNED BY OPERATIONAl FTE POSITIONS 

0381 m ORA IT) CENTER 250.1 [201.3) 

Note: Please Review CFSAN's Import Risk Priorities List Available on lnside.FDA.Gov. 

Resources in this program can be used to report Import Food Activities under the following PACs: 03RB33 - Import/Entry Review 

Hours 99R833 - Evaluation Hours; 03R824 - Follow-Up to RehJsal. 


1}- Investigation Hours: Resources are for Import Filer Evaluations, Follow-up to Refusals (marking and tracking 

deposition of detained lots) and other operations as required by the District to cover program priorities. Districts should report 
under the appropriate operation and PAC for the activities performed. 

- Import Entry Review Hours: Resources for these activities cover All Import Food Programs. 
- All Import Field Exams are to routinely include the following: 
Verification that the imported product is the same as that which was declared (Reconciliation Exam); 
An assessment of security concerns related to labeling & source Country (Including container integrity, signs of intentional 

etc.); 
Traditional safety concerns. 

activities are to be reported as a single import fi!Md exam under this compliance program and PAC. Only one exam 
be reported per Line Entry. Only In the event of a Pre-Determined "For Cause• CT Exam, or in the event CT suspicions 

raised conducting routine Follow-Up, should an additional exam and time be reported under the CT PAC 
530.04 for additional on Food 

PAGE NO. 03-6 

http:lnside.FDA.Gov


October I 

. PROGRAM/ASSIGNr.4ENT Tffi.E 

llmrnnrrtP.rl Foods General 

PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION f"'ANNEO BY 5. OPERATIONAL FTE POSITIONS 

0381 ~ ORA m CENTER 250.1 (48.8) 

R DISTRICT/ •PORT •PORT OP CODe~~ PfUOR 
E SPECIALIZED SAMPI.U lAMPI.£ PRIVATE NOTICE 
G LABORATORY TOllE ANALYSIS LA11 ReVIEW 

I ANALYZED &A&.IION£UA REVIEW (Houno) 

0 CHEll RESISTAHCE 
H 

(5)- Private Laboratol)' Reviev.l Time is for NRL. SRL, ARl, PRS analysts to review private lab results submltte<l for importe<l foods. ~AIIIAvll l 

MUST be reported under Miscellaneous Operation Code 92 with "Pl " in the FACTS description field. Without consistency in 

your time will not be found and credited. 

) - Resources in Headquarters are for review of prior notices at the Prior NotJce Center. 

FORM FDA 2621a (10109) PAGE NO. 03-7 

http:llmrnnrrtP.rl


--

TITLE 2. PPS PROJECT NAMEIN~SER 

IV01mestrc Fish & Fishery Products Foodhome Biological Hazards -03 

PROORAM/ASSIGNMENT COOE(S) WORK AlLOCATION PlANNED BY OPERATIONAL FTE POSTTIONS 

03842,8, C. D. H [TI ORA [TI CENTER 49.5 

R DISTRICT/ FOilEIGIC llOMesnc llOMESTlC DOMESTIC oo•ESTIC Nan Eiperl LEYELD.... 
E SPEC~~D INSnC· INSPECTIONS SMIPLE DOIIIiiiiC SMPU:S SMPL£S DSA AIJDITO"-S 
G LABORATORY TIOICS JMCWDING cou.. TOllE T081! 011~0 CERTI...... 
I HIGH ~ .MALYl:I!D ANALYl:ED flCATION 
0 IUSK UJCIID CHEll HOURS 
N 

• Domestic resources are to complete the domestic high-risk performance goal. Addi1ional resources are set aside under the Domestic 
Domestic LACF and Domestic Food Safety programs. Does not include time for high risk inspections that will be conducted 

state contracts. 
Risk Potential Products (HRPP) processors whose last two inspections were NAI can be coosidered for a 2-year inspection cycle 

the firm has added a new high risk seafood product to their line. 
- Domestic Sample Collections: Seafood collections are planned "For Cause Only." The number of samples planned per district are not 

be considered a goal or1arget. Only collect "For Cause• samples following the guidance in Part Ill, page 5, Section E.1 of1he 
lco•mlllliar'lCe program. Verification samples are not to be collected. 

- Organoleptic National Expert time 

(5)- Level II Audi1ors Certification Time: These hours are to provide auditors the lime to evaluatefttain other investigators trying to maintain 
Level II Certification. 

PAGE NO. 03-8 



Occobcrl 2010 

1. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

Imported Seafood Products IFoodt)onle Biological Hazards -03 

3. PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PI.ANNEO BY OPERATIONAL FTE POSrriONS 

89.703844, B,C,D, H, U W ORA U] CENTER 

R DISTRICT/ IllPORTER IMPORT IMPORT IMPORT Nafl E.q>erte 

E SPECIALIZED INSI't!C· FIELD SA.IIPLES SAilPl.£$ ISA.. 
G l.ASORATORY T10NS EXAMS TOBE TOBE ORG.ANO 

I NW.YD:O MW..VZED NfAI..YSIS 

0 IUCAO CHEll HOURS ·N 

) • Import Investigations Hours are for Field E)(ams, Label exams, & other operations as required by the District to cover program oril)riUesl 
lime under the appropriate operations & PAC for activities performed. 

- All Districts should concenltate on collections as per the priorities set In the Import Seafood Compliance Program (C.P.) 

more detail please see the continuation sheet on page 03-10. 


) - Multiple Analyses will be run on numerous samples, both Micro & Chern, therefore analyses outnumber collections. 

NWE-DO will collect 76 MICRO & 119 CHEM samples to be sent to WEAC lab for analyses. 

D samples collected for TX & NM are lobe sent to ARL; SWID samples collected for CA & AZ are to be sent to PRS. 


FORM FDA 2621a {10/09) PAGE NO. 03-9 



I'Y 2011 ORA WORKPLAN October I 20\0 

CONTINUATION SHEET 

1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAMEINUt.mER 

Imported Seafood Products Foodbome Biological Hazards ·03 

19. Remar11s 

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

All Import Field Exams are to routinely include the following: a) Verification that the imported product is the same as that which was declared 
(Reconciliation Exam); b) An assessment of security concerns related to labeling & source country, including container Integrity, signs of 
Intentional adulteration, etc.; c) Traditional safety concerns. 

!These activities are to be reported as a single Import Field Exam under this C.P. & PAC. Only one exam should be reported per line entry. 
Only in the event of a pre-determined "For Cause• CT Exam, or in the event CT suspicions are raised conducting routine follow-up, should an 
exam & time be reported under the CT PAC (03R845,04R645,etc.). See 10M Section 5.4.1.4 for additional information on 
Food & Cosmetic Defense AcUvltles. 

(10109) PAGE NO. 03-10 



PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

HACCP Inspection Program Foodbome Biological Hazards -03 

PROGRAM/ASSIGNMENT CODE(S) 

03847H, 03847 

~- WORKAU.OCATION PLANNED BY 

[TI ORA [TI CENTER 

5. OPERATIONAL FTE POSITIONS 

6.6 

R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

DOtiESTIC 
I!IISI'ECT· 

TIOIIS 

t 

..POfllliR 
OISPECT· 

T10NS 

DOtiESTIC 
SAIIP~ 

COl.L 

4I&IDMCC 
~ftC:..,..,..,..-
~ 
~ ....w 

CGioL 
~ 

DOIUSnc 
SMIPL£S 

TOllE 
NIALYJEO 

IIICRO 

DOMESTIC 
SA11"..1!S 

T08E 
NIAL'YZED 

CHEll 

Use "H" PACs for HACCP Verification Samples and the HACCP component of inspection .. 
Use Non "H" PACs for "For Cause• samples and filth/sanitation component of inspection .. 

inspections may be conducted in addition to the number of inspections assigned per dlstrlct (PAC 03S004). Resources have been 
to cover food security issues at all domestic processor inspections .. Inspection a! priority is as follows: Finns associated with recent 
ks, unpasteurized juice firms, firms whose previoos inspections were OAI, and firms that have not yet been inspected. 

resources have been provided for anticipated "for cause· and "verification• samples. 

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

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



2010 
1. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAMEMUMBER 

Imported & Domestic Micro As..~ignments t 'olxtb()rrte Biological Hazards -03 

PROGRNNASSIGNMENT CODE{S) , WORI< AllOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

03F098 import [2J ORA CKJ CENTER 48.9 
03Fl 00 Domestic 

R DISTRICT/ llfVE$TI. DOM£STIC IIIPORT DOtiESI'1C 1eGH IIIPOIIT HIGH 
E SPEClALaED GAT10NS SAIIPLE SAIIIPU SAIIPU THROUGtiPV1' THROUQ4PU'T 
G LABORATORY (Howw} eou. COlL NW..YSIS 
I IIICIIO 
0 
H 

(b) (?)(E) 

(1)- In FY 2011 an additional 300 domestic samples will be collected under state contracts. Includes lime to collect samples for mobile 
laboratories. 

) - Resources include time for mobile laboratories to analyze samples. 

will wort( wf1h ORA to determine how resources will be allocated in FY 2011. 

SWID samples collected from TX & NM are to be sent to ARL. 

SWID samples collected from CA & ~are to be sent to ARL. 


FORM FDA 2621a (10/09) PAGE NO. 03-12 



FY2011 

Environmental Sampling Assignments 

PROGRAM/ASSIGNMENT COOE(S) WORK AL.LOCATION PI..AHNEO BY OPERATIONAL FTE POSrTIONS 

03F830,03R858,04R858 [TI ORA [TI CENTER 172.8 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECW.IZEO 
LABORATORY 

SAIIPI.£ 
CSO HOUAS 

8¥()1(£0 

ASH 

SAMPLE 
CSO HOURS 

RTE 

SNIIM!C:H 

SAIIPl£ 
CSO ltOII~S 

SAMPLE 
CSO tt011118 

SAMPLE 
C$01t0Ultll 

SAMPLE 
CSO HOURS 

INDUSTRIES 

hours were added to CSO time to allow approximately 140 hours for each flnn to be uUIIzed and reported as either 

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


) - Estimated - nns. 

- Estimated- ftnns. 

- Estimated. nns. 

- Egg Rule Inspections are High-risk Domestic Perfonnance Goal Inspections, report inspections, sample collectlons and 

1::on,::o1v~~ under PAC 03F836. See pages 03-3, 03-4, 03-5, 03-8 for additional resources to conduct the remaining domestic perfonnance 
inspections. Estimated - egg producers to be inspected. 

- Estimated . flnns. 
- Resources are set aside for environmental sampling for Salmonella in currently unidenUfied industries--CFSAN directed. 
- Resources for Detroit laboratory are to conduct Listeria and Salmonella analyses only. Reporting PAC to be detennined in sampling 

nment to be Issued by DFS. 
Environmental sampling to follow-up on Outbreaks and Emergency Response activities is planned separately (Response to Foodbome 
Emergencies, NEC: PACs 03R839 and 04R839). District spread of resources is for planning purpQses only. Report inspections and 
analyses conducted in response to an outbreak and emergency against the appropriate Foodbome Emergency PAC (e.g. 03R655 
Salmonella in Peanut Butter Emergency/Recall- Human Food Use, 03R266 Listeria Emergency, or another PAC to be created in response 
to a future emergency). Assignments and district inventories will detennine resource usage. Analytical resources are spread based on 

leal labomtolies. 

FORM FDA 2621a (10/09) NING SHEET PAGE NO. 03-13 



2010 FY 

2. PPS PROJECT NAMEINUMBER 

Foreign lnspections/Assessments Foodborne Biological Hazards -03 

PROGRAM/ASSIGNMENT CODE{S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSrTIONS 

03R233 ITJ ORA W CENTER 2.5 

R DISTRICT/ FOR£IGH FOREIGN 
E SPECIALIZED INSI'I!C· ASSESSilENT 
G LABORATORY liONS TEC!UftCAL 
I ASSIStAliCE 

0 
N 

IN"""') 

REMARKS 
NO INSPECTIONS ARE TO BE REPORTED UNDER PAC 03R233. 

Foreign activities per OFI inspection distribution. 

1) -Technical Assistance can include, but Is not limited to: Training, presentations, speeches, site visits, outreach, workshops, 
..... ,min<~r"!;: or meetings with partnership groups, trade associations, etc. 

resources are set aside for foreign food Inspections as yet to be determined. 

accomplishments under the program PAC covered during the inspection. CFSAN will determine the type of inspection and 
lnnnvit1<> relevant information lo OFI well in advance of dates required for planning tsips. 

FORM FDA 2621a (10/09) nued) PAGE NO. 03-14 



FY 201 I ORA WORKPLAN 1,2010 

. PROGRAM/ASSIGNMENT TITLE . Pf>S PROJECT NAME/NUMBER 

JM'cm'oos Validation/ Development Program Foodbome Biological Hazards -03 

3. PROGRAM/ASSIGNMENT COOE{S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POS!TIONS 

03R816 m ORA m CENTER 7.0 

R DISTRICT/ APPLIED 

E SPECIALIZED liiETHOOS T£CHHOLOGY 
G LABORATORY 1/t.UOEV CEHTeR 
I liiiCRO liiiCRO 

0 CH....,.I ( ) 
N 

FORM FDA 26218 (10109) nued) PAGENO. 03-15 



PROGRAM/ASSIGNMENT TrrlE PPS PROJECT NAME/NUMBER 

utbreak and Emergency Respon.o;e (PPS 03) IFoodktorrte Biological Hazards -03 

PROGRAM/ASSIGNMENT CODE(S) WORKAlLOCATION PlANNED BY OPERATIONAL FTE POSrTIONS 

03R839 0 ORA m CENTER 77.8 

R DISTRICT/ CONBUN~ AHAI.YSI$ 
E SPECIALIZED SAFeTY IIICRO 
G LABORATORY OFFICER 
I lotiCRO 
0 (H.,...} '""""'' N 

to be used for all outbreak and emeryency activities related to foodbome biological hazards. Dis1r1ct spread is for planning purposes 
Report inspectioos and analyses conducted in response to an outbreak and emergency against the appropriate Foodbome 

Fm .. m'""''""' PAC (e.g. 03R855 Salmonella in Peanu1 Butter Emeryency/Recall -Human Food Use, 03R266 Listeria Emergency, or another 
to be created in response to a Mure emergency}. 

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

FORM FDA 2621• (10109) PAGE NO. 03-16 



FY20ll ORAWOR~PLAN 	 October I. 2010 

11.PROGRAWASSIGNMENT TITLE 12. PPS PROJECT NAME/NUMBER 

IComract Management Biological Hazards - 03 

13. PROGRAWASSIGNMENT CODE(S) 

03 R843 

~ - WORI< AlLOCATION PLANNED BY 

o::JORA WCENTER 

5. OPERATIONAL FTE POSITIONS 

12.0 

R 
E 
G 
I 
0 
N 

lo. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

9 
Cotmt.-.cT 
MANAGE· 

MEHT 
(Koonl 

rn 

_ TOT~ FIELD ~ 
lwJ:Jt.nnii~RS 

.STAFF 
INEW ~Nt:ll ~Nn 

NE I NEWYOAK 

REGIONAl LAB 

, WEAC 
.STAFF 

IBALTIMORE 
'"'"""' 

I rn.JI"'hJ"fATI 

CE 
,.,....,, .. . ..,~ 

IN~JERSEY 
l .....n &nCJPWIA 

:CHEM.CTR 

•r~"' u. STAFF_ 

.ATLANTA 

se I RORJnA 

INEW nRI J:AIII~ 
ISANJUAN 

.lAS 
.STAF_E_ 

l oALLAS 
1sw 	 0ENVER 

KANSAS CITY 
SOUTHWEST IMPORT u~;: 11'\IYI 

.LAB 

. STAFF 
LOS Jt.Nt:ll=l !=<:: 

PA 	 SAH 
SEATTLE 

PACIFIC .L '-'" 
~FJC 

HOURS PER OPERATION 

TOTAl HOURS 	 11400 

FACTOR 950 
TOTAL Un:IV\I IUI'IN..FTEs 12.00 

9. REMARKS 

(1 )- Time planned for Contract Management includes resources to conduct audits. Report Foods State Contract Inspection Audit time 

under operation 13 ( lnvesUgalion Operations). 

Note: Non-operational FTEs, i.e. supervisors, should noL report contract management time. 

FORM FDA 2621a (10109) 	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-17 



1,2010 
1. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAMEJNU~ER 

Defense Foodbome Biological Hazards ..()) 

PROGRAMIASSIGNiv'eNT COOE(S) 4. WORKAI.LOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

03R845 ITJ ORA c=:::J CENTER 8.0 

R DISTRICT/ cso cso DOME5nC DOMESnt IMPORT QII'ORT 
E SPECIALIZED DOUESTIC IMPORT MICRO CHEM loiiCRO CHEll 
G LASORATORY IHVESJ1.. IHV£SJ1.. AHALYTICAL AICAI.Yl\CAL AHALYTICAL 
I GATIOHS GAllONS 

0 (........) (Houn) 
N 

Report Expanded Time under PACs: 04R845, 07R845, 09R845, 21 R845. 

oo circumstances, resources may be shifted between Import and Domestic. Resources are to be used for CFSAN Food Defense 
la!=::~:lonm:snt:sfor inspections, sample collections, and analyses including those to support FERN. Total lab time may be used for 

maintaining general food defense capabilities. 

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

FORM FDA 2621a (10/09) PAGE NO. 03-18 



1 

PROJECT SUMMARY SHEET 
FY 2011 

I \J\1 r.U.UI"I" 2 PP.) PROJECT ~4110:0""1 IUI>.J::~ 

Food and Cos:meri('s 0 • ....~..;. and Chemical Contaminants- 04 

~ 
• FDA r:nun. IAI.J~I" AND II;) 5 . 

UUMt: 

6. ......""" I """"..... FTE 

110.. IMPORT 

T. T~~~
OPE~:NAL 

TOTAL 126.9 17.3 204.2.1 

I 1"" and '"""~~~• in :and n.tnru A n• 32.1 27.4 59.5 04-2(}..21 

Imported Foods 

2 Chern,"• Hies in Seafood .04018 3.3 29.4 32.7 n&..??-?~ 

3 IToJtic .,., : in Food and ""· ... 5.3 14.3 19.6 

Toxic Pl ...........t< in Foods l : and IIIIJIVHJ I04019A (5.0) (7.5) (12.5) 1'\ ........ 

Toxic Elements in "· -'· :C and Import) ~~ (0.1) (6.2) (6.Jj 
R,., uu<><> in Foods (Domestic and Impart) I040l9C __(QJ) (0.6) (0.8) 

4 [Total Diet Study_ 104839 28.6 28.6 04-27 

s !Field A liS for Chemu:aJ Contaminants ...""" 0.3 6.2 6.S 04-28 

6 !Methods v .,_ Program 04R816 7.0 1.0 04-29 

7 !Forensic Pv"l""';"" and Sample 04R838 12.0 12.0 04-30 

8 ,{), othl'<'<>lr and n 1\dRJI'\Q 38.3 38.3 ()4...31 

I•04Rll1'\ QQRJI'H 04R824 

1.., Includes DISC and DISA fTEs 

\A!" I"'" PROJECT MANAGER/TELEPHONE lORA PI ' t=PWniiiF' 
Gk:nn T. BllSS 301-436-2774 IK.risteo~~~:~ 301-7%-4391 
FORM FDA 2622 (10f09) PAGE NO. 04-19 



FY 2011 ORA 

1. PROGRAMfASSIGNMENTTfTl.E 2. PPS PROJECT NAME/NUMBER 

Pesticides and Industrial Chemitals in Domestic and Imported Foods Pesticides and Chemical Conlaminants - 04 

PROGRAM/ASSIGNMENT COOE(S) WORK AlLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

04004A.D. 04004U. 04R833, 99R833, 04R824 W ORA W CENTER 59.5 [34.8) 

R 
E 

DISTRICT/ 
SPECIALIZED INVI!S'fl. DONESTIC 

DOMESTIC 
I!AUPU! OOUES'TlC DOlliESTIC IMPORT IMPORT 

DOMI!STIC 
SAIIPL.ES 

DOIU!.60C 
SAIIPL.ES 

G LABORATORY GAOONS SAMPL.E COL.\. SAMPLE I!AUPLE SAMPLE SAIIIPLE TOSE 10111! 
I 
0 
N 

lfbq) cou SURVEIU.· 
IIHCE 

COlL 
DIOXINS 

COLI. 
SEAFDOD 

cou. cou. 
SEN'DOD 

NI/>LYD?.D 
CHI!N 

NIALYlllD 
DIOXIMS 

will issue biannual Dioxl.n Schedule. 
Seafoods: See compliance program for collection details. 

Seafoods: See compliance program for collection details. 

) - Includes time to collect samples for mobile laboratories 
) - Includes time for sample analyses to be conducted by mobile laboratories 
) - Includes analysis of 232 Total Diet Study Sample homogenates. 

FOftM FOA 2.621a (10/09) PAGE NO. 04-20 



FY20II October 2010 

PROGRAM/ASSIGNMENT ffiLE PPS PROJECT NAME/NUMBER 

11-'e~stlc:utc:s and Industrial Chemica.ls in Domestic and Imported Foods Pesticides and Chemical Contaminants- 04 

PROGRAM/ASSIGNMENT COOE(S) ~ . WORK ALLOCATION PLANNED BY OPERATIONAL fTE POSmONS 

04004A,D, 04004U, 04R833, 99R833, 04R824 [TI ORA [TI CENTER 59.5 [24.7] 

R DISTRICT/ ooa.eanc DONESliC IMPORT IMPORT IMPORT 


E SPECIALIZED IIAMPLIS SAMPlES SAMPI.ES SAMPLES SAMPLES 

G LABORATORY T08E TOBE TOBE TO BENIN..· TOBE 

I ANALYU:D NIN..YZf:D AHALYU:O YZf:DHIOH AHN..YZ£0 

0 DIOXJI'IS SEAfOOI) CKEM THROUGHPUT SEAFOOD 
N 

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

Sample analyses exceed sample colledions because some samples will be colleded per unplanned assignments to be issued 

ng the year. 

FORM FDA 2621a (10109) (Continued) PAGE NO. 04-21 

http:SAMPI.ES
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WOlUC.PLAN 
2. PPS PROJECT NAMEJNU~BER 

rrc:.m;&uc;l; and Chemical Contaminants- 04 

WORK AllOCAT~ Pl..ANNED BY 5. OPERATIONAL FTE POSmONS 

W ORA c:J CENTER 32.7 [26.3] 

1. PROGRAM/ASSIGNMENT TITLE 

Ch~m()(herapeutics in Seafood 

PROGRAM/ASSIGNMENT CODE(S) 

04018 

R DISTRICT/ 

E SPEC~QED 

G LASOAATORY 

I 

0 
N 

rur·.,..,,,,. spread the number of sample collections per district based on ORADDS line entry da1a and domestic OEI data. DFS spread 
laboratory analyses. Individual sub sample analyses will be for Nltrofurans in shrimp and for all Chloramphenicol samples. All 

1m1mainlr1a residue analyses will be a composite of 12 subsamples. The analytical module is a Field Wide Average, based on number 
total samples planned for individual subsample analysis and for composite analysis. Refer to the FY11 Collection Schedule 

issued) for specific commodities to collect. Import samples can be collecte<l as D/1 samples if samples are being collected 
The sample collection and analytical numbers are based on all products except for crab being analyzed for two chemo

agents. 

PAGE NO. 04-22 



FY 201 1 ORA wmn::Pr \N October I , 20I 0 

[1 . PROGRAM/ASSIGNMENT Tlll.E [2. PPS PROJECT NAME/NUMBER 

1 ~, in Seafood Pesticides and Chemical Contaminants- 04 

[3. PROGRAM/ASSIGNMENT COOE{SJ 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSffiONS 

04018 [Ti aRA c=::JcENTER 32.7 [6.4) 

R 
6. 

DLSTRICT/ 
• 

IMPORT 

E SPECIALIZED SAMPLES 
G LABORATORY TOBE 
I NW.YZII!ll 

0 NlniOfURNI 
N t21 

TOTAL FIELD 

"'anno 

. STAFF 

I NEW"""'' AOoJn 

NE I NEW YORK 
~ ~~~~ .LAB 
iWEAC 

.STAFF 

I BALTIMORE 

I """"""''lATI 

CE Ut 

It<: 

INEW JERSEY 
IPHn Ano::o ouo. 

:CHEM. CTR 

".STAFF 

IATLANTA 

SE IFLORIDA 

INEW OfUI'llloiO:: 

ISAN JUAN 

_lAB 
.STAFF 

IDALLAS 

sw I DENVER 
IKANSAS CITY 
ISOl I t1W~ • IMPORT Ul:> I Kll 

.LAB 
.STAFF 

ILOS ..... ""' "" 
PA ISAN 

ISEATTLE 
I PACIFIC .l.AisUNA 

IPACIFIC 

HOURS P'ER OPERATION 30.0 
TOTAL HOURS 7500 

1180 

TOTAl. u~ NAI IVI'V\Io.. FTEs 6.~ 
"'"""' FACTOR 

9. 
(2)- Import Samples for Nitrofurans indude 125 Basa/Catfish samples and 125 Shrimp samples. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-23 



PROGRAWASSIGNMENT TITLE 

ic Elements in Foods (Domestic and Import) · ·des and Chemi cal Contaminants - 04 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

04019A,04019U 0 ORA [TI CENTER 19.6 [ 12.5] 

4 1 
R DISTRICT/ DOUESllC IMPORT DOIIEiiTlC DOMESllC OSAa ..l'ORT 
E SPECIAL.IZ.ED SAMPLE DClllUllC SMIPU! SAIIPU!I SAII,L£5 METliYl SMIPLES 
G 
I 

LABORATORY cou.- S.WPLE 
COLL 

COLL 
liON-

TOllE 
ANALYUD 

TOIll! 
AMAI.YZI£D 

MERCtJRY 
IN 

TOe! 
ANALYZED 

0 
N 

SEAfOOD SEAFOOII ~000 -&E.f.. SENODD SENOOD - &E.f.. 

Seafood and Non-Seafood DomestiC and Import Sample Collections: CFSAN will issue collection schedule. 

FORM FDA 2621a (10/09) PAGE NO. 04-24 



FY 2011 ORA WORKPLAN 1,2010 

. PROGRAM/ASSIGNMENT TITLE 

· c Elements in Foodware (Domestic and Import} 

PROGRAM/ASSIGNMENT COOE(S) WORK AllOCATION PLANNED BY OPERATIONAl FTE POSITIONS 

04019B m ORA o CENTER 19.6 [6.3) 

R DISTRICT/ llOUEST1C lloiPORT 

E SPECIALIZED lllll'ORT OOIIESTIC ..PORT SAIIPL£8 IIAIIPI.IlS 

G LABORATORY INVI!Sfl. SMI~lE SMI'lE TOBI! lOBE 
I GA'T10N8 COLI. COLI. AHAI..YZEO NlAI..YZEO 
0 (HoonJ HOUSEWARE HOUSEWARE CHEN CHEll 

N 

) - Import Investigation Hours are for field exams and any other import operation as required by the District to cover import 

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

- Import field exams are to routinely Include: verification that the imported product Is the same as that which was declared 

llaUon exam); an assessment of seourity concerns related to labeling and source country (Including container integrity, 

of intentional adulteration, etc) and traditional safety concerns. These activities are to be reported as a single Import field 

under this compliance program and PAC. Only one exam should be reported per line entry. Only in the event of pre

ldE!termlr11!<1 "for cause· CT exam, or the event CT suspicions are raised conducting routine work requiring follow-up should an 

laddlthlnal exam and lime be reported under the CT PAC (03R845, 04R845, etc.). For districts that are not proVIded domestic field 

eJ<am and sample collection resources, district should still collect samples, if necessary. 

PAGE NO. 04-25FORM FDA 2621a (10/09) 



2010 l ORA WORKPL..AN 

. PROGRAM/ASSIGNMENT Trn..E 

onuclides in Foods (Domestic and Import) 

PROGRNNASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

04019C W ORA W CENTER 19.6 [0.8) 

R DISTRICT/ DOUI!S"TIC IMPORT 
E SPECIALIZED DOMESTIC Ill PORT SMIPU!II SMIPU!S 
G LABORATORY SAIIPLE $AMPLE TO Ill! TOBE 
I COLL COLL ~vno AHALVZED 
0 CHEM CHOII 
N 

spreads DSCs based on location of nuclear power plants. See compliance program for oollec1lon details. 

FORM FDA 2621a (10109) PAGE NO. 04-26 



FY 2011 ORA WORKPLAN 

. PROGRAMIASSIGNt.4ENT Tnl.E 

Diet Study 

PROGRAMIASSIGNt.4ENT CODE(S) WORK AUOCAT~ PlANNED BY OPERATIOOAI.. FTE POSmoNS 

04839 o ORA m CENTER 28.6 

R DISTRICT/ DOMEsnc DOMI!S'nC TOTAI.DIIIT TOTAL Dl£1' 

E SPECIAliZED IAMI'U SAMPLES IAMPLI! IAMI'LI! 
G LABORATORY cou. TON AIIALYS4S AMALYS4S 
I ITOTAI..l AIIALVZEO RADIO- PfRCHLOA
0 IDI~ CHEW NUCUDES ATES 
N 

) Eactl DSC represents a District's weekly collection of specified food items. Each market basket collection Is spread over a five 

period and involves 3 separate dlsllicts. Four market baskets are planned annually. 
(2) - Represents the total number of food items analyzed for various attributes. VOC analyses will no longer be conducted on TDS 

(3) - All TDS food items from two market baskets analyzed by WEAC for selected radionuclides. 
(4)- All ms foods from each market basket are analyzed for perchlorates. 

PAGE NO. 04-27FORM FDA 2621a (10109) 



Assignments for Chemical Contaminants 

PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION P\..ANNEO BY OPERATIONAL FTE POSITIONS 

04F800 [2:J ORA W CENTER 6.5 

R DISTRICT/ DOMESTIC DIPORT IllPORT OOMUTIC IllPORT ·~r
E SPECIAI..IZEO s.u.ti'U SAMPLE SAMPLE ISCIDISC SAIIIPLI!$ SAMPUll I&.AIDISA ISAIDISA SAIIPLJ:S 
G LABORATORY cou. cou. cou PES I, TE TOBE TOBENU.- PES TE TO Ill! 
I PERCHLOR. COHTAM~ I'!IIC HLOII. DIETARY ANN...YlED lY~DCON· DIETARY DIETARY AHALY.I:ED 
0 IN FOODS NAHTS IN FOODS SUP PL. T-AHTS WPPL. SUPPL. PERCttLOR. 
N .. 

ICc)lleiCticJns for Dietary Supplements will be directed by CFSAN field assignments. 
• r·-~•--inants in honey include chloroamphenicol (See Import Bulletin). 

FORM FDA 2621a (10109) PAGE NO. 04-28 



~OGRAMIASSIGNMENT TITLE PPS ~OJECTNAMEJNUMBER 

IIVL't::"l'lKJ~ Validation/Development Program Pesticides and Chemical Contaminants - 04 

. ~OGRAMIASS!GNMENTCOOE{S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSmONS 

04R816 IT! ORA D CEI'ITER 7.0 

R DISTRICT/ 
E SPECIAl.IZ.EO METHODS 

G LABORATORY VN../Df.V 

I CH!M 

0 i}k>unl) 
N 

FORM FDA2621a (10/09) PAGE NO. 04-29 
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FY2011 2010 
. PROGRAM/ASSIGNMENT TITl.E 

IFr.rtor•c:i~ Evaluation and Sample Analysis ides and Chemical Contaminants- 04 

PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSrTIONS 

04R838 m ORA o CENTER 12.0 

R DISTRICT/ 
E SPECIALIZED fOR!HSIC FORENSIC 
G LABORATORY SAIIPL£ !!VALUATION 
I loNALYSIS 
0 CHEll 
N 

hours planned above are estimates. Report Forensic activities under the appropriate PAC 04RBJ8: PODS operation 
03, Petition Evaluation, Methods Development, or Forensic Evaluation (Forensic Evaluation added in FY 1999); 

operation code 41 or 43, domestic or import sample analysis, PAC 04R83B or OCI PAC 04RB31 . 
IC41lnlacl0ivision of Field Science (HFC-140), ORA. for additional reporting instructions. 

FORM FDA 2821 a (10109) PAGE NO. 0~30 



. PROGRAMIASSIGN~ENT Tm.E 2. PPS PROJECT NAME'INUMBER 

tv<nu•=" and Emergency Response Pesticides and Chemical Contaminants- 04 

PROGRAINASSIGNMENT COD~S) WORK ALLOCATION f"UUNNEO BY OPERATIONAL FTE POSITIONS 

04R839, 04R858 mORA c::JcENTER 38.3 

R DISTRICTI 
E SPECW..IZED 
G LABORATORY 
I 
0 
N 

be used for all outbreak and emeryency activities related to pesticides and chemical contaminants. District spread is for 
lnt:~nninn purposes only. Report inspecUons and analyses conducted in response to pesticides and chemical contaminants against 

anrJmrJrtate Foodbome Emergency PAC (e.g. 04R078 Deep Water Horizon Oil Spill Activities, or another PAC to be 
lcn~ate!d in response to a future emergency). 

FORM FDA 2621a (10/09) PAGE NO. 04-31 



PROJECT SUMMARY SHEET 
FY 2011 

1 I I,;Ai tyUK1 NAME/NUMBER 

Food and Cosmetics ~:s Baology & Natural Toxins - 07 

4. FOA CI'V.APliJ.NCF ;AN!) . ... 5. 6. VP'I::KAriONAL FTE 
OPERATIONAl 

UV!\11= I.., t.IPORT FOREIGN FTEs 

TOTAl. 13.8 5.3 19.1 

7Tm~~ ~ 
I IMvrnlnTin~ in and Import Foods {)7001 9.3 5.3 14.6 07-33-35 

......2 v t'rogram 07R816 4.5 4.5 07-_3_6_ 

: PROJECT I "'~' •.....-\ I=PHONF 

[G~~~ss '11ll '"· ""7'1 ~~~:KI~j;J'~~8_ 
FORM FDA 2622 110/091 PAGE NO. 07-32 



2010 
1. PROGRAMIASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

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

PROGRAMfASSIGNMENT COOE(S) WORX AlLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

07001 ITJORA C) cENTER 14.6 [5.2] 

I 
R 
E 
G 
I 

DISTRICT/ 
SPEC~~EO 
LABORATORY 

DOMESllC 
IIAIIPLE 

COli. 
AFL.A

DOME.ImC 
SAIIPLE 
cou. 

fUMOM· 

DOMESTIC 
SAIIPI.I! 

COLI. 
DOH 

oouesnc 
SAIIPLE 

COLI. 
OCHRA 

DOMES11C 
SAMPLE 

COLI. 
PATULM 

IIIPORT 
SAIIPC.E 

COLL 
NLA· 

~ 
'1:~ 
~~r.....,. 

IMPORT 
SAIIPLE 
cou. 

FUWON· 

IMPORT 
SAIII'U! 

COLI. 
D()fl 

0 TOJCI'I ISOH TOXIII TOXIN t~ ISON 
H 

(b) (7)(E) 

IReiDOirt all Domestic and Import Operations under PAC 07001. 

) - For information only. Subsel of Aflatoxin Import Sample Collection. 

FORM FDA 2621a (10109) PAGE NO. 07-33 



FY2011 ORA October 2010 

PROGRAM/ASSIGNMENT Tm.E 2. PPS PROJECT NAME/NUMBER 

lVl}''-v••u"'"' in Domestic and Import Foods Molecular Biology & Natural Toxins- 07 

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

07001 w ORA D CENTER 14.6 [5.5] 

R DISTRICT/ 

E SPECIAliZED 

G I..ABORATORY 

I 
0 
H 

(b) (?)(E) 

all Domestic and Import Operations under PAC 07001. 

FORM FDA 2621a (10/09) PAGE NO. 07-34 



2010 
• PROGRAMIASSIGNMSNT TmE PPS PROJECT NAMEJNUMBER 

IM·ycomxm in Domestic and Import Foods Biology & Natural Toxins - 07 

PROGRAMIASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSCTIONS 

07001 m ORA o CENTER 14.6 (3.9) 

R DISTRICT/ 

E SPECIALIZED 

G LABORATORY 

I 

0 
N 

9. REMARKS 

(b) (7)(E) 

Report all Domestic and Import Operations under PAC 07001. 

FORM FDA 2621a (10109) PAGE NO. 07-35 



FY 2011 ORA WORK.PlAN I, 2010 

PROGRAM/ASSIGNMENT TrrLE PPS PROJECT NAME/NUMBER 

IMeth,Ods Validation/Development Program Molecular Biology and Natural Toxins- 07 

PROGRAM/ASSIGNMENT COOE{S) WORK ~OCATION PI.ANNEO BY 5. OPERATIONAL FTE POS!TIOtiS 

4.507R816 m ORA o CENTER 

DISTRICT/ 
SPECIAliZED IIETHOOS 

APPUED 
reCl* 

APPUEO 
TeCHN· 

LASORATORY VAJJDEV OI.OCY OlOGY 
CH!II C:ENn!R c:arTill 
(Ho.n) CHEal IIICRO 

FORM FDA 2621a (10109) nued) PAGE NO. 07-36 



PROJECT SUMMARY SHEET 
FY 2011 ,, 
 CATEGORY 12.PPS PROJECT NAME.tlUUBER 

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

4. FDA t"":r'!Ut>l IA"'r<O Pl>tY>-RAUC:: AND ASSIGNMENTS 5. PROGRAM 
ASSIGNMENT 

6. ut'I:.KA I IUNJ\1.. FTE 7TOT~OPERATIONAL ~ COOE I UVMt:;:>IJI.i IMPORT FTEs 
TOTAL 15.8 

I ~rt~ Foodr f ood&. Color Atlol; l;v,.,., IOQfll)l; A R 15.6 15.6 09-38 

> I>Qn.I<Or T fi...LE~ONE [o-RA".., ~ 
lo~e"'~c~s :lOI ·~" , .,.,, ISteohen Burt 301-'7964398 

FORM FDA 2622110/091 PAGE NO. 09-37 



FY 201 I ORA WORKPLAN 
1. PROGRAM'ASSIGNMENT TITLE 

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

Oevel - 09 
PROGRAMIASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE P051TIONS 

09006A (Foods), 090068 (Color) ITJ ORA D CENTER 15.6 

R 
E 
G 

DISTRICT/ 
SPEC~~O 
l.J'.BORATORY 

lloiPORT 
IHVEm-

IMPORT 
SAM,L£ 
cou.. 

..PORT 
SAMPU! 
cou. 

..PORT 

F.LD 

IMPORT 
IIAIIPI.£S 

TOBE 

111PORT 
SAIIPU!S 

TOBE 
I GATJONS FOOO COI.OR EXAMS NIAL.Yl:ED NIALYZED 
0 ADD~S ADilmVD rooo CO\.OR 
N 

1ew n are panned under the Import Foods-General Program (PAC 038191. 

(1)- Import Investigation Hours are for label reviews of Food and Color Additives as required by Districts to cover program 

priorities. When repeat violations against manufacturers and importers occur, consider broad-based enforcement in lieu 

of continued sampling. 


) - Import Field Exams are to routinely Include: Verification that the imported products are the same as that which were de<:lared 
ciliation Exams); an assessment of security concerns related to labeling and source country (including container integrity, 

of intentional adulteration, etc.); and traditional safety concerns. These activities are to be reported as a single Import Field 
Exam under this compliance program and PAC. Only one exam should be reported per line entry. 

Only in the event of a pre-determined "for cause· CT exam, or in the event CT suspicions are raised while conducting routine work 
......nuunnu follow-up, should an additional exam and time be reported under a CT PAC (03R845, 04R845, etc.). 

10M Section 5.4.1.4.1. for addilionallnfonnation on Food and CosmeUc Securities Activities. 

FORM FDA 2.621a (10109) (Continued) PAGE NO. 09-38 



PROJECT SUMMARY SHEET 
FY 2011 

11. ICA"oc:.uvr< ' 2 PPS PROJt:CT NAME/NUMBER 

Food and Cosmeti c.~ Tcchmcal Asl>tStance: Food and Cosmetics -18 

4. FOA COMPLIANCE ~D II <> 5. 	 6. OPERATIONAL FTE 
ASSIGNM~T 	 OPERATIONAl.7mT~ ~ C-()0€ DOMESTIC IMPORT FTEs 

TOTAL 76.5 

I [Retail Food " ,• State Program 	 [1 8002 26.0 26.0 1~1 

2 [(NCIMS)Milk Saf<:ty t•rogram 	 [1 8003 20.0 20.0 18-42-43 

3 IMnllu=tn Shellfish F.v:tlu:.rinn 	 [1 8004 14.7 14.7 18-44-45 

[I VO'lO r.4 :Travel" . \.. ' 15.8 15_1_ 16-46-47 

and Support Facilities 

1'-'""' 11:1< .......,.., "'''"'TMANAGER/TELEPHONE 	 'oRA "' . E'PHONF 

bleruJ Bass ~nt ,.,_" 7.77'< 	 •Jefferson 30L-'>96-43?3 
FORM FDA 2622 (10/091 	 PAGE NO. 18-39 



FY 2011 ORA WORKJ'L.AN 

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

1Food Protection - State Program Technical Assistance: Food and Cosmetics - 1 S 

PROGRAM'ASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

18002 D ORA IT] CENTER 26.0 [24.2) 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 

0 
N 

Counter Terrorism WOfk perfonned only under 18R845. 

(1}- Includes lime for meetings, presentations, workshops, conference calls, and any other direct contact with jurisdictions to 

promote their enrollment in the program standards. 

(2) - Standardization of regulatory retail food Inspection/training officers in 1he interpretation and application of the FDA Food Code 

and methods of conducting Inspections. 


- Re-standardization every three years for regulatory retail food inspection/training officers in the application of the FDA Food 

and methods In conducting risk-based inspections. 


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

- lime allocated for team leaders for retan food program planning, development, and coordination. 


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

- Includes tlme for preparation wortc, coordination, and organization, as well as, the presentation delivered in conjunction with the 
"'"""'u''"' Regional Retail Food Seminars. 

- Includes training pre-standardization workshops, HACCP workshops, and other identified training topics as well as the 
lorBs•~ntaticm and training sessions given to stakeholder groups. 

- lndudes technical assistance and consultation to enrolled state and local jurisdictions performing self assesments and develop
strategic plans for enhancing the effectiVeness of their retail food programs. 

FORM FDA 26218 (10/09) nued) PAGE NO. 1840 

http:WORKJ'L.AN


. PROGRAM/ASSIGNMENT TITLE 

1Food Protection - Stale Program 

PROGRAM/ASSIGNMENT CODE(S) 

18002 

R DISTRICT/ 

E SPECIALIZED 

G U.SORATORY 

I 
0 
N 

Assistance: Food and Cosmetics- 18 

. WORKAl.LOCATION PLANNED 8Y OPERATIONAL FTE POSITIONS 

D ORA IT]CENTER 26.0 [1.8) 

CFSS 
WORK 

GROUPS 

-Includes all committee work and preliminary worit on Issues/position paper development for 2008 CFP. 
- nme allocated for the presentation and distributloo of FDA materials related to food defense. Includes Specialist activities 

to CFSAN priority assignments in response to National Food Safety needs. 
2) • Provides time for supporting FDA's plan of developing a fully Integrated Food Safety System. 

FORM FDA 2621a (10109) PAGE NO. 18-41 



. PROG~ASSIGN~ENT TfTl.E 

CIMS)Milk Safley Program 
PPS PROJECT NAMEtNUMBER 

=""''""'' Assistance: Food and Cosmetics- 18 

PROGRAM/ASSIGNMENTCOOE(S) 

18003 

WORK ALLOCATION f'I..ANNED BY 

IT] cENTER 

OPERATIONAL FTE POSITIONS 

20.0 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPEC~~ED 
I..ABORATORY 

) - Check Ratings of Plants and RSfTS every 3 years, BTUs every 4 years and Audits every 5 Yea/$. 

) -Activities Include the Initial (Including HACCP) and continuous Certifications of State Rating Officers and Sampling Surveillance 


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

-Activities include the National Steering Team Meetings and conferenca calls and lime for team leader activities (2 RMSs with 

lad,Cl1Uc>nal240 hours each identified). 

FORM FDA 2621a (10109) PAGE NO. 18-42 



2010 

TITl.E PPS PROJECT NAMEJNIMI3ER 

Milk Saftey Program ITI~chnical Assistance: Food and Cosmetics - 18 

PROGRAM/ASSIGNMENT COOE(S) WORK AI..LOCATION PlANNED BY 5. OPERATIONAL FTE ?OSITION$ 

18003 o ORA m cENTER 20.0 [2.5] 

DISTRICT/ TIWNIIIG INTEGRATED NCIIIIS 
sPECIALIZED GIVEN FOOD 
LABORATORY SAl'!TV 

SYSTEM 

-Activities include theRe-standardization (Group Field Exerdse) of the RMS. 

- Includes lime for presentation and distribu1ion of lhe food defense preventive measures guidance documenl for dairy products 

state regulalory agendas during check ratings, routine field wor1<, and state program assessments. Presentations may be 

at local meetings and Included in training sessions for all segments of the regulatory and industry community. Coordination of 

defense activities and field activities related to food defense. Report time against PAC 1 8R845. 

- Ac1lvltles include the Regional Milk Seminar/SST Training CoursesJRegional Training/Workshops and RMS Teaching Cadre. 

- Time is allocated for work related to the development of the National Integrated Food Safety System. 
- nme is allocated for work related to the National Conference of Interstate Milk Shipments. 

FORM FDA 2821a (10109) PAGE NO. 18-43 



2010 fY 2011 ORA WORK PLAN 

1. PROGRAWASSJGNMENTTITl£ 

Shellfish Evaluation hnical Assistance: Food and Cosmetics- 18 

PROGRAM/ASSIGNMENT CODE($) WORK .ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

18004 o oRA m CENTER 14.7 [12.3J 

R DISTRICT/ Vl8RO TECHNICAL FOREIGN NATIONA.I. CEKTI!R PLNIT ITAHOARD 
E SPECIAI.IZEO Gf!OWWG COHTROL SI'ECII'!8 ASSISTNIC! EVALUATION TEAM IH'TlAo EVALUATIOH IZATIOII & 
G LABORATORY AREA Of (ltauno) RI!PS TlVES/l.JoB RE·STNI· 
I EVALUATION HARVEST (Hoon) DARO. 

0 IZ4TIOII 
N 

REMARKS
) -nme is allocated for planning, field evaluations, file reviews to determine slate program confonnlty to the requirements of Na

Sheltfish Sanitation Program (NSSP) Model Ordinance (MO). 
-Time is allocated for planning, field evalualions, file reviews, growing area data reviews and report writing to determine stale 

ll'lnooram confOfmity Model Ordinace. 
- Activities Include technical assistance, education and evaluation of state shellfish program and management programs. 
• Includes Interpretations and consultation on NSSP MO requirements. 


5). Activities include planning, field evaluations, file reviews and report writing for coun1Jies with MOU's with the FDA. Current MOU 

'"'"'"n""""' include Canada, Chile, South Korea, Mexico and New Zealand. 

- Includes time for shellfish program plannlng,developmenl and coordination. 
-Time allocated for CFSAN priority assignments in response to national shellfish safety. 
- Includes time for planning field evaluations of processing plants, file reviews, and final report writing. 
- Standardization conducted every 5 years for all FDA and state standardization officers. Re-slandardizalion training will be 

lnn~vit1Ad during evaluation and technical assistance work while working In shellfish processing plants wiltl stale and FDA SSOs. 

FORM FDA 2621• (10109) ORA PAGE NO. 18-44 



FY Oc1ober l 

PPS PROJECT NAME/NUMBER 

Assistance: Food and Cosmetics - 18 

PROGRAM/ASSIGNMENT CODE(S) 4. WORKAI.LOCATlON PlANNED BY OPERATIONAL FTE POSITIONS 

18004 D ORA CD CENTER 14.7 (2.4) 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 

0 
N 

Includes specialist initiatives related to shellfish program development of agency procedures, guidance documents, standards, 

linilttaUves of national importance. 
1) - Includes lralning worX5hops coordinated and delivered by the specialists. 

12) - Includes time for the Regional Shellfish Specialists to attend regional shellfish conferences. 
13) - Time allocated for pfflsentation and distribution of the Food Producers, Processors, and Transporter. Food Security Preventive 

Guidance to the stale regulatory agencies and industries during field work and state program evaluations. 

14) - Time allocated for the specialists to attend the bienniallnler.~tate Shellfish Sanitation Conference to address program related 
and new ISSC proposals. 

15) - Time is allocated for participating and or providing Information to the developmental workgroups for the Integrated Food 

System. 

FORM FDA 2621a (10/09) PAGE NO. 18-45 



rv 
1. PROGRAM/ASSIGNMENT TITLE 

Travel Program- Convey-clllces and Support Facilities 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSrnoNS 

18029A-F [2J ORA [TI CENTER 15.8 [14.4] 

R DISTRICT/ DOIIESTIC e SPECIALIZED INSPEC. SAMPLE 
G LABORATORY TlOHS cou. 
I StJRV 
0 IIICRO
N 

should be randomly collected from on-board conveyances water systems outlets ex. faucets, as close to the water holding 
as possible. 

- all other watering points 
-Catering Point Insp. (B) Is High Risk Priority and some potential Food Allergen firms identified by the District. 

(4)- Time for Conveyance under Construction- time to be used for plan review, meetings, and final inspections. II includes galleys in 
DAL. LOS and AircraftNessels in SAN & SEA. 

- Includes water sample collected from conveyances under construction and major reconstruction to determine compliance 
EPA's NaUonal Ortnklng Water Standards (40 CFR 141 & 142) regarding Maximum Contaminant Levels (NCLs) for heavy melals 

FORM FDA 2621a (10109) ORA ued) PAGE NO. 18-46 



October I 2010 

1. PROGRAM/ASSIGNMENTTITLE PPS PROJECT NAME/NUMBER 

lnten~tatc Travel Program· Conveyances an_d Support Facilities ITe<chnical Assistance: Food and Cosmetics- 18 

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

18029 A. F OJ ORA OJ CENTER 15.8 [1.4] 

R DISTRICT/ oouesnc OOM!snc 
E SPECIALIZED !IAMPU!S SAilPUiS 

G LABORATORY TOBE lOBE 
AHALYZEO AHALY.I:E& 
FOR CAUSE NICRO 

FORM FDA 2621a (10109) PAGE NO. 1847 



PROJECT SUMMARY SHEET 
FY 2011 

CATEGORY11. 12 PPS PROJECT NAME/NUMBER 

IFood and Cosmetics !Food Composition, Standards, Labeling and Economics - 21 

4. FDA r.l'lMPI IANI':I= MID 11;:, 5. PRfmRAU 6. OPeRATIONAl FTE 
ASSIGNMENT 7. =~~ ~ OPeRATIONAl 

CODE. UUMC;)III"' IMPORT FTEs 
TO'J'AL 35.9 13.9 0.2 50.0 

I !Medical Foods - :and Import 21002 3.0 0.7 0.1 3.8 21-49 

2 21003 3.1 3.1 21-50 il'l,_......,;e Food Labeling and 'l'rnnnmv·~ Program 

3 and Import Nl.E.A Nutrient Sample Analysj~ 

and General Food Labeling Program IWJOS• .1-Q 1.8 11.8 21-51-52 

4 !Infant Fnrrnul•· ·and Import ~IOOQ_ 3.8 1.4 OJ 5.3 21-53-54 

5 !Dietary : . and Import 21008 17.1 4.0 21.1 21-55-56 
c, Numents in Food Survey -Toull Diet 21839 3.4 3.4 _21-57_ 

7 IM~•hnn < Val;,,. Program 21 R8 16 1.5 1.5 21-56 

Oli~DR~'l OOI!R'l'l 2JR824, 211 '~' 1 Fraud) and FPLA 

I=PWONI' ORA PI . FPHnNI' ~~;';n~c~~~~CT '71't ....,...,;;;:. B. ll·ffi"Nnn 301::;"'-" •~M 
FORM FDA 2622 110/091 PAGE NO. 2 1-49 



0 

2010 

3.8 

WORKPLAN 
. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NAM~UMBER 

IMed1caJ foods - Domestic and lmpot1 Composition, Standards, Labeling and Economics- 21 

PROGRAM/ASSIGNMENTCOOE(S) 4. WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

21002 IT] ORA m CENTER 

R DISTRICT/ DOiol!liTIC DOtiESnc 111PORT 
E SPECIALIZED INSPEC· IHSPECTtOHS DOM!STIC IMPORT SAMPLES SAIIPLES SMPL!S 
G LA80RATORY liONS FOREIGH SAMPLE SII¥Pl.E TOB£ TOB£ lOBE 

' CADRE COLI. Cot.L />MALYlED .uu.t.YlED ANALYZED 
CHEN CH!II IIICRO CH!II 

N 

REMARKS 
CFSAN spread inspections and DSCs. CFSANIOC/FPB Vv'ill issue an Inspection and sample collecUon schedule to participating 
districts at the beginning of each fiscal year. 

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 (10109) PAGE NO. 21-49 



I ORA WORKPLAN 

PROGRAM'ASSIGNI.AENT Tlll.E 

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

PROGRAM'ASSIGNI.AENT COOE(S) 4. WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSmoNS 

21003 D ORA w CENTER 3.1 

R DISTRICT/ 
E SPECIAliZED INYESTl- DOliiESTlC DOII!ITIC 
G LABORATORY GATIONS SAMPLE SAMPLES 
I (HOiftl cou. TO lie 

0 CHfW AMALVZED 

H 

REMARKS 
o be issued as CFSAN Field Assignments. 

FORM FDA 2621a (10/09) PAGE NO. 21-50 



FY2011 ORA WORKPLAN 

. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT ~UMBER 

ln~.m~·..ti'c and Import NLEA. Nutrient Sample/Analysis and Composition, Standards, Labeling and Economics - 21 
Food 

PROGRAMIASSIGNMENT CODE{S) WORK AllOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

21005 (includes FPLA) [TI ORA D CENTER 11.8 [10.7] 

R DISTRICT/ 
e SPECIALIZED ..PORT fii!U) IMPORT 
G LABORATORY IMVE$'0 EXAMS/ FU:Ul 
I ~STS EXAMS 

0 
N 

• REMARKS 
1) - Hours for field exams and any other import operatioos as required by the district to cover import. 


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

report lime spenl reviewing import labels that does not result in Import Sample Collection. 


- DSCs (Physical) includes both compliance (for cause} sampling and surveillance sampling. The field should attempt to collect 
I sufficient surveillance samples as well as needed compliance samples to meet their workplan obligations. See compliance programs 

details. 

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

- ISCs (Paper) includes time spent collecting labels, records or other documentation for submission to Compliance and does nol 


""''"'r'A time spent reviewing the Import labels. Time spent reviewing the label will be included as OASIS #27 and reported along 
compliance review trme as OASIS #43. 
to collecting product labels for trans fat and/or allergen contact CFSAN. 

) - All import field exams are to routinely include: Verification that the Imported product Is the same as that which was declared 
ltn1roncJifation exam), an assessment of security concerns related to labeling and source country (including container integrity, 

of intentional adulteration and safety concems). These activities are to be reported as a single Import field exam under this 
lcomp•lar,ce program and PAC. Only one exam should be reported per line entry. Only in the event of pr~Hlelerrnined "for cause" CT 

, or in the event CT suspicions are raised conducting routine wor1< requiring follow-up should an additional exam and time be 
1re1porled under CT PAC (03R645, 04R645, etc.) See IOM Section 5.4.1.4 for additional information on Food and Cosmetic Security 

FORM FDA 2621a (10109) ORA PAGE NO. 21-51 



1 

FY 2011 ORA WORKPJ..AN 	 0<:1ober I , 20 I 0 

1. PROGRAM/ASSIGNMENTTITlE 	 2. PPS PROJECT NAMEINU~ER 

T\ and Import NLEA, Nutrient Sample/Analysis and Food Composition, Standards, Labeling and Economics- 21 

General Food Labeling :::'.viS'"'" 

3. PROGRAM/ASSIGNMENT COOE(S) 14. WORK ...U.OCATJON PLANNED BY 5. OPERATIONAL FTE POSITIONS 

21005 (includes FPLA) [I] oRA UCENTER 11.8 [1.1) 

lb. B 

R DISTRICT/ 
E SPECIALIZED IMPORT 
G LABORATORY &AIIPI..ES 
I TO Ill! 
0 NIALYnD 
N - Cl!E;III 

TOTAL FI£LD 

lws:AnoUARTERS 

IRI'I'::II"IhiAI, STAFF 

INEW l:hlt::J .t.N n 

NE I NEW YORK 

. LAB 

IWEAC 
I REGIONAL STAFF 

I BAl..TIMORE 

I CHICAGO 

CE 
"aoouo '""' '" 

I NEW JERSEY 
I""'" .o.ns:1 .,..,.. 

I FORENSIC CHEM. CTR 

.STAFF 

I ATlANTA 

SE 	 I FLORIDA 

I NEW""'"' "n'" 
I SANJUAN 

. LAB 
-~~~ .STAFF 

I OALL.AS 

sw I DENVER 

IKANSAS CITY 

lsov r IMPORT 

. LAB 

.STAFF 
LOS n W>co c" 

PA 	 [SAN 
I SEATTLE 
I PACIFIC -~-~ • I.AflOfu.< ·~· 
I PACFIC • L U t<Y-NW 

'HOURS PERu"' KAI "-"" 

TOTAL. HOURS 1~ 

I FACTOR 1180 

TOTAl.. •••.FTEs 1.06 

9. REMARKS 

FORM FDA 262111 (10109) 	 ORA WORKPLANNING SHEET {Continued) PAGE NO. 21-52 



FY 2011 ORA WORKPLAN 
1. PROGRAMIASSIGNUENT TITl.E 

Fonnula - Domestic and Import Composition, Standards, Labeling and Economics- 21 

PROGRAM/ASSIGNMENT COOE(S) WORK AlLOCATION PlANNED BY Of'l:RATIONAI.. FTE POSITIONS 

21006 [ZJ ORA W CENTER 5.3 (4.0] 

R DISTRICT/ OONE.STIC DOIIE5TIC 
E SPECW.IZED INSI'EC· FOREIGfl IHVESTI- OOUESTlC IMPORT SAMP~S SMIPLES 
G LABORATORY noNS INSI'ECTlOMS CAT10HII SAMPLE SAMPLE TO IN! TO Ill! 
I COL~ cou NIAI.YZED AHAL.YZEO 
0 
N 

CHal GHSI MICIIO 

spreads inspections and DSCs, CFSANIOCIFPB will issue an inspection and sample collection schedule to participating 
cis at the beginining of each fiscal year. 
spreads import operations. 

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

FORM FDA 262111 (10/09) nued) PAGE NO. 21-53 



PY 2011 ORA WORI<'PI .AN 	 October I , 2010 

1. PROGRAM/ASSIGNMENT TfTtE 12. PPS PROJECT NAMI:MUMBER 

Infant Fonnu!a - Domestic and Import Food Composition, Standards, Labeling and Economics- 21 

3. PROGRAM/ASSIGNMENTCOOE(S) 4. WORK A!.LOCATION PLANNED BY 5. OPERATIONAl. FTE POSITIONS 

21006 ffioRA [KJCENTER 5.3 (1.3] 

ti. a 
R DISTRICT/ IIPORT 
E SPEClAI.lZEO SAMPLE$ 
G LASORATORY TO B.E 
I AHALVZED 

0 CHEW 
N (2\ 

TOTAL FIElD 

""""nl'.o\RTERS 
. STAFF 

NEW ''"'"' ,.,n 
NE NEW YORK 

LAB 
WEAC 

.~~~ .STAFF 

BALTIMORE 

' r.INf:INNATI 

CE Utii<Ufl 

·~·~tr:: 

INEW JERSEY 
I PHR AllF'I PHIA 

:cHEM CTR 

.STAFF 

IATI.ANTA 
I RnRtnA 

IHEW nRI I'ANR 

ISN'I JUAN 

[.,.,,...,.... .LAB 

SE 

.STAFF 

I cALLAS 
sw 	 i DENVER 

It<AHSAS CITY 
ISOt.JTHWEST IMPORT 

[.,.,,...,.... .LAB 

.STAFF 

ILOS '"""'" I'.C:. 
PA ISAN &:DA..I"'LCU'.O 

ISEATTLE 

IPACIFIC . LABOR. 

IPACIFIC . ~RA1 ~T.., 

!HOURS PEI!_y 100.0 

!TOTAL H9_URS 1500 

~n. "" IFACTOR 1180 

h'OTAI. ..,M :!Y.IIVNAL FTEs 1.27 

19. REMARKS 


121- May also be used for microbiological ana lysis. 


FORM FDA 2621a (10/09) 	 ORA WO~KPLANNING SHEET (Continued) PAGE NO. 21-54 



. PROGRAM/ASSJGNI.IENTTrTLE PPS PROJECT NAME/NUMBER 

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

PROGRAM/ASSIGNMENTCODE(S) WORK ALLOCATJON PI..ANNED BY OPERATIONAL FTE POSITIONS 

21008 o ORA m CENTER 21.1 [16.4) 

R DISTRICT/ IMPORT 
E 
G 

SPECIALIZED 
LABORATORY 

INSP!C
TlotiS 

OOIIESTIC 

IH\IESTI
I..PORT 
INVEIITI

OO.IIESTIC 
IIAIIP\.1! 

HQIN IT 
DOWESTlC 

SAIIIPL£ 
COU 

IMPORT 
5ANJ'I..f 

FIEI.D 
EXMSI 

IMPO"T 
FIELD 

I GA11i*S GATIONS cou. SAMP\.1! PAPER COU. TESTS exAMS 
0 
N 

~) (HOUI"I) COU. OA:II1i f41 Ptn'SICAL 

Field Exams and sample coilec11ons may be conducted at packers/repackers, distributors, or warehouses If the levels 
cannot be performed during the inspections. 

IJJ4Jm,estic Investigational hours are planned primarily for CFSAN directed assignments. 
) - Time spent on any other import operations as required by the District to cover import priorities. 

- Half of the planned samples are physical and other half are documentary samples. 
- Time spent collecting labels, records, or other documentation for submission to Compliance. Does not include time spenl 

lre,lie~lina lhe import labels. Field Exam time spent reviewing the label will be included as OASIS # 27 and reported along 
compliance review time as OASIS #43. 

- Physical samples collected and forwarded to the laboratory for analyses to support violations. 
Districts should report time under the appropriate operation and PAC for the activities performed. 
Import Field Exams are lime spent reviewing labels that do not result in sample collection. 

) - All import field exams are to routinely include verification that the Imported product is the same as thal which was declared 
reconciliation exams): and assessment of serurity concerns related to labeling and source country (including container integrity, 

of intentional adulteration, etc) and traditional safety concerns. These activities are reported as a single import field exam under 
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 suspicions are raised conducting routine work requiring follow-up, should be an additional exam 
and time reported under the CT PAC (03R845, 04R845, etc.) See IOM for additional information on Food and Cosmetic Defense 

FORM FOA 2621& (10/09) PAGE NO. 21 -55 



2010 

PROGRAM/ASSIGNMENTTITlE 

Supplements - Domestic and rmport Compositio"' Standards, Labeling and Economjcs- 21 

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PI.ANNED BY OPERATIONAL FTE POSITIONS 

21008 [::=J ORA m CENTER 21.1 [4.7] 

8 
DISTRICT/ HQ DirT IllPORT 


SPECIALIZED ~X~MEsnc oowesnc SANPl!S 

L.A20RATORY ~PU!S SAIIPLI!S 


TOBE TOBE 
ANALYlE.D ANAL'YZED 

FORM FOA 2621a (10/09) PAGE NO. 21-56 



fl'_2011 ORA WORI{PI A.N 	 Octobe1-1, 2010 
1. PROGRAM/ASSIGNMENT TITLE 	 2. PPS PROJECT NAME/NUMBER 

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

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

21839 c=J ORA [DcENTER 3.4 

II. 7 
R DLSTRlCT/ DOII£ST1C 
E SPECIALIZED SloiiPL£5 
G LABORATORY TO~ 

I ANALYZED 
0 CHEM 
N 111 

TOT.AI.. FIELD 

._..,..nn• • ~TERS 

""'"''""''"'' ·STAFF 

NEW ""'"'' '""" 
NE I NEW YORK 

~~~~ .LAB 

lwEAC 
·~~~· .STAFF 

~TI~E 

·~· 	
• TO 

CE 	 IJC II<UII 

MIN~CAD<'\1 IC::. 

NEW JERSEY 
PHILAOElPWIA 

ut<t:ffil.._ CHEM. CT~_ 

.STPFF_ 
All.ANTA 

SE 	 FLORIDA 
NEW OIU ~AlliS 

SANJUAN 
D<=,.,.,..... , . LAB 

1tu:bIUI'(N. STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
~- . IMPORT u~:: 11<11. 

KtbiUNAL LAB 
IA!=lltni\IAJ .STAFF 

ILOS Ahlr.~l !=<:. 
ISAN "DUir'IC!I'"I'\PA 
ISEATTUE 
IPACFIC RI'C:InNAl . lABORA1 urn-> rv 

•TnD" •n•IPACIFIC .l 
HOURS PER 3.8 

TOT.AI.. HOURS 3952 
'FACTOR 	 118Q 

TOT.AI.. v.-c~IIVI'I"'-_ f'!g_s 	 3.35 

9. REMAFU<S 


{1 1 - Represents total number of TDS foods for all four market baskets to be analyzed for selected nutrients by KAN-00 labs. 


FORM FDA 2621a (10/09) 	 ORA WORKPLANNING SHEET \"'ommued} PAGE NO. 21-57 



2010 

2. PPS PROJECTNAME/NUMBER 

Food Composition, Standards, Labeling and Economics- 21 

PROGAAMIASSIGNMENT COOE(S) WORXALLOCATION Pl.ANNED BY OPERATIONA~. FTE POSITIONS 

2IR816 w ORA D CENTER 1.5 

R DISTRICTI APf'UEO 
E SPEClAI.IZED UETHOOS TECHN
G LABORATORY VAI.JDEV OlOGY 
I CHEll CEHTER 
0 (HOUI'I) CHfl( 
N 

FORM FDA 2621e (10/09) ued} PAGE NO. 21-58 



29-60 

PROJECT SUMMARY SHEET 
FY 2011 

1. I \AI I 1:::'->U" I? PPS PROJECT 
Food and Cosmetics !C:olors ond Co~metics Technology - 29 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. 6. OPERATIONAL FTE r.ror~I I OPERATIONAL ~ UVM<;.;>JIIJ IMPORT FTEs 
T()TAL 3.0 5.4 

I C.v~............ Dom_~c and Imports 29()()1 29R833; 3.0 5.4 8.4 


~R824; 

,99R833 

· CGnu:,...T ii:PWI"INO: ORA PI I s;,.,ntJO: 

~~c~~ss 'Vlt •"" "77'< Stephen Burt 301""" A.,na 

FORM FDA 2622110/091 PAGE NO. 29-59 



•PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

'cs: Domestic and Imports Colors and Cosmetics Technology- 29 

PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION Pl..ANNED BY 5. OPERATIONAL FT€ POSITIONS 

29001 , 29R833,29R824,99R833 [TI ORA D CENTER 8.4 

R DISTRICT/ IIIPOAT IYPORT DOMESTIC IMPORT llll'ORT 
E SPECW.IZEO DOIIESTIC IIIPOfi.T DOIIESTIC SAIIPLE l'li!LO SAMPLES SAMPUS SAMPI.£5 
G LABORATORY INSI'ECT· JKVESTI. SAMPI.£ cou. ~s TOll! TOBE TOBE 
I IONS Gl.noNS cou SO% CHEll N«AA.YZED ANAI.Yll!D AHAI.Yll!O 
0 ptOURS) 50'1C.IIICRO (Yicro) (CMm) Clkto)
N 

(b) (7)(E) 

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

- Import Field Exams are to routinely include: Verification that the imported products are the same as that which were declared 


RAr".tll'or".lllation Exams): an assessment of security concerns related to labeling and source country (including container integrity, 

of intentional adulteration, etc.); and traditional safety or label concerns. These activities are to be reported as a single Import 


eld Exam or label review under this compliance program and PAC. Only ooe exam should be reported per line entry. 


In the event of a pr&-determined "for cause· CT exam, or in the event CT suspicions are raised while conducting routine work 
lr~rmilina follow-up, should an additional exam and time be reported under the CT PAC 29R845. 

IOM Section 5.4.1.4.1. for additlonallnfonnation on Food and Cosme1ic Securities Activities. 

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

FORM FDA2621a (10/09) ORA PAGE NO. 29-60 



CENTER FOR BIOLOGICS EVALLUATION AND RESEARCH 

RESOURCE SUMMARY 


FY 2011 


OPERATIONAL FTES TOTAL 
OP£RAT10HAL 

PPS Fl& 
NO. 	 PROJECTTITl.E DOMESTIC IMPORT FOREIGN 

TOTAL 120,4 4.0 6.6 131.0 

41 	 HUMAN CELLUL.AR, TISSUE AHD GENE THERAPIES 35.9 0.1 36.0 

42 BLOOD AHD BLOOD PRODUCTS 73.8 4.0 3.5 81.3 

45 VACCINE AND ALLERGENIC PRODUCTS 10.7 3.0 13.7 

http:CELLUL.AR


PROJECT SUMMARY SHEET 
FY 2011 

11. PRO(.;RAI CAT EGORY 12 PPS DRO..."'" ( NALII'IM llARI=R 

Biologics Human Cellular, Tissue and Gene TI1erapeutics - 41 

Q 

4. FDA COMPLIANCE PROGIWAS ANI'\ 
 5. PROGRAM 6. OPERATIONALFTE 

I\SSIGI>IMENT '.c~~~'"' 	 :f\1.CODE UVMC;:J_ l,._ IMPORT 

TQ!At 	 35.9 0.1 36.0 

I 	 :of Human Cells. Tissues and Cellular & Tissue- I4.1M?Rf"' D 30.9 30.9 41-2 

Based ProduciS [Hl II'S) 

Field Foreign 0.1 0 .1 

2 lo : : • 	 5.0 5.0 41-3 

Good PractiCeS ·"· Labs) 	 41808 
.. Review Boards 41809 


):""""""' Contract " '(lrooni7Aiinn< . ancJ 41 810 


Clinical 	 141 811 (5.0) 

All ;planned under PA(: 41811. 

1'-I:N 1t:.ri PROJECT MANAGER/TELEPHONE lORA"' "'"":'""~' "'"""'""'" 
~aru:t lsbirnoto 3lll """ "'"?11 !Harriet R Gerber 3Ch-,964:J96 
FORM FDA 2622 110/091 PAGE NO. 41 -1 



FY2011 

. PROGRAM' ASSIGNMENT TITLE 

man Cells, Tis.'mes, & Cellular & Tissue-Based Products (HCT/Ps) an Cellular, Tissue and Gene Therapies • 41 

PROGAAM/ASSIGNMENT COOE(S) 4 . WORK AlLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

410028, C, D CD ORA D CENTER 31.0 

OISmtcT/ CBER 

SPECW.IZEO PfUORm 

LABORATORY fiSTASS 


9. REMARKS 
• Refer to CBER's memo for lnspectlonal priorities. 
C.P. 7341002 · Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) 

(covers HCT/Ps recovered on or after 5125/20051 
C.P. 7341.002A • Inspection of Tissue Establishments (covers human t issue recovered before 5/25/2005) 

NEW PAC TITLES: 

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

PAC 41002C Inspection of HCT/Ps-~1 Hematopoietic Stem Cells, for product codes: 57M Hematopoietic Stem Cells 

PAC 410020 for Inspections of HCT/Ps-361 ALL Other 361 HCT/Ps Product.s, for product codes: 57J Musculoskeletal Tissue; 

57L Ocular Tissue; 570 other Tissue (human skin, pericardium dura mater, heart valves) 

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

ator 

FORM FDA 2621a (10/09) PAGE NO. 41-2 



fY 2011 ORA WOR KJ' l AN October I 2010 

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

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators Human Cellular, Tissue and Gene Therapeutics- 4 1 

lrpntJFA D omestic & Foreign) 

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

41808-GLPs, 41809-lRBs, 41810-Spon/Mon/CROs 0oRA CJ CENTER 5.0 
41811 Clinical Investigators 

t.l. 1 

R DISTRICT/ 
E SPECIALIZED INSPEC.. 

G LABORA'fORY TIOHS 
I 
0 
N 

TOTAL FIELD 53 

HEADQUARTERS 

REGIONAL STAFF I 

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 I 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT I 
REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LABORATORY·SY\ 
PACIFIC REGIONAL LABORATORY-NV. 

HOURS PER OPERATION 89.8 
TOTAL HOURS 4759 

CONVERSION FACTOR 950 

TOTAL OPERATIONAL FTEs 5.01 

9. REMA RKS 

Resources for PACs 41808, 41809, 41810, and 41811 are planned under PAC 41811 Clinical Investigators. 

Use above resources for Foreign Inspections as needed. 

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

R<>nt"'ri "r.r.nmnli.c::hmP.n t hours unriP.r ::~ noronri::ttA PAr.. 

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


11 

PROJECT SUMMARY SHEET 
FY 2011 

CA'l"EGORY 	 i2. PPS PROJrCT NAME/NUMBER 
Biolt>gics 	 Blood imd Blood Products - 42 

4. 	FDA COMPLIANCE PROGRAMS AND •v 5. PROGRAM 6. \.,lr-I::IV' I""'""'- FTE 
ASSIGNMENT IOPERATIOML.u 	 'm~Q
DOMESTIC IMPORT n~I=Jr.N ' flli_ 

TOTAL 73.8 4.0 3.5 81. 

I of Licensed & Unlicensed_Ulood Banlcs I42001F.G 48.7 0.6 49.3 42-5 

National Experts 2.6 0.1 2.' 

ofQonor Centers 

Iof~ 

1of ll.t, .AI1>1··~ Brokers 

of Blood Produce 


Tecoruca1 A• .;.,...,.,. and '"'- -''· • _U 
 2.5 

2 ,of Source Plasma ..,,..,.,.. ~2002A.F,G 11.9 11.9 42-6 

.3 CBER- D IProduces 	 ~2007 .42R833, 4.0 4.0 42-7 

~Jil'lnd 4?1l'll?4 

~'il2l!?4 QQJ.!II'I't 

4 ,.,...,....,;,.., of Licensed Viral Martc.er Test Kits (Team Bioloticsl 	 i4.?MII A 1.1 2.00.9 42...c3 

Field 0.5 0.5 

5 	 •• 4.4 4.4 _12-9 

Review Boards 142809 -.,_ . Coouacl R~<l'llr~" Orbo..h " 1' .•• ' and Monitors ~2810 .. 

Clinical lnv.,..li,Rators •• 142811 {4.0) 


National Expert.s 41808-41811 {0.4] 


0'\DI\D '"D 11 

tcol\a oca11 

of Medical Device ......,u,.._.,.,..,,., 4'1MU 'Rl' 

7 of Plasma" i of Human Origin 1•2R4.AA P,G; !.6 1.9 3.5 42-11_ 

(Team Biologics) 42.A.4An c-.o 

6 	 0.5 0.5 42-10 

• For BLT-00 to Assist & :ARC lntor 


0 
'' AD 
 & Fon:iKn Planned Under ~ 


PAC 42811. Foreign n . :10 oovcr PPS 41.,42, 45. 


['-'l:.l'ltt:t< PROJECT MANAGER/TELEPHONE 	 lORA PI ANNI=Rtn:l I=PWnhll< 

~anet lshim01o 30l ,.,., """" 	 IHame;--.i~·o~~;3ol.7%.4396 
FORM FDA 2622 (10/091 	 PAGE NO. 42-4 

http:1�2R4.AA
http:Martc.er


October I 
1. PAOGRAM/ASSIGNMENT TJTlE PPS PROJECT NM1EINUMSER 

Inspection ofLicensed and Unlicensed Blood Banks (Domestic & foreign) and Blood Products- 42 

PROGRAM/ASSIGNMENT CODE(S) 4. WORK AU.OCATION PLANNED 8Y OPERATIONAL FTE POSITIONS 

42001F,G m ORA o CENTER 54.5 

R DISTRICT/ T£CH.ASST & 
E SPEClALIZEO DOMESTIC FOREIGN DOMESTIC COOADIN
G LABORATORY IN8I'I!C· IHSPEC· INYEBTJ. A'IlON 
I 
0 
H 

TIOIIS TIONS CATION& 
(Houn) 

(Holn) 
DPCODEII2 

listed resources are planned under PAC 42001 F. Resources cover all facilities listed in compliance program. 
Bank PAC's: 42001 F, Level 1 Inspection, 42001 G, Level 2 Inspection. 

Inspections for PPS 41 , 42,45 and Field Investigation Hours are not planned separately; use above resources as 
needed at District discretion. 

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

- Foreign Blood Bank Inspections spread by DFI. 
- Domestic Investigation Time is for National Expert Domestic Investigations and Follow-Up Inspections and may be used as 

for other CBER programs. 
- Technical Assistance & Coordination (Hours) are for BLT-OO to assist and coordinate ARC lnfonnaUon; 

report lime under Operation Code 92. 

FORM FDA 2621a (10/09) NING SHEET PAGE NO. 42-5 



2010 I'Y 2011 ORA WORKPLAN 

•PROGRAM/ASSIGNIAENT TITI.E PPS PROJECT NAMEAIIUMBER 

Unspectums of Source Pla.c;ma Establishments and Blood Products - 42 

PROGRAM/ASSIGNUENT COOE(S) WORK ALLOCATION PLANNEO BY OPERATIONAL FIE POSrTIONS 

42002A,F,G [TI ORA CJ CENTER 11.9 

R DISTRICT/ 

E SPECIALIZED IHSI'EC· 

G LABORATORY TIONS 

I 
0 
N 

above resources are planned under PAC 42002F, use resources as needed Lo accomplish lhis compliancs program. 

•"'~""'u"...,,. may be used for Domestic/Foreign/Follow-up Inspections/Investigations, DSCs as needed. 
operations under appropriate PAC and Operation Code. 


to CBER's memo for inspecllonal priorities. 


ISt:o:~rt.~rt in FY2010 ALL AIDS time will be reported under the appropriate Compliance Program and PAC. 
will be NO separate reporting of AIDS time. 

PAGE NO. 42-6 



FY 2011 ORA WORXPl.i\N Ot:tober ! , 2010 
1. PROGRAM/ASSIGNMENT TITlE 2. PPS PROJECT NMIEJNUIIABE.R 

uupvrt.:d CBER-Regulated Products Blood and Blood Products - 42 

13. PROGIWNASSIGNMENTCODE(S) '4. WORK AU.OCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

42007, 42R833, 42R824, 99R833, 4 1R824, 4SR824 WORA c=Jce.NTER 4.0 

[5. 2 

R DISTRICT/ 

E SPECIALIZED IMPORT 

G LABORATORY 01\/Em. 

I GAnOII 

0 HOURS 

N 


TOTAl. FJ§.Q_ 

""'"nnii'\RTERS 

REGIONAL STAFF 

NEW "'"'"' '"'n 

NE NEW YORK 


.LAB 
_WEAC 

.STAFF 

JLALT~~ 

~••~k•• •To 

CE Ut: I nUll 

MINNEAPOLIS 
_NEW JERSEY 

DUO An<=l_l'f-IIA 

:CHEN.CTR 
•r• on, .STAFF 

An.ANTA 
F'IORinASE 
NEW ORI I=AN~ 

SANJUAN 

.LAB 

.STAFF 


IDALLAS 


sw IDENVER 

IKANSAS CITY 

ISOl rrno:;:>• IMPORT I 1'\0... 


.LAB 


.STAFF 

ILOS AN~I'"I F.C: 


PA [SAN 

[SEATILE 


PACIFIC"'"'"''""'"'. LABORATOR'(-SW 

PACIFIC .l 


[HOURS PEROPERI''"""' 

[TOTAL HOURS 3800 
'""""~"''>ION FACTOR 950 
'TOTAL OPERATIONAL FTEs 4.00 

9. REMARKS 

ALL resources are planned under PAC 42007 as Import Investigation Hoors. 
~eport accomplishments under appropriate PAC and Operation.11~,...., ...u Resources are to cover ALL Import Operations: Entry Review 42R833; Follow-Up to Refusals 41R824, 42824, 45R824; 
IFiler Evaluation 99R833 and any inspections needed under the C.P. for PAC 42007. Resources also include time for courier 
land intemalional mail facilities review. 

Note: C.P. 7342.007 "Imported CBER-Regulated Products," and Addendum "Imported Human Cells, Tissues, and Cellular 
1and Tissue-Based Products (HCTIPs)• provides product specific guidance. 

In 
"C:I:.UII Tvoes reauired In· 

FORM FDA 2621a (10/09) ORA .... ._. .,, .. 'LANNING ..........; 1 (C~,,;t,nued) PAGE NO. 42-7 




FY 

1. PROGRAM/ASSIGNMENT TITLE 

lnspection ofLicensed Viral Marker Test Kits and Blood Products - 42 

PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTt: POSmONS 

2.542008, A Domestic & Foreign CD ORA D CENTER 

R DISTRICT/ 

E SPECIALIZED oottESTIC FOREIGN DOMESTIC 


G LABORATORY llfSI'EC· INSPEC· 
 ~sn. 

I '110HS TIONS GAllONS 


0 IH<Kn) 

N 

GMP Inspections; 
, ...,vvu'"' Pre-License Inspections. 

insped.ions 'Nill be performed by Team Biologics. Field time is for district support to Team Biologics. 
separate resources are planned for 42008A, use above resources as needed . 

........,u.. accomplishments under appropriate operation code and PAC. 

lnvesligaUon Hours may be used for any Team Biologics Program. 

Personnel 
PAGE NO. 42-8 



FY20ll ORA WOillll>l \N 	 OciQ'- J,1(li_(J 
1. PROGRAM/ASSIGNMENT Tfn.E 2. PPS PROJECT NAME/NUMBER 

IRBs, Sponsor/Monitor/CROs, Clinical Investigators Blood and Blood Products - 42 

(PDUFA Domestic & Foreign) 

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

42809-l.RBs, 42810-Spon/Mon/CROs, D:J ORA CJcENTER 	 4.4 
42~11 Clinical '· · ~ 

lti· 1 
R DISTRICT/ 
E SPECIALIZED INSPEC. 

G LABORATORY notfS 
I 
0 
N 

TOTAl FIELD 
U~.f.IV'II 

. STAFF 
NEW~"' ""'n 

NE 	 NEW YORK 

.LAB 
WEAC 

.STAFF 
BALTIMORE 

,..,.,,..~ ..... 
CE 	 DETROIT 

IC 

. ~JERSt:'L 

,.,.. ·~· ....... 

t=ORFN~IC CHEM. CTR 

.STAFF 

ATLAHTA 
SE 	 t=~nRmA 

NEW ORI FANS 

SANJUAN 
._LAB 

.STAFF 
OAU..AS 

sw 	 DENVER 
KANSAS CIT'( 
SOL Mn t:.::>1' 1MPORT 

LAB 
.STAFF 

LOS .t.Nt::t=lt=S 

PA 	 SAN~' 

SEATTLE 
PACIFIC , IJ\Durv. 1 ur'\r-S'rv 

. PACJfK: 
HOURS PER ut"t:.tv.IIUN 92.9 
TOTAL HOURS 4181 

' FACTOR 950 
TOTAL .FTEs 4.40 

9. REMARKS 

~esol.. for PACs 42809, 42810, and 42811 are planned under PAC 42811 Clinicallnvestigators. 
Use above resources for Foreign Inspections as needed. 

"' are to be conducted only when assignments are received from CBER. 
Report accomplishment hours under appropriate PAC. 
Report Foreign lnspecUons under Operation Code 11. 

[Persortnel Types required: "'v"'"'llator 
FORM FDA 26.21a (10109) ORA .-- "~PL.A1." ....- ::iHt:t: t (Cont.nued) PAGE NO. 42-9 



Oc\ober t 

and Blood Products - 42 

PROGRAM/ASSIGNMENT CODE($) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

42845A,B,C m ORA o CENTER 0.5 

R DISTRICT/ 

E SPECIALIZED INSPI!C


G LABORATORY TIOKS 

I 

0 
N 

Investigation Hours or Foreign Inspections are planned, use above resources as needed. 

changed from 42830C,L to 42845A,B,C in FYOS 
14:.!:H4:lA Level 1 Inspections; 
142:845B Level 2 Inspections; 
14~:04ov Level 3 Inspections. 

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

PAGE NO. 42-10 



I'Y 2011 ORA WORK.PLAN 2010 
2. PPS PROJECT NAMEINUNBER 

Blood and Blood Products - 42 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 
42848A,F,G; 42848B,C,D Domestic & Foreign m 0 3.5ORA CENTER 

R 
E 

DISTRICT/ 
SPECIALIZED 

DOMES11C 
UCENSEO 

FOREJGM 
UCENSED 

G LABORATORY IHSP£C. IMSP£C. 
I TIONS TlONS 
0 
N 

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

14<!~-tsA Pre-Licensed Inspection- Plasma Derivatives; 
Level 1 CGMP Inspection- Plasma Derivatives; 

...~oOO>oo Level 2 CGMP Inspection • Plasma Derivatives. 

NEW PACs: 428438 Pre-Licensed Inspection -Recombinant Analogues; 

42843C Leval1 CGMP Inspection - Recombinant Analogues; 

428430 Leval2 CGMP Inspection - Recombinant Analogues. 


No separate resources are planned for Pre-License lnspecllons, Recombinant Analogues, use above resources as needed. 

resources are planned under PAC 42848F. 


FORM FDA 2621a (10/09) ORA PAGE NO. 42-11 



PROJECT SUMMARY SHEET 
FY 2011 

11. 1 LA 1 1:\:>UK ' I' PPS PROJECT t..IAUI=INIIU RI=A 

Biologics Vaccines and Allergenic Products- 4S 

4. FDA COMPLIANCE PROGRAMS AND ... 5. 6. OPERATIONAL FTE 

ASSIGNMENT 


l v'"~~;'"'"CODE UUMI:i>ll'-' IMPORTQ ''"'~Q

TOTAL 10.7 3.0 13.~ 

Prnn r.un<I 7.0 7.0 45-13 

Institutional Review Boanl~ 14~809 • 
<;nn""""' Contr.ICI~~n:b ()r-o n;,,.;, 145810 •and '"""'uu 


Clinical • 4~11 (7.0) 


2 I Lir.~nud ut~r• .,;,, I'ToduCIS 4o;JWIA F,G 0.4 0.3 0.7 45-14 

(Team" 

3 !Licensed Vaccine ProductS 45848B,C,D,H 2.7 2,'/ 5.4 45-15 

(Tearo 


Field Time 
 0.6 0.6 

• All :p.lanned under PAC 45811 . 

lORA PI .....,..I"RITFI I'PHONI'""""""""~a:~j~~~~~., L.:n !Harriet R. Gerber 301-7'""' ""' 
FORM f'DA 2622 110/091 PAGE NO. 45-12 



2010 FY2011 
. PROGRMVASSJGNMENT TITLE PPS PROJECT NAME/NUMBER 

Sponsor/Monitor/CROs, Clinical Investigators Vaccines and Allergenic Products- 45 

PROGRAM'ASSIGNMEIIlT COOE(S) 4. WORKAU.OCATION PLANNED BY OPERATIONAL FTE POSfTIONS 

45809-IRBs, 4581 0-Spon/Mon/C'R.Os, 
45811 Clinical 

m ORA 0 CENTER 7.0 

R DISTRICT/ 
E SPECIALIZED IHSPEC· 
G LABORATORY TIONS 
I 

0 
N 

·~·~~·u""'"' for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical lnvesligalors. 
above resources for Foreign Inspections as needed. 

l ln:si)EtcUc:>ns are to be conducted only when assignments are received from CBER. 
accomplishment hours under appropriate PAC. 
Foreign Inspections under Operation Code 11. 

FORM FDA 2621a (10109) PAGE NO. 45-13 



I'Y 201 I ORA 

PPS PROJECT NAME/NUMBER. PROGRAM/ASSIGNMENT TrTI.E 

spcction ofLicensed Allergenic Products (Post-Market & Pre-License) and Allergenic Products- 45 

4. WORK Al.LOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONSPROGRAPNASSJGNMENT COOE(S) 

0.745848A,F,G Domestic & Foreign m ORA o CENTER 

R 
E 

DISTRICT/ 
SPECIALIZED D<»fESU: FOitEJGN 

G LABORATORY MSPEC. INSI'EC.. 

I TlONS noNS 

0 
N 

Team Biologics Compliance Program In FY05- Inspection of Biological Drug Products (CBER) 

(Previously covered by PAC 45001 ). 
14:J>O'JOI-'. Pre-License Inspection - Allergenics; 

Level 1 CGMP lnspectlon - Allergenlcs; 
14:J>O'JO\:l Level2 CGMP lnspectlon • Allergenlcs. 

inspections will be perfonned by Team Biologics. 
IR4EISCIUTI::es are planned under PAC 45848F. Use resources as needed and report under appropriate PAC. 

PAGE NO. 45-14FORM FOA 2621a (10/09) ORA 



FY 
1, PROGRAM'ASSIGNMENT TrrtE PPS PROJECT NAME/NUMBER 

In~-pection ofLicensed Vaccine Products Vaccines and Allergenic Products- 45 

PROGRAM/ASSIGNMENT CODE(S) 4. WORKAIJ.OCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

45848B,C.D,H Domestic & Foreign m ORA 0 CENTER 6.0 

R DISTRICT/ 
E SPECLA.LIZED D0111iSTIC I'OREICN DOIIESTIC 

G LABORATORY INSPEC· INSPEC• IN'aSTl-

I TlONS TIOHS GATI!JtjS 

0 (HeMin) 
N 

Team Biologics Compliance Program in FY05- Inspection of Biological Drug Products (CBER) 
{Previously covered by PAC 45002}. 

14t>~lit:J Pre-License Inspection- Vaccines; 
1-tOIO"tD'-' level 1 CGMP Inspection - Vaccines; 
....,ootol.l Level 2 CGMP Inspection -Vaccines. 

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

Inspections will be performed by Team Biologics. 
'"''•"'-'•un"'"" are planned under 45848C. Use resources as needed and report under appropriate PAC. 
Field Investigation Hours may be used to assist any Team Biologics Program. 

PAGE NO. 45-15 



CENTER FOR DRUG EVALUATION AND RESEARCH 

RESOURCE SUMMARY 


FY 2011 


P PS 

NO. 


4li 

48 

!12 

$3 

56 

113 

88 

OPERATIONAl. FJES TOTAl 
OPERATIOHAL 

FT& 
PROJECTnTL.E OOIIESllC IMPORT FOREIGN 
OTAL 23U 37.9 97.7 367.0 

' 
NEW DRUG EVALUATION 11.0 14.0 25.0 

BIORESEARCH YOHITORING HUMAH DRUGS 52.0 21.2 73.2 

GfNERJC DRUG EVALUATION 6.0 11.0 17.0 

POSTIIARI<ETING SURYeUAHCE ANO EPIDEMIOLOGY HUilAH DRUGS 10.0 1.0 11.0 

DRUG QUAUTY ASSURANCE 128.t 37.• 50.5 217.3 

UNAPPROVED /IINJ MISBRANDED DRUGS 11.5 11.5 

INTERAGENCY COOPERATIVE ACni/ITIES 12.0 12.0 



PROJECT SUMMARY SHEET 
FY 2011 

1. PROGRAM CATEGORY '.!. PPS PROJECT NAt.EINUMBER 
Human Drugs New Drug Evaluation- 46 

4. FOA COMPLIANCE PROGRAMS AND ASSIGNMENTS 

TOTALt.:l 
I NDA Prc-Approvallnspectionsllnvesli.b'lltions 

- Domeslic(PDUFA) 

2 NDA Pre-Approval lnspectionsllnvcsligalions 

-Foreign (PDUFA) 

3 Pre-License Biotech (BLA)- (PDUFA) 

lnspedionsllnvestigalions • Domestic/Forcign 

4 Positron Emission Tomography (PET) Pre-Approval 

lnspcctionsflnvestigations 

5 . PROGRAM 
ASSIGNMENT 

6. OPERATIONAL FTE ' TOTAL~OPERAT10NAl 
COOE OOMESl1C IMPORT FORE.IGN FTEs 

11.0 14.0 25.0 

46&32/B/C 9.5 9.5 4tHJ2 

46832/B/C 13.0 13.0 4tHJ3 

46832M 1.0 1.0 2.0 46-()4 

46832P o.s o.s 46-05 

CENTER PROJECT WINAGEAAELEPHONE ORA PLANNER/TELEPHONE 
~een Alldetson. HFD-310: (301) 796-3309 Anita T. McCurdy 301796-4395 
FORM FDA 2622 (10/091 PAGE NO. 46-01 



FY 
. PROGRAM/ASSIGNMENT Trn.E 2. PPS PROJECT NAME/NUMBER 

Pre-Approvallnspectionsllnvestiga1ions- DomeS1ic (PDUFA) New Drug Evaluation - 46 

PROGRAM/ASSIGNMENT COOE(S) WORKAU.OCATION PI..ANNEO BY OPERATIONAL FTE POSITIONS 

46832, 46832B,46832C,46R845 m ORA o CENTER 9.5 

R DISTRICT/ CHEMIST OOIIESlJC 
E SPECIALIZED ON 00141!STIC IWIPI..ES 
G LABORATORY IIH!IPI"I~IN~ IIISI'.ECTIONI &AIIPLI! TOBE 
I (HOI.I~) COLL 
0 CHDI 
N 

(1)- Includes Microbiologists on Inspections. 

FORM FDA 2621a (10/09) PAGE NO. 46-02 



FY 

. PROGRNNASSIGNUENT TrTLE 

Pre-Approval Inspectionsllnvestigations - Foreign (PDUFA) Drug Evaluation - 46 

PROGRNNASSIGNUENT CODE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSrTIONS 

13.0(I) 46832, 46832B, 46832C, 468320 m ORA 0 CENTER 

R DISTRICT/ CHEIIIST 

E SPECIALIZED ON 

G LABORATORY IINS~ECTlO~isl INSPECTIONS 

I (HCUIII 
0 
N 

(1)- Use PAC 466320 to report wori< conducted under the President's Emergency Plan for AIDS Relief (PEPFAR). 

(2) - Report as follows: lnsps./Chem on lnsps under foreign operation code 11 , Pac Code 46832; 
M. Valid.- 46832; Profile ISCs & ISAs - 468328; Biotest ISCs & ISAs (not planned) if collected - 46832C. 

(3) - Includes Microbiologists on Inspections. 

FORM FDA 2621 a (1 0/09) PAGE NO. 4IX>3 



FY 2011 

. PROGRAM/ASSIGNMENT TffiE 

...-...... ._,.,,,..,u Biotech (BLA) Inspectionsllnvcstigations- Drug Evaluation- 46 

2010 

PROGRAM/ASSIGNMENT CODE($) 4. WORKALlOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

46832M m ORA o CENTER 2.0 

R DISTRICT/ 
E SPECIALIZED 11111-•~IOid INSPECnoNS 
G t.ABORATORY fcx.lgn 
I 

0 
N 

(1)- Includes Microbiologists on Inspections. 

FORM FDA 2621a (10/09) PAGE NO. 46-Q4 



FY 201 I ORA WORK!'LAN 	 Octob:r I, 20 1 0 

I . PROGRAM/ASSIGNMENT filE 	 2. PPS PROJECT NAME/NUMBER 

Positron Emission T omography (PET) Pre-Approval 	 New Drug Evaluation- 46 i$·flnv, i~>ations 

13. PROGRAM/ASSIGNMEN T CODE{S) 4. WORK AlLOCATION PLANNED BY 	 5. OPERATIONAL FTE POSmONS 

46832P 	 [K] oRA WCENTER 0.5 

JD. 	 1 

R DISTRICT/ 

E SPECIALIZED 
 1111==6G LABORATORY 

I 

0 	 111 
N 

TOTAL FIELD 

HI'Annl 

.STAFF 
NEW I'Nr.:.l nan 

NE 	 NEW YORK 

A J't::tnl.l AI . LAB 


WEAC 

STAFF 

BALTIMORE 
D 

,....,,.., lAT O 

CE 
UIWW.:&.,.... IC:: 

NEW JERSEY 

"""" Ani:I_PHIA 

FORENSIC CHEM. CTR 

.STAFF 

AT\ANTA 


SE FL ORIDA 


Joi§WORI FANS 

SANJUAN 

.LAB 
·~--~ . STAFF 

DALLAS 

sw 	 DENVER 


KANSAS CrrY 

SOl; ttvv= fiMPO_FIT_ 
 ~" ' 

.LAB 

.STAFF 


LOS ANt::!= I I=S 

PA 	 SAN 

SEATILE 
PACIFIC .u-.JRA rORY-SW. 

PACIFIC .l 

!HOURS PEA 2!):4 
!TOTAL HOURS 490 

'FACTOR 950 

ITOT AL ut"l ""' I fl~ 0.52 

19.REMARKS 

(1) - Includes Microbiologists on Inspections. Inspections are to verify that NDA applicant has facili1ies, equipment, controls, 


etc. so specified in the application. 


FORM FDA 2621e (10109) 	 ORA YYUKI'\tJ~ 4. SHEET (Continued) PAGE NO. 46-05 



PROJECT SUMMARY SHEET 

FY 2011 

1. I 1.-1\1 CI.OUr 2. PPS PROJECT NAME/NUMBER 
Human Drugs Bioresearch Monitoring: Human Drugs - 48 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. 6. OPERATIONAL FTE 
ASSIGNMENT inPJ::R.,TJONAL''"'~~ COOE UVMC.:.I ... ltdPORT FTEs 

TQ"TAJ. 52.0 21.2 73.2 ~ 
I .lnYivo ... : - MDAs & Nl)As 118001/A 6.0 6.0 48-07 

PDUFA (NDAs) (3.34] 


Foreign Jnspcctinns (In Vivo Rin<>nu;valcnce, 148001/A; 
 s.o 5.0 48-0B 

GLPs) • 148808 

I• Foreign :PEPFAR (AIDS Relief) 1480010/E; 


(planned under 48001A and 4~()QJ) 148808,488110 


2 D M 48-09 
Good I , D. (Non-Clinical Lab) 148808 l_.O 3.0 

Na1ional ExpertS (0.12) 
•• I . •"• 1 Review Board 7.8 .7.8 

<'. 1" . R~w• Organi1..ations, 148810 5.3 5.3 
IIJld M nnilnro 

3 Clinical In· l_i8811 29.9 16.2 46.1 48-10 

Na1ional Experts 10.11 

• - PEPFAR work is not planned •'"""•"'"'" NDA PEPFAR :ure planned under 4800I A and ANDA PI~PI'All 

•~>•nnrrM are planned under 48001 

... - R"""u"""" in the Radioactive Drug Rr.Ol'J>r"h Cv"'"""""' ( 4JHIOQA' have been r.niiAnw..i inlo lnorinot;nMl Review Board (48809). 

.... =<t PROJECT ,,......,ITJO:I o=PWnllll= I=O..,.,IIIC: 

~=~· Rhoads, (301) ~a, ~7 ..~..~ 1~;. 301-':'9t>-439;' 
FORM FDA 2622 110/091 PAGE NO. 48-06 



FY20ll 
PROGRAM/ASSIGNMENT TinE PPS PROJECT NAME!tlUI.4BER 

Vivo Bioequivalence ·Pre-Approval (POUFA) RinrP.<:J~rt,hMonitoring: Human Drugs- 48 

PROGRAM/ASSIGNMENT CODE(S) WORK AlLOCATION PLANNED BY OPERATIONAL FiE POSrTIONS 
48001 {ANDAs), 48001A (NDAs) [I] ORA D CENTER 6.0 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 
0 
N 

issued by the Center will identify the POUFA Pre-Approval High Priority Classification. 


estimate of percentage of lime for each PAC is: Non-PDUFA 48001 (ANDA) 35%, POUFA 48001A (NDA) 65%. 


FORM FOA 2621a (10109) PAGE NO. 46~7 



1. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

•r"'"''"" Inspections (NDA- PDUFA; ANDA- PRE-APPROVAL) Bioresearch Monitoring: Human Drugs - 48 

PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNEO BY OPERATIONAL FTE POSITIONS 

48001 ,A; 48808; 48001 48811D 0 ORA D CENTER 5.0 
NDA& 

1 

R DISTRICT/ FOIWGN FOREIGN 
E SPECW..IZEO 48001A 48DOI 
G lABORATORY NDA ANDA 
I IN~S 

0 (Pl)UfA) (PAE.-APf>VL) 
N 

) - Planned inspections include: 48001,A In Vivo Bioequivalence, 48808 GLPs (PDUFA), PACs 48001 D PEPFAR NDA 

Bioequivalence, 48001 E PEPFAR ANDA Bioequivalence, and 48811 D PEPFAR Clinical Investigations . 


Inspections under appropriate PAC, Foreign Inspections under Operation Code 11. 

PRIORITY for NDA Inspections. 

0 PEPFAR NOA Bioequivalence; 48001E PEPFAR ANDA Bloequlvalence; 488110 PEPFAR CllnlcallnvestigaUons. 


PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001. 

s are not planning separate PEPFAR wor1<. 


lln:s~tct~:>ns of bioequivalence manufacturers and clinical studies submitted in NDAs and ANDAs. 
audit under PEPFAR will be verified by on site inspections. 

FORM FDA 2621a (10109) PAGE NO. 4<H>8 



2010 
1. PROGRAMIASSIGNUENTTm.E PPS PROJECT NAME/NUMBER 

Laboratory Practices; lnstitutional Review Board; Sponsors, Bioresearch Monitoring: Human Drugs- 48 
Research 

PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 
48808, 48809,48809A,48810 0 ORA D CENTER 16.1 

R DISTRICT! NAT'\. EXPERT 
E SPECIALIZED GlJ> lilY~ 
G l..ASORATORY GATtOMS 
I (Hgon) 
0 - -·GLI'N 

Resources planned for Inspections may also be used for OSCs. 

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

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 4B001A (see page 48-3). 

1) - Institutional Review Board 
- 48809A: Resource (1 FTE) for the Radioactive Drug Research Committee (RDRC) is not planned separately. However, please 

use above resources as needed and report RDRC wortt under PAC 48809A. 
- Sponsors, Contract Research Organizations, and Monitors 

FORM FDA 2621a (10/09) PAGE NO. 48-09 



PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/HUMBER 

Investigators (PDUFA) Bioresearch Monitoring: Human Drugs- 48 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

48811 w ORA D CENTER %.1 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 
0 
N 

FORM FDA 2621a (10/09) PAGENO. 48-10 



PROJECT SUMMARY SHEET 
FY 2011 

~ '1 
'"''" '"'"'"'' !V 

:NuJmm Drug.o; 
2 PPS '"""""'"'" 1 ousu::o 

Oc:ncric Drug .t'valuation- 52 

4. FDA f"t"'I.IDI ~r.tl'!f' AND 
·~ 5 PROGRAM 

ASSIGNMENT 
6. OPERATIONAL FTE um&~~-"'TlOr...... ~ UUMt IJ.. IMPOR1 CV....<OO\>" _f!Es 

TOTAL 6.0 _!_1.0 17.01 
I ANDA n. 

_, .... •(PDUFA) 'i?R1?/R/C' 5.0 J.Q 52-12 

2 ,ANOA 0 
1-.· "J'l"~·"l " tions J.I:II.).I:II3:CJE 11.0 11.0 52-13 

Foreign 

3 osmon Emis~ion .... ·(PET) Pre-, S2832P 1.0 1.0 52-14 
ln~lin'ls/Jnv,.d;a.t;nnc 

PROJECT "~" C::PWnt.l""""''~" .& u~~~nn HPD-310: (30J)"'OIUVoll ~. 'l/\1. "'""' A'>nCt=:T. 
FORM FDA 2622 (10/09) PAGE NO. 52-1 1 



2010 FY2011 ORA 
1. PROGRAM'ASSIGNMENT TITlE 2. PPS PROJECT NAME/NUMBER 

ANDA Pre - Approval lnspectionsflnvesligations - Domestic Generic Drug E\'llluation- 52 

PROGRMVASSIGNMENT CODE(S) WORK All OCATION PlANNED BY OP'i:RATIONAI.. FTE POSITIONS 

52832, B, C m ORA o CENTER 5.0 

DISTRICT/ DOIIESTIC DOMESnc 
SPEClAI.IZED NIDAS DOMESTIC SAIIPL.ES SAIIPU!S 
LABORATORY TO IHSI'eCT SAIIPU: lOSE TODE 

COI.l loHAI.YttD ..UW.YZEO 
PROf'IU! 11101£ST 

FORM FDA 2621a (10109) PAGE NO. 52-12 



. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

Pre - Approval lnspcctions/(nve.~tigations- Foreign Drug Evaluation - 52 

PROGRAM/ASSIGNMENT COOE{S) WORK AU..OCATION PLANNED BY OPERATlONAI. FTE POSITIONS 

52832, 528328 ,52832C, 52832E IT] ORA D CENTER 11.0 

R DISTRICT/ 

e SPECIALIZED 

G LABORATORY 

I 

0 
N 

REMARKS 

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


- PEPFAR inspections included in total. Use PAC 52832E to report wori< conducted under the President's 

Emergency Plan for AIDS Relief (PEPFAR). 


ISCs & ISAs -528328; BiotestiSCs &ISAs under PAC 52832C. 

- Includes microbiologists on inspections 

- Samples are collected at foreign manufacturers. 

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


FORM FDA 2621a (10109) PAGE NO. 52-13 



FY 2011 ORA WORKPLAN Oclobcr I 20 II
11.PROGRAM/ASSIGNMENT TinE 12. PPS PROJECT NAMEJt.IUMBER 

n v.,.uvu EmissionTomography (PET) Pre-Approval IGenenc Drug Evaluation - 52~ l n •nrl't innco/T, LIUII~ 

3. PROGRM1/ASSIGNMENT COD£(S) '4. WORK ALLOCATION I'UINNEO BY !5.OPERATIONAL FTE POSITIONS 
52832P [TI ORA [TICENTER 1.0 

t>. 
R DISTRICT/ 
E SPECIALIZED NIDA 
G LABORATORY p~ 

I 
0 
N 

~--~~ ..-~ 
{11 

TOTAL FIELD ~ 
IHEAOOUARTERS 

STAFF 
NEW l=hll'll.&~~~n 

NE I NEW YORK 

. LAB 
IWEAC 
,.,.,,..,,... 

.STAFF 
I BALTIMORE 

CE I DETROIT 
,.,.,.,., ,, ""' LC:: 

1 NEW JERSEY 
, .,._.,,ant:~~,... 

:CHEM. CTR ,,.,.,,....,., 
.STAFF 

ATlANTA 

SE "' naon.o. 
NEW n DI<'A"'"' 

SAN JUAN 
,.,.,....~ 
,..,...,,. .LAB 

. STAFF 
DALLAS 

sw DENVER 
I KANSAS~fT'( 
SOIJ .IMPORT DISTRICT 

.LAB 
RF~IONAI. ST_N_F 

LOS ANGELES 
PA SAN FRANCISCO1 

ISEATTLE ,..,IPACFIC Rl=r.IONAL 

PACFIC .,lr'IT·I"'l'J 

!HOURS f'EB yn:rv.oourc_ 21,5 

!TOTAL HOUJ§_ 946 
~~·~ I FACTOR_lA 950 

~~o,!' .FTEs 1.00 
9. REMARKS 

l11)- Inspections are to determine compliance of establishments with GMPs prior to approval of pending ANDAs. 
ANDA bulk products are collected for profile analysis. 

FORM FDA 2621a (10109) ORA WO~KPLANNING :)Mt:.t: 1 (Continued) PAGE NO. 52-14 



PROJECT SUMMARY SHEET 
FY 2011 

1. CATEGORY 2. PPS PROJECT NAMEhiUMBER 
0l.luman Drugs ;,..,....... --····oSurveillance and Epidemiology: Human Drugs- 53 


4. FDA l"'.n..4Pli.AN~E PRnr.RAM!': AND ,, 5. PROGRAM 6. OPERATIONA1. FTE 
ASSIGNMENT 'm'~~ 

F~
OPE~CODE '_LJ_UMCi>lft. ~ 

TOTAL 10.0 __!!] 11.0]t.J
I ,...~.I 11 ofthe Adverse Drug I53001AID 8.0 l:.Q 9.0 53-16 

Exper"'"''" Reporting Regulation lUOii'"""" ·on:agn, 

2 ll"wn_;"""" RPnnrlino R...,,J,.tinn REMS (POl}FA) I53001C 2.0 2.0 53-17 

i PROJECT ti=PI-ll'lllll= I'PHON!= ~~~;;~: AM.o...nn "~0-:' "'; (301) .;;:: ·:;_,nn "'· ,--~-:;~~.A'!IM~ 
FORM FDA 2622 (10(09) PAGE NO. 53-15 



FY2011 October t 
. PROGRAM/ASSIGNMENT TITlE PPS PROJECT NAME/NUMBER 

IFr•fnlrl'.E>'mPJnt of the Adverse Drug E:~Cperience Reporting Regulation Pn<:tm,orlr••t;,.,,,. Surveillance and Epidemiology: Human Drugs- 53 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

5300JA, 530018 ( I) IT] ORA CD CENTER 9.0 

R DISTRICT/ 

E SPECIALIZED 

G LABORATORY 

I 


0 
N 

(1)- Report both Domestic and Foreign inspections under 53001A for Center-Initiated and 53001 B for District-Initiated. 

(2)- COER will issue one (1) forelgn inspection assignment for the REMS program. Work conducted for the REMS program 


should be reported to PAC 53001 C. 


will issue inspection assignments using a risk site selection model. The field should contact CDER for guidance 

a site selection is not from the COER model. 


FORM FDA 2621a (10109) PAGE NO. 53-16 



FY 201 1ORA WORKPLAN 	 October 1 20I 0 

11 . PROGRNNASSIGNMENTTITlE 2. PPS PROJECT NAME/NUMBER 

IRisk Evaluation and Mitigation System (REMS) Postmarketing Surveillance and Epidemiology; Human Drugs - 53 

!3. PROGFWNASSIGNMENT COOE(S) ~ - WORK ALLOCATION PLANNED BY 	 15. OPERATIONAL FTE POSITIONS 

53001C 	 D:JORA [I] cENTER 2.0 

Ia. 1 


R DISTRICT/ 

E SPECIAliZED 

G L.ABORATORY 
 ~~-~~·~· 
I 	 (1) 

0 
N 

_TOTAL FIELD 
W0:6IV'II • D'r"CD" 

.STAFF 


NEW ""'~' "'"'n 

NE NEW YORK 


~..~~ .LAB 


IWEAC 

.STAFF 


IBALTIMORE 

,..u.,.. ,,.,... 
,.., , .,..,.,. •To 

CE 	 -~-

'" 
I N~JERSEY

•nc• ....,,.I>Hil 

:CHEM~CTR 


In~"''"' 
 .SWE_ 

IAnANTA 


se FLORIDA 

NEW_ORII=AN!': 


ISANJUAN 

DCr.!II""-JAI.lAB 

'Rt=f'::lnNAJ. STAFF 
1 DAllAS 

SW I	DENVER 

KANSAS crrv 

SOUTliWEST IMPORT UJ>: ,,......, 


.L.AB 

.STAFF 


LOSANI:I=I ~=~ 


PA 	 SAN 

SEATILE 

PACIFIC I,_,. r-S'rv 
.....PACIFIC 	 · 

HOURS PER 66.C 

TOTAL HOURS 191~ 

t<:lnN FACTOR g5() 

TOTAL uM ,....., turv\L FTEs 2.0' 

9 . REMARKS 

1)- Because of the complexity and individuality of each REMS program, contact COER at least 2 weeks before conducting 

inspection. Forward EJRs directly to COER's Division of Risk Management and Surveillance (HF0-330). This program has 

one (t) foreign inspection assignment to be issued by COER using resources from the Adverse Drug EJ<perience Reporting 

Program (53001AJB). 

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

FORM FDA 2621a (10109) 	 ORA vvUKKt>LANNJNG SHEET (Continued) PAGE NO. 53-17 



11 

PROJECT SUMMARY SHEET 

FY 2011 

CATEGORY I'· PPS PROJECT NAME/NUMBER 
!Human Drugs Drug Quality Assurance- 56 

4. FDA ~mAP! IAIII~F PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE • TOT~QASSIGN~NT 1"\P<=R , 

CODE DOMESTIC IMPORT FOREIGN F'!~~ 
TOTAL 128.9 37.9 50.5 217.t.J 

I IDrug Process ·~- ..... S6002A.B,D• 64.9 64.9 56-19 
1.-.2 :Drug Proct."SS Ir :~M., .n• · ~ 42.0 42.0 _5§-20 

3 IDrug J>rocess l1 :-Gas Manufs. 9.0 9.0 56·21 

4 IDrug Procelis l1 ..~ - API Manufs. rr "=urelgt'IJ ;i6002F* 6.5 6.5 13.0 56-22 
:.tf\1\•n5 IDrugPr~ J ..~ · Biotech M1tnuf<>clurcrs1 6.0 6.0 56-23 ...6 rros1tron ~ ,, ·(PE1) I>T...A ,.,,..,va) -~· 0.5 o.s 56-24 

·" ion~ 

IDrug Quality "'· ·"· "ihlli'IIIA1 :and Testing Program 18.5 18.5 ''"' "'" .., 
IDrug Product Surv~>ill•n"*: • lll\(lOrt Drugs8 37.9 37.9 56-27 

9 !Drug Quality flHVIrti'lg System- DQRS S6021A/B 4.5 4..5 56-28 

10 of!U Drug ~ Act(PDMA) "if.llJ?/ A 2.0 2.0 56-29 
n11 11>. 

·~ : - ['), 56843 2.0 2.0 56-30 
. n .12 ID. ,;,..,;""'! . Foreign-· 56843 2.Q 2.0 56-31 

~13 """ 56001 5 5.0 S.() 56-32 
rOTellSIC Evaluation and Sample An•lv~i· i "ii'.R II111**••H. 10.0 10.0 56-33 

I* 56832, S6R359 

·- <;;t;R II'.4 S6R833, 99R.8_~3 

·-s6RS31 

:PROJECT UANAL;ERfTEV'~nNF F.PI-IC'ItJF 
" "'" ' ""' .t. nrl.-r<:nn UPn .110·' (i'll "'" ' """" ~~:a;. ,;:, ·-•'Vl1 ...-;;: A'JM 

FORM FDA 2622 110/091 PAGE NO. 56-18 



2010 fY2011 ORA 

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

Process Inspections - Domestic Drug Quality Assurance- 56 

PROGRAM/ASSIGNMENT CODE(S) WORK AllOCATION PLANNED BY OPERATIONAL FTE POSmONS 

56002,A-D,56832,56R359 m ORA o CENTER 64.9 

R DISTRICT/ DOMESTIC DOMESTIC ootoiESTlCE SPECIALIZED IIICROOH SAIIl'LE SAMPLES SAMPLES
G LABORATORY INSIPecTIOJ~SIINSP£CTIONS eou. lOBE TOBI!
I fHount) AHAI.YZI:D AHALYDiD
0 CHEll MICRON 

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

- DSCs not analyzed are documentary samples. 

- 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. 

FORM FDA 2621a (10109) PAGE NO. 56-19 



. PROGRAM/ASSIGNMENT TITtE PPS PROJECT NAME/NUMBER 

·gn Drug Inspection.~ Drug Quality Assurance - 56 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PI.J\NNED BY 5. OPERATIONAL FTE f'OSITIONS 

56002,A,B,C,D,56832,56R359 m ORA o CENTER 42.0 

R DISTRICT/ 
E SPECIALIZED 
G I..ABOAATORY 
I 
0 
N 

1)- Foreign inspecUons (DPI) are planned under 56002 and should be reported under operation 11 PACs 56002A, 
8, C, D, E, 56832 . 

• Time planned in this column may be used by chemists or microbiologists. 

FORM FDA 2621a (10109) PAGE NO. 56-20 



FY 20!1 ORA WORXPLAN Octobtt I 2010 
1. PROGRAM/ASSIGNMENT mLE 12.PPS PROJECT NAMEJNUM8ER 

!Drug Process Inspections. Gas Manufacturers (Domestic) !Drug Quality Assurance - 56 

13. PROGRAWASSIGNMENT CODE(S) 4. WORK AllOCATION PLANNED BY Is. OPERATIONAL ne POSITIONS 

56002E c=:JCENTER 9.0mORA 
Jll. 1 

R DISTRICT/ 

E SPECIALIZED PLANNED 


LABORATORY 

I 

0 


G ·~~v•-

N IliED~~ GA.! 

TOTAL FIELD ~ 
~l=anno •"'RTERS 

.STAFF 

NEW I=Wf.:I .ANO 


NE NEW YORK 

.LAB 

WEAC 
.STAFF 

BALTIMORE 

,...,.,..,.,,.,~_TI 

CE ut::IKUII 

LC: 

NEW JERSEY 

"'"'" an1=1 .,..,.. 


:CHEM.CTR 


STAFF 


ATV.NTA 
l'lnAr~<SE 
NEW QRlO:ANC: 

SANJUNI ......,.,..... . LAB 

lao:r."'w. . STAFF


) l oAUAS 
sw I DENVER 


KANSAS CIT'Y 


SOl 'IMPORT 


.LAB"''"'""""" 
Ia""'""""' . STAf'E 

ILOS ANGFl FS 


PA ISNI'""' ·~ ·~ 

ISEAT1\.E 

. l '..,,.,.., • .,.,.,., .,..,.
I PACIFIC 


I PACIFIC Rl't.:II'INAI. l.ABORA1 UK T-r<n 


HOURS cc;g "'""''V.TIO_III_ 30.0 

TOTAL HO\,IRS 8550 


'FACTOR 950
"'" TOTAL OPERATIONAL FTEs 9.00 

9. REMARKS 

1<1) • Total number of p lanned gas inspe<:tions in the Program for FY 2011. 

FORM FDA 2621& (10109) ORA WORKPL~NNING SHEET (Continued) PAGE NO. 56-21 



I'Y 201 1 ORA WOR.KPLAN October 

. PROGRAM/ASSIGNMENT TITlE PPS PROJECT NAMEJNUMBER 

Process Inspections - Active Phannaceuticallngredients (APls) - Quality Assurance- 56 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY 5. OPERATJOt,jAL FTE POSl'TIONS 

56002F m ORA c=J CENTER 13.0 

DISTRICT/ 
SPECIALIZED DOM£ST1C f'ON;IGH 
LABORATORY INSPeGTIOIIS liiSPEGTIONS 

(b) (?)(E) 


FORM FDA Z621a (10/09) PAGE NO. 56-22 



FV 2011 ORA WORJlPI AN ~b..,- I, 2009 
1. PROGRAMIASSIGNMENT TITtE 2. PPS PROJECT NAME/NUMBER 

Drug Process Inspections- Biotech Manufacturers (Domeslic) Drug Quali ty Assurance - 56 

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

56002M 	 W ORA c=J cENTER 6.0 

Ill· I 

R DISTRICT/ 

E SPECIALIZED 

G LABORATORY --~~ · ~~ 
I 
0 
N 

TO~ FIELD 	 78 
~.:.o.nntt.I\RTERS 

IRJ:t:::tnNA . STAFF 
NEW s::•u-.:1 ANn 

NE NEW YORK 

LAB 


IWEAC 


I REGIONAL STAFF 


I BALTIMORE 

,.u.,...• ,.,.... 

CE 
....... ,.., ........ tC: 


I NEW JERSEY 

D'"'" ..no=t """''" 
CHEM. CTR 


STAFF 


ATI.ANTA 


SE FlORIDA 

I_I\I_EW ORlEANS 
1 SANJUAN 
n.-,.,.,.. 

.LAB ............ 
 STAFF 


I DALLAS 


sw OEHVER 

IIWISAS CITY 


IS~EST t.IPORT 


.LAB 
·~,.,.... .STAFF 


ILOS ANG!"II=!':: 


PA 	 ISANr' 

ISEATU-E 


IPACIFIC ~ru""' . L .n~•T~ " ' ' 


' PACIFIC REGIONAL 

HOURS PERu.- : r<I\IIVN 72.9 
TOTAL HOURS 5686 

FACTOR 950 
TOTAl 01'"'~1 tQNAL -~ 5.99 

9. REMARKS 

FORM FDA 2621a (10/09) 	 ORA WORKPLANNING Stn::t: 1 (Commued) PAGE NO. 56-23 



Ocu>bc:t 20I 0 

PROGRAM/ASSIGNMENT TITLE Pf'S PROJECT NAME/NUMBER 

Process Inspections- Positron Emission Tomography (PET) Drug Quality Assurance - 56 

PROGRAM/ASSIGNMENT CODE(S) 

56002? 
WORK ALlOCATION PLANNED BY 

~ ORA II]CENTER 

OPERATIONAL FTe POSITIONS 

0.5 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

(1) 

) - Inspections are to evaluate the conditions under which drug products are manufactured, tested, packaged and held. In FY2011, 
•m•i:lnLmn;,urtms are required to adhere to USP <823>; 21 CFR Part 212 becomes effective December 2011. 

FORM FOA 2621& (10/09) PAGE NO. 56-24 



2010 fY 
1. PROGRAM/ASSIGNMENT TITlE 

Qualily Sampling and Testing Program Quality Assurance - 56 

. PROGRAMIASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSmONS 
56008A m OAA QJ CENTER 18.5 [4.3] 

R DISTRICT/ 
E SPECW.IZEO INVES'Il- DOMESTIC 
G LABORATORY CA'T10119 SAIIPLE 
I cou 
0 
,N 

) -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. 

(2) - NEW - Reporting Guidance: Report domestic-import sample collections and sample analyses under 56008A. 

FORM FOA 262111 (10/ot) nued) PAGE NO. 56-25 



FY 2011 ORA WORKPLAN Oc1obcr 2010 

1. PROGRAM/ASSIGNMENT HTtE PPS PROJECT NAME/NUMBER 

Quality Sampling and Testing Program Drug Quality Assurance - 56 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITlONS 

56008A m ORA ITJCENTER 18.5 {14.2] 

DISTRICT/ DOMESTIC DOIIESnc 

SPECIALIZED IllPORT 

LABORATORY SAMPU!$ 


TOBE 

NUJ.YZ£D 


FORM FDA 2621a (1010&) NING SHEET PAGE NO. 56-26 



2010 FY 2011 ORA 

1. PROGRAM/ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

Drug Product Surveillance - Imported Drugs Quality Assurance- 56 

PROGRA.WASSIGNMENT COOE(S) WORK AlLOCATION PLANNED BY OPERATIONAL FTE POSrTIONS 

56008H, 56R833, 56R824, 99R833 m ORA CENTER 37.90 
R DISTRICT/ 
E SPEC~~ED 
G ~RATORY 
I 
0 
N 

Reporting Guidance: 

Import Entry Reviews (electronic and manual- ope.ration code 14) PAC 56R633; 

Filer Evaluations (operation code 95) PAC 99R833; 

Follow-Up to Refusals 56R824, 63R824 

Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001, 63002; 

Report finished dosage fonn drugs and APis collected at the site of entry under 56008H. 


) - Import investigation hours are for filer evaluations, follow-up to refusals, label exams, and other operations 

as required by the District to rover program priorities. Districts should report time under the appropriate operation and PAC 

for the activities performed. 


Use CT PAC 56R84S only when specific CT wOOl. is performed. 

FORM FDA 2621 a (10109) PAGE NO. 56-27 



2010 

• PROGRAM/ASSIGNMENT TITLE 

Quality Reporting System (DQRS)INDA-Field Alert Reporting Quality Assurance- 56 

PROGRAMIASSIGNI\4ENT CODE(S) . WORKALLOCATI<Jtj PlANNED BY OPERATIONAL FTE POSrnoNS 

4.556021 A, 56021 B [TI ORA D CENTER 

R 
E 

DISTRICT/ 
SPECIALIZED DOMESTIC D<*ErnC 

G LABORATORY SMIPI..I! SAIIPI.£8 

I COU TOBE 
0 (Hou.-.) ANAl.VZEO 

N 

FORM FDA 2621a (10109) PAGE NO. 56-28 



FY 
. PROGRAM/ASSIGNMENT TITLE 

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

PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAl FTE POSITIONS 

56022, 56022A m OAA o CENTER 2.0 

R DISTRICT/ 
E SPECIALIZED DOtiSmC DOMESTIC 
G LABOAATORY SAMPLE SAMPI..!$ 
I COLL TO BE 
0 
N 

NtALTZEO 

FORM FDA 2621a (10109) ORA nued) PAGE NO. 56-29 



FY I ORA WORKPLAN Octobcd 2() I 0 

1. PROGRAM'ASSIGNMENT TITLE PPS PROJECT NAME/NUMBER 

Post-Approval Inspectionsllnvestigations - Domestic Quality Assurance - 56 

PROGRAM'ASSIGNMENT CODE(S) WORKAllOCATION PlANNED 9Y 5. OPERATIONAL FTE POSITIONS 

2.056843 m ORA o CENTER 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 
0 
N 

FORM FDA 2621a (10/09) PAGE NO. 56-30 



FY 2011 ORA WOR.KPLAN October I , 20 I 0 
11. PROGRAWASSIGNMENTTffiE 2. PPS PROJECT NAME/NUMBER 

Post· .,...u ,.,. Inspections/Investigations • Foreign 	 !Drug Quality Assurance- 56 

3. PROGRAM'ASSIGNMENT CODE(S) '4. WORt< ALLOCATION PLANNED BY 	 Is.OPERATIONAL FTE POSITIONS 

56843 	 I2J ORA CJcENTER 	 2.0 

lb. 

A DISTRICT/ 

E SPECIALIZED PI..ANH!O 

G LABORATORY 
 ·~~v· -
I 
0 
N 

T(J~FIELD ~ 
~!':.t.I'Vliii\RTERS 

.STAfF 

NEWJ:IoJt::IANrl 


NE NEW YORK 

D_.,,....,...., .LAB 

WEAC 

.STAFF 


BAl..TIMORE 

rouu•_,,..,., 

ICINCINNATI 


CE 

LC:: 

NEW JERSEY 
""""" •n.:. .,....... 


:CHEM. CTR 


.STAFF 


All.ANTA 


SE FLORIDA 


NEWORI-"'""'"' 
SANJUAN 

DC: f.::I,....., 
 .LAB 


.STAFF 


OAUAS 
sw 	 DENVER 


KANSAS CITY 

~tTrl-'" •r~T IMPORT 


.LAB 

·~· .STAFf_ 

LOS ANt".~' I Fl': 


PA 	 SAN FR. 


SEATTLE 

PACIFIC •r~~· .l.ABORI',.,....,. .,, 


PACIFIC • .I.ABORA1 VKT-N'IV 

HOIJRS Pf:B_ 40.0 
TOTAL HOURS 1920 

·~p'"'' I FACTO~ 950 
!QIAI.. .FTEs 2.02 

9 . REMAAKS 

FORM FDA 2621a (10109) 	 ORA··- ,.,. 4NNI~G SL ,_...; 1 (Continued) PAGE NO. 56-31 



FY 201 I ORA YTUn<P""' 	 October I, 2010 

2. PPS PROJECT NAME/NUMBER11 PROGRAMI-'SSIGNMENT TIT\.E 

lnh.,, ...a ... 1 Compounding 	 Drug Quality Assurance- 56 

13. PROGRAMIASSIGNU ENT COOE(S) 14. WORK Al.l.OCATION PLANNED BY 	 5. OPERATIONAL FTE POSITIONS 

560015 	 [DORA c=JcENTER 5.0 

ltl· 	 1 

R DISTRICT/ 

E SPECIAliZED IH$PEC· 

G LABORATORY T10ti8 

I 

0 
N 

TOTAL FIELD 

WI:.O.nl"ll 

. STAFF 
NEW ~:t.u:t .u.~n 

NE 	 NEW YORK 

REGIOtW.l.A8 

WEAC 

<>s:t: tnt.~"' STAFF 

BALTIMORE 
,....,,. ,,..,.. 
r""r""'IATI 

CE 
.IS 

I NEW JERSEY 

I PHU ontt DI.IIA 


~ct1EM. CTR 

STAFf 

AT\J\NTA 

SE 	 l'li'IRIOA 

: NEW ORt~S 

!SAN JUAN 
I DC,..,.. , • LAB 

. STAFF 

. DALLAS 

sw 	 DENVER 
KANSAS CITY. 

sou "IMPORT 


. LAB 

.ST~F 

, LOS ANC::I'I F!':: 
.,.~

PA 	 SAN 

SEAmE 

PACIFIC AI'"C::lnNAJ . LABOIVIoUl!!'_~: 


PACI~RO:t:lr.IAI . l 

HOURS PER l..lt"t;11A 1 85.0 


TOTAL HOURS 4760 


I FACTOR 950 

5.01 TOTAL~.~" .FTEs 

9 . .,., • • , .. ., 

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


1esung Program (56008A). 


Please note: District inspection allocation may be subject to change as a result of COER's site selection. 

FORM FDA 2621• (10/09) 	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-32 

http:REGIOtW.l.A8


I'Y 2011 ORA WORKPLAN 	 Ocu>bc:J l.]_QI 0 
1. PROGRAM/ASSIGNMENT TITLE 12.PPS PROJECT N~UMBER 

t:"or cn:m; Evaluation and Sample Analysis [Drug Quality Assurance- 56 

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

56R838, 56R831 [TiaRA c=J cENTEA 10.0 

R 
6. 

DISTRICT/ FOR~SIC 
E SPECIALIZED CHI!II 
G LABORATORY (Hollrs) 
I fORENSIC 
0 ,.,..., ll.t.'TVIN 

N 

TOTAL FIELD 

HEAOOUARTER,S_ 

.STAFF 

INEW I'Nr..I.AN!'l 

NE INEWYORJ< 

.LAB 
IWEAC 

.STAFF 

BALTIMORE 

CE 	 Ut: 111Ul 

..~"•""'.IS 
NEW JERSEY 
PWRM'It=l PHI.O. 

u~11.: CHEM. CTR 

.STAFF 

ATl.ANTA 

SE FLORIDA 
NEWnAl , .....<: 

SANJUAN .,.,,...,,..., 
.LAB 
.STAFF 

DAllAS 
sw 	 DENVER 

KANSAS CITY 

sou ' IMPORT 

.LAB 
.STAFF 

I LOS"'"'~'" C<: 

PA 	 SAN'""' 
SEATTI.E 

PACIFIC .l'"'"''.,.Tronv """ 

. PACIFIC . IJI<IutVI JUI'H•nY>' 

HOVM~B_ 
TOTAL HOURS 1205(1 
lr:c: I FACTOR 1205 
ITOTAI. U1"1:r<AJJUNIU. FTEs 10.00 

19.REMARKS 

!The hours planned above are estimates. Report Forensic activities under the appropriate PAC 56R638; 

PODs operation code 03, PetiUon Evaluation, Methods Development or Forensic Evaluation; 

IPODs operation 41 or 43 domestic or Import sample analysis, PAC 56R838 or OCI PAC 56R831 . 


FORM FDA 2621a (10109) 	 ORA ,.,...,,,.{PL~ ...._SHEET (Continued) PAGE NO. 56-33 



I 

PROJECT SUMMARY SHEET 
FY 2011 

PROGRAMCAI~:UVKT 12 ppS PROJECf NAMEh-IUMBER 
Human Drugs I Urlappr~wetl and Misbranded Drugs: -Human Drugs- 63 

4 FOA""'•.•. ~~OGRAMS AND 5. 6. OPERATIONAL FTE ' "' .~., . UOT~lOPE~~"'-
I UUMt:.>oiK.. IMPORT 

1'01'At 11.5t.J 
01 

I lnll:mcl. Health Fraud, & OTC Monographs 63001A, 6.5 65 63-35 

63001 2 

2 New Drugs Rx Not Covered by 1\pprt.vcd NDAs 63002 5.0 5.0 _63-3fi 

1 lnRA PI . I=PiolnNr:: ~~~j~~;:~~0.'Hn 1nl ~,;:~~NE 'Anita T." ·~ '-3oi:7~395 
FORM FDA 2622 110/091 PAGE NO. 63-34 



2010 rY2011 
1. PROGRAWASSIGNMENTTffi.E 2. PPS PROJECT NIIMEJNUMBER 

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

PROGRNNASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

6300 I A, 630012 m ORA o CEIIITER 6.5 

R DISTRICT/ 
E SPECIALIZED INVESfl. 0011i5TIC DOU!lmC 
G LABORATORY GAnON6 SAioiiPL£ 
I (H..,..) COLL 
0 
N 

(1) 

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

Report Health Fraud and OTC Monograph work to PAC 63001A. 
Report lnlemet Drugs wori< lo PAC 630012. 

FORM FDA 2621a (10109) PAGE NO. 63-35 



. PROGRAM/ASSIGNMENT TITLE 1>PS PROJECT NAME/NUMBER 

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

AAOORAMIASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITlONS 

63002 ITJ ORA D CENTER 5.0 

fl 
E 
G 

DISTRICT/ 
SPECIAliZED 
LABORATORY 

1/M!.tm. 
G.ATIONS 
(licMn) 

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

FORM FDA 2621a (10109) PAGE NO. 63-36 



PROJECT SUMMARY SHEET 

FY 2011 

[1. PROGRAM CATEGORY 1?. PPS PROJECT o.tAUI'n.IIIURJ:D 

Human Drugs ICA (Interagency Cooperative Activities)- 88 

4, FDA r.f'lMDt IANr.l= PROGRAMS AND 1::> 5. 6. OPERATIONAL FTE 
ASSIGNMENT uoo~OPERATION"'~ CODE DOMESTIC IMPORT FOREIGN Flli_ 

TOTAL 12.0 t 

I Shelf lifer. 1 Projects • 12.0 12.Q SS-38 
•see Data Codes Man ual for ,,,. 

project reporting PACs. 

1 r•I:U'\ l~t"T I A I J'J:)Wf'li,IJ' lORA PI AN"'E!V'fELEPiiONE ~~:A~.' HFC-140: ~-;-:;;,., .,.,.,., [Ani~T. McCurdy ](ll_-1_964395_ 
FORM FDA 2622 (10/091 PAGE NO. 68-37 



F'(2011 ORA Wl1~~PI HI October 1. 2010 
1. PROGRAM{ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

[Shelf Life 8ttension Projects , Cooperative Activities - 88 -~ 

[3. PROGRAM/ASSIGNMENT CODE(S) 14. WORK ALLOCATION PLANNED BY [5. OPERATIONAL FTE POSITIONS 

All Appropriate PACs [TIORA CJcENTER 12.0 

5 1 
R DISTRICTI DOUI!STIC 
1: SPECIALIZED SAMPlES 
G LABORATORY TO BE 
I AMAI.Yz:ED 
0 CHEIII 
N '""""'' 

TOTAL FIELD ~ 
"'""'""" 

.STAFF 
NEW c..,,, ,..,n 

NE NEW YORK 
..Cr>lf\1 .LAB 

lwEAC 
STAFf_ 

IBAl_TIMOR!: 

,....,,..,..,"'A'T'l_ 

CE U~ KUII 

·~ 1.<;: 

I NE1t\' JERSEY 
I PI-In Ar'IR PI-llA 

:CH~.CTR 

.STAFF 

ATLAHTA 

SE FLORIDA 
NEW I"'QI ~AN~ 

SANJUAN 
. ~~t:II'WA . LAS 

.STAFF 

DALLAS 

SW DENVER 
KANSAS CI'TY 

.SOUTHWEST IMPORT DISTRICT 

. LAB 
IREGIONAl STAFF 
I LOS ANr.ll=l ~=~ 

PA I SAN 
ISEATTLE 

I PACIFIC 

I PAC:_IfiC "" 
HOURS PER "'""""'•'""• 
TOTAL HOURS 14160 

FACTOR 1180 
TOTAl un:.IV\ ' . FTE& 12.00 

9. REMARKS 

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

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


FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 88-38 



CENTER FOR VETERINARY MEDICINE 

RESOURCE SUMMARY 


FY 2011 


OPERATIONAL FTES TOTAL 
OPERATIONAL 

PPS FTEa 
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN 

TOTAL 108.5 17.3 6.3 132.1 

88 PRE-APPROVAL EVALUATION OF NoiiMAI... DRUGS AND FOOD ADDITIVES 5.5 4.2 9.7 

11 MONITORING OF MARKETED ANIMAL DRUGS. FEEDS AHO DEVICES 103.0 17.3 2.1 122.4 



PROJECT SUMMARY SHEET 
FY 2011 

1. PROGRAM CATEGORY 

Animal Drugs and Feeds 

4. FDA COMPLIANCE PROGRAMS AN() A$SfGN'-ICI>ITS 

TOTAL ~ 
I NADA Pre-Approval lnspeclion 


2 Bioresearch Moniwring 


(Pre-Market) GLP 


• (Pre-Marlcet) SponfMon/Coo 


(Pre-Market) Clinical Invcst.iga.lors 


• 6881 0 is planned under 68808 

2 PPS ~OJECTNAMEINUt.IBER 

Pre-Approw1l Evaluation of Animal Drugs and Food Additives- 68 

5. PROGRMi 6. OPERATIONAl FTE 

ASSIGNMENT uoc~
OPERATIONALJ.:.J 

' 
CODE DOMESTIC IMPORT FOREIGN FTEs 

5.5 4.2 9.7 

68001, 68001G 1.1 3.8 4.9 68-2 

4.4 0.4 4.8 68-3 

68808, 68808G (2.0' (0.2) (2.2) 

6881 0,688IOG 

6881 1,6&811G (2.4) (0.2) (2.6} 

' 

CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE 
~eremy Robhi 240-276-9227 MichcUc Bukowczyk 30I·796-4392 

FORM FDA 2622 (10109) PAGE NO. 68-1 



. PROGAAM/ASSIGNMENTTffi.E 

FY 2011 

2. PPS PROJECT NAMEJNU'-ABER 
2010 

Pre-Approval Inspections Pre-Approval Evaluation of Animal Drugs and Food Additiv~~8 

PROGAAMIASSIGNMENT COOE(S) 

68001, 6&001G 
WORK AI..LOCAnON PLANNED BV 

[]] ORA m CENTER 

OPERATIONAL FTE POSITIONS 

4.9 

R 
E 
G 
I 
0 
H 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

FOIIEIGfl 
INSf'EC. 
llONS 

DOIIESTIC 
INSI'E<:

TIONS 

CHII!IIIST 
OH 

IN SP 

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

•wnn.rcn,~n Source: FACTS database (registered firms in IND 56, 67, and 68; Wor1\Joad Obligation Is "Yes• and Status is "Operational".) 

FORM FDA 262111 (10109) PAGE NO. 68-2 



PY 2011 ORA WORJ<PLAN Octobcr I 20 l0 

2. PPS PROJECT NAME/NUMBER 

Sponsor-Monitors, Clinicallnvcstigalors (Pre-Market) Pre-Approval Evaluation ofA nimal Drugs and Food Additives- 68 

4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSn"IONS 

PACs 68808, G. 68810, G, 68811, G [TI ORA CJ CENTER 

PROGRAM/ASSIGNMENT CODE(S) 

4 .8 

DISTRICT/ FOII.EJGN FOR£1GN DOMESTIC DOUESllC 

SPECIALIZED 01$1'£(;. IHSPEC.. DISI'I!C· DISP1!C· 
'-'BORATORY TIOHS TIONS TIOHS TIOHB 

611811 88111 6la8 641111 

PAGE NO. 68-3FORM FDA 2621a (10109) 



PROJECT SUMMARY SHEET 
FY 2011 

1. PROGRAM CATEGORY 2. PPS "u~o::-. NAME/NUMBER 

Animal Drugs and Feeds Pre-Approu<>l Evaluation of Animal Drugs a.nd Food Additives- 71 

4. FDA r";QMP'-IANr.~ PRnr.RAM.C: AND "' 5. t'l<UI.>I<AM 

ASSIGNMENT 
6. ~'""' I "-'""'- FTE 7. TOT~ ~ OPERATIONAL ~ CODE LIUMt:::> Ill.. IMPOFr FTEs_ 

TOTAL 103.0 17.3 2 .1 ~ 
I !Aninoal Drug 71001 11.2 0. 1 1.7 13.0 71-5 

2 Feed 71003A-K 19.3 6.3 25.6 71~-S 

3 Feed 71004,A 4.7 0.4 5.1 71·9 

4 illlegal Drug Rc:siduc:s in Meal and Pouluy 71006.M 38.3 38.3 71·10 

5 . Feed Ban Rule<BSEl ProllJ11lll • 71009,71R843 22.2 10.9 33.1 71-11-13 

li M"'hntl~ Validet 1Prc!~ 71R816 s.o 5.0 71-1 4 

7 and Sample Analysis 71R838 1.0 1.0 71-15 

8 ,Center lnitial_cxl 71 V800 1.3 1.3 71 -~ 

I•Includes: 7 1R833, 7IR844, OORR~i and 7J R824 

I PRn.n:=r.T •• I=PI-InNF lORA PI ANNF A ITFI F~nlllt= 
~~~;~otJbl2~ij_2., D-1_~.·~ .. ~ ':.· ·~·· · --~·Jol-7%-4392 

FORM FDA 2622 (10109) PAGE NO. 71-4 



2010 

13.0 

FY 
1. PROGRAM/ASSIGNMENT TITLE 

Drug Manufacturing Inspection/ Type A Medicated Articles of Marketed Animal Drugs, Feeds, and Devices - 71 

PROGRAM/ASSIGNMENT COOE(S) WORK Al.LOC...TION PLA.NNED BY OPERATIONAL FTE POSITIONS 

PAC'S 71001, A, B, 71005. A IT] ORA IT] CENTER 

R 
E 
G 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

FOREIGN 
DISPEC. 

TIONS 

OOIIElmC 
IHSPEC· 
TK»>S 

CHEll 
ON 

DISPEC 

DOMESTIC 
SIUIPLE 

cou. 

IllPORT 
fiElD 
I!XAUS 

0011~ 

lWIPLES 
TODE 

1 NW..VZI!D 
0 
N 

(Houra) CHE• 

- Foreign Inspections spread by Division of Field Investigations, DFI. 
• 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. 


for Type A Medicated Articles Program (71005/A) are now under 71001. 


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

FORM FDA 2621 a (1 0109) PAGE NO. 71-5 



PY 2011 ORA WORKPLAN October I 

. PROGRAM/ASSIGNMENT TITLE NAME/NUMBER 

Contaminants- Domestic IM<onitoning ofMarketed Animal Drugs, Feeds and Devices- 71 

PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

71003 A-K m ORA o CENTER 25.6 [7.5] 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 

0 
N 

shaded area serves as a guide for the districts on the specific types of samples that should be collected in order to match 
•..,.,mr~P"' expected by the laboratories for analysis. 

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

analysis. 
EXPECT THREE CENTER ASSIGNMENTS: 
1. Continuation of the assignment for collecting Direct Human Contact Feeds and analyzing for Salmonella. For more details 

please see the asslgnmenl 
2. ConUnuaUon of the CFSANICVM assignment for Melamine in pel foodlfeedlfeed ingredients [71R854] . For more details, please 

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

Salmonella. 
"'u'•vu•-~ in distilled grains (DOG) may not be reissued, if not use resources for metals/pesticides/dioxin sampling as needed. 

~·~~ftft,...,. to issue a dioxin assignment, using planned dioxin resources. 

Wori<load 


71-6 



1. PROGRAM/ASSIGNMENT TITLE . PPS PROJECT NAMEMUMBER 

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

PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PlANNED BY OPERATIONAl.. FTE POSITIONS 

71003 A-K IT) ORA D CENTER 25.6 [11 .8) 

DISTRJCT/ DOIIESTIC DOIUST1C DOIIESTIC OOIIUTIC DOMEIIT1C oouesnc: OOIIESTIC 
SPECIALIZED $-UU'U;S SAMPLES SAIIPI.ES SNIIPI.ES IIAIIPUS SAIIIPL£S 
LABORATORY TOBE TOBE TOBE TOllE TOBI! 

NIALVZI!D AHALYZI::D AKAI.VZI!D NW..VZI!l> AICAL.YDOD.._ ,.._...Mrco lllc.ro lllc:ro 

FORM FDA 2621a (10/09) nued) PAGE NO. 71-7 

http:SNIIPI.ES
http:SAIIPI.ES


2010 

PPS PROJECT NAME/NUMBER 

Contaminants- Import IMt~nitorirlJ! ofMarkclcd Animal Drugs, Feeds and Devices- 71 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY OPERATIONAl FTE POSITIONS 

71003A-K [TI ORA 0 CENTER 25.6 [6.3) 

R DISTRICT/ IllPORT ~ ~ IllPORT ..,OftT IIU'ORT Ill PORT 

E SPECIALIZED SAilPl.£ ~ ....... f1E1.D Slla!Pt.ES SAIII'1..£S SAMPlES 


G ~RATORY cou. CQU COl.L COLL EXMIS TO liE TOllE T081! 

I a. AI4Al..YZJ!SJ ANALYZED ANALYZED,..... --= 

Ct.em lllcro 
N 
0 -

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

lsamll1les expected by the laboratories for analysis. 

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

animal feed/ ingredients. 

FORM FDA 2621a (10/09) PAGE NO. 71-8 

http:Slla!Pt.ES


2010 FY2011 ORA 

. PROGRAM/ASSIGNMENT TITtE 2. PPS PROJECT NMIEJNUiwiBER 

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

PROGRAM/ASSIGNMENT COOE(S) WORKAlLOCATION PLANNED BY OPERATIONAL FTE POSITIONS 

PACs 71004, A m ORA [2J CENTER 5.1 

R DISTRICT/ FOREIGN DOIII!&'TlC DOIIESTlC ooueSllC 
F. SPECIALIZED INSPEC· INSPEC· SAMPLE SAMPLES 
G LABORATORY TIONS TIOH8 cou. TOBI! 
I NIAL'rZED 
0 (CHEIII) 
N 

Non-potency feed sample analysis should be charged to 71 003 AlE. 

are 363 State Conlract inspections. Charge inspectional time for these contracts under 71S004. 


fOJ audit inspections are in the BSE program (71009) under "Technical Support• hours. 

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


ll':l"""'"'d area serves as a guideline for Districts on the specific types of samples thal should be collected In order to match 
tsamples expected by the laboratories for analysis. The remaining 45 collected samples are available for documentary collection. 

FORM FDA 2621a (10109) PAGE NO. 71 ~9 



PROGRAM/ASSIGNMENT TfTl_E 

Residues in Meat & Poultry 

Pf'S PROJECTNAME/NUMBER 

Mnmttmng of Market Animal Drugs, Feeds and Devices- 71 

PROGRAM/ASSIGNMENT CODE(S) 

71006,M 

WORK AlLOCATION PLANNED BY 

CD ORA CD CENTER 

OPERATIONAl FTE POSmoNS 

38.3 

R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

DOMESTIC 
INSPE.C. 
TIOfjS 

DOMem<: 
SAMPLE 

COU. 

DOIIU11C 
IIAJIIPU! 

COU. 

IIILK 

DOMI!IITIC 
SAUPLEB 

TOle 
ANAL\'2£0 

IIILK (Houri) 

TI!C!I 
SUPPORT 

(Hou,.l 

Center will issue FACTS assignments to request Federal inspections when the risk score of the residue reported by FSIS 

leJC:ceE~s the annually calculated budget-defined risk-infonned threshold. 

1) - Documentary samples collected during inspections. 

- 900 Milk samples will be collected by lhe FDA and analyzed by regional laboratories. 

-Planned analytical time may be converted to methods validation and methods development (Including bridging methods} perCVM's 

lr.lltnr.lttrnutr.A~ Methods validation and methods development worlc: will be assigned by CVM. Report lime under OP 3. 

-Tech support hours include supportlng state activities under Illegal Residues in Meat & Poultry and time for Tissue Residue Monitors. 

may Issue assignments as well, but because resources for this program are limited, Districts should 

scuss issuing other assignments with CVM to determine if they fall within CVM priorities. 

Source: Resource distribulion is based on the CVM risk model for ranking residue violaUons in this program. 

PAGE NO. 71-10FORM FDA 2621 a (1 0109) 



fY 20!1 ORA 

. PROGRAM/ASSIGNMENT TITl.E 

min ant Feed Ban Rule/ BSE Progr<~m 

PROGRAM/ASSIGNMENT COOE(S) WORK AllOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

71009,71844, 71R843 m ORA [KJ CENTER 33.1 [30.2] 

R DISTRICT/ OOIIESnc DOIIESTIC IIIPOIIT lloiiPORT OOIIESnC Ill PORT IMPORT DOIIEsnc IMPORT 
E SPECIAI..I2ED IHSI'EC· INVES"f''.. EHTRY INVE&'f'l.. SAII&PU: FIEU> ~S SAMPU:IIAAI'I...! 
G LABORATORY TlONS CATIONS REVIEW GAllONS COLL cou. I!XAIIS TOBE TOBE 
I AHAL'YZI:D AHAI.YZJ!D 

0 (Hours) (H"""') (Haur11] CHEM CHEll 
N 

(b ) (7 )(E ) 
(1)- Inspections of performance goal firms with estabRshment types for renderers, protein blenders, and feed mills should be covered 

per year and other establishment types handling or not handling prohibited material as specified in \he lnsped.ional priorities listed on 
next page. 

(2) - Domestic Investigation Hours are to be utilized for OEI Improvement with a focus on searching for new firms that fall under the high 
Jca1teg1ory. Report CVM State Contract Inspection Audit time under 71 R843 Operation 13 (Investigation Operations) 

- Reporting Guidance: Import Entry Review (Electronic and Manual-Operation Code 14, PAC 71 R833); Filer Evalua1ions (Operation 

Code 95, PAC 99R833); and Follow-up to Refused Import Entries {PAC 71 R624). Includes time for mail courier review. 


- Import Investigation Hours are for filer evaluations, follow-up to refusals, and other operations a.s required by the District to cover 
m priorities. Districts should report time under the appropriate Operation and PAC for the activities performed. 

FORM FDA 26218 (10/09) (Continued} PAGE NO. 71-11 



N 2011 ORA WOlii(PJ -""' 	 October 10 201 0 

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

R , '" Feed Ban Rule/ BSE Program Monitoring ofMarket Animal Drugs, Feeds and Devices- 71 

13.PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNED BY IS. OPeRATKlNAL FTE POSITIONS 

IZ)cENTER 	 33.1 (2.9}PACs 7!0~i~tr? 71R843 	 W ORA 
(99R833, '1 R824, 

R 
16, 

DISTRICT/ 
v 

TECtiNICAL 

E SPECIALIZED SUPPOin' 

G LABORATORY 
I 
0 (H_..) 
N 181 

TOTAL FIELD ~ 
UCAN"\11"-RTERS 

Iocr>on. .5rAFF 

I NEW ENGlAND 

NE 	 I NEW YORK 
I R l"l'1:1nt.IAI_LAB 

IWEAC 
·~- . STAFF 

I BALTIMORE 

CE U I: IKUI 

It<: 

I.NEW JERSEY 

I....," "n"" PWLt. 

',., :CHEM.CTR 
l ~:>r::nnNA .STAFF 

I AT\..AHTA 
o:'l n Aon .&SE 

NEW n<>o """'" 
SANJUAN 

. LAB 
·~...,....... .STAFF 

IDAllAS 
SW 	IDENVER 

IKANSAS CITY 

ism ' IMPORT Lll::. I K ll. 

. LAB 
. srAFF 

I LOS ...,,, ,., 

PA ISAN 

ISEATTLE 
! PACFIC Dcnonu&. LABORA' ~~~w 

I PACFIC A.:nlnNA .1ABOfV:1...,. ,...,.. 

!HOURS PER OI'E:RATION 

TOTAI. HOURS 2748 

'O•IFACTOR 950 

TOTAL . FTEs 2.89 

9. ~..... · ~~"' 


(5 ] - Technical support hours include supporting slate activities under the Ruminant Feed Ban Regulation and supporting state acllvilles 


under the Feed Manufacturing Program, 71004. These hours also include resources for audits of state contract inspections. 

FORM FDA 262111 (10/09) 	 ORA WORKPLANNING SHEET (' tinued) PAGE NO. 71-12 



FY 2011 ORA WORKPLAN Oc!Dba I 2010 

CONTINUATION SHEET 

1. PROGRAIWASSIGNNENT TrrLE 2. PPS PROJECT NAMI:hjUMBER 

Ruminant Feed Ban Rule/BSE Program Monitoring ofMarketed A nimal Drugs Feeds and Devices -71 

19. Remaf'1(s 
Inspection Priorities. 

The first inspectional priority under this program is to inspect those firms that have a violative history classifed by the FDA • Official Action 
Indicated" or OAI. These inspections should be conducted with the intent that regulatory action will be pursued should the finn be unwilling or 
unable to take immediate actions to correct the Violations. CFR 589.2000 pertains to a variety of firms and animal product operations that 
involve manufacture, distribution, transportation, and feeding of animal feeds. Although the intent of the rule is to ensure 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 nol 
necessarily involve ruminant feeds or the feeding of ruminant animals. lnspectional resources for surveillance are to be spent covering those 
finns or Industries potentially having the most adverse affect on BSE prevention efforts should non-compliance with regulations be 
encountered. In planning and prioritizing inspections, the following firm/industry types should be considered, in order of descending priority: 

Follow-up to 'OAI' inspections 

Firms that have a violative history 

Finns handling prohlblled materials (Renderers, Protein Blenders, and Feed Mills) 

Rendering operations 

Prolein Blenders 

Commercial teed mills (licensed and unlicensed) 

Animal feed distributors/retailers {ruminanl feeds involved) 

Pet food/animal feed salvage operalions 

On-farm feed mixers (ruminant and non-ruminant animals on fann premises) 

Haulers/transporters of animal feeds (ruminanl feeds involved) 

Ruminant feeders (dairy catlle) 

Ruminant feeders (ruminants olher than dairy cattle) 

Animal feed distributors/retailers (no ruminant feeds involved) 

Haulers/transporters of animal feeds (no ruminant feeds involved) 

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


(10109) PAGENO. 71 -13 



2010 I'Y 2011 ORA WORKPLAN 

PROGRAM/ASSIGNMENT Trn..E 

IMeth,ods Validation 

PROGRAMIASSIGNI.ENT CODE(S) ~ - WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSmONS 

71R8 I6 CD ORA c=J CENTER 5.0 

R DISTRICT/ WEll\008 APPIJED 


E SPECIALIZED VAUOEV TECHNOLOGY 

G LABORATORY Cfii!M CI!HTEA 


I CHEM 

0 
 (Hou,.( (.......,.) 


N 


orldoad Source- Determined by Division of Field Science, ORO 

FORM FDA 2621a (10HI9) PAGENO. 71-14 



FY 20 I I ORA \llt\D ll'PT •" Ocloba t ,2010 
1. PROGRAM'ASSIGNMENT TITLE .2. PPS PROJECT NAME1111UM8ER 

,...._,._,..,,... Evaluation and Sample Analysis ,K, , ;,, orMarket Animal Drugs, Feeds and Devices- 71 

13. PROGRAM/ASSIGNMENT COOE(S) I"· WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

71R838 ITJ ORA 1.0ITJceNTE.R 

i~>· 

R DISTRICTI ~OIII!NSIC 


E SPECIAliZED ANALYSIS 

G LABORATORY CHlllll 

I 

0 (Hoo.n) 

N 


TOTAL FIElD 
I-IJ:Annii~TERS 

.STAFF 


NEW ENGLAND 


NE NEW YORK 


.LAB 


WEAC 


.STAFF 


BALTIMORE 


,...............TI 


CE LJt I KUII 

1<: 

NEW JERSEY 

1>1-<1 PHIA
an~ 

:CHEM.CTR 


.STAFF 


ATlANTA 


SE FLORIDA 

Newn... ~:.ao..Lc:: 


SANJUAN 


REGIONAL LAB 

,,..,...,, 

STAFF 


DAI..LAS 


sw DENVER 
KANSAS CITY 


SOl ' IMf'ORT Ut:;IKI\. 


,..,,.,,n.,At. LAB 

..... STAFF 

LOS ....,,,, o::c:: 


SAN'"~PA ·~·""" 

ISEATlL£ 
.,,.PACIAC 

PACIFIC <><="'""' 
HOURSPEJi 

TOTAL HOURS 1205 
I.A.. IF ... CiQ!l 1205 
TOTAL ~n:KA I tONAL FTEs 1.00 

9. REMARKS 

FORM FDA 2621a (10/09) ORA ··-·wi.t"LAII.If\IING SHEET Continued PAGE NO. 71-15 



FY 2011 ORA WORKPLAN October 201 o 
. PROGRAM/ASSIGNMENT TrTLE 

Initiated Assignments 

• WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSITIONSPROGRAMIASSIGNIIIENT COOE(S) 

1.371V800 W ORA (2] CENTER 

R DISTRICT/ 
E SPECIAliZED 
G LABORATORY 
I 
0 
H 

resources include time for lnvestlgatlng pet turUe establishments, and to inspect pharmacies compounding animal products and to 

lnArfnrm Generally Recognized A3 Sare (GRAS) inspections. 

CVM will issue assignments for GRAS inspections based on the need to verify data submitted by lhe firm. The current distribution of 

these inspections is subject to change, depending on the location of firms that require verification of their data. 

71V800 WOI'kioad Source: Based on a pro-rate inventory in Feed Manufacturing, Feed Contaminants and Pre-Approval programs. 

PAGENO. 7H6FORM FDA 26218 (10109) 



CENTER FOR DEVICES AND RADIOLOGICAL HEALTH 

RESOURCE SUMMARY 


FY 2011 


PPS 

NO. 


81 

82 

83 

11-4 

85 

86 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTE• 
PROJECT nll.E OOMESnC IMPORT FOREIGN 
TOTAL 181.9 62.9 29.2 274.0 

POSTMARKETASSURAHCE : DEV~ES 0.5 0.5 

COMPLIANCE: OEV~ES 110.0 54.4 22.6 187.0 

PRODUCTEVALUAnON : DEV~ES 30.4 4.& 35.0 

SCIENCE: DEVICES 5.7 5.7 

MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA) AUlliORilY 14.5 0.1 14.6 

RADIATION CONTROL AND HEALlli SAFETY ACT (RCHSA) AUlliORITY 20.8 8.5 1.9 31.2 



1 

PROJECT SUMMARY SHEET 
FY 2011 

CATEGORY 12. Pt>S :""""""'" ' NAME/NUUBER 
M ..flir"l Devices and Radiological Hc<~hh PO:>tmarkc:t As!.'Urance: Devices - 81 

~ 
4 . FDA C:OMPI 1ANC:F iANO I<;> 5 PROGR.Al. 

, .. ., , I J 
6. UM::t<l\ IIUNI'IL FTE 

DOMESTIC IMPORT 
,..2.~?~...~ ~~· ~·~~~ 

TOTi\1. 0.5 0.5 

1 Medical De,·ice Probl~ RCJ'I)rting MDR Follo·... -Up 181 010 0.5 0.5 81-2 

1 'PRn.~l':T ..,.., , '"~~~~ """"""'" lORA PI ANNI=AITI'l I'PHnt.ll' 
~,NSu~:nN. Gardner '240-27o-33S I IJobn Avctini•n 301-"9o-4:'194 
FORM FDA 2622 (10/09) PAGE NO. 61-1 

http:I'PHnt.ll


PROGRAM/ASSIGNMENT CODE(S) 

81010 

WORK.ALLOCATION A..ANNED BY 

ITl ORA D CENTER 

OPERATIONAL FTE POStTIONS 

0.5 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

INSPEc
TK»>S 

INVEST!
GA'TIONS 

(Ho<.Q) 

OOIIESTIC 
!lAioll'lE 
cou. 
CHEM 

3 

DOMESTIC 
SAMPLE 

COLL 
STER 

DOUESTIC 
SAMPLE 

COLL 
ENG 

DOMESTIC 
SAIIPLEI 

TO&E 
ANALYZED 

CHI!M 

DOioti!STIC 
SAM~l.ES 

TOSE 
ANALYZED 
~R 

DOMESTIC 
SAIIPLI!S 

TOBE 
ANALYZED 

aiG 

}-Inspections may be based on direct Center assignment, as a result of receiving problem reports which are significant, or when a defect, 
Injury, or dealfl that has been reported dlrecUy to a district requires followup. 

•vestls;1a1ion1al hours for MDR followup at medical facilities. 
.'n.P..tfnrrn:~nt-:A testing of chemical and serological test kits. 

1-Sitenlttv lestlng lo conlinn reports of defective packaging and gross bacterial contamination of fillfl. 

samples to confinn reported defects. 


FORM FDA 2621a (10/09} PAGE NO. 81-2 



I 

PROJECT SUMMARY SHEET 
FY 2011 

I>AlY:RAI 1\.Af"E~RV 2. PPS PROJECT NAME/NUMBER 
· ' · ...,. Devices and Radlnlogical Health Compliance: Devices - 82 

~ 
q FQA COMPI..IMICE PROGRAMS AND ASSIGNMENTS 5. 

ASSIGNMENT 

CODE 

6 . ..,..."'""' IVNAL FTE 

UVMC:<>I "" IMPORT 

T TOT~ ~ OPE~:NAL 

TOTAL 111J.ll 54.4 22.6 _!lli) 
I •••umw• '" :Devices off oreil,,'1l Origin !!:!!£_ort 182008 .. 44.0 44.0 82-4-5 

2 linspP"tion of Medical Device Manuf""'"'"''S: IQ11_ _n_.§_ 126.3 82-6-8 

GMPI IK2&4SA-S (1 02.4) J~ (125.0) 
A " 

, . 

~ Persons Audit 

1 Persons Audit ..:... '82845J 

82845P 

JQl} 

(1.0) 

(0.3) 

(1.0) 

3 
,., 

Assilmmcnt 3.6 3.6 82-9 

4 L :and ;ofSumi, ,.,l, '"' '""uu_Gioves R?7.11tn _1.0 6.8 8.8 82-10 

5 !Center Initiated Assignno......, _1.Q_ 2.0 82-1 1 

6 IMPt hNl~ Val itlatinn~ J'rogram I ~ _1.Q_ 2.0 82-12 

7 !Forensic~ ,& Sample Analysis IR2RR1R 0.3 0.3 82-13 

I• In addition to PAC 82008, includes ,"l"'' uu5 

PACs R'J illl'J4 , 82R833, <IIl<I~P-833 . 

,.._t:,.. o!OI'( PROJECT MANAGER/TELEPHONE lORA PI LEPHONE 
T im I llafnwcki 240-276-0100 ~hn Aydinian 301-.,0 " '~" 

FORM FDA 2622 (1 0109) PAGE NO. 82-3 



f'Y 2011 ORA WORKP!.AN 2010 
1. PROGRAM/ASSIGNMENT TITLE 

Monitoring Devices of Foreign Origin - Import Devices- 82 

PROGRAM/ASSIGNMENT COOE(S) WORKALLOCATION PlANNED BY . OPERATIONAL FTE POSITIONS 

82008, 82R824, 82R833, 99R833 ITJ ORA C::J CENTER 44.0 [43.4) 

R DISTRICT/ IMPORT ..PORT 
E SPECJA.L.IZ£0 f.NTRY SA11Pl£S SAIIPUiS 
G LABORATORY REVIEW TOBf. TOBE 
I (liou!W) AHALVZED 
0 ENii
N 

REMARXS 
1 )-Import investigation hours are for field exams (non-Congressional Ta19et), flier 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 perfonned. Field Exams to meet Congressional Targets are planned in a separate column. 


n• .r-~·~-.. 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. 

"'"L"' ''~...,~ 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. 

IJ.l•>nror11f'n Guidance: 
- Import Entry Reviews (Electronic and Manual-operation code 14, PAC 82RB33); 

- Filer Evaluations (operation code 95, PAC 99RB33); and 

- Follow-up to Refusals (PAC 82RB24). 


Terrorism PAC B2R845 is no longer used for planning purposes, but is still active for reporting purposes. 

FORM fOA 2621a (10/09) ORA PAGE NO. 82-4 



FY 201_!_()&"- WC\Rill>l AN 	 October I 20I 0 

1. PROGRAM/ASSIGNt.IIENT TITLE 	 2. PPS PROJECT NAMEniiUMBER 

r.Monitoring Devices of Foreign Origin - Import 	 ·"· Devices- 82"'"" 

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

82008, 82R824, 82R833, 99R833 	 ITJORA CJcENTER 44.0 (0.6) 

6. 
R DISTRICT/ 	 MP~T 
E SPECIALIZED 	 !I.UIPLI!S 
G LABORATORY TOBI! 

I AHALVZEO 
0 CHEll 
N 

TOTAL Fl£1.0 

IW!'Anot IAATERS 

l""'"'II..II'IAL STAFF 

I NEW r::Nt:t ANn 


NE . NEW YORK 

I REGIONAL LAB 

IWEAC 

.STAFF 


I RAlTlr.AC11:11' 


I r.l-ltr.Ar.n 

ce Ut:lKUl 


I .........::U>I''\IlC: 


I NEW JERSEY 
PH'-Anl=l !>I-liA 

r-~t:N:.rl.: CHEM. CTR 

lr::ll:r.rnt.IAI, STAFF 


An.ANTA 

SE 	 FLORIDA 

NEW 1'\AI I'A}JC: 


SAN JUAN 

.lAB 
l~~:r.:II'WA• . STAFF 

loAU..AS 
SW I DENVER 


I KANSAS crrv 

SOUTHWEST IMPORT 


I oo:::r.:rn.,••.L.AB 

1 

' · STAFF 

I LOS .t.li>C:I I'C: 


. SAN_rr. .,...,.,.,....., 

'"""'""""

PA 

SEATTLE 

PACIFIC ft~...~ 
 1 .a....,AT"ft' ~. 

PACIFIC A!'f'.:li'\NAI IUI'IT-<'IV¥ 

HOURSPERut 25.5 

trOJAL HOI,JRS 765 

-n"''')ri£ ACJ'QB_ 1180 

ITOTAL . FTEs 0.65 

I9.REMARKS 
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2010 
. PROGRA.WASSIGNMENTTmE PPS PROJECT NAME/NUMBER 

spec lion ofMedical Device Manufacturers Compliance: Devices- 82 

PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PVINNED BY OPERATIONAL FTE POSITIONS 

82845A,B,C,G,H,J,K,P,S,81845R,T,81011 w ORA D CENTER 126.3 [118.7) 

R 
e 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

II'ISPEC· 
TIONS 
LEVEl. I 

OOIII!SllC 

IHSP£c
noNs 

I..EIItl u 
OOIIUTIC 

lltSPt!C· 
TIONS 

l.fVELIO 
COMPUAHCE 

INSPEC. 

TIONS 
fOReiGN 

I 

IHSPEC· 
liONS 

FOREIGN 
CADRE 

IHSPEC· 
n()fjs 

FORCNJIIE 
DOMESTIC 

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

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


• ....,,J<UIILY Systems Inspection Technique (QSIT} Inspection tllne has been planned for Level1 (62845A), Level 2 (828458), Level 3 (82845C) 
"For Cause" (82845G,H) inspections. We cannot accurately plan the number of Level 3 (compliance follow up) and "for cause • 

lin~>pe~tkms each district will conduct based on the criteria established in lhe program. The number of Inspections reflected in each of these 
is based upon historical data. Reprogram any unused resources Into Level 1 and 2 Inspections. 

lln!;pecticlnal modules include time for 82845S (sterilization), MDR (81 001 ), Corrections and Removals (81845R), Tracking (81845T), and 
IR~>nl~:tral~on and Listing. Resources for Single Use Reprocessor inspections have been included in Level 2 Inspections. Investigational 

resources have also been planned for National Experts (HQ line) and State Contract Monitoring (DAL-00 line). 
Foreign inspections include resources for Levell, II, Ill, and For Cause-related inspec1.1ons. 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 inspectJons 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 addi1.1onal audits not covered 

by the worllplan are required, resources can be taken from the general GMP program. 

FORM FDA 2621a (10/09) PAGENO. 82~ 



rv 
. PROG~ASS~NMENTTITLE 

lln·t~"tir•n ofMedical De\'ice Manufacturers 

PROG~ASSIGNMENT COOE(S) WORK ALlOCATION PLANNED BY OPERATIONAl. FTE POSITIONS 

82845A,B,C,G,H,J,K,P,S,81845R,T,81011 [TI ORA D CENTER 126.3 [4.1] 

.. 
R DISTRICT/ llfVE3ll. opiii!ISlJC 
E SPECIALIZED IHVf.51lo GATIOHS DOUESTIC IIU'~t DOIIESTlC DONEII'I1C ~ 

G LABORATORY GATIOIIS (H...,...) SAIIPU; ~J SAMPU SAMPLE CQU,.....,., AP.AIJOITS COU. cou.. cou.I "ll. 
0 
N 

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

l<:n..r.~'i~ types of analyses that will be associated with the Domestic Samples collected. 

FORM fDA 2621 a (1 0/09) PAGE NO. 82-7 



FY 2011 ORA WORK!'LAN 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection ofMedical Device Manufacturers ance: Devices - 82 

PROGRAM/ASSIGNMENT COOE(S) WORKALLOCATION PLANNED BY OPERATIONAL FTE POSTTIONS 

8284SA,B,C,G,H,J,K.P,S,81 845R,T,81 Oi l m ORA 0 CENTER 126.3 [3.5] 

R OIS'TRICT/ DOIIES'OC I)()IIIESTlC DOIIIESnc DOioii!STlC DOIIIESTlC-E SPECIALIZED SAMPLeS SAMPLeS SAMPLES SAill'US...._..G LABORATORY TDBt! TOBE T06E TOBE 

I ccu IIIIAl..YD!.D ANALYZED N«ALYlED AIIAI.YlED 

0 muu.m IIIICRO CHEll lllOBURDf:ll 8nRIUTY 
N 

REMARKS 
MICRO Sample Analyses: Antisera and Products Media Testing to support GMP observations at WEAC; DlslnfectanVCold Sterilanl Testing 

WEAC and DEN Lab. 

M Sample Analyses: Test Kit or Reagant Testing to support GMP observations at WEAC; Sporicidal and Tuberculocidal at WEAC 
DEN Lab. 

FORM FDA 262111 (10/09) ORA PAGE NO. 82-8 

http:IIIIAl..YD


FY 2011 ORA \\'ORK.PLAN Oclober I. 20 I 0 

PROGRAM/ASSIGNMENT CODE(S) WORK AlLOCATION l"l»o>NED BY OPERATIONAl FTE POSrTIONS 

82Z002 0 ORA D CENTER 3.6 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

I)(SPEC
ll()ljS 

l.llPORT 
SAIII>LE 
cou 

(P..,ucal) 
CMEIII 

DIPORT 
SAMPLES 

TOBE 
NUl.YD!D 
(l'loJoical) 

CHE.III 

Samples are estimated and should be collected to cover the districts' wor1doad. 
11'\l~oun:;es for Condom Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Import 

are included as Import Entry Review Hours in PAC 82008 - Monitoring Devices of Foreign Origin. Reportlng Guidance: Import Entry 
IRttviEtws (Electronic & Manual-operation code 14, PAC 82R833); Flier Evaluations (operation code 95, PAC 99R833); and Follow-up 

Refusals (PAC 82R624). 

FORM FDA 2621 a (1 0109) nued) PAGE NO. 82-9 



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

facturers and Importers of SurgicaVE;~~amination Gloves Compliance: Devices- 82 

PROGRAM/ASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSrriONS 

82Z003 m OAA 0 CENTER 8.8 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

IMPORT 
•PORT 

SAMPLES 
T08E 

ANIILYDD 

..PORT 
SAMPLES 

TOBE 
OTHER 

OPERAllDNS 

'""""'' I!.NG 

rces to cover Glove Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Import 
are included as Import Entry Review Hours in PAC 82006- Monitoring Devices of Foreign Origin. 

IRe,oortJno Guidance: Import Entry Reviews (Electronic & Manual-operation code 14, PAC 82R633); Flier Evaluations {operation code 95, 
99R833); and Follow-up to Refusals (PAC 62R824). 

Operations (Hours) are for Private lab Review Technical Assistance/Coordination at WEAC: Review time must be reported under 
IMiiSC4311ane<)US Operation Code 92 with "Pl. in the FACTS description field; without this consistency in reporting, your time will not be found 

FORM FDA 2621a {10109) ORA PAGE NO. 82-10 



Ocrobcr 1. 201 0 

. PROGRAM/ASSIGNMENT TITlE PPS PROJECT NAME/NUMBER 

Initiated Assignments Compliance: Devices - 82 

PROGRAMIASSIGNMENT COOE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSfriONS 

82Z005,82Z800 [TI ORA D CENTER 2.0 

R 
E 
G 
I 

0 
N 

DISTRICTI 
SPECIALIZED 
LABORATORY 

INSI'EC· 
l'IONS 

DOMESTIC 
a.\MP~S 

TOllE 
ANAL'YZ20 

OOMESnC 
SAMPLES 

TOM 
ANALVZED 

•""'""'......, BSE Inspections (82Z005) were cancelled in FY 2008; PAC will remain active for reporting purposes and any Center-Initiated 

IA!:.!:.inr,m,•nl!:. Involving BSE should he reported in PAC 8.2Z005. 

FORM FDA 2621a (10109) WORKPLANNING PAGE NO. 82-11 



WORKPLAN 2010 
. PROGRAWASSIGNMENT TITLE 2. PPS PROJECT NAM~UMBER 

ethods Validation/Development Program Compliance: Devices - 82 

PROGRAWASSIGNMENTCODE($) WORK AllOCATION PI..ANNED BY OPERATIONAL FTE POSmONS 

82R816 III D 2.0ORA CENTER 

R DISTRICT/ 
E SPECIALIZED WETHODS 
G LABORATORY v~ 

I CHfll 
0 1........., 
N 

FORM FDA 262.111 (10/09) PAGE NO. 82-12 



FY 2010 

. PROGR.AM'ASSIGNMENTTJT\.E PPS PROJECT NAME/NUMBER 

Evaluation and Sample Analysis Compliance: Devices- 82 

PROGRAM/ASSIGNMENT CODE{S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSrriONS 

0.382R838 m ORA o CENTER 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 

FORM FDA 2621& (10/0IJ) NING SHEET PAGE NO. 82-13 



PROJECT SUMMARY SHEET 
FY2011 

1' ·r<~t<ANI CAl "''-'VI" 2 PPS 

_.. •1 Devices and Radiolo~;,>ical Health 1ProduCI evaluation: Devices- 83 


4. FDA COMPLIANC~ IANO 5 6. vn:rv\oovrv"- FTE 

~ 
'" um~~ FT';;.NM.. 

, VVMC:<;l I I I, IMPORT 


TOTAL 30.4 4.8 35.0 


I IM cdic-dl Device P1 and n . 
 7.1 2.6 9.7 83-15 

MDUFMA User Fee 83001 (5.0) (5.1)) 
A n nmv<>l (, , 83001 _1!.7) 


n Annrnv"l 11 '83001A (2. 1 (0.9) (3.0) 


2 Monitoring 


n 
J!.11 

IBi 83808-1 1 23.3 2.0 25.3 83-16 

l PROJECT I'P-1' lORA PI I I'PO.InNI' 
:::_"" "'~. 1T~U~ '>An ., ., .. '3993 ~ob.n .6. ,.fi,l•" 301· "96-4J9<t 

FORM FDA 2622 (1 0109) PAGE NO. 83-14 

1 

http:FT';;.NM


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

Medical Device Premarket Approval and Postmarket Inspections Product Evaluation: Device.~ • 83 

PROGRAM/ASSIGNMENT CODE($) WORK AU.OCATION 1"\.ANNEO BY OPERATIONAL FTE POSITIONS 

83001, A [TI ORA D CENTER 9.7 

R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZEO 
LABORATORY 

IHSPEC. 
TIONS 

YDUFIIA 
UB!RFEE 

FOIWGN 
INSPEC· 
TlONS 
PRE

APPROVAL 

INSPE!C· 
TIONS 

POST· 
APPROVAL 

FOREIGN 
IHSPEC· 
TIONS 
I'OST· 

APPROVAL 

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

Report all Ume used for evaluating compliance with foreian pre-marbt requirements in PAC 63001, OP CODE 11; 
report all time used for~ post-market requirements in PAC 83001A, OP CODE 11. 

FORM FDA 2621a (10(09) PAGE NO. 63-15 



FY 2011 ORA WORKPLAN October I 20I 0 

. PROGRAM/ASSIGNMENT TITlE 

PROGRAMIASSIGNMENT COOE(S) 4. WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSrriONS 

83808,83809,83810,83811 CD ORA D CENTER 25.3 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 
LABORATORY 

'"SPEC· 
TlotiS 

DOII!&'TIC 

1115PEC. 
TION& 

FOREIGN 

Bioresearch Monitoring inspections should be prioritized acCOf'ding lo the following scheme: 


Gause wi1h 30-day due dates; 

data audit for expedited PMA; 

-Directed data audit for non-expedited PMA; 
-For Cause with 60-90 day due dates; 
-OAI Follow-up (6 months); 
-Early Intervention (Probability Sampling, Vulnerable Population, and IDE-based); 

-Routine Surveillance. 

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

PAGE NO. 83-16FORM FDA 2621a (10109) 



PROJECT SUMMARY SHEET 
FY 2011 

1 CATEGORY I? PPS F\VVC'- NAMEJNUt.ABER 
-" Devices and Radiological HealLh 1

"'-'· Oc!vtces- S4 

4. FDA COMPliANCE ANO 1\SS!GNI..ENTS :-... 6. OPERATIONAL FTE 

~ UUM~ 111. ~PORT ()Rt=lr.lll ~~ 
TOT.AL 5.7 

I !Test Method Development and J:vnluntion R47.on? 3.7 3.7 64-18 

2 IM ... h·vi~ V~l ·""" Program 84R8 16 2.0 2.0 1!±19 

lORA"' 1 t=PW()IIlJ'.~-:-I~S',:;~~~;; ~oJ . ~-- - ~oho A,,;.;•• ~oi-'796:4:i~ 

FORM FDA 2622 (10109) PAGE NO. 84-17 




2010 
. PROGRAM/ASSIGNMENT Trn.E 

Method Development and Evaluation 

PROGRAM/ASSIGNMENT CODE(S) . WORK ALLOCATION Pl.ANNEO BY OPERATIONAL FTE POSITIONS 

842002 D ORA ITJ CENTER 3.7 

R DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 
0 
N 

resources are for participation in the development of test methods and testlng protocol. Projects will be coordinated by lhe CDRH 
laboratory Staff. 

FORM FDA 2621a (10109) PAGE NO. 84-18 



I'Y 201 I ORA WORKPLAN 	 October I 2010 

11.PROGRAM/ASSIGNMEJIITTITLE 	 2. PPS PROJECT NMIEJNUMBER 

IMethod!<: Validation/Development Program 	 Science: Devices- 84 

3. PROGRAMIASSIGNMENTCOOE(S) 4. WORK ALLOCATION PlANNEO BY 	 5. OPERATIONAL FTE F'OSITIONS 

84R816 	 IIJ ORA CJcam:R 2.0 

10. 	 ~ 

R DISTRICT/ 
low.-u...,..,~,E SPECIALIZED 

G LABORATORY CI!.Nli!R 


l (Houn) 

0 MICRO 

N 


_IQT~FIELD ~ 
~I'AOOIIAATERS 

.STAFF 

NEWI=NC::I ANn 


NE 	 NEW YORK 

REGIONIIL LAB 

WEAC 

.STAFF 

BALTIMORE 
rwtl' .o.nn 

Clfoi"'LI~ •Tl 

CE 
It:: 

NEW JERSEY 
PWn.o.nt:JP<-~t.o. 

:CHBA. CTR 

.STAFF 

ATLANTA 


SE FLORlOA 


NEWnl>t """'"' 
SANJUAN 


.LAB 


.STAFF 

0~ 

SW 	 QEI'NERc 

KANSASCJTY 


SOIJ 'IMPORT • 


.LAB 
.STME_ 

LOS ANt::l=t F=S 

·~·~~,...PA 	 S~"· 


SEATTLE 


' 0PACIFIC REGIO_IiAL l ""'"'"""'' " ' 

tt'\uao. l.ABORATUI'IT•NVYPACIFIC 

HOURS PER OPERATION 

TOTAL HOURS 2360 

lSION FACTOR 1180 
TOTAL vr ' "' , ,..,..., . FTEs 2.00 

9. 
........,..,..... Source: Determined by Division of Field Science, ORO. 


FORM FDA 2621a (10109) 	 ORA WORKPLANNING SHEET (Continued) PAGE NO. 84-19 
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I 

PROJECT SUMMARY SHEET 
FY 2011 

CATEGORY 

I Devices and Radiological Hi:lllth Mammngmphy Quality Standards Acts (MQSA) Authority- 85 
,,. ..., 12 PPS PROJeCT NAMEINUt.IBE.R 

4. FDA r.nuPI IANr.~ ANn ASSiur'fMt:Jv ,-. 6. Utti'IAriONAL FTE5. DO"":~" ''OT~JUP'I:';r~r;'"'-~ DOMESTIC IMPORT 
TOTA\. 14.5 0.1 

·Facilities lnu.......rinn Progr.Jm 
 185014 A,C.F 14.5 0.1 14.6 -85-21·22 

I O:Dr..r-.I.JO:10 lORA PI I FPI-IO"'E~::;,~ L~~..~:'?o-3209 !Kristen KaiiJIIS 30J-79o....!" 

FORM FDA 2622 (10109) PAGE NO. 85-20 

http:Progr.Jm


I ORA WORKPLAN 

PROGRA.WASSIGNMENT TffiE PPS PROJECT NAME/NUMBER 

am1mot:ora•,hv Facilities Inspection Program Mammography Quality Standards Act (MQSA) Authority- 85 

PROGRAMIASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY OPERATIONAL FTE POSmONS 

85014 A,C,F m ORA 0 CENTER 14.6 {9.2] 

R DISTRICT/ 0- OTliER 
E SPECIALIZED IIISI'I:C· INSPEC· INIII'EC· INSPI!C· INSPEC· IHSPEC· INVES'n- OI'EAA- OPERJo.. 
G LABORATORY TlOH.s T!OfiS TIOfiiS TIONS TlONS TIONS GAT IONS TIONS TIONS 
I F~N IH01m1) IHOIIf'l) tHowa)

0 1501. 1501• 1511A 8501Cf 111101~ 15014A 11501~•»~• 85114C
N 

SHOULD REPORT All TECHNICAL ASSISTANCE & COORDINATION HOURS 
1)- lnspe<:lion of Certified Mammography Facilities not covered by the states. 


- Inspection of Domestic Establishment Mammography Facilities in Foreign Countries. 

-Federal Facility Inspections {does not include VHA Facility Inspections). 

- VHA Facility Inspections. 

- Follow-up Inspections. 

- Follow-up Inspections after Warning Letter. 

- Audit Investigations. 

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

-Technical Assistance and Coordination Activities: RRHRs. 


FORM FDA 2621a (10109) PAGE NO. 85-21 



October 2010 

mography Quality Standards Act (MQSA) Authority- 85 

PROGRA.WASSIGNMENT COOE{S) WORK AlLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

85014 A,C,F w ORA D CENTER 14.6 [5.4) 

R DISTRICT/ OTHER OTHER 

E SPECIALIZED Ol'l!RA.- OP£.RA. 

G LABORATORY nONs TtetiS 

I (Houn) (HcMn) 


0 8501~ 15t1~ 


N 

,,..,...,,...,.SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS 

-Technical Assistance and Coordination Activities: non-RRHRs. 
1)- Compliance Activities: Waming Letters. 

FORM FDA 2621a (10109) PAGE NO. 85-22 
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PROJECT SUMMARY SHEET 
FY 2011 

1. CATEGORY 12. ppS PROJECT NAMEJNUMBER 
Mc<i i ~al Devices and Radiological Health 1o ..1:. Control and Health Safety Act (RCHSA) Authority- 86 

4. FDA COMPLIANCE AND ASSJGNMt:N 1 :::> 

TOTAl ~ 
I 111 	 and field Testing of Radi~•;r.n. r 

lr n 

·-"Inspection of t.A · ;of laser Prtvlnl't~ 

Field of the ~unllunp & Sunlamp 
n . -'· 	 ... 8S ,,J..,I
rii,IUU\ol;) C "' 
field(", ..;. :Testing ofCabinet X-Ray J;" , ,;ft 

2 lrnonN'tions of I .t:. n (for~~und "' and 

[F ield~ :Testi1Jg_oH' X-Ray,... 
n] _ lrl\mnlinnce Testing off"' 

lal WEAC 


4 llmnnrt...l Electronic Products 


5 ]Q. " ' .Heallh Control 


Medical Device and o . -'' · I Health Use 

Control and Policy linn 

.n: and D"""nn~ A ;,.;, 

I• In addition to PAC 86007, includes reponmg PACs 

IR.--RR?d R.--RRl'\ and QQRRn 

5. PROGRAM 
ASSIGNMENT 

CODE 

[86001 

186002 

[86004 

[~3 

86006,A, B, 

O, E 

86007 

86008 

11_6QQ9 

6. vrt:rV\' "-"""'- FTE 

UUI\IN:::::illl,; IMPORT 

.~ 8.5 

5.1 

{4.3) 

(0.3) 

(0.5) 

7.6 

3.1 

8.5 

5.0 

(3.0) 

(2.0) 

"~-!~~ 

1.9 31.2 

0.5 	 5.6 "'" ... .,., 

(0.5) 	 (4.8} 

(O_JJ 

(0.5) 

1.0 8.6 "'" '"' ... 

0.4 3.5 66-32 

8..5 86-33 

s.o ""' ... "'" 
(3.0) 

(2.0) 

•PAnn=r.T .~EPHONE 	 [ORA PI I J:"Dioii'\IJIO 
~~;;n~"~Rice 240-27~1.~ 	 [Kristen Kamas 301-":r%-4?'11 

FORM FDA 2622 (10109) PAGE NO. 86-23 



2010 fY 
1. PROGRAM/ASSlGNhllENTTITLE 2. PPS PROJECT NAMEJNUMBER 

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

- 86 
PROGRAM/ASSIGNMENT CODE(S) WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSn'IONS 

86001,86002,86004 m ORA 0 CENTER 5.6 [4.3] 

R DISTRICT/ 
E SPECIALIZED INSPEC IHSPEC· IMSPEC· IMSPI!C· DIVESTI OIVI!STI- DOUESllC FIEI.D FIELD 
G LABORATORY TIONS TIONS TIOHS TlOfiS GATIOHS CiATIONS SAMPLE EXAMS/ EXAMS/
I fORf.ION tHOUR) (,_,) COLI. T!STS TES"T&
0 86001 MI02 116001 ~ 860tl 81001 lleOOl
N 

REMARKS 


Laser products (86001): (1)- lnspecllons should be conducted on manufacturers of Class lllb and Class IV products. Medical 

laser systems should be highest priority, followed by industrial, and commerdallasers (including laser light shows) or inspectioos 


IOII'ecleu based on a for cause request. For medical lasers, a joint QSIT and electronic product radiation conlml inspection should be 
lco1ndLtcted. (2)- Numberof Inspections to be conducted by WEAC Analysts and other EOS Specialists. (5)- lnvesliga1ion Hours-

to Compliance Program for reporting infonnalion. (6}- Field tests may be conducted for any laser products located at a user 
following the same priority scheme as for inspections. (Class lllb or IV medical, industrial and commercial lasers, including 

light show projectors). 

Jnt.am.os and sunlamp products (86002}: (3)- Jnspectional fJQures are only for biennial or for cause Inspections of manu
of sunlamp products (e.g. sunlamps, booths, or beds). Because sunlamp products are also medical devices, a joint QSIT 


and electronic product radiation control inspection should be conducted. ExaminaUon of sunlamp products ala user facility (e.g. 

tanning parlor, athletic club) are NOT counted as inspections because they are lield tests. (7) - Each sunlamp product tested may 


counted as a separate field test, even if located in a single facility. NOTE: RRHR's Technical Assistance and Coordination under 
program is planned under Radiological Health Control Activilles (PAC 86008). 

ICl1bl1nat x-ray products (86004): (4)- Cabinet x-ray manufacturer inspections are to be comprehensive electronic product 
lr:~orll~t·lnn control inspections. Cabinet x-ray field tests are no longer to be perfonned routinely under this program. The hours 

associated with field tests have been to i 

http:Jnt.am.os


FY 2011 ORA WORKPLAN 

. PROGRAM/ASSIGNMENT TITLE 

lnspection and Field Testing of Radiation-Emitting Electronic IR&dlaltlon Control and Health Safety Act (RCHSA) 

- 86 
PROGRAMIASSIGNh.ENT COOE(S) WORK AlLOCATION PlANNED BY OPERATIONAL FTE POSrTIONS 

86001,86002,86004 m ORA 0 CENTER 5.6 (1.3 I 

R DISTRICT/ OlliER OlliER 
E SPECIALIZED onRAo OPERA

G LABORATORY 110H8 TIONS 

I (tlaun) (Houri) 

0 81G01 U002 
N 

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

Counter Terrorism PAC 66R845 is no longer used for planning purposes, bulls still active for reporting purposes. 

FORM FDA 2621a (10109) PAGE NO. 86-25 



2010 
. PROGRAM/ASSIGNMENT TrTLE 

Uta<1tatton Control and Health Safety Act (RCHSA) 
Aoth -86 

PROGRAM/ASSIGNMENT COOE(S) WORK AU.OCATION PLANNED BY OPERAT!CfjAL FTE POSrTIONS 

86003 [TI ORA (2] CENTER 8.6 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPEClAL.I2ED 
LABORATORY 

IHSPEC· 
TIOIIS 

DOe.tESTIC 

INSPEC· 
T10HS 

fOREIOII 

INSI'EC· 
TIONS 

DtREc:Tf.O 

INSPEC· 
TlOHS 

IHVESTl
GATlONS 
(Houro) 

FIELD 
EJIAKSI 
11!STS 

AUDITS OTHEII 
OPI!RA.
TIONl! 

(Hourw) 

REMARKS 
) - Domestic inspections to be conducted based on the OEI of diagnostic x-ray equipment manufacturers. Joint QSIT and 

IAI4~dr·nnic product radiation control Inspections should be conducted if possible. 
- Foreign inspections should be joint QSrT and electronic product radiation control inspections if possible. 
- Directed Inspections based on the OEI of diagnostic x-ray equipment manufacturers. 
- Inspections based on the OEI of diagnostic x-ray equipment assemblers. 
- Investigation hours for review and planning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed) Inspections. 
- Investigation hours for review of 2579 forms (reports of assembly) in preparation for performing field tests and field test 

up activities. 
• Field tests and audits are obtained from Attachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch, 

HFZ-240. Column 5B, Audits, is for quality assurance joint field tests for follow-up tests conducted by an Individual qualified as an 
uditor. 


- Coordination/technical assistance hours for field test activities. 


FORM FDA 2621a (10109) PAGE NO. 86-26 



FY 2011 ORA WORKPLAN OCTOBER 1, 2010 

ATTACHMENT A- 2011 WORKPLAN 

INSPECTIONS OF MANUFACTURERS (FOREIGN AND 


DOMESTIC) AND FIELD COMPLIANCE TESTING 

OF DIAGNOSTIC X-RAY EQUIPMENT 


NEW ENGLAND DISTRICT 

FDA 
State 

CT 

ME 
MA 

NH 
Rl 

VT 

Total 

NEW YORK DISTRICT 

Number 


Systems FDA FDA 

State 

NY 
(b)(7)(E) , - , . = 

BALTIMORE DISTRICT 

Number 

Systems FDA FDA 

State 

DC 
MD 
VA 
wv 
Total 

PAGE NO. 86-27 



FY 2011 ORA WORKPLAN 

CHICAGO DISTRICT 

Number 


Systems FDA FDA 


State Installed Tests F/U 

IL (b) (?)(E) 

CINCINNATI DISTRICT 

Number 


Systems FDA FDA 


State Installed Tests F/U 


OH 

KY 

(b) (7)(E)Total 

DETROIT DISTRICT 

Number 

Systems FDA FDA 
State lnstalled Tests F/U 

Ml 

IN (b) (7)(E)
Total 

MINNEAPOLIS DISTRICT 

Number 

Systems FDA 

State Installed F/U 
MN 
ND 

SD 

WI 

Total 

OCTOBER 1, 2010 

Audits 

Audits 

Audits 

PAGE NO. 86=28 



FY 2011 ORA WORKPLAN OCTOBER~. 2010 

NEW JERSEY DISTRICT 

Number 

Systems FDA FDA 
State Installed Tests FlU Audits 

NJ (b) (?)(E) 

PHILADELPHIA DISTRICT 

Number 

Systems FDA FDA 
State l . :......_. 

PA 

DE (b) (?)(E) 
Total 

ATLANTA DISTRICT 

Number 


Systems FDA FDA 

. : . : . .State 

NC 

sc 

GA 

(b) (?)(E) 
Total 

FLORIDA DISTRICT 

Number 

Systems FDA FDA 
State Installed Tests F/U Audits 

FL (b) (?)(E) 

PAGE NO. 86-29 



FY 2011 ORA WORKPLAN OCTOBER 1, 2010 

NEW ORLEANS DISTRICT 

State 

AL 
LA 

MS 

TN 

Total 

SAN JUAN DISTRICT 

Number 

Systems FDA FDA 

State I 

PR 

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT) 

Number 

Systems .. FDA 
State Installed F/U Audits 

OK 

TX 

AR 

(b) (?)(E)
Total 

SW REGIONAL STAFF (STATES IN DENVER DISTRICT) 

Number 

Systems FDA FDA 
State 

co 
NM 
UT 
WY 

Total 

PAGE NO. 86~30 



FY 2011 ORA WORKPLAN OCTOBER 1, 2010 

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT) 

Number 

Systems FDA FDA 
State 

lA 

KS 

NE 
MO 
Total 

LOS ANGELES DISTRICT 

Number 

Systems FDA FDA 
State Installed Tests FlU Audits 

AZ 

CA (b) (?)(E)

Total 

SAN FRANCISCO DISTRICT 

Number 

Systems FDA FDA 
.. : t ~ .. ~ • • :State 

HI 
NV 

CA 

(b) (?)(E) 
Total 

SEATTLE DISTRICT 

Number 

Systems FDA 
State 

AK 

ID 
MT 
OR 

WA 

Total 
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2010 
. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

liance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA) 

PROGRAM/ASSIGNMENT COOE(S) WORK AlLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

86006 A,B,D,E CJ ORA [!J CENTER 3.5 

R DISTRICT/ r~IGN DOMESTIC OOMESTIC OOIIe&nc DOIIESTIC 
E SPECIALIZED INSPEC. SAIIPU!S So.<loloiPUiS &Aa!PLES SAMPLES 
G LABORATORY 110NS TOBE TOBI! TOBE TOeE 
I PI...&OZ IUCAI.YZEO AHAI..YD!D IUCAI.YZED AHAI..YnD 
0 STA(«)NID IIICAOWAVE X.f!AY N'*"''!D SUN 
N 

orkplan Includes both foreign lnspecUon and laboratory testing activities for electronic products. 

(b) (7)(E) For any inspeclions of radiation
• : 1 t: . I ll I tl nspection should be conducted by a 

ltra1ine,d Investigator. Instructions for performing inspections are provided in Compliance Program 7386.001, with time reported under 
86006. 

lime for specific lab analyses under PAC 86006, using the appropriate column and an accurate descripUon of the type of 

product tested (e.g. hand-held laser product, mobile di99nosllc x-ray system, household microwave oven) in FACTS. 
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PROGRAM'ASSIGNUENTTITlE PPS PROJECT NAMEINUMBER 


mn,nrlr~ Electronic Products Radiation Control and Health Safely Act (RCHSA) 


-86 

PROGRAM'ASSIGNMENT COOE(S) 4. WORK ALLOCATION l't..NINED BY OPERATIONAL FTE POSITIONS 

R6007, 86R824, 86R833, 99R833 0 ORA D CENTER 8.5 

R DISTRICT/ 
E SPECIALIZED I!Hll!Y lloiPORT MII'ORT IMPORT 

G LABORATORY REW.W CHI/ SAIIIPL.E SAMPU!S 
I (Houn) (14oun) COlL TOBI! 

0 NULYZEJ) 

N 

Import investigation hours are for Field exams (non-Congres.sional Target), flier evalutions, follow-up to refusals, label exams, 

other operations as required by the District to cover program priorities. Districts should report time under the appropriate 

ration and PAC for the activities performed. Field Exams to meet Congressional Targets are plann~ in a separate column. 

Reporting Guidance: 

Import Entry Reviews (Eiec1tonic and Manual-operation code 14, PAC 86R833 

Filer Evaluations (operation code 95, PAC 99R833); and 


11"011011\'"UD to Refusals (PAC 86R824). 

FORM FDA 26211 (10109) ued) PAGE NO. 86-33 



Oc10bco' I 
1. PROGRAM/ASSIGNMENT TfTLE 

Radiological Health Control Activities 

. PROGRAM/ASSIGNMENT COOE(S) 

2. PPS PROJECT NAMEJNUMBER 

Radiation Control and Health Safety Act (RCHSA) 

-86 
WORK ALLOCATION PlANNED BY OPERATIONAL FTE POSITIONS 

86008, 86009 D ORA ITJ CENTER 5.0 

R 
E 
G 
I 

0 
N 

DISTRICTI 
SPECIALIZED 
LABORATORY 

IIISC 
{HOURI 
IIUIHR-

T~K:AL 
ASSISTANCE 

(Hounl) 
IIRttR-

Continuation Sheet for footnotes, guidance, etc. 
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FY 2011 ORA WO.RXPLAN October I 2010 

CONTINUATION SHEET 

2. PPS PROJECT NAME/NUMBER 

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

1. PROGRAM/ASSIGNMENT TITlE 

Radiological Health Control Activities 

9. Remarks 

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (86008): 


(1) - RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program, 

and the Mammography Facilities Inspection Program; 1200 hou~ will be shown in Mammography. A -portion of lhis total block of 

lime per RRHR position includes FederaVState liaison activities and use consultation to conduct this program. 


This block of Ume also Includes coordination, te<:hnical assistance, and other acUvities 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); 


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


FOOTNOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009): 


Technical Assistance hours will be performed by RRHRs. 

Program activities Include: providing technical assistance to state and local agencies regarding emergency response planning; 

reviewing and evaluaUng emergency plans related to nuclear power plants. 
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I Pf«lGRAWASSlGNMEN'f TntE PPS PROJECT NAMEA-IUMSER 
•..-~...~··---- Domt!ruc and lmpon~ (For GUltlrtncc Only) nbllcco • 96 

$ PROGAAMifi,SSIGNt.fEI\lT COOl!IS) WORk AllOCATION PlANNED I.IY !I OPERATION.AI. FTr POSITIONS 
96R800 96T800 96Rl!24, 96R833 m ORA 0 CE.In'ER 21 

R 
E 
<i 
I 
0 
N 

OISTF~ICTI 
sPIZCIAl!lE'O 
I..AJJORATOR'I' 

OOI~Unc 
IHVEin'J, 
CM,llOH 
lllotiR~ 

jlqC)Rl 

i!WUTI 
GATIIOII 
jHOUfl5J 

and laboratO{'f allocahoos are FOR GUIDANCE ONLY. 


recelve5 rundlng fot Tobacco apt~vl\t!;!S ~~sed 
 on reported 1ime therefore all Tobacco work performed by fnvestlgaws
analysis must be reponed under the appropriafe PACS. 

,.,,~"''""<'"'on the number of Domestic GMP lnlif)edions to be condvCled by the Field are'under development pendingpromuigatloo
regulauons and cmvelopment of the CPG. 
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