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Food and Drug Administration(._ '1 DEPARTMENT OF HEALTH AND HUMAN SERVICES 

........  
Memorandum 

Date September 8 , 2011 

From Director, Program Planning and Workforce Management Branch 

Subject Final FY 2012 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 Djrectors  

The Final FY 2012 ORA Field Workplan is based primarily on the Centers ' cornpiiance 
program forec~si.s. The FY 2012 Workplan reflects ORA's planning level of 2,196 
operational FTEs, in addition to approximately 18.7 operational FTE for the Tobacco 
program. There was no increase in operational FTE for the following five program 
areas: 1) Foods and Cosmetics, 2) Biologics, 3) Human Drugs, 4) Animal Drugs and 
Feeds, and 5) Devices and Radiological Health. The FY 2012 Field Workplan uses the 
Centers' and ORA's risk-based approaches for allocating resources within the latter five program 
areas. The FY 2012 Workplan only includes resources for ORA investigators and analysts; it 
does not plan operations conducted by States under contract. 

NEW MAJOR MODIFICATION (1): 
The FY 2012 Workplan includes a significant change in the tonnat of the Foods Workplan. Due 
to the enactment of the Foods Safety and Modernization Act (FSMA), the Foods workplan was 
reformatted by CFSAN to align with the FSMA frequency goals. This alignment resulted in the 
consolidation of inspectional resources into two FSMA categories: 1) high-risk inspections, and 
2) non·high-risk inspections. The non-inspectional resources are separately consolidated by PPS 
area. To assist the Field in workplanning, CFSAN provided ORA with the high-risk and non
inventories during the I;_ield Food Workplanners Webinar on 8/3/11. CFSAN also plans to 
provide the Field with the Sample Collection Operations Plan (SCOP), which will provide details 
for sample collection and analysis. 



NEW MAJOR MODIFICATION (2): 
Another change incorporated in this year's Workplan is the Division of Field Science (DFS) 
efforts to plan sample analyses in hours, rather than operations. This approach should provide 
laboratories more flexibility in work planning. DPEM received laboratory allocations from DFS 
as samples will be distributed by the National Sample Distributor (NSD). The Laboratory 
Servicing Table is not included in the FY 2012 Workplan. Questions regarding the laboratory 
sections of this Workplan should be directed to DFS (George Salem). 

Additional Workplan Documents 

FY 2012 Workplan Changes: 

The "FY 2012 Workpian Changes" spreadsheets provide a iisting of programs compared to the 
FY 2011 ORA Field Workplan. These documents can be used to identify specific resource shifts 
and programmatic cuts. 

FY 2012 Workplan CD: 

The FY 2012 Workplan bas been published in a CD format. 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 Anita.McCurdy@fda.hhs.gov . 

Any questions about the attachments or programs in the Field W ork.plan should be addressed to 
the program/project's planning analyst identified on the workplanning sheets (Fonn FDA 2622). 
Policy concerns should be directed to Carrie MampiJly at (30 1) 796-4390. 
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FOODS AND COSMETICS  
FY 2012 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENTS 

WORKPU\N 
FTEs 

FY2012 

03F810 Foodborne Biological Hazards 452.6 
03F811 

. 
Domestic High-Risk Inspections 248.1 

03F812. Domestic Non-High-Risk Inspections 25.9 
03F830. CFSAN Environmental Sampling Assignments 90.4 
03R233 Foreign Food Inspections 44.2 
03R839 Outbreak and Emergency Response 136.8 
03 Foodborne Biological Hazards 998.0 . 
04F810 Pesticides and Chemical Contaminants 117.4 
04839 Total Diet Study 28.6 
04 Pesticides and ChemicaJ Contaminants · 146.0 
07001 Mvcotoxins in Domestic and Imported Foods 18.9 
07 . Molecular BloJogy and Natural Toxins 18.9 
09F810 Food and Color Additives Petition Review 13.2 
09 . Food and Cofor Additives Petition Review 13.2 
18F810 Technical Assistance: Food & Cosmetics 3.2 
18002 Retail Food Protection- State Program 26.0 
18003 (NCIMS) Milk Safety Program 20.0 
18004 Molluscan Shellfish Evaluation Program 14.7 
18 Technical Assistance: Food & Cosmetics 63.9 

21F810 
. 

Food Composition Standards Labeling, & Econ 44.8 
21 Food Composition, Standards, Labeling, & Econ 44.8 
29001 Cosmetics: Domestic and Imports 7.3 
29 Colors and Cosmetics Technology 7.3 

Total Mission Direct: Pre and Annual Planned FTEs 1292.1 

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

FY 2012 Foods Workplan consolidates Inspections under Project 03. 
Remaining operations are planned under the appropriate PPS, therefore FTE 
distributions cannot be compared to FY 2011 . Total FTE level for the 
Foods and Cosmetics program remained at the FY 2011 level of 1292. 



BIOLOGICS 
FY 2012 WORKPLAN CHANGES 

WORKPI.AN WORKPLAN FTE 
FTEI FTEI DIFFERENCE 

FV 2011 FY 2012 
PAC PROORAMIASSIGNMENT 

Inspection of Human Cells, Tissues, and Cellular and Tissue Based 
410028 c.o Products (HCT/Ps) 31.0 31.0 
-41808 Good Laboratorv Practices 

. 
41809 Institutional Review Board 

. . 
41810 Sponsors, CROs. 11.4onttors 

. 
41811 Clinical lnvestiaators 5.0 5.0 

41848A·D FG Licensed Blood Stem Cells Cell Therapy (CBER Therapeutics) 1 

41 Ht.man Cellular, Tissue, & Gene Therapies 36.0 36.0 

42001F G Blood Banks 54.5 54.5 
42002A F G Source Plasma Establishments 11.9 11.9 
42oo-rf Imported CBER-ReQulated Products 4.0 4 .0 
42008,A Licensed Viral Maf1(er Test Kits 2.5 2.5 
42809 Institutional Review Board 
42810 SPOnsors. CROs Monitors ···-· 
42811 Clinical lnvestiaators 4.4 4.4 
42811 Foreir~n BIMO Inspection t , 
42845ABC Medical Device Manufacturers {Biologics) 0 .5 0.5 
42848A·DF G Plasma Derivalives of Human Orioin Recombinant Analoaues 3.5 3.5 
42 Blood & Blood Products 81.3 ··-- -81.3 

45809 lnsUtutionaJ Review Board 
. . 

45810 SQ4lnsors CROs Monitors 
. . 

45811 Clinical lnvestiaators 7.0 7.0 
45848A FG Ucensed Allemenic Products 0.7 0.7 
45848BC 0 H Llcensed Vaccine Products 6.0 6.0 
45 !Vac:dner; & Allergenic Products 13.7 13.7 

TOC&I Mission Direct: Pre and Annual Planned FTE& 131.0 131.0 

"  BIMO: 41808.41809, and 41810 are planned under 41811; 42809 &42810 are planned under 42811:45809 &45810 
are planned under45811. 

t For FY 2012, resou~for 41848 PACS will continue to be planned with Plasma Derivatives of Human Origin, however 
some resources have bccn planned scpOJratcly under PAC 41848F for these products in anticipation ofan increasing 
inventory. 

§  Oth!lr PACs indude 42R833, 42R824, 41 R824, 45R824, 99R833. 
f  Forelgn BIMO Inspections indude GLPs and Clinical Investigators in PPS 41, 42, & 45 and are planned under 42811 . 



WORKPLAN WORKPLAN FTe 
FTEa FTEs DIFFERENCE 

FY 2011 FY 2012 
PAC PROGRAM/ASSIGNMENTS 

4083.28 c NDA Pre-Approval Inspections/Investigations {Domestic) 9.5 9.5 

468328 CD NDA Pre-Approval Inspections/Investigations (Foreign) 13.0 13.0 

46832M BLA Pre-License/Aoorovallnsoections tDome5tlc & Foreian) 2.0 2.0 
46832P Positron Emission T omoaraohv (PEn 0.5 0.5 
46 New Drug Evaluation 25.0 25.0 

4a001 A In Vivo BioeQuivalence (Domestic) 6.0 6.0 
4a001.A.D.E Foreian lnsoectioos (In Vivo GLP Cl) 5.0 5.0 
4a808 Good Laboratorv Practices 3.0 3.0 
48809A Institutional Review Boards 7.8 7.8 
48810 Sponsors Contract Research Oms Monitors 5.3 5.3 
46811 .A.B Clinical Investigators (Domestic) 29.9 34.5 4.6 
48811 .D Clinical Investigators _{Foreign) 16.2 16.2 
48 Bioresearch Monitori!:!,i 73.2 77.8 4.6 ·--

528328 c ANDA Pre-Aoorovallnsoectlons/lnvesliaations{Domestic) 5.0 4.0 -1.0 
52832.B.C.E ANDA Pre-Aoprovai insoedionsilnvestiaations iForeiani ii .O 9.0 -2.0 
52832P Positron Emission Tom'XlraPhv (PET) 1.0 2.4 1.4 
52 Generic Drug Evaluation 17.0 15.4 -1.6 

Enforcement of the Adverse Drug. Exp. Rpt. Regul (Center 
53001A Initiated) 8.0 8.0 

Enforcement of the Adverse Drug. Exp. Rpt. Regul (Field 
530018 Initiated) 1.0 1.0 
53001C Risk Evaluation Mitloatlon Svstem CREMSl 2.0 2.0 
53 Postmarket Surv. & Epidemiology 11.0 11.0 

56002A,B.D Drug Process lnspections·Domestic 64.9 54.0 -10.9 
56002A-D Foreign Dryg Inspections 42.0 53.0 11.0 
56002E Drug Process lnsoections - Gas Manufacturers 9.0 10.0 1.0 
56002F Drua Process lnsoections API Manufs lOom/For) 13.0 9.0 -4.0 

56002M Druo Process lnsoections - Biotech Manufacturers 6.0 5.0 -1.0 
56002P Positron Emission Tomooraohv lPET}_ 0.5 3.0 2.5 
56008A Qf"\..QProduct Surveillance CDomesticl 18.5 18.5 
56008H Dryg_Product Surveillance (lmoort) 37.9 37.9 
56021AB Drua Qualitv Reporti~ Svstems-DQRS 4.5 4.5 

56022A Enforcement of Rx DruQ MarketinQ Act 2.0 2.0 
56843 Posi-Aoprovallnspections/lnvestiaations (Domestic) 2.0 2.0 
56843 Post-ApprovallnsoectJonsllnves1igations (Foreign) 2.0 2.0 
560015 Pharmacy Compounding Assignmen1S 5.0 2.0 -3.0 
56R838 Forensic Evaluation and Samole Analysis 10.0 10.0 
56 Drug Quality ANurenee 217.3 212.9 -4.4 

63001A lntemet Health Fraud & OTC MononratJhs 6.5 10.4 3.9 

63002 New DruQs (Prescriotion) Not Covered by Aooroved NDAs 5.0 3.0 -2.0 
63 Unapproved & Misbranded Druas 11.5 13.4 1.9 

88- Shelf Life Extension Projects 12.0 12.0 
88 Interagency cooperative Activities 12.0 12.0 

TotaJ Mi..ion Direc1: Pre and Annual Planned FTEs 367.0 367.5 0.5 

HUMAN DRUGS 
FY 2012 WORKPLAN CHANGES 



ANIMAL DRUGS AND FEEDS 
FY 2012 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTEs 

FY 2011 

WORKPLAN 
FTEs 

FY 2012 

FTE 
DIFFERENCE 

68001 G NADA Pre-Approval Inspections 4.9 4.9 
68808,G 1'Pre-Market) GLP and Spon/Mon/Com 2.2 2.4 0.2 . 
68810 Sponsors Contract Research Orgs./Monitors . .. 
68811,G tPre-Market) Clinical Investigators 2.6 2.6 

88 Pre-Approval Eval. of Animal Drugs & Food Additives 9.7 9.9 0.2 

71001,A,B1 Animal Drug Manufacturing Inspections 13.0 13.0 

71003A,B,C,E,G-K Feed Contaminants 25.6 25.6 

71004,A Feed Manufacturing 5.1 5.4 0.3 

71006,M Illegal OrUQ Residues In Meat and Poultry 38.3 40.5 2.2 

71009, 71R844§ Ruminant Feed Ban Rule (SSE) Program 33.1 30.8 -2.3 

71R816 Methods ValidationJOevelopment Program 5.0 5.0 

71R838 Forensic Evaluation and Sample Analysis 1.0 1.0 

71V800 Center Initiated Assignments 1.3 1.0 ..().3 

71 Monitoring of Marketed Animal Drugs, Feed, & Devices 122.4 122.3 ..(1.1 

Total Mission Direct: Pre and Annual Planned FTEs 132.1 132.2 0.1 

* 6881 O.G planned under 66808 
t 71005/ A planned under 71001 
§Includes 71R843, 71R833, 99R833, and 71R824 



MEDICAL DEVICES AND RADIOLOGICAL HEALTH 
FY 2012 WORKPLAN CHANGES 

WORKPLAN WORKPLAN FTE 
FTEs FTEs DIFFERENCE 

FY20'11 FY2012 
PAC PROGRAIWASSIGNMENT 

81010 Med Oev Problem Reportin_g-MDRIDEN F/U 0.5 1.0 0.5 
81 Postmarket Assurance: Devices 0.5 1.0 0.5 

82008 Monitoring Device of Foreian Oriain-lmoorts 44.0 43.0 -1.0 

82845A,B,C,G,H,S Inspection of Medical Dev Mfgrs: GMP Domestic 100.3 97.3 -3.0 

828458 inspection of Medical Dev Mfgrs: GMP Foreign 22.6 23.9 1.3 

82845H Inspection of Medical Dev Mfgrs: Hi-Risk Foreign 2.1 2 .1 
82845P Inspection of Accredited Persons: MDUFMA 1.0 1.0 

82845J Audits of ACCI'edited Persons 0.3 0.3 

82Z002 Condom Assionment 3.6 3.6 

82Z003 Mfgrs & Importers ofSurgical/Exam Gloves 8.8 7.5 -1.3 

82Z800 Center Initiated Assianments 2.0 4.3 2.3 
82R816 Methods Validation/Development Program 2.0 2.0 

82R838 Forensic Evaluation and Sample Analysis 0.3 0.3 
82 

' 
Compliance: Devices 187.0 185.3 -1.7 

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

83001 ,A Med Oev Premkt/Postmkt lnsp Foreign 2.6 2.6 
83808-11 Bioresearch Monitoring Domestic 23.3 24.0 0.7 

83810-11 Bioresearch Monitoring Foreign ?.0 ?.5 0.5 

83 Project Evaluation: Devices 35.0 36.2 1.2 

84Z002 Test Method Development & Evaluation 3.7 3.7 
84R816 Methods Validation/Develooment Program 2 .0 2.0 
84 Scfence: Devices 5.7 5.7 

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 of Mfgrs ofLaser Products Domestic 4.3 4.3 
86001 Inspection of Mfgrs of Laser Products Foreign 0.5 0.9 0.4 
86002 Field Implementation of Sunlamp Products 0 .3 0.3 
86003 Field Compliance Testing of Diag X-Ray Equip Domestic 7.6 7.6 
86003 Field Compliance Testing of Diag X-Ray Equip Foreign 1.0 1.0 

86004 Field Compliance Testing of Cab X-Ray EQuip 0.5 0.5 
86006A,B,D.E Compliance Testing of Elec Prod at WEAC Domestk: 3.1 2.8 ..0.3 
86006 Compliance Testing of Elec Prod at WEAC Foreign 0.4 0.3 ..0.1 

86007 Imported Electronic Products 8.5 8.5 
86008 Med Dev & Rad Hlth Use Control & Policy Implementation 3.0 3.0 
86009 Emergency Planning & Response Activities 2.0 2.0 
86 RadiatiOn control & Health sarety Act (RCM5.~) 31.2 31.2 

Total Mission Direct: Pre and Annual Planned FTEs 274.0 274.0 0.0 



TOBACCO PRODUCTS  
FY 2012 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTEs 

FY 2011 

WORKPLAN 
FTEs 

FY2012 

FTE 
DIFFERENCE 

96R800,96T800• Regulated Tobacco Products: Domestic and Import 2.1t 18.7 16.6 

TotaJ Mission Direct: Pre and Annual Planned FTEs 2.1 18.7 16.6 

• Includes 96R824 and 96R833 
t FY 11 FTEs were for guidance only 
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RESOURCE SUMMARY BY PROGRAM CATEGORY  
FY 2012  

OPERATIONAL FTES TOTAL 
OPERA110NAI.. 

FTE& 
DOMES11C IMPORT FOREIGN 

TOTAL ALL PROGRAMS 1415.9 604.8 194.8 2215.5 

FOODSANDCOSMETICS 

BIOLOGICS 

HUMAN DRUGS 

ANIMAL DRUGS AND FEEDS 

MEDICAL DEVICES AND RADIOLOGICAL HEALTH 

TOBACCO 

772.7 

120.7 

224.9 

108.2 

180.0 

9.4 

475.2 

4.0 

37.9 

17.8 

6G.6 

9.3 

44.2 

6.3 

104.7 

6.2 

33.4 

1292.1 

131.0 

367.5 

132.2 

274.0 

18.7 
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CENTER FOR FOOD SAFETY AND APPLIED NUTRITION  
RESOURCE SUMMARY  

FY 2012  

PPS 
NO. PROJECT TITLE 

OPfRATIONAL FTES TOTAl 
OPERATIONAL 

FTEa 
DOMESTIC IMPORT FOREIGN 

TOTAL 772.7 475.2 44.2 1292.1 

3 

4 

7 

II 

16 

21 

29 

FOODBORNE BIOLOGICAL HAZARDS 

PESTICIDES AND CHEMICAL CONTAMINANTS 

MOL£CliLAR BIOLOGY AND NATURAL TOXINS 

FOOD AND COLO!( ADDITIVES PEnllON REVJEW AND POLICY D!VEl.Ol"MENT 

TECHNICAL .ASSISTANCE: FOOO AND COSMETICS 

FOOD COMPOSITlON, STANDARDS. LABELING AND ECONOMICS 

COLOR AND COSMETICS TECHNOLOGY 

584.0 

80.3 

12.2 

63.9 

%9.3 

3.0 

369.8 

65.7 

6.7 

13.2 

15.5 

4.3 

44.2 998.0 

14e.O 

18.9 

13.2 

63.9 

44.8 

7.3 
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C~tpJ!liance Pr.Qgranl.s and Reuorting P ACs  

! 03 FOOUOORNI-.. U101 OGI  
L--- ··· -- ·-- ------- -·· - ________________ ___.  

Import Acidified & Low Ad rl Cam1ed lioorls  
R~pm·tlng PACS: 03003, 03003A  

l)o.rue::tic and Impo1·ted Clte~e & Clu~2Se P~·3dud® 


Reportmg PACS: 03037, 03037B, 030370  

Danlesii~ FoGd Safety 
.Reporting PACS: 03803, 03803B, 03803C, 038030, 03803E, 03803U, 04803, 
09803,09803E,09803F 

Domestic Acidified and Low Acid Ctumed }foods  
Reporting PAC:~: 03803A  

Import Foods Generai I FU to Refusals I Electronic Entry Review I Filer Eval I Piior 
Notice Review 

Reporr.tng PACS: 03819A, 03819, 03819B, 03819C, 03819U, 03R833, 03R824, 
07819, 07R824, 09R824, 99R833 

Domestic Fish ~md Fishe:ry Prodccts !iispection hog.-l!m 
Re_porting PACS: 03842, 03842B, 03842C, 038420, 03842H, 04842A, 04842H, 
07842, 07842H,09842,09842E,09842F,09842H,21842 

Imported Seafood Products 
Reporting PACS: 03844, 03844B, 03844C, 038440, 03844H, 03844U, 07844, 
09844E,09844F,21844 

Juice HACCP Inspection Program. 
Reporting PACS: 03847H, 03847, 04847, 04847H, 07847, 07847H, 09847, 
09847H, 21847H 

Import & Domesnc 1\'licro Assigaments  
Reporting PACS: 03F098, 03FIOO  

Cl7SAN Environmentni Sempling Assignmenro  
Re!>orting PACS: 03F830, 03F836, 03F837, 03F838, 03F839, 03F840  

Unspecified Fm·eign !nspections I Assessments  
Reporting PACS: 03R233  

I 



Oatbrenk and Eme.rgcncy Response 
ReJ:.o1·tlftg PACS: 03R839, 04R839, 07R839, 09R839, .21R839, 03!U 75, 
03R224/225/262/263/264/265/260/267/277/278/282, 03R855/856/857/858/859, 
04R078, ~R854/858/859, 07R2791R280, 21R281 

li'ootl It~fense 
Rcpo.rtlne PACS: 03R845, 04R845, 07R845, 09R845, 18R845, 21R845 

- ~····- 1 
I 

-----...--1 
Pesticides & Industria! ChemierJs in Domestie & lm.port~d Foods 

.Reportf!lg PACS: 04004A, 040040, 04004U, 04R824, 04R833 

Chcmotberupeutlc..~ in Sed ood  
lteporti.11g P ACS: 04018  

Toxic Elements !& Foods (Domestic and h-uport)  
Reporting PACS: 04019A, 04019U, 04019X  

Toxic E lements b Foodware (Domestic and tmport)  
Reporting PACS: 0401 9B  

Raclionuclide~ 1n .Foods {Do~aestk & Import)  
Repo:1ing PACS: 04019C  

Tot al Diet Study  
Reporting PACS: 04839  

Field Assignments for Chemica! Contam.inunts  
Reporting PACS: 04F800, 04F106, 04Fl07  

Forensic EvaJuatiou and Sa:nple An.alys!s  
Reporting PACS: 04R838, 04R831  

r.·,7-~;~;. ··c(i\'R' Hi;;·;··;,(;\:~· ~~~-R-~1 TO~I'\~ ; FOOD 
L-----· ·-····- - - ~- -- ·----

Mycoto.xins in Domestic & Imported Foods  
Reporting PACS: 07001  

II 



~000& ____j 

lmJwrted Foods - Fottd & Color Additi\•es 
Rcpo.rt!ng PACS: 09006A, 09006B 

~------ - ------- 
] 

----~--1 

l ntcrsmte Tr~vel Prognun - Conveyances & Support Facilities  
Reporting :PACS: 18029A, 180298, 18029C, 180290, 18029E, 18029F  

·-- - --·· -~ -~- ·~-~--' 

Medical Foods (Domestic & Import)  
Re!)o~:·ting PACS: 21002  

Dom~tic Food T...&bd i::g ar..d E~c::.cm!~:; P rogrnm 
Reporting .PACS: 21 003 

Domestic & l mport NLEA, Nutrient Sample Auaiysis & Gene.raJ Food Labeling 
Program 

Reporting PACS: 21005, 21R824 

Infant Formula Program 
Reporting PACS: 21006 

Dietary Supp.lements (Domestic & J:mport) 
Reporting PACS: 21008, 21008A, 21R829 

Selected Nutrient in Foods Survey- Tota! Diet 
Reporting PACS: 21839 

--  --  -
Cosmetics (Domestic & Import)  

Reporting PACS: 29001, 29R824, 29R829, 29R833, 29R845  

Ill 
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PROJECT SUMMARY SHEET  
FY2012

  

and 

-

1. PROGRAM CATEGORY

Food Cosmetics !

 • 

ological -
!2· PPS PROJECT NAMEJNUMBER
Foodbome Hazards 03 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS

 Bi

. 

I 
 

5 PROGRA
ASSIGNMENT

CODE

 

M 6. OPERATIONAL FTE

 

UOT~ 
! 
, DOMESTIC IMPORT FOREIGN

 

TOTAL
 

584.0 3e9.8 44.2

 J.::.JO~RATIONAL 

FTEs 
998.0

I

 

Foodbome Biological Hazards

 

Q3F810

 
93.3 359.3

 

452.6 03-2-s 

2

 

Domestic High Risk Inspections

 * 
03F811 

 

248.1

 I 
248.1 03-6 

3

 

Domestic Non-High Risk Inspections

* 
03F8 12

 

25.9

 

25.9 03-7 

4 

 

CFSAN Environmental Sampling Assignments

 * 
03F830

 

90.4

 

90.4 03-8

s
 

Foreign Foods lnsoections

 * 
03R233

 

44.2

 

44.2 03-9 
6

 

Outbreak and Emergency Response

 * 
03R839

 

126.3 10.5

 

136.8 03-10 

• These P ACS are for t>lanninJt purposes only. 

Accomplished work must be reported against the 

appropriate program or assignment PAC. 

See page l-Jil (after the Center Resource Summary Sheet) 

for a listin11: ofcollll)liance programs and 

!corresponding reporting PACS. 

ceNTER PROJECT MANAGER/TELEPHONE 
Brenda K. Aloi 240-402-206S 

ORA PLANNER/TeLEPHONE 
Stephen Burt301-796-4398 

FORM FDA 2622 (10/09) PAGE NO.

 

tJ 
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fY 2012 ORA WORKPLAN October I 20I1

1. PROGRAM/ASSIGNMENT TITLE 

Foodbome Biological Hazards 
2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards- 03

3. PROGRAM(ASSIGNMENT COOE(S) 

See Remarks Section 

 

4. WORK ALLOCATION PLANNED BY 

D:J ORA WCENTER

5. OPERATIONAL FTE POSinONS 

452.6 [107.0] 

 
R
E  
G  
I !

0  
N

 DISTRICT/ 
 SPECIALIZED
 LABORATORY

16. 2
 IMPOR
  ENTitY
  REVIEW

 (Koiii'OI

 (1}

T IMPORT
 NTEIUIATIOHA 
 MAll
 fACILITY

(Hours) 

 2 2 
 IMPORT

MAl~

 COURteR
 I'U!VII!W

(Hours)

3 
 DOMESTIC

 SAMPLE 
 COLL

3 
 OOMES1lC

 SAMPU!
  COLL

 CHI!I!S!

3 
 DOMESTIC

  SAIIPI.E
  cou

 SPROUTS

3
 DOMESTIC

 SAMPLE 
 COLL

 PROOUC!

 3
  DOM£STIC

SAMPLE
 COLL

 IIO!ILI
 LAB

 4 
 IMPORT

 SAMPl.£
 COLL

 

TOTAL FIELD 58804 950 2850 i228 261 3()0 1200 200 14530

 
NE

HEADQUARTERS -· ~ !!! f  -

  
 

REGIONAL STAFF 
NEW ENGlAND
NEW YORK
REGIONAl lAS
WEAC 

 
c::

REGIONAL STAFF 
 

 

  
 

 ···-·-
  

BAlTIMORE
CHICAGO
CINCINNATI
DETRClT
MINNEAPOLIS
NEW JERSEY
PHilADELPHIA
FORENSIC CHEM. CTR

 
SE

  
REGIONAL STAFF 

  
 

 

ATLANTA
FLORIDA
NEW ORlEANS
SANJUAN
REGIONAl lAB

 
sw

 
REGIONAL STAFF 

  
 

 

DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 

 
PA

REGIONAL STAFF 

 
 

 

LOS ANGELES
SAN FRANCISCO 
SEATTLE
PACIFIC REGIONAL LABORATORY..SW
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HOURS PER·OPERATION 6.0 4.0 3.0 3..0 3.0 2.6 
TOTAL HOURS 58804 950 2850 7368 1044 900 3600 800 31na 
CONVERSION FACTOR 1200 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTE& 49.00 1.00 3.00 1.76 1.10 0.95 3.79 0.&3 39.7_7 

7.REMARKS 

 

NOTE: PAC 03F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or 
assignment PAC. Please see page I-III (after the Center Resource Summary Sheet) for a lis1ing of compliance programs and 
corresponding reporting PACS. 

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

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations. 
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.FY 2012 ORA WORJ<J'L\N O.:t~l 2011 

1. PROGRAM/ASSIGNMENTTITlE 

Foodbome Biological Hazards 
2. PPS PROJECT NAMEMUMBER 

Foodbome Biological Hazards - 03 

~. PROGRAM/ASSIGNMENT CODE(S) 

See Remarks Section 
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HOURS PER OPERATION
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3.0 3.0 1.0 0.5 
TOTAL HOURS

 
4500 1200 1520 76070 5374 13924

 

~698 7500 
CONVER$100 FACTOR

 

950 950 9150 950 1180 1180 1180

 
1180 

TOTAL OI"ERATIONAL FTEs
 

4.74 1.26 1.60 80.07 4.55 11.80
 

3.98
 

6.36 

7.REMARKS 

(1)- Field Exams are to indude pH and canned seam evaluation.
. 
(2)- Import Field Exams are for Field Exams as required by the District to cover program p~

Import Field Exams are to routinely Include: Verification that the imported product is the same as declared (ReconciUation Exam);  
and assessment of security concerns related to labeling & source country (including container integrity, signs of intentional adulteration,  
etc.); traditional safety concerns. These activities are to be reported as a single Import Field Exam under this Compliance Program aoo  
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 rou1lne WQ~ requiring follow-up, should the CT Exam be reported under the CT PAC  
(03R845, 04R845, stc.).  

NOTE: Laboratory allocations were planned by DFS. 
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FY 2012 ORA WORKPLAN 11 O.:tober I 20
1. PROGAAMIASSIGNMENT TITLE 

Foodbome Biological Hazards 
2. PPS PROJECT NAAEJNUMBER 

Foodbotm Biok>gical Hazards - 03 

~· PROGRAM/ASSIGNMENT CODE(S) 

See Remarks Section 

4. WORK AU.OCATION PLANNED BY 

IT] oRA OceNTER 

5. OPERATI()tojAL FTE POSITIONS
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SEAffiE
PACIFIC REGIONAL LABORATORY-8W
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HOURS PfR OPERATION 
TOTAL HOURS

 

30000 650 4000 95685 39907 37500 1300 2000 32400 

-
CONVERSION FACTOR

 
1180 1180 1180 1180 1180 1180 1180 1180 1200 

TOTAL OPERATIONAL FTEs
 

25.42 0.55 3.39 81.09 33.82 31.78 1.10 1.89 27.00
7. REMARKS 

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

NOTE: Laboratory anocations were planned by DFS.
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FY 2012 ORA WORKPLAN Oclob<r I 20 I I
1. PROGRAM/ASSIGNMENT TITLE 

Foodbome Biological Hazards 

 
2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

p. PROGRAM/ASSIGNMENT CODE(S) 

See Remarks Section IT) c::::J 
4. WORK ALLOCATION PLANNED BY 

ORA CENTER 

5. OPERAllONAL FTE POSITIONS

452.6 [25.5] 
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HOURS PER OPERATION 
!TOTAL HOURS

9 9 

I 

4720 760 11400 1600 4720 3615 
!cONVERSION FACTOR 

 
1160 950 ~ 950 1180 120~

TOTAL OPERATIONAL FTEs
 

4 .00 0.80 12,00 1.1111 4.00 3.00 
7. REMARI<S 

(1) - Prtvate Laboratory Review Time Is for NRL, SRL, DEN, PRS analysts to review private lab results submitted for Imported foods.  
Review lime MUST be reported under Ml~eJianeous Operation Code 92 with •pL• in the FACTS description fteld.  
Without consistency in reporting, your time will not be found and Ct'editied.  
(2)- Resources are for the attendance at Better Processing Schools (BPS).  
(3) -Time pranned for Contract management Includes resources to conduct audits. Report Foods State Contract Inspection Audit time  
under operation 13 (Investigation Operations). NOTE: Non-operational FTE's, I.e. supervisors, should not report contract management time.  
(4) -level II Auditors Certification lime: These hours are to provide auditors the time to evaluatelltain other Investigators trying  
to mairrtain Level II Certification.  

NOTE: Laboratory allocations were planned by OFS. 
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FY 20!2 ORA WORK.I'LAN

 1. PROGRAM/ASSIGNMENT TITLE

IDomesric High Risk Inspections 

 r· PPS PROJECT NAME/NUMBER

Foodbome Biological Hazards 
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See Remarks Section 
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,HOURS PER OPERATION
 ,.-..-. ____J___ _' 

-~~ -----~·- .r~ --u.,...,--....-.-..........~._,.. - 35.0 - . , ....;..._. --·- -· TOTAL HOURS 235725 - - - I 
CONVERSION FACTOR 950 - -· - t 
TOTAL OPERATIONAL~ 

-...,(. ....... 248.13

 

.. 

7. REMARKS
NOTE: PAC 03F811 Is for planning purposes only. Accomplished work must be reported against the appropriate program or 

i asslgnment PAC. Please see page 1-111(after tM Canter Resource Summary Sheet) for a listing of compliance programs and 
COITesponding reporting PACS. 

~~...,..... ''1~.-

I 
NOTE: Hours per operatlon module Is for guidance only. Report actual lime spent on operations. 
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FY 20120RA WORKPLAN October I 201 I 
 

f

1. PROGRAMIASSJGNMENTTJTLe:

Domestic Non-High Risk Inspections 

2. PPS PROJECT NAMEIN1Jt.IBER

Foodbome Biological Hazards

 3. PROGRAM/ASSIGNMENT CODE(S)

See Remarks Section  D 
. WORK AU.OCATION PLANNED BY

ORA CENTER

 5. OPERAnONAl FTE POSITIONS

25.9
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hOTAI.. HOURS 23640 960 • ll------f-----~-----l----l 
jgoNVER....mQN FACTOR 950 950 - I 
~~.<i[RATIONAL FTEs 24.88 1.01

 

 

- - -

7. REMARKS 

1  
NOTE: PAC 03F812 is for planning purposes only. Accomplished WOfk must be reported against the appropriate program or  
assignment PAC. Please see page 1-111 (after the Center Resource Summary Sheet) for a listing of compliance programs an<l 

!corresponding reporting PACS. 

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations.
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FY 2012 ORA WORKPLAN O<:toberl 201 I 

1. PROGRAM/ASSIGNMENT TITLE 

CFSAN Evironmental Sampling Assignments 

2. PPS PROJECT ~EINUIII1BER 

Foodborne Biological Hazards 

3. PROGRAM/ASSIGNMENT COOE(S) 

See Remarks Section 
4. WORK ALLOCATION PlANNED BY 
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HOURS PER OPERATION 
TOTAL HOURS 
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!TOTAL OPERATIONAL FTEs
 

52.63
 

3.68
 

9.16 10.!53 
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7.REMARKS 
NOTE: PAC 03F830 is for planning purposes only. Accomplished work must be reported against the appropriate program or  
assignment PAC. Please see page I-III (after the Center Resovrce Summary Sheet) for a listing of compliance programs and  
corresponding reporting PACS.  
CSO time to Include Inspections and sample collections. Report hours utilized under the appropriate operation code.  

I (1 ) - Estimate finns 
(2) - Estimated • ifinns  
(3)- Estimated finns  
(4) Estlmated flnnsrm'l
Hours based on estimated 75 hours per inspec1ion and 25 hours per sample collection. Additional time for Inspections  
is included under the High Risk Inspections planned separately. District spread of resources are for planning purposes only.  
Above numbers are estimates only- assignment parameters will dictate the final number of firms to be covered.  
Environmental sampling to follow-up on Outbreaks and Emergency Response activities Is planned separately (Response to  
Foodbome Emergencies).
Report Inspections and analyses conducted in response to an outbreak and emergency against the appropriate Foodbome  
Emergency PAC {e.g. 03R855} Salmonella in Peanut Butter Emergency/Recall - Human Food Use, 03R266 listeria Emergency, or  
another PAC to be created in response to a future emergency. Assignments and district Inventories will detennlne resource usage.  
NOTE: Laboratory allocations were planned by OFS.
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FY 2012 ORA WORK.PLAN October I 2011 

 1, PROGRAM'ASSIGNMENT Tffi.E

Foreign Foods Inspections
 

 
2. PPS PROJECT NAMEINUMBER

Foodborne Biological HD7..ards 

 3. PROGRAM/ASSIGNMENT COOE(S)

See Remarks Section
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HOURS PER OPERATION  35.0 35.0  
TOTAL HOURS 26215 15785 
CONVERSION FACTOR 950 950 
!TOTAL OPERATIONAL FTEa 27.59 16.62 
7.REMARKS 
NOTE: PAC 03R233 is for planning purposes only. Accomplished work must be reported against the appropriate program or 
assignment PAC. Please see page 1-111 (after the Cerrter Resource Summary Sheet) tor a listing of compliance programs and 
OOtTesponding reporting PACS. 

NOTE: Hours per operation modules are for guidance only. Report actual time spent on operations. 
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FY 2012 ORA WORKPLAN October l 20 ll 

1. PROGRAM/ASSIGNMENT TITLE 
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Foodbome Biological Hazards 

3. PROGRAM/ASSIGNMENT COOE(S) 

See Remarks Section  
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HOURS PER OPERATION 
TOTAL HOURS 62605 28272 30479 
CONVERSION FACTOR 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 10.5~ 10.53 65.90 23.96 25.83 

7.REMARKS 

 

NOTE: PAC 03R839 is for planning purposes only. Accomplished work mus1 be reported against the appropriate program or assignment  
PAC. Please see page 1-111 {after the Center Resource Summary Sheet) for a listing of compliance programs and  
corresponding reporting PACS.  

nme to be used for all outbreak and emergency activities related to food and cosmetics. District spread Is for planning purposes  
only. Report inspections and analyses conducted In response to an outbreak and emergency against the appropriate  
Foodbome Emergency PAC (e.g. 03R855 Salmonella in Peanut Butter Emergency/Recall-Human Food Use,  
03R266 Listeria Emergency, or another PAC to be created in response to a Mure emergency).  

(1)- Includes investigational hours for all domestic and import investigations. 
(2) - Planned time includes CSO time for follow-up to RFR-RCR and Food Defense Assignments. 

NOTE: Laboratory allocations were planned by DFS. 
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4. FDA r.nupt_tANC:E :AND ASSIGNMENTS 

. 

s. 
ASSIGNMENT 

COOE 

 

II 6. V ...l::rV\1 ovNAL FTE 
Vl"t::'<A IIUN#\

FTEs 
7TOT~

. LNMc:.<> l ll.i IMf'O~ FOREIGN 
TOTAL ~~-~ 65.7 

  

I 
~ 

In 
-' • 1and Chemical I04F81 51.7 65.7 117.4 04-12 

2 frof!l. Diet Study

0. 

104839

 

28.6 28.15 04·13 

• These PACS are for :only. 

Iwork must be reported against the 

:program or PAC. 

!See 1)3ge I-III (after the Center n c;:,.,..,..,,..., Sheet) 

lfor a listing of · -"· and 
..,_II!: :PACS

L

[

lORA ~ I!DI-It'\NI' 

!Kristen Kamas 3'o]:796:4:39t 
FORM FDA 2622 (10109) PAGE NO. 04-11 
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FY 2012 ORA WORKPLAN OctobcT l 2011

1. PROGRAM/ASSIGNMENTTITlE 

Pesticides and Chemical Contaminants 

 
2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants 04

3. PROGRAM/ASSIGNMENT CODE(S) 

See Remarks Section 

 

4. WORK ALLOCATION PlANNED BY 

ORA CENTER 

5. OPERATIONAl FTE POSITIONS 

I 17.4 

 

R  
E  
G  
I  

0 
N 

lb. 
 

 
D!STR!CT!

SPECIALIZED
LABORATORY

 
 

DOME1ITIC
SAMPLE

COI.L
 

3 4 

 
 

IMPOIIT
SAMPLE

COI.L 

s 

  
 

FELD
I!XAMI 
TESTS 

8 

T 
 
 

UPOII
fiELD

EXAMS
(1) 

7 

 
 

 

IXWIESTIC
LAB

MAI.YST 
(Houn)
CHEio

 
 

 

 

IllPORT
!.All

ANALYST
(Hours
CHEll

 

) 

FOREN$1CS

(HoursI
l 

6 ·~ 9 9 

 
 

 
 

 

AI'PUED
TECH•

NOI.OGY
CENTER
CHfM

!Moura

 
 
 

 

llfTHOOS
VA110EV

CHEM 
(Hou"')

TOTAL FIELD
 

2&61iji_"':_o:n 560~ 

1S 
25 &4IMI .2119111 $1192 144110 5900 2410

NE

 
HEADQUARTERS

 

 
 

 

REGIONAL STAFF
NEW ENGLAND
NEW YORK

LAB REGIONAL 
WEAC

 

CE

  
REGIONAL STAFF  

  
  

  
  

  
  
A  

BALTIMORE
CHICAGO
CINCINNATI
oernorr
MINNEAPOliS
NEW JERSEY
PHLAOELPHI
FORENSIC CHEM. CTR

 

SE

  
REGIONAl STAFF 

 
 

 
 

ATI.ANTA
FLORIDA
NEW ORLEANS
SANJUAN
REGIONAl. LAB 

 

&N

REGIONAL STAFF 
 
 

 

OAU...AS
DENVER
KANSAS CITY

IMF>ORT SOUTHWEST DISTRICT 
REGIONAL LAB

 

PA

 
REGIONAL STAFF 

 
 

 
 

LOS ANGElES
SAN FRANCISCO
SEAmE
PACIFIC REGIONALLABORATORY..SW
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 3.5 2.5

 

0.7 0.5 
TOTAL HOURS 9314 14023 18 3203 26966

 
56192 14460 5900 2410 

CONVERSION FACTOR
 

950 950 950 950 1180 1180 1205 1180 1205  
TOTAL OPERATIONAL FTEs 9.80 14.76 0.02 3.37 22.85  47.62 12.00 5.00 2.00 

7.REMARKS
NOTE: PAC 04F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or 
assignment PAC. Please see page I-III (after the Center ResotJrce S(•mm;:try Shoot) for a listing of oompli<lnce programs and 
corresponding reporting PACS. 

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

Laboratory allocations were planned by DFS.

(1)- Import Field Exams are forToxic Elements in Foodware (PAC 040196).

FORM FDA 26211 (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 04-12

 

 • 

(2]  IT] 

  

. 
   



 

·-

 

fY 2012 ORA WORKPLAN October I 2011

1 PROGRAM/ASSIGNMENT TmE

Total D iet Study

 

2. PPS PROJECT NAMEINUMBER 

Pesticides and Chemical Contaminants- 04  

3. PROGRAM/ASSIGNMENT CODE(S) 

04839 

4. WORK ALLOCATION PLANNED BY 

DORA fficENTER 

5. OPERATIONAL FlE POSITIONS 

28.6 

I ~· 
R 
E 
G 
I 

0 
N

 

  
  

DISTRICT/
SPECIALIZED
lABORATORY

 

3 
  

  
 

( ! 
) 

DOMiiSTIC
SAMPI.£
cou

TOTAL
(DIU

11

77 7 
 TD8 TD3 

 
  

S

DOMii$TIC
U8

AHN..YST
(Hours

c~~

 
 (

)  

NIAI..YSIS
Hcurtl

RAilI(

..u.;~E

 
 

). 

AHALY&II
(Hour.)

P!RCHLOR· 
ATU

  

TOTAL FIELD

 

(10

 141  

22834 6600 3401

 

NE

 
HEADQUARTERS 

  
  

  
  

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC

 

CE

  
IREGIONJ\1. STAFF 

 
 

 
 

 
 
 

BALTIMORE
CHICAGO
CINCINNATI
DETROrr
MINNEAPOLIS
NEW JERSEY
PH~aPHIA

FORENSIC CHEM. CTR

 

SE

 
REGIONAL STAFF  

  
  

  
  

ATLANTA
FLORIDA
NEW ORLEANS

ANJUANS
REGIONAL lAB

 

SW

  
REGIONAL STAFF 

 
  

  
  

DAllAS
DENVER
KANSASCrTY
SOUTHWEST I.!PORT DISTRICT
REGIONAL L.A8

 

PA

  
REGIONAL STAFF 

 
 

 
 

LOS ANGELES
SAN FRANCISCO
SEATTLE
F>ACIFIC REGIONALLABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATiON

 

tt! 

' I 
I 

I 
I 
I 
I 
I 
I 

I 
I 

I 

26.0 
IToTAL fiO_URS

 
1600 22834 

  
~ 

5600 3~9 
!cONVERSION FACTOR

 
9!50

 

1160 1160 1180
TOTAL OPERATIONAL FlEs

 
1.&1 

 
19.35 4.75 2.89 

7. REMARKS
(1)- Each DSC represents a District's weekly collection of specified food items. Each market basket collection is spread over a five 
week period and involves 3 separate districts. Four market baskets are planned annually. 
(2)  Represents the total number of food items analyzed for various attributes. VOC analyses will no longer be conducted on TDS
foods.
{3)- All TDS food items from two market baskets analyzed by WEAC for selected radlonuclides.
(4}- All TDS foods from each market basket are analyzed for perchlorates.  

Laboratory allocations were planned by DFS. 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 04-13
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6. OPERATIONAL FTE 
ASSIGNMENT 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 
nom :vrr;;~~~,.,..~ 

IMPORT FOREIGN 
12.2 6.7 1UTOTAL 

in .and lmport Foods 07001,07R816 12.2 6.7 18.9 07-15 1 

PROJECT SUMMARY SHEET 
FY2012 

12.PPS PROJECT NAME/NUMBER1. I \.J'. I "'"''""'Y 

IMni,.,..,J,,. Biology & Natural Toxins- 07Food and Cosmetics 

tJ L::J

]LcN icK PRrr~~TMANAGERffElEPHONE lORA"" .,,.,.,...., <=<>l-lr"""' 
IBrmda K. Aloi 240-402-206.5 Lom1ineB. Boykin 301 70~ " 

00 

FORM FDA 2622 (1010$) PAGE NO. 07-14 
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FY 20120RA WORKPLAN October I 2011 

1. PROGRAM/ASSIGNMENT nTLE 

Mycotoxin in Domestic and Import Foods 

2. PPS PROJECT NAME/NUMBER 

Molecular Biology & Natural Toxins- 07 

7. REMARKS 

NOTE: Laboratory allocations were planned by DFS. 

3. PROGRAM/ASSIGNMENT COO€(S) 

0700l,07R816 ITJ 
4. WORK ALLOCATION PLANNED BY 

ORA cENTER 

 

5. OPERATIONAl FTE POSITIONS 

18.9 

9 
R  
E  
G  
I  
0 ) 
N

DISTRICT/ 
 SPECIALIZED
 LABORATORY

 
 

DOMESTIC
SAMPI.I

COLL

 
! 

 

IMPORT
SAMPLE

COLI

 
 

. 
 
 

DOMESTIC 
LAB 

ANALYST
CHfM

(HO<W'S} 

I

 
 

j

MPORT
LAB

ANALYST
CHEM
Moursi

 
 

 
 (

 

METHOD
VAUO~

CHEll
Hours

0111316

lb. 3 4 7 8 9 
 A
 

 
) 

 
 

9 
I'PLIEP

TECHN
OI.OGY

CTR. MICRO
(Hours)
11RI16

 
· 
 

 C
 
 

APPLIED
TI!CHN·
OLOGY
TR.CHEM
(Hwrs
071l811 

TOTAL FIELD U2 $32 4892 !824 003 000 4130
~jl ... ·i' ''ll Et~ 

NE 

 

HEADQUARTERS 
REGIONAl STAFF 
NeNENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 
BALUAORE 
CHICAGO 
CINCINNATI 
DETROff 
MINNEAPOliS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEIIA. CTR 

se 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 

DIST

DAU.AS 
DENVER 
KANSASCrrY 
SOUTHWEST IMPORT 
REGIONAl lAS 

RICT 

PA 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAl LABORATORY-SW 
PACIFIC REGIONAl LABORA

HOURS PER OPERATION 
TORY-NW 

4.0 2.0 
TOTAL HOURS 3328 1664 4992 5824 603 600 4130 

CONVERSION FACTOR 950 950 H80 1180 1205 1180 1180 
TOTAL OPERATIONAL FTEs 3.50 1.75 4.23 4.94 0.50 0.51 3.50 

FORM FDA 2621a (10/09) ORA WORKPLANNJNG SHEET (Contmued) PAGE NO 07-15 



Ttii s page 1s Intentionally blank 



PROJECT SUMMARY SHEET 
FY 2012 

1. PROGRAM CATEGORY 
Food and Cosmetics 

2. PPS PROJECT NAME:INUMBI:R 
Food & Color Additive Petition Review & Policy Development · 09 

t.:l 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS ~ 
5. PROGRAM 
ASSIGNMENT

COOE

6. OPERATIONAl FTE 
 

 
OPERATIONAL

FTE$
'T~~

 DOMESTIC IMPORT FOREIGN  . 

TOTAL 13.2 13.2 

I food and Color Additive Petition Review & Policy 09FSIO* 13.2 13.2 09-17 

Development 

• These PACS are for planning purposes only. 

Accomplished work must bereported a!lilinst the 

,appropriate program or assiW11nent PAC. 

Seepage1-IIJ (afta- the Carter Resource SUmmary Sheet) 

for a listing ofcompliance programs and 

001Tespondin2 J't'.I)O!'ting PACS. 

f-• -

CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TEJ..EPHONE 
Brenda K. Aloi 240-402-2065 Luraine B. Bovkin 301-796-4393 

FORM FDA 2622 (10109) PAGE NO 09-16.  
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FY 2012 ORA WORK.PL AN October I 2011

1. PROGRAM/ASSIGNMENT TrTLE 

Food & Color Additive Petition Review & Development 

 

2. PPS PROJECT NAME/NUMBER

Food & Color Additive Petition Review & Policy 
Development - 09 

3. PROGRAM/ASSIGNMENT CODE(S) 

See Remarks Section 
4. WORK ALLOCATION PLANNED BY

RA ENTER 

5. OPERATIONAL FTE POSrTIONS 

13.2 

R 
E 
G 
I 
0 
N 

 
DISTRICT/

SPECIALIZED
LABORATORY  

llllf'()ft
SAMPLE
cou  

IMPORT
FIELD
EXAMS

(1
 

IMPORT
l.AB 

ANALV$T
(Hours)
CHJ!M

 

TOTAL FIELD

 

1176

1 

480"

 

10$7t

NE 

 
HEADQUARTERS 
REGIONAL AFF ST
NEW ENGLAND  
NEW YORK  
REGIONAl LAB 
WEAC 

CE 

REGIONAL STAFF 
MLTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

SE 

-
REGIONAL STAFF 

FLORIDA 
ATLANTA 

NEW ORLEANS 
SAN JUAN 
REGIONAL LA8 

sw 

REGIONAL STAFF 

A

DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGION L LA8 

F>A 

REG10NAL STAFF 
LOSANGa.ES 
SAN FRANCISCO 
SEATTLE 
PACFIC REGIONAL LABORATORY..SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERA nON 

 

l\!l ~ ~'\l!J 

1A 

 
[;I 

0.5 

TOTAL HOURS 1645 240 2 

 

10575 

CONVERSION FACTOR 950 950 1180 
TOTAL OPERATIONAL FTEs 1.73 2.53 8.96 

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

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

(1)- Import Field Exams are to rovtinely induda: VerifiCation that the imported products arathe same as that which were declared  
(Reconciliation Exams); an assessment of securi1y concerns related to labeling and source country (including container integrity,  
signs of intentional adulteration, etc.); and traditional safety concerns. These activities are to be reported as a single Import Field  
(Reconciliation Exams); an assessment of security concerns related to labeling and soorce countiy (including container Integrity,  
Exam under this compliance program and PAC. Only one exam should be reported per line en1ry.  

Only in the event of a pre-determined "for cause• CT exam, or in the event CT suspicions are raised while conducting routine work  
requiring follow-up, should an additional exam and time be reported underaCT PAC (03R845, 04R845, etc.).  
See 10M Section 5.4.1.4.1. for additional informati<>n on Food and Cosmetic Securities Activities.  

Laboratory alklcations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 09-17 
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PROJECT SUMMARY SHEET  

 

FY 2012 
CATEGORY 

Food and Cosmetics 
12. PPS ""'~10"' NAME/NUMBER 

Assistance: Food and Cosmetics -18

 

tJ 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS

. 

 5. PROGRAM
ASSIGNMEN T

 

6. OPERATIONAL FTE

 

jVri:0~~""''

 

TOTAL

 

IMPOR' FOREIGN 
63.9 

1

 

IC:Cflnl~IIJ :-Food and

 

II8F8 10

 

3.2

- 1""'~ 
3.2 18-19  

2

 

!Retail Food_ , - State ProJl:l'3ll

* 

118002

 

26.0 26.0 18-2()-.21

3

l 
I~ ·~· Milk Safety Prl)grtlll!

 

118003

 

20.0

 

20.0 18-22-23  

4

 

,u.,"""'" · ""' 

 

118004

 

14.'7 14.7 18-24-25 10, n1, 

• ThesePACS are for_-'· :only. 

I work must be rcportod against the 

:program or . PAC. 

Isee page I-Ill(after the Center "· ·Sheet) ..;.fur a listing of' :and 

:PACS

I  CENTERPROJECTMANAGERnELEPHONE
!Brenda K. Aloi 240-402-2065

_I=P~r'lNI' 

!Lorraine B. Boykin ?1\ "'"" A193

FORM FDA 2622 (10f09) PAGE NO 18-18
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  FY 2012 ORA WORKPLAN October I 20 II
 1. PROGRAM/ASSIGNMENT mu

Technical Assistance- Food and Cosmetics 

; 2. PPS PROJECT NAME/NUMBER

Technical Assistance- Food and Cosmetics · l8 

3. PROGRAM/ASSIGNMENT CODE($)

See Remarks Section

 

 [KJ  c=)CE

4. WORK ALLOCATION PLANNED BY

ORA NTER

 

 

5. OPERATIONAl FfE POSITIONS 

3.2

 3 3 7 7 
R  

E  
G  
I  

0  
N

 DISTRICT/
 SPECIALIZED
 LABORATORY

 

JU. 
 

 
 

2
INVES'Il-
GATIONS
(Hours)

 
 

 

DOM&$TIC
SAMPI.E

COLL
CHEN 

 
 

 

OOIII!:STIC 
SAMPLE

COI.L
MICRO

 
 A
 (

DOMESTIC
lM

NALYST
Hoora)
CHEM

 
 

 
 

 

DOMESTlC
lM

AIW.YST
(Houra)
MICRO

 

TOTAL FIELD 850 20 180 240 1440

NE 

 
~~~~lt:n liS 

·· -...:- 
HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 

l 
BALTIMORe 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
Pl-ll.ADELPHIA 
FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

PA 

REGIONAl. STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEA TILE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 4.0 4.0 

!TOTAL HOURS 850 80 720 24{) 1440 
CONVERSION FACTOR 9110 950 950 1180 1180 
!TOTAL OPERATIONAL FTEs 0.89 0.08 0.76 0.20 1.22 

7. REMARKS 
NOTE: PAC 18F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or 
assignment PAC. Please see page 1-111 (after the Center Resource Summary Sheet} for listing of compliance programs and 
corresponding reporting PACS. 

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-19
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FY 2012 ORA WOR.KPLAN Oc10ber I 2011  
1. PROGRAM/ASSIGNMENT TITLE 

Retail Food Protection - State Program 

2. PPS PROJECT NAME,t.IUMBER 

Technical Assistance: Food and Cosmetics - 18 

 3. PROGRAM/ASSIGNMENT COOE(S) 

18002 UOR  [TICE

4. WORK ALLOCATION PLANNED BY

A NTER

 

  

5. OPERATIONAL FTE POSITIONS

26.0 [24.2]

 
R . 
E  
G . 
I  

0  
N

 
 
 

DISTRICT/ 
SPECIALIZED
t....aoRATORY

 
 

 

 

NATIOICAL
RIOTAll. FOOO
PROO.STAHO
MOSI!IAS
IJNE SUP'I'

!11

 
 
 

!· 
. 

STAIIOAIU)

IZATION
llfP,COCJIS

STATE&

L~~

. 

 
, 

 

 

~AKI).WJ

IZAT10N
lfTP,STATI!
&.LOCAL)

131

 

 
 

 

  

I'OA

F00080RHE
ILLII!II

lti8IC FACTOR
STUDY

141 

 l
 

 

(

UDER
SCI

NATIONAL

81

 ,..,.... 
 

 

MAl!OMI\L
TEJ.M

GROUP

 9 !I 5 9 
 

 

 Ill 

9
ltEGI<Jfo!N.
6EIIINAR$

m

. 
 

 - N
 TRNNI.NG

T!l.-.u!G
WORKSHOPS
PREo$TAJIO

UIIZAT10N

 9 
 

 

9
TD:HMICAI

AS$1$TAliCE

 {II 191 

TOTAL FIELD 70Q0 45 59,_ 1UD 1200 3640 1560 ,_ 2600 ,_ 780 

I 
NE 

HEADQUARTERS l.!:f'...- e 
STAFF REGIONAL 

NEW EJ.IGLANO 
YORK NEW 

REGIONAL LAB 
WEAC 

CE 

REGION.AL. STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JER EY S
PHII..ADELPHIA 
FORENSIC CHEM. Cl F1 

SE 

REGIONAL STAFF 
ATLANTA 
FLORDA 
NEW ORLEANS 
SAN JUAN 
REGIONAL LAS 

 
sw 

REGIONAL STAFF 

 
 

DALLAS
DEJ.IVER 
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAS

PA 

 
REGIONAl. STAFF 

 
 

 

LOS ANGELES 
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LASORATORY-SW
PACIFIC LASORATORY·NWREGIONAL  

HOURS PER OPERATION 48.0 32.0 

TOTAL HOURS 7000 2160 18a8 1170 1200 3640 1560 2600 7S02 
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAL OPERATIONAL FTEs 5.83 1.80 1.57 0.98 1.00 3.03 1.30 2.17 6.60 

7. REMARKS 
Report Coonter Terrorism work performed only under 18R845. 
(1) -Includes time for meetings, presentations, workshops, conference calls, and any othar cllract contact wllh jurisdictions to 
promote their enrollment in the progr'8m standards. 
(2)- Standardization of regulatory retail food lnspectionlttaining officers in the interpretation and application of the FDA Food Code 
and methods of conducting Inspections. 
(3)- Re-standardlzatlon every three years for regulatory retail food in.spectionltreining officers in the application of the FDA Food 
Ccxls and methods In conducting rlsJt-based inspections. 
(4}- Allocation of time to collect data, data entry, quality assurance, and data analysis. 
(5)- Time aOocated for team leaders for retail food program planning, development, and coordlnatlon. 
{6) - Provides time for initiatives related to the Retail Food Program development of age.ncy procedures, guidance documents. 
standards and Initiatives of National Importance. 
(7) . Includes time tor preparation wort<, coordination, and organization, as well as, the presentation delivered in conjUnction with the 
annual Regional Retail Food Seminars. 
(8)- Includes training pre-s1andardizalion workshops, HACCP workshops, and other Identified training topics as well as the 
presentation and training sessions given to stakeholder groups. 
(9) - Includes technical assistance and consultation to enrolled state and local jurisdictions performing self assesments and develop-
ing, strategic plans for enhancing the effectiveness of their retail food programs. 

FORM FDA 2621a (101119) ORA WORKPLANNING SHEET (Continued) PAGE NO. 18-20  
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FY 2012 ORA WORKPLAN Octnbtr I 20 II

1. PROGRAM/ASSIGNMENT TITLE 

Retail Food PTotection ·State Program 

 

2. PPS PROJECT NAME/NUMBER 

Technical Assistance: Food and Cosmetics- 18 

3. PROGAAMIASSIGNMENT CODE($) 

18002 

4. WORK ALLOCATION PLANNED BY

RA cENTER

6. OPERATIONAL FTE POSITIONS 

26.0 [1.8] 

----

R  
E  
G  
I  

0 
N

  
LAS ORATORY

 

16. 
DISTRICT/  

SPECIALIZED

 

99 
CONFERENCE  

I'ORI'OOO  
PROT£CTION  
ACnYITIES 

 
(11)l101 

FOOOOEF~
 OTHI!R

 lloCFSAN
DIRECTED 
PROJECTS

9 
IFSS 

WORK 
Gl«lUPS   

TOTAL FIELD

(12) 

1040 1040 100 

 

NE

 
HEADQUARTERS 

 
 

REGIONAL STAFF
NEW ENGlAND
NEW YORK
REGIONAL LAB
WEAC

 

CE

 
REGIONAL STAFF 

 
 

 
  

  
  

  

BALTIMORE
CHICAGO
CINCINNATI
DETROrT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. ClR

 

SE

  
REGIONAL STAFF 

 
 

A'ii.Al-lTA
FLORIDA
>;E;'WORLEANS 
SANJUAN
REGIONAL LAB

 

sw

 
REGIONAL STAFF 

 
 

DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAS

 

PA

 
REGIONAL STAFF 

 
LOS ANGELES 
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
iTOTAL HOURS

l''il !'I~~ ,{it (; 

~·

1040 1040 100  
!coNVERSION FACTOR 1200 1200 1200 
TOTAL OPERATIONAL FTEG

 
0.87 0.87 0.08 

7. REMARKS 
(10) -Includes all committee work and preliminary wtrt on issues/position paper development for 2008 CFP.
(11)- Time all01'...a1ed for tl1e presentation and distribution of FDA materials related to food defense. Includes Specialist activities  
related to CFSAN priority assignments in response to National Food Safety needs.
(12)- Provides time for supporting FDA's plan of developing a fully Integrated Food Safety System.

FORM FDA 2621a (1 0109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 18-21
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FY20120RA WORKPLAN Octobl!r I 201 I. 
1. PROORAMIASSIGNMENT TITLE 

(NCIMS) Milk Safley Program 

2. PPS PROJECT NAME/NUMBER 

Technical Assistance: Food and Cosmetics - 18 

3. PROORAMIASSIGNPJENT CODE(S) 

18003 c=JoRA 
4. WORKAU.OCATION PLANNED BY 

WCENTER 

5. OPERATIONAL FTE POSffiOII&S 

20.0 [17.5) 

R 
E 
G 
I 
0 
N 

lo. 
DISTRICT/  

SPECIALIZED  
LABORATORY  

CHICK 
R"nNii 
p~ 

9 9 9 9 
CHECK 
RATING 

TRNISFER 
AND 

fU!CEMNG 

CHECK 
RATINC 

BTU 

111 {1) f1l 

!liNGI.£ 
6EIIV1CE 
AUDITS 

{1} 

• " STATE MilK 
SAMPliNG 
OFFICER 
IImAL 
CONT. 

111 

ST...TI!.MI.K 
SII.NITATION 
RATIIGOPr.

INITUUJCONT.
CS!TlFICA.

Ill 

STAT!!. 
PROGRAM 
EVAL\IATIO~ 

N"TI(ltiAL 
STI!I!IIING 

TEAM 
CONR!RBICE  
CAI.l.S!TEAM  

{4} 

TI!.CHNICAI. 
ASSISTAIICIE 

HOU RI 

TOTAL FIELD 1!0 38 212 17 46 41 17 32 S1 

NE 

HEADQUARTERS 
REGIONAL. STAFF 
NEW ENGlAND 
NEW YORK  
REGIONAL LAB  
WEAC  

CE 

REGIONAL STAFF 
BAl.TIMOR.E 
CHICAGO 
CINCI'INATI 
DETROIT 
MI'INEAPOUS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
An.ANTA 
FLORIDA 

ORLEANS NEW 
SANJUAN  
REGIONAl LAB  

SW 

REGIONAL STAFF 
DALLAS 
DENVER 
K.ANS.AS CITY 
SOUTHWEST lotPORT DISTRICT  

IClNAL LAB  REG

PA 

REGIONAL STAFF 
LOS NIGELES 
SAN FRANCISCO 
St:AI1U: 
PACIFIC R.EGIONAI.. LABORATORY.SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 24.0 12.0 20.0 8.0 24.0 40.0 120.0 40.0 90.0 

TOTAL HOURS 3600 432 5440 536 1104 1920 2040 1280 ot590 
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAI. OPERATIONAL FTEs 3.00 0.36 4 .53 0.45 0.92 1.60 1.70 1.07 3.83 

7. REMARKS 
(1)- Check Ratings of Plants and RS/TS every 3 years, BTUs every 4 years and Audits every 5 Years. 
(2)- Activities include the initial (including HACCP) and continuous Certifications of State Rating Officers end Sampling SurveiUance  
Officer.;
(3)- State Program Evaluations conducted of 1/3 of the states (Including Puerto Rico) every 3 Years.  
(4)- ActMtles Include the National Steering Team Meetings and conference calls and time for team leader activities (2 RMSs with  
additional 240 hours each identified).  

FORM FDA 26.21a (10109] ORA WORKPLANNING SHEET (Contmued) PAGE NO. 18-22 
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FY 2012 ORA WORKI'LAN October 1 20 II 
1' PROGRAM/ASSIGNMENT TITLE 

(NCIMS) Milk Saftey Program 

2. PPS PROJECT NAMEINUMBER 

Technical Assistance: Food and Cosmetics - 18 

3. PROGRAM'ASSIGNMENT COOE(S) 

18003 
4. WORK ALLOCATION PLANNED BY 

[IjCENTER 

5. OPERATIONAL FTE POSITlONS 

20.0 [2.5) 

R 
E 
G 
I 
0 
N 

JO· 
DISTRICT/  

SPECIALJZEO  
LABORATORY  

9 9 
RUS 

STAIIDMDI-
ZATIOH 

FOOD 
DEFENSE 
COOROI-
NATION 

(61''l 

9 s 
~G 

GIVI!H 
INTEGRATED 

FOOD 
SAfETY 
SYSTEM 

m /Al 

& 

NCiliS 

TOTAl. FIELD  4 20 

,l~ ti· 1':.1 s 
20 $ 20 

NE 

HEADQUARTERS  
REGIONAL STAFF  
NEWEN~ND 

NEW YORK  
REGIONAL LAB  
WEAC  

CE 

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

I SE

REGIONAL STAFF

  

ATLANTA
FLORIDA 
NEW ORLCANS 
SANJUAN
REGIONAL LAB 

 

sw

 
REGIONAL STAFF

 

DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 

 

PA 

REGIONAL STAFF

 

LOS ANGELES
SAN FRANCISCO
SEA'm.E
PACFIC REGIONAL LABORAT0RY-$W
PACIFIC REGIONAL LABORATORY-4\IW 

HOURS PER OPERATION

 

40.0 20.0

 

4C.O 20.0 80.0  
TOTAL HOURS

 
160 4CO 800 100 1600 

CONVERSION FACTOR
 

1200 1200
 

1200 1200 1200 
TOTAL OPERATIONAL FTEs

 
0.13 0.33

 
0.67 0.08 1.33



T. REMARKS 

DORA  

(5) - Activities include theRe-standardization (Group Fiti!d Exercise) ofthe RMS. 
(6) - Includes time for presentation and distribution of the food defense preventive measures guidance document for dairy products 
to the state regulatory agencies during check ratings, routine field work, and state program assessments. Presentations may be 
made at local meetings and Included in training sessions for all segments of the regulatory and industry community. Coordination of 
food defense activities and field activities related to foo<l defense. Report time against PAC 18R845. 
(7) ~Activities include the Regional Milk Seminar/SST Training Courses/Regional Training/Workshops and RMS Teaching Cadre. 
(8) - Time is allocated for work related to the development of the National Integrated Food Safety System. 
(9)- Time is allocated for work related to the National Conference of Interstate Milk Shipments.

. 
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FY 20120RA \VORKPLAN  October 1 20II 
1. PROGRAM/ASSIGNMENT TrTLE 

Mo11uscan Shellfish Evaluation 
2. f>PS PROJECT NAMEINUII.eER 

Technical Assistance: Food and Cosmetics - 18 

3. PROGRAM!ASSIGNMENT COOE(S) 

18004 
4.  WORK ALLOCATION PlANNED BY  

C) oRA  CENTER  

5. OPERATIONAL FTE POSITIONS 

14.7 (12.3) 

R 
E  
G  
I 

0 
N 

 

II), 

DISTRICT! 
SPECIALIZED 
LABORATORY

 

9 

GROWINO 
NIEA  

EVAUJATION 

CONTROL  
OF  

HMVI!IJ'

 

9 9 9 9 
YISRO

 MAHAOEMENl
r (Hour.) 

(2} (5)(41Q

 TECHNICAL
 SPECES ASSISTNIC5

 (Ho~~t•l

For!IGfl
 I!YAI..UATION

NA'nONAL
 TEAM

 IU:PS

 

9 9 9  
CI!HTER

TIVESILAII

  PLNO'  
liTlA- IiiVALUATION

 STAHDNID
 IZATIOH& 

 RE-$TNI· 
OARD 

ErA'!ION 
(I)

 

TOTAL FIELD

 

ttl 

117

l 161 

20 2016 4105 4 2

m ..ill 
7 111 14

NE

 
HEADQUARTERS 

 
 

 

REGIONAL STAFf
NEW ENGLAND
NEW YORK 
REGIONAL LAB
WCAC

 

CE

 
REGIONAL STAFF 

 
 

 
 

 
N  

 

BALTfMORE
CHICAGO
CINClNNAn
DETROIT
MtiNEAPOLIS

EW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR 

 

SE

REGIONAL STAFF 

I  
 

 

ATL.Mo'TA
FLORIDA
NEW ORlEANS
SANJUAN
REGIONAl lAB

 

sw

 
REGIONAL STAFF 

 

 

ll.!'lL€ • 

!  

I 
·--~ 


 
 

DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

 

PA

 
REGIONAL STAFF 

 
 

 
 

LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORV-SW
PACIFIC REGIONAI.LABORATORY·NW 

HOURS PER OPERATION

 

20.0

 
"1~'1ll!f1 

90.0 200.0 180.0

 

I 
i 

40.0 10.0 40.0  
h'OTAL HOURS

 

3740
 

1800 2015 4105 800 360 280 1110 560 
CONVERSION FACTOR

 
1200

 

1200 1200 1200 1200 1200
 

1200 1200 1200 
rtOTAL OPERATIONAL FTEs 

 
3.12

 
1.50 1.68 3.42 0.67 0.30

 
0.23 0.93 0.47

T.REMARKS
 

(1}- Time Is allocated for planning, field evaluations, file reviews to detetmina state program conformity to the requirements of Na-
tiona! Shellfish Sanitation Program (NSSP} Model Ordinance (MO). 
(2) - Time is allocated for planning. field evaluations, file reviews, growing area data reviews and report writing to determine state  
program conformity Model Ordinace.  
(3) -Activities include technical assistance, education and evaluation of state shellfish program and management programs.  
(4)- Includes Interpretations and consultation on NSSP MO requirements.
(5)- Activities ln<:lude planning, field evaluations, file reviews and report writing for countries with MOU's with the FDA. Current MOU's  
include Canada, Chile, South Korea, Mexico and New Zealand.
(6) - Includes time for shellfish program planning, development and coordination.  
(7)- Time allocated for CFSAN priority assignments in response to national shellfish safety.  
(8) - Includes time for planning field evaluations of processing plants, file reviews, and final report writing.  
(9)- Standardization conducted every 5 years for all FDA and state standardization officers. Re-standardization training will be  
provided during evaluation and technical assistance work while working In shellfish processing plants with state and FDA SSOs.

. 
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FY 2012 O.RA WORKPI.AN October I 2011 

 1. PROGRAMIASSIGNt.£NT TITLE

Molluscan Shellfish E\aluation 

2. Pf'S PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics- 18

 3. PROGRAM/ASSIGNMENT CODE(S)

18004  [TICE

4. WORKAL~OCATION PlANNED BY

RA NTER 

5. OPERATIONAL. FTE POSITIONS

14.7 [2.4) 

,.,_ 
9 9 9 9 9 9 

R  
E  
G  
I 
0 
N

 DISTRICT/
 SPECIAUZEO
 LABORATORY

 NATIONAl.
 TEAM
 WOIIK8HOI

 11Dl

 Tl'tAINING
 WOIU<St!OP$

 (11)

 RI!GIONAI.
 SEMINARS 

 (12)

 FOOD
DEFENSE

' COOIU>INATION

 Iill

 ISSC
 COMMITTEE

 •as
 WOIIKQROUP

 (14) 11!!\ 

TOTAL FIELD 13 14 13 13 13 5 

 
NE

HEADQUARTERS

 

REGIONAL STAFF
NEW ENGlAND
NEW YORK
REGIONAl LAB
WEAC

 
CE

 
REGIONAL STAFF

 

BALTIMORE
CHICAGO
CINCINNATI
DETROIT
MNNEAPOUS
NEW JERSEY
PHll.ADELPHIA
FORENSIC CHEM. CTR

 . , ·-SE

 
REGIONAL STAFF

 

ATLANTA
FLORIDA
NEW ORLEANS
SANJUAN
REGIONAl lAB

 
sw

 
REGIONAL STAFF

 

DALLAS
DENVER
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT
REGIONAL LAS 

PA

REGIONAL STAFF

 

LOS ANGElES 
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY·SW
PACIFIC REGIONAllJISORATORY-NW 

HOURS PER OPERATION 40.0 30.0 30.0 20.0 90.0 20.0 
ITOTALHOURS 520 420 390 260 1170 100 
CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 
h'OTAL OPERATIONAL FTEs 0.43 0.35 0.33 0.22 0.98 0.08 

IT-REMARKS 
(10)- Includes specialist initiatives related to shellfish program development of agency procedures, guidance documents, standards, 
Initiatives ofnational Importance. 
(11)- Includes training workshops coordinated and delivered by the specialists. 
(12)- Includes time for the Regional Shellfish Specialists to attend regional shellfish conferences. 
(13) -Time allocated for presentation and distribution of the Food Producers, Processors, and Transporter: Food Security Preventive 
Measures Guidance to the state regulatory agencies and industries during field work and state program evaluations. 

( 14) - Time allocated for the specialists to attend the biennial Interstate Shellfish Sanitation Conference to address program related 
Issues and new ISSC proposals. 
(15) - Time Is allocated for participating and or providing infonnaUon to the developmental workgroups for the Integrated Food 
Safety System.
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PROJECT SUMMARY SHEET 
FY2012 

1. CATEGORY 12. PPS PROJECT NAU~INI n..w=~ 
Food and Cosmetics !Food Composition, Standards, Labeling and Economics- 21 

tJ 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 

><m~ASSIGNMENT !OPERATIOtv.~. 
IMPOR1 FOREIGN FTEs 

TOTAL 29.3 15.5 

I IFood , Labeling and I21F8I()+ 29.3 15.5 44.8 2·-27-28 

*l'beseP.ACSare ~ JIIJJI)OSes only. 

I work must be reported against the 

:proj!,l'afllor tPAC. 

Seepage I-lll (after the Center "· Sheet) 

for a listing of' :and 

:PACS. 

t,;!:N 1!:K PROJECT MANAGERITE1£PHONE PRA '" I CD..,.,..II: 

BrMda K. Aloi 240-402-2065 ._.,;.,, , B. Boykio 30 I, "'"" '""' 

FORM FDA 2622 {10109) PAGE NO. 21-26 
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. 

 
E SPECIALIZED

FV 2012 ORA WORJ<PLAN October 1 2011 

1. PROGRAM/ASSIGNMENT TITLE

Food Composition, Standards, I...abeling and Economics 
 2. Pf>S PROJECT NAME/NUMBER 

Food Composition, Standards, Labeling and Economics- 21 

3. PROGRAM/ASSIGNMENT COOE(S)

See Remarks Section
 

 [I]  CK]cc

4. WORK ALLOCATION PLANNED BY

oRA N"TER

 

 

5. OPERATIONAL FTE POSITIONS 

44.8 [ 43.3] 

i~>· 3 • 5 5 1 7 1 7 7 
R

 
G
I  

0  
N

 DISTRICT/

 LABORATORY

 DOUE$TIC

 <:OLL

IMPORT
 SAMPLE SAMPLE

 COli.

FIELD
 EXAMS/ 

 n;srs

IMPORT
FIELD

 E.XAMS

 !11

DOMI!STIC 
 LAB
 AHALYST

 (H<>ur11) 

 CHI!III

DOUESTIC
 LAB

 ANALYST 
(Houts)

 MICRO

DOMESTIC
 LAB

ANALYST 
 (l!oura)
 C14!M

IMI'OitT
 I.A8

ANALYST
 (Houts)

 CHI!M

IMPORT
 LAB

 NW..YST 
 (ltouns)

 Cti£M
 :HOOII/21006 

TOTAl. FIELD 764 1363 2400 11209 21890 1800 4000 3780 800

 
NE

 

HEADQUARTSRS ~Ul~l!l ,. :( ·~ 
 

  
 

REGIONAL STAFF
NEW ENGLAND
NEW YORK
REGIONAL LAS
WEAC

 
CE

 
REGIONAL STAFF 

 

  
 
 
 

BALTIMORE
CHICAGO 
CINCINNATI

DETROIT
MINNEAPOLIS
NEW JERSEY
PHIJ.AOELPHIA
FORENSIC CHEM. CTR

 
SE

 
REGIONAL STAFF 

  
 

 

ATlANTA
FLORIDA
NEW ORLEANS
SANJUAN
REGIONAL LAB 

 
sw

REGIONAL STAFF 

  
 

 

OAll.AS
DENVER
KANSAS CITY
SOlJTHWEST IMPORT DISTRICT
REGIONAL LAB 

 
PA

REGIONAL STAFF 

  
 

 

LOS ANGELES
SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LABORATORY-SW
PACFIC REGIONAL LABORATOOY-NW 

HOURS PER OPERATION 4.2 4.0 0.4 0.5 

TOTAL HOURS 3167 5452 960 5605 21890 1800 4000 3780 800 
CONVERSION FACTOR 950 950 950 960 1180 1180 1180 1180 •1 180 

TOTAL OPERATIONAL FTEs 3.33 5.74 1.01 5.90 18.55 1.53 3.39 3.20 0.68 

7. REMARKS 
NOTE: PAC 21F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or 
assignment PAC. Please see page 1-111 (after the Center Resource Summary Sheet) for listing of compliance program and 
corresponding reporting PACs. 
Hours per operation modules are for guidance only. Report actual time spent on operations. 

laboratory allocations were planned by DFS. 

For Pac 21008 
Domestic Fiefd Exams and sample collections may be conducted at packers/repackers, distributors, or warehouses if the levels 
planned cannot be performed during the inspections. 
Import Field Exams are time spent reviewing labels that do not resutt in sample collection. 

(1)- All import field exams are to routinely Include verification that the Imported product Is the same as that which was declared 
(reconciliation exams); and assessment of securtty concerns related to labeling and source country (including container integrity, 
sign of intentional adulteration, etc) and traditional safety concerns. These activities are reported as a single import field exam under 
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 10M for additional information on Food and Cosmetic Defense 
activities. . 
FORM FDA 2621a {10109) ORA WORKPLANNING SHEET (Contrnued) PAGE NO 21-27
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FY 2012 ORA WORKPLAN  October 1 20 11 
1. PROORAMIASSIGNMENT mLE 

Food Composition, Standards, Labeling and Economics 

2. PF'S PROJECT NAME/NUMBER 

food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM/ASSIGNMENT CODE(S}

s~ Remarks Section

 

4.  WORK ALLOCATION PLANNED BY 

[TIORA CKJCENTER 

 

5. OPERATIONAL FTE POSfTIONS 

44.8 [J.S} 

R 
E  
G  
I  

0 
N

DISTRICT/
SPECIALIZED
..ASORATORY

MI!.THOOS 
YAI.JDEV  

CHEll  
(Ho.,..

Al'f'LED 
nCHN-
OLOGY 
CI!HT'ER 
(Houra) 

TOTALFELD 603 118

NE

HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND
NEWYORK
REGIONAL LAB
WEAC

CE

REGIONAL STAFF
BALmAORE 
CHICAGO
Cf\ICINNATI 
DETROIT
MINNEAPOLIS
NEW JERSEY 
f>HLAOELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF
ATlANTA
fLORIDA

ORLEANSEW N
SANJUAN
REGIONAL LAB

sw

REGIONAL STAFF 

 

DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT CISTRJCT
REGIOHAL LAB

PA

REGIONAL STAFF 
LOS ANGELES
SAN FRANCISCO 
SEAffiE
PACIFIC REGIONAL LA60RATORY-SW
PACIFIC REGIONAL LABOAATORY-NW

HOURS PER OPERATION
roTAL HOURS 60 1160
CONVERSION FACTOR 1200 1180
OTAL OPERATIONAL FTEs 0.00 1.00

7. Re.v.RI<S 

.  
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6. un:rv 1IUI'I.' FTE4. FDA COMPLIANCE PROGRAMS AND 5. nOT~Q

~ 
""' H IO'i'ERI~~ 

UUMf.::OIK.; IMPORT 
TOTAt 3.1l 4.3 7-~ 

129001 ; ?QRJl'\'\• 4.3 7 . ..lir~: Dumesuc and Imports 3.0 2~1 ·~ 
I29R824; 
IOQI) 11'1<1 

PROJECT SUMMARY SHEET 
FY 2012 

11 1'-'\IC~vr 12.PPS PROJECT NMEINUMBER  

!Food and Cosmetics  !Colors and Cosmetics Technology- 29 

 

~ ~t'l I~T I I=Piolt'INJ< !ORA""
l~;n:.~'i<. Aloi '>AO AO'>.?M~ '~ ·- lsteohen Burt 301-"'96-4.198 
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"' ''i} ~II 

NE 

HEADQUARTERS 
REGfONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 

lti>l~
100 to 230 1eoo 1

R 
E  
G  
I  

0 
N 

TOTAL FIELD 

1:1. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

1 

DOMESTIC 
INSPfiCT· 

IONS 

3 4 6 7 

DOMESTIC 
SAIIPUi 
cou. 

IW'ORT 
SAMPU! 
cou. 

IMPORT 
FIELD 

EXAM$ 

DOMEST
LAB 

AWJ.YS
(HOIJia)

(1} MICRO

17.0 

1700 

950 

4.4 1.5 

264 345 
950 950 

0.5  

800 1060  18.W 1840 

950 1180 1180 1180 

CE 

SE 

sw 

PA 

WEAC 
REGIONAL SIAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSeY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FtOAJOA 
NEW ORLEANS 
SANJUAN 
REGIONAl lAB 

DALLAS 
DENVER 

REGIONAL STAFF 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAl lAB 

LOSANGa.ES 
SAN FRANCISCO 
SEATTLe 
PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAL LABORATORY-NW 

REGIONAL STAFF 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 

1.79 0.28 0.36 

080 1840 1840 

0.84 0.92 1.56 1.56 

FY 20120RA WORKPl.AJ'-1 Occober 1 2011 
1. PROGRAM/ASSIGNMENT TITlE 

Cosmetics: Domestic and Imports 

3. PROGRAMIASSIGN~ENTCOOE(S} 

29001,29R833,29R824,99R833 

TOTAL OPERATIONAL FTEs 
7. REMARKS 

2. PPS PROJECT NAME/NUMBER 

Colors and Cosmetics Technology- 29 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

[DoRA c=JcENTER 7.3 

8 8 

IC 

T 

IMPORT 
LAB 

AAALYST 

IMPORT 
LAB 

AIIAJ..YST 
 (liouro) (HOIJro) 
 CHl!M MICRO 

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

(1). Import Field Exams are to routinely Include: Verification that the imported products are the same as that which were declared  
(Reconciliation Exams); an assessment of security concerns related to labeling and source country (including container integrity,  
signs of Intentional adulteration, etc.); and traditional safety or label concerns. These activities are to be reported as a single Import  
Field Exam or label review under this oomplianCA program and PAC. Only one exam should be reported J)€r line entry.  

Only in the event of a pre-determined ''for cause• CT exam, or in the event CT suspicions are raised while conducting routine work  
requiring follow-up, should an addiUonal exam and Ume be reported under the CT PAC 29R845.  
See IOM Section 5.4.1.4.1. for additional infoonation on Food and Cosmetic Securities Activities.  

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

NOTE: laboratory allocations were planned by DFS. 

FORM FDA 262111 (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 29-30 
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CENTER FOR BIOLOGICS EVALUATION AND RESEARCH  
RESOURCE SUMMARY  

FY2012  

PPS 
NO. PROJECT TITLE 

OPERATIONAL f'TES TOTAL 
OPERATIONAL 

FTEs 
DOMESne IMPORT FOREIGN 

TOTAl. .. 120.7 4.0 6.3 131.0 

41 

.&2 

4$ 

HUMAN CELLULAR, TISSUE AND GENE THERAPIES 

BLOOD AND BLOOD PRODUCTS 

l/ACCIHE AND AI..LEROENIC PRODUCTS 

36.0 

74.0 

10.7 

4.0 3.3 

3.0 

36.0 

81.3 

13.7 
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IMPOR

f4I on2R_~_n 41-2 

" I>' 

4. FDA r.nuPI IANr.l' ANO . 6. OPERATIONAL FTE5. PROGRAM 

~ 
'" 

·~~'Tiul'f"'L.ASSIGNMENT 7roT~
t-UKt:IUI"'CODE lJUMt:.l:illl. FTEs 

TOTAL 36.0 

1of Human Cells, Tissues and CeDulaJ & Tissu~l 
31.0 31.0 

..._ 
Based Products tttt.:IIYSJ 

',, 5.0 s.o2 
..41808Good 1 'Practices '~ I labs} 

, Review Board 141809 * 
.;:, 141810 •~ lll"n''""'• and Contract Research 

,.;, (5.0) 41-3141 81 1Clinical • 

• All ;are planned under PAC 418H 

PROJECT SUMMARY SHEET 
FY 2012 

12. PPS -nv.n::-. , NAME/NUMBERI vi'III=I.>Vrl' ~ ...:. .. Cellular, Tissue and Gene Therapeutics- 41 

 

1'-1:1'1 ' ""PROJECT MANAGERITELEPHONE lORA"" ~~= 
~anet Jshimoto 301-827-0220 !Harriet R. ~3oi-796:;,QI; 
FORM FOA 2622 (10109) PAGE NO. 41 -1 
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R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

!ll. 
DISTRICT/ 

SPECIAliZED 
LABORATORY 

TOTAL FIELD 
HEADQUARTERS 
REGIONAl STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
8AlT1MORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHLADELPHIA 
FORENSIC CHEM. CTR ·-

REGIONAL STAFF 
AT~1 A 

FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL L.Aa 

REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY·SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 
[TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

1 1 
DOMESTIC CBER  
IHSPEC·  PRIORITY 
TIOIIS ESTAI!$ 

{1) (21 

84 
..- -~1 ~\;,;.·~ ~-

- ·-- 

49.1  

29460  

960 
31.01 

FY 2012 ORA WORKPLAN OCIOber I 20II 

2. Pf'S PROJECT NAMEJNUM6ER 1. PROGRAM/ASSIGNMENT TITLE 

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

3. PROGRAM/ASSIGNMENT CODE(S) 

41002B,C, D 

9. REMARKS 

4. WORKAllOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

31.0[IjoRA CJCEtm:R 

( 1) - There are no separate resources planned for Foreign Inspections. use Domestic Resources if needed. 
(2)- Refer to CBER's memo for inspectional priorities. 

C.P. 7341002 - Inspection of Human Cells, Tissoos. and Cellular and Tissue-Based Products (HCT/Ps) 
(covers HCT/Ps recovered on or after 5/25/2005) 

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

NEW PAC TITLES created In FY11 :  
PAC 410028 Inspection of HCT/Ps-361 Reproductive, for product codes: 57K Reproductive Tissue  
PAC 41002C Inspection of HCT/Ps-361 Hematopo~tlc Stem Cells, for product codes: 57M Hematopoietic Stem Cells  
PAC 410020 Inspections of HCT/Ps-361 ALL Other 361 HCTIPs Products, for product codes: 57J Musculoskeletal Tissue;  
57L Ocular Tissue; 570 other Tissue (human skin, pericardium dura mater, heart valves) 

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

Personnel Types ReQuired: Investigator . 
FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contanued) PAGE NO. 41-2 



FY 2012 ORA WORX.PLAN October I 2011 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NI\ME/NUMBER 

GLPs, IRBs, Sponsor/Monitor/eROs, Clinical Investigators H uman Cellular, Tissue and Gene Therapeutics· 41 

~DUFA Domestic & Foreign) 
3. PROGRAM/ASSIGNMENT CODE{S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

41808-GLPs, 4 I 809-IRBs, 4181 (}.Spon/Mon/CROs [DORA c:Jce~TER 5.0 
41811 Clinical Investigators 

fD- , 
R OlSTRICT/ 
E SPECIAUZEO III&P!C-
G lABORATORY noNS 
I (1) 
0 
N 

TOTAL FIElD 53 

HEADQUARTERS I 
REGIONAL STAFF • 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAS 
WEAC 

REGIONAL STAFF -
BALTIMORE 

_CJ:ilf_A<!_O_ __ __, __ 
--- · 

CJ>lCINNATI 
CE DETROIT 

MINNEAPOLIS 
NEW JERSEY 
PHILADElPHIA 
FORENSIC CHEM. CTR 
REGIONAL STAFF 
AILANTA ··-

S:E FLORIDA 
NEW ORLEANS 
SANJUAN 
REG.IONAl LAB 

REGIONAl. STAFF 
DAllAS 

sw DENVER 
KANSAS CITY 
SOUTH'NEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY·SW 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 89.8 
TOTAL HOURS 4759 
(X)NVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 5.01 

9. REMARKS 

(1) ·Resources for PACs 41608, 41809, 41810, and 41811 are planned under PAC 41811 Clinical lnvestiga1ors. 
Use above resources for Foreign Inspections as needed. Report Foreign Inspections under Opera11on Code 11. 
Inspections are to be conducted only When assignments are received from CBER. 
Report accomplishements under appropriate PAC. 

Personnel Types reQuired: Investigator 
FORM FDA 26211 (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 41·3 
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6 

7 

-4. FDA r.nw:>~IANCE AND ASSIGNMENTS 

~ TOTAl 

' of Ucensed & Blood Banks 

National Experts  

1of DonorCenters  

1of ' I  

'· 10f. 1Brokers  
..... 10fBloodn.  

~nDICill 4 ' :and •  
1ofSou:r:ce Plasma  

1C BER - I Products n 

1ofLicensed Viral Malicer Tesr Kits  

(Team n  

Field •· · ·•'·  ..,, _.. 
I Review Board 

c:..._,..... Mnnitnr<' and Contract R ..... ,.r.,h '  

Clinical •- ••  
National Expens  

I OJ IVIe<liCai Device \J 

,oJ n""'llll n.,..;~ •hu 1of Human Origin 

(Team~ 

-''·I• For BLT-DO to Assist & r : ARC ·"'-

1.-. Afl ~ :&Foreign n are planned under 

PAC428JJ Foreign,., 'to cover PPS 41. 42, 45. 

5. PROGRAM 
ASSIGNMENT 

CODE 

I42001F,G 

4?00?A l'l': 

4f007,<1'R'm 

&?IU!?.tl Q()R~~1 

i.<t?f\1\R A 

42809 

142810 

142811 

142808, 4281 I 

145808, 45811 

i42l!45A.B.C: 

l.i?R.utA P r. 

6. OPERATIONAL FTE 7Tm~~•u.-.:::"" ' IV....-.L. 

FTEs 
81.;jJ 

49.4 

2.6 

2.5 

11.9 

4.0 

2.0 

0.5 

4.4 

0.5 

3.5 

UUMI:~ III.. 

74.0 

49.0 

2,5 

2.S 

11.9 

1.3 

0.5 

4.4 

.. 
" 

(4.0) 

(0.4) 

0.3 

1.6 

I~PORT 

4.0 

4.0 

3.3 

0.4 

0.1 

0.7 

0.2 

1.9 

42·5 

42·9 

42-10 

42-11 

42-6 

42-7 

42-8 

PROJECT SUMMARY SHEET  

'1, P~Qr.RA~ l,i.'\ 11:\.>V"· 

n:. 
·o· 

1'-'C NI crt PROJECT ~GER/TELEPHONE 
~anet Ishimoto 301-827-6220 

FORM FDA2822(10/09) 

FY2012 
2, WS "v""'" NAME/NUMBER 
Blood and Blood Products - 42 

~~~~:~o~~~N~'"' 

PAGE NO. 42-4 
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FY 2012 ORA WORKPLAN October I 2011 

1. PROGAAM/ASSIGNMENT TITLE 2. f>PS PROJECT NAME~UMBER 

Inspection ofLicensed and Unlicensed Blood Banks (Domestic & Foreign} Blood and Blood Products - 42 

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

42001F,G [I] oRA CJCENTER 54.5 

ll>. 1 , 2 9 
R OlSTR1CT/ TECHASST& 
E SPECIALIZED OOMI!STIC FOREIGN DOMESTIC COORDtN-
G LABORATORY -I!C· INSPI!C· IHV!.S'Tl- ATION 

1 TIOHS TIOHS GATIONS •Hours) 
0 .Hou....} OI'C()t)£!12 
N 111 (2) (3) t41 

TOTAL.flaD 1010 T 2409 :z375 

HEADQUARTERS ((!l,~~'.::. ".IllS 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAl lAB 
WEAC ~ 
REGIONAL STAFF I 
BALTIMORE ~ 
Cl-IICAGO 
CINCINNATI 

ce DETROIT 
MINNEAPOLIS 
NEWJE.RSEY 
PHILADelPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ArLA!IITA 

SE FLORIDA -
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 

sw DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAl lAB 
REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY.SW 
PACIFIC REGIONAllABORATORY-NW 

HOURS PER OPERATION 43.1 66.3 

TOTAL HOURS 40548 464 2409 2375 

CONVERSION FACTOR 950 950 950 950 
TOTAL OPERATIONAL FTEs 49.00 0.49 2.54 2.50 

9.REMARKS 

All listed resources are planned under PAC 42001F. Resources cover all facilities listed in compliance program. 
Blood Bank PAC's: 42001 F, Level 1 Inspection, 42001 G, Level2 Inspection. 
Pre--License Inspections for PPS 41, 42, 45 and Field Investigation Hours are not planned separately; use above resources as 
needed at District discretion. 

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

{2)- Foreign Blood Bank Inspections spread by DFFI. 
(3)- Domestic Investigation nme Is for National Expert Domestic Investigations and Follow-Up Inspections and may be used as 

needed for other CBER programs. 
(4}- Technical Assistance & Coordination (Hours) are for BL T-OO to assist and coordinate ARC information; report time under 
Opera lion Code 92. 

Personnel Tvoes Reauired: lnvestioator National Expert 
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 42-5  



FY 2012 ORA WORKPLAN October I 2011 
1. PROGRAMIASSIGNMEIIfT TITLE 2. PPS ~OJECT NAME/NUMBER 

Inspections ofSource Pl11sma E!-1ablishments Blood and Blood Products - 42 

3. PROGRAMfASSIGNMa.rT CODE(S) 4. WORK Al.l.OCATION PLANNED BY 6. OPERATIONAL FTE POSmONS 

42002A,F,O [TI ORA c:::::J ca.rrER ll..9 

[0. I 
R DISTRICT/ 
E SPECIALIZED INSPE(;. 
G LABORATORY 110HS 
I (1) 
0 
N 

TOTAL FIELD 1M 
HEADQUARTERS ,IW.
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAl lAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNAn 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

l se IATi..;.i.;TA 
FlOR.IOA I 

· - -~ ~ . -~ 

NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
D.Al.I.AS 

sw DENVER 
KANSAS CITY 
SQIJTliWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGElES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL "'-ABORATORY..SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 57.7 
TOTAL. HOURS 11309 
CONVERSION FACTOR 960 
TOTAL.OPERATIOJ'W.. FTE$ 11.90 

9. REMARKS 

(1)- Resources may be used for Domes1ic/Foreign/Follow-up Inspections/Investigations, DSCs as needed. 
The above resources are planned under PAC 42002F, use resources as needed to acx:ompl!sh this compliance program. 
Report operations under appropriate PAC and Operation Code. 
Refer to CBER's memo for inspectional priorities. 

Started in FY2010 ALL AIDS time will be reported under the appropriate Compliance Program and PAC. 
There wt11 be NO separate reporting of AIDS time. 

Personnel Types required: lnvest!gator 
FORM FDA 2621e (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-6  
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NE 
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se 

sw 

PA 

liS. 
DISTRICT/ 

SPECIALIZED  
lABORATORY  

TOTAL FIELD 
HEADQUARTERS 
REGIONAL STAFF  
NEW ENGLAND  
NEW YORK  
REGIONAl lAB  
WEAC  
REGIONAL STAFF 
BALTIMORE 
CHICAGO  
CINCINNATI  
DETROIT  
MINNEAPOliS  
NEW J ERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 
REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

.Q..E,NVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAfF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LA80RATORY-$W 
PAClf'IC REGIONAL l.ABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAl.. OPERATIONAL FTEs 

2 

IMPORt 
DIV£$n. 
GATION  
HOURS  

!11 

3800 
,,,OJ 

• 
ll:ll 

3800 
950 
4.00 

·-
·-

FY 2012 ORA WORKI'LA.N Octllbcr I 2011 
' 

1. PROGRAMfASSIGNMENTTITLE 

Imported CBER-Regulated Products 

3. PROGRAM/ASSIGNMENT COOE(S)  

42007, 42R833, 42R824, 99R833, 4lR824, 45R824  

9.REt.AARKS 

2. PP$ PROJECT NAME/NUMBER 

Blood and Blood Products - 42 

4. WORK ALLOCATION PLANNED BY 

[]]ORA O ceNTER 
5. OPERATIONAL FTE POSITIONS 

4.0 

(1 ) - ALL resources are planned under PAC 42007 as Import Investigation Hours. 
Planned Resources are to cover Ali Import Operations: Entry Review 42R833; Follow-Up to Refusals 41 R824, 42R824, 45R824; 
Filer Evaluation 99R833 and any inspections needed under the C.P. for PAC 42007. Resoull:es also include time for Mail Courier 
and International Mall Facil111es reviews. 

Report accomplishments under appropriate PAC and Operation Code. 

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

Personnel Types reQuired: Investigator . 
FORM FDA 2821a (10109) ORA WORKPLANNING SHEET (Contanued) PAGE NO. 42-7 
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N 

NE 

CE 

SE 

sw 

PA 

TOTAl FIELD 

HEADQUARTERS 
REGIONAL STAFF  
NEWENGLMID  
NEW YORK  
REGIONAL Ul8  

WEAC  
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNAn 
DETROIT 
MINNEAPOliS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF  
ATlANTA  
FLORJDA  
NEW ORLEANS  
SANJUAN 
REGIONAL LAB  

REGIONAL STAFF  
DAllAS 
DENVER 
KANSAS CITY 
SOUTHWt:ST IMPORT DiSTRiCT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIAC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

8 

~ . 

141.0 

1269 
950 
134 

4 421 

\9 

174.0 
421  

950  
696 

950 
0.7< 0 .44 

-· 

FY 2012 O.RA WORKPLAN October I 20 11 
1. PROGRAM/ASSIGNMENT TTTLE 

Inspection of Licensed Viral MarkerTest Kits 

3. PROGRAM/ASSIGNMENT COOE(S) 

42008, A D omestic & Foreign (1) 

R  
E  
G 
I 
0 

,.,, 
DISTRICT/  

SPECIALIZED  
LABORATORY  

9. REMARKS 

1 

DOMESTIC 
NSPEC·  
TIONS  

2. PPS PROJECT NAME.'NUMBER 

Blood and Blood Products - 42 

4. WORK ALLOCATION PlANNED BY 

[TIORA OcENTER 

1 2 

FORBGN DOMESTIC 
1118PE<:· IIYiiSll· 

GA,.10tl6TIOtiS 

'tt;l..) 

5. Of'ERA TIONAL FTE POSITIONS 

2.5 

(1)- No separate resources are planned for Pre-license Inspections, use above resources as needed. 
42008 GMP Inspections; 42008A Pre-License Inspections. 

(2) . Field Investigation lime is for Distrie:t support to Team Biologics. Field Investigation Hours may be used for any 
Team Biologics Program. 

Report accomplishments under appropriate PAC and Operation Code. 
All Inspections will be performed by Team Biologics. 

Personnel Types Required: lnvestioator Team Biologics . 
FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Conlin ued) PAGE NO. 42-8 



TOTAL FIELD 4~ 

 
 

DISTRICT/  
SPI7.CIAi.JZEO  INSPEC· 

R
E

JD· 1 

 
 
 
 

LABORATORY  TIONS 
(1) 

NE 

CE 

SE 

sw 

PA 

HEADQUARTERS  
REGIONAL STAFF  
NEW ENGLAND  
NEW YORK  
REGIONAL LAB  
WEAC  
REGIONAL STAFF 
SAI.TIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPDUS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATlANTA 
FLORIOA 
NEW O~LEANS 

SANJUAN  
REGIONAL LAB  

REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOSANGB.ES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAll.ABORATORY·SW 
PACIFIC REGIONAL l.ABORATORY·NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 
9.REWIRKS 

! .,,. 

tIS'.: 
IC1t 

92.9 
4181 

950 
4.40 

FY 2012 ORA WORKPLAN October I.2011 
2. PPS PROJECT NAMEni!UMBER1. PROGRAM/ASSIGNMENT TITLe 

Blood and Blood Products -42GLPs. IR.Bs, Sponsor/Monitor/CROs, Clinical Investigators 

I{PDUFA Domestic & Foreign) 
3. PROGRAM/ASSIGNMENT CODE(S) 

G
I
0
N

42809-.IR.Bs. 42810-Spon/Mon/CROs, 
42811 Clinical Investigators 

4. WORK ALLOCATION PlANNED BY 

[DoRA C=:JcE.NTER 

6. OPERATIONAL FTE POSITIONS 

4.4 

(1)- ~esources for PACs 42809, 42810, Clnd 42811 are !)IC~nrt:!d under PAC 42811 Clinical Investigators.  
Use above resources for Foreign Inspections as needed. Report Foreign Inspections under Operation Code 11.  
Inspections are to be conducted only when assignments are received from CBER.  
Report accomplishment hours under appropriate PAC.  

Personnel Tvoes re<:Juired: lnvestiaa1or 
FORM FDA 2621a (10109) ORA WORKPLANNJNG SHEET (Continued) PAGE NO. 42-9 



TOTAL FIELD 
HEAOOUARTERS 
REGIONAL STAFF  
NEW ENGLAND  

7 5 

ll!J,U! I~ 

R  
E  
G 
I 
0 
N 

Ill· 
DISTRICT{  

SPECIALIZED  
LABOOATORY  

1 1 

DOMESTIC fOREIGN 
IJII'!C· IMBPEC. 
liONS TIONS 

NE 

CE 

SE 

SW 

PA 

NEW YORK  
REGIONAL LAB  
WEAC  
REGIONAL STAFF  
BALTIMORE  
CHICAGO -------···---
CINCINNATI 
DETROIT 
MINNEAPOLIS  
NEW JERSEY  
PHLADEl.PHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
AILANTA 

FLORIDA  
NEW ORLEANS  
SANJUAN  
REGIONAL LAB  

REGIONAL STAFF 
DALLAS  
DENVER  
KANSAS CITY  
SOUTHWEST IMPORT DISTRICT  
REGtONAL LAB  

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

40.0 40.0 
280 200 
9!50 950 

0 .29 0.21 

FY 2012 O.RA WORKPLAN Oclober 1 4011 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

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

3. PROGRNNASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 

42845A,B,C (!) []]oRA c::::JcENTER 

G. REMARKS 

S. OPERATIONAL FTE POSITIONS 

0.5 

(1) ·All Resouroes afe planned under PAC 42645A. Use resources as needed and report under appropriate PAC and Operation Code. 
Foreign Inspections were planned by OFFI. 

PACs changed from 42830C,L to 428.-SA,B,C in FY05  
42845A level 1 Inspections;  
428458 Level 2 Inspections;  
42845C Level 3 Inspections.  

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

Personnel Types reQuired: lnvestiaator  
FORM FDA 2821a (10J09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-10 



FY 2012 ORA WORKPlAN October I 2011 

1. PROGRAWASSIGNMENT TtrLE 2. PPS PROJECT NAME/NUMBER 

Inspection ofPlasma Derivatives of Human Origin Blood and Blood Products - 42 

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK AlLOCATION PU\NNEO BY 5. OPERATIONAL FTE POSmONS 

42848A,F,G; 42848B,C,D Domestic & Foreign (l) c::rJ ORA c=JceNTER 3.5 

16. 1 f 2 

R OISTf!ICT/ DOMESTIC FOIU!IGfl DOIII!snc 
E SPECIAl.!ZED U<:ENSED LICENSED INVESTI-
G LABORATORY IHSPI!C IISPEC GATIONS 
I 'liONS TIONS ~~ 
0 (2) 
N 

TOTAL FIELD 10 10 190 

HEADQUARTERS I~';· • laJ I 
REGIONAl STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHII.ADaPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

I SE 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 

sw DENVER 
KANSAS CITY 
SOLITHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOSANGaES 

PA SAN FRANCISCO 
SEArrLE 
PACifiC REGIONAllABORATORY.SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 130.0 183.5 

h'OTAL HOURS 1300 1835 190 
CONVERSION FACTOR 950 950 950 
h"OTAL OPERATIONAL FTEs 1.37 1.93 0.20 

9. REMARKS 
( 1) - No separate resources are planned for Pre-License Inspections or Recombinant Analogues, use above resources as needed. 
All resources are planned under PAC 42848F. 42848A Pre-Licensed Inspection - Plasma Derivatives; 
42848F Level 1 CGMP Inspection - Plasma Derivative; 42848G Level 2 CGMP Inspection • Plasma Derivatives. 
(2) - Somatic Cell & Gene Therapy and licensed Hematopoietic Progenitor Cell Hours are for Inspections and Investigations. 
Report All Accomplishmen1s under Appropriate PAC and Operation Code. 
All Inspections will be performed by Team Biologics. 
NEW PACs In FY11: 428488 Pre-Licensed Inspection- Recombinant Analogues; 

42848C Level1 CGMP lnspe'C11on - Recombinant Analogues; 
428480 Level 2 CGMP Inspection • Recombinant Analogues. 

NEW PACs: 418488 Pre-Licensed Inspection -lleensed Hematopoietic Progenitor Cell; 
41848C Level1 CGMP Inspection -Licensed Hematopoietic Progenitor Cell; 
418480 Level2 CGMP Inspection· Ucensed Hematopoietic Progenitor Cell. 

NEW TITlES: PAC 41848A Pre-License Inspection Somatic Cell and Gene Therapy 
PAC 41848F Level1 CGMP lnspectlon Somatic Cell and Gene Therapy 
PAC 41848G level 2 CGMP Inspection Somatic Cell and Gene Therapy 

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

Personnel Types required: Team Biolooics 
FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 42-11  
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PROJECT SUMMARY SHEET 
FY2012 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

tJ3iologics Vaccines and Allergenic Products- 45 

3. NO.~ 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 
C TOTAl ~ASSfG~JME.'\.'T OPERATIONALI CODE DOMESTIC NPORT FOREIGN FTEs 

TOTAL 10.7 3.C) 13.7 

I Bioresearch Monitoring Programs • 7.0 7.0 45-13 

lnst:itutional Review Board ~5809 * 
Sponsors. Monitors, and ContraC1 Research Organizations 4S810 * 
Clinical Investigators • 14ssJ 1 (7.0) 

2 Licensed Allergenic Products I45848A,F,G 0.5 0.2 0.7 45-14 

(Team Biologics) 

3 Licensed Vaccme Products 4S848B,C,D,H 2.7 2.8 5.5 46--15 

(Tealll Biologics) 

Field Time o.s 0.5 

* All resources are plaoned under PAC 45811. 

-

CENTER PROJECT MANAGER/TELEPHONE lORA PlANNER/TElEPHONE 
IJanet Ishimoto 30 1-827-6220 ,Hamet R.. Gerber301-796-4396 

FORM FDA2622(10109) PAGE NO. 45-12 
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--

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

JO. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTAL FIELD 
HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DEmOIT 
MINNEAPOLIS 
NEW JERSEY 
PHI.AOELPHIA 
FORENSIC CHEM. CTR 

REGIONAl STAfF 
AILANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT OISmiCT  
REGIONAL LAB  

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEAntE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABOOA TORY -NW 

HOURS PER OPERATION 
!TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 
9.REMARKS 

IHSPEC• 
liONS 

(1) 

ee 
f~
}{3~~
IPD) l 

97.8 
6650 
~ 

7.00 

FY 2012 ORA WORKPLAN October I 20II 
2. PPS PROJECT NAMSNUMI'IER 1. PROGRAM/ASSIGNMENT TITLe 

Vaccines and Allergenic Products- 45 GLPs. IRBs, Sponsor/Monitor/eROs, Clinical Investigators 
(PDl.J"FA Domestic & Foreign) 

3. PROGRAWASSIGNMENT COOE(S} 

45809-IRBs, 45810-Spon/Mon/CROs, 
45811 Clinical Investigators , 

4. WORK AlLOCATION PlANNED BY 

[TI ORA CICENTER 

5. OPERATIONAL FTE POSITIONS 

7.0 

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

Personnel Types required: Investigator 
FORM FDA 2621a {10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 45--13 



10· 
R DISTRICT/ 

SPECIALIZEDE 
LABORATORY  

I  
G 

0 
N 

TOTAL FIELD 
HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND  

NE  NEW YORK 
REQl()NAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE OETROrT 
M~NEAPOlJS 

NEW JERSEY 
PHLADELPHIA 
FORENSIC CHEM. CTR 
REGIONAL STAFF 
1\T'...A~ffA 

FLORIDA 
NEW ORLEANS 
SAJII JUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 

I SE 

sw DENVER 
KANSAS CITY 

I SOUTHWEST IMPORT OIS'm!CT 
REGIONAl lAB 

REGIONAL STAFF 
LOS AJIIGELE.S 

PA SAN FRANCISCO 
SEATILE 

1 

DOIIIEBTIC 
IHIPEC· 
TIONS 

1 

POREIGM 
INSPEC· 
T10NS 

5 1 
!0IE 13 

I  
I  
I  
I  

·-

PACIFIC REGIONAL LABORATORY..SW 
PACIFIC REGIONAL LASORATORY-NW 

HOURS PER OPERATION 103.0 160.0 
515 150!TOTAL HOURS 
950 950 

h'OTAL OPERATIONA!.. FTEs 
icoNvERSION FACTOR 

0.54 0.16 

fY 2012 ORA WORKPLAN Octcbea- I 201 1
' 

2. PPS PROJECTNAMEJNUUBER1. PROGRAM/ASSIGNMENT mL£ 
Inspection ofLicensed AllergeJtic Products (Post-Market & ~License) Vaccines and Allergenic Products· 45 

p. PROGRAMIASSIGNM~TCODE(S)  

45848A,F,G Domestic & Foreign (I)  
4, WORK AllOCATION PLANNED BY 

I2JORA c::::::::JCENTER 

5. OPERATIONAl FTE POSITIONS 

0.7 

9. REMARKS 

(1 ) . Resources are planned under PAC 45848F. Use resources as needed and report under appropriate PAC and Operation Code.  
Report Foreign Inspections under Operation Code 11.  
45848A Pre-License Inspection- Allergenlcs;  
45848F Level1 CGMP Inspection. Allergenics;  
45848G Level 2 CGMP Inspection • Allergenic&.  
ALl Inspections will be performed by Team Biologics.  

New Core Team Compliance Program In FY05 • Inspection of Biological Drug Products (CBER) (Previously covered by PAC 45001 ). 

PertiOilnel Types Required: Team Bioloaics 
FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 45-14 



FY 2012 ORA WORKPLAN October 1 20II
' 

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

Inspection of Licensed Vaccine Products Vaccines and Allergenic Products - 45 

[(Post-Market) 
3. P.ROGRAMIASSIGNMENTCOOE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAl FTE POSITIONS 

45848B,C,D,H Domestic & Foreign (I) [K]oRA 0CENTER 6.0 

lt:l· 1 1 2 
R DISTRICT/ 
E SPECIAliZED DOMESTIC FOREIGN D<lMESTlC 
G LABORATORY INSP£C· INSPEC· INVEST!-
I nONS TIONS GAllONS 
0 {Haunt) 
N 

TOTAL FIELD 11 13 503 
HEADQUARTERS I• ,ll ti· '':.1 -~ 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAl LAB 
WEAC 
REGIONAL S'TAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEWJERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

SE fl.ORIDA ~-- -··-- - -- --·--·--- -···--·····-
NEWORLEANS 
SANJUAN 
.REGIONAL LAB 
REGIONAL STAFF 
DALLAS 

sw DENVER 
KANSAS CfTY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO · ·-
SEATTLE 
PACIFIC REGIONAL LABOAATORY.SW 
PACIFlC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 230.0 200.0 
[TOTAL HOURS 2530 2685 503 
CONVERSION FACTOR 950 950 950 
[TOTAL OPERATIONAL FTEs 2.66 2.83 0.53 

j9.REMARKS 

(1} - Resources are planned under PAC 45848C. Use resources as needed and report under appropriate PAC and OperatiOn Code. 
Report Foreign Inspections under Operation Code 11 . 
All Inspections will be perfooned by Team Biologics. 
458488 Pre-license Inspection - Vaccines; 
45848C Level 1 CGMP Inspection - Vaccines; 
45646D I EJvel 2 CGMP Inspection - Vaccines. 
45848H Off-Year Flu Vaccine: for inspecting the 50% offirm inventory not scheduled for inspection in this year. 

Field Investigation Hours may be used to assist any Team Biologics Program. 

NewTeam Biologics Compliance Program In FY05 - Inspection of Biological Drug Products (CBER}: (Previously covered by PAC 45002). 

Personnel Types ReQuired: Team Bioloaics,lnvestigator -FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 45-15 
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CENTER FOR DRUG EVALUATION AND RESEARCH  
RESOURCE SUMMARY  

FY2012  

PPS 
NO. PROJECT 'TI'IU 

OPERAllONAl FTES TOTAL 
OPERATIONAL 

FTEtl 
DOMESTIC INPORT FOREIGN 

;TOTAL 22".8 37..9 104.7 38~Jj 

"' 
48 

52 

53 

58 

13 

• 

NEW DRUG EVALUATION 

IIIORI::S.EARCH MONITORING HUIIIAH DRUGS 

GVII!RIC DRUG !VAUJAnOII 

POSTMAJU<I!TING SURVBI..LANCI! AND 91DEIIIJOLOGY HUMAN DIWGS 

DRUO QUAliTY ASSURANCE 

UNAPPROVED AND NIS8RAHDED MUGS 

llm;RAGDICY COO,I!ItAliVE ACTIVITIES 

11.0 

5U 

u 

10.0 

115.5 

1M 

12.0 

37..9 

14.0 

21.2 

1.0 

1Jl 

M.5 

25.0 

77.8 

15.4 

11.0 

212.9 

13.4 

t2.0 
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1. "--· ,....,..,.,""""'' 
Human Drugs 

4. FOA COMPLIANCE ; AND 

TOTALt.J '"' 

fNDA D. ....I 

lPnfiJ:'~)1-

2 INDA Pr-"""""" •I ·"·  
·Foreign {PDUFA)  

iPre>l .i<lO'J\~eBiotech {BLA) - (PDUFA) 1 
; -

!n , ~. ..... _._ ' (PET) }'- ol 4 

~ PROJECT I I S:EIW'II>IO: 

~- PPS PROJECT NAME/NUMBER 
New Drug Evaluation - 46 

5. 
ASSIGNMENT 

COOE 

i<lllR~? R r. 

46R'I'J R r 

i4AA'I'JM 

4()!Sj :lJ:" 

~~~~ '"' HF[).120, (301) """ • ..,...,. Diane Raccasi, ~R\.1.?1\, (301) 796-3927 

6. v~""""V'""L FTE 

IJVMC;:o iiiJ 

11.0 

9.S 

1.0 

0.5 

' rom~OPE~~:~ IMPORT 
14.0 

9.S 46-02 

13.0 13.0 46-03 

46-041.0 2.0 

0.5 46-05 

IR>Wno.JO:1=:;-·,.;.: 301 """ ,..,.~ 

FORM FD.A 2622 (10/09) PAGE NO. 46.{)1 

PROJECT SUMMARY SHEET  
FY2012 
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F'Y 2012 ORA WORKPLAN October I 20 II 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

NDA Pre-Approvallnspe.ctions.'Investigations- Domestic (PDUF A) New Drug Evaluation - 46 

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

46832,46832B,46832C,46R845 [K]oRA c=JcEHTER 9.5 

I"· 1 1 3 7 

R DISTRICT! CI!!M!'fl DOIII!~IC 

E SPECIALIZED OH IIDM~STIC LAB 
G LABORATORY IHSPECnON$ INSPECTIONS SAMPLE ANALYST 
I (Hour&) COLL PROFILE 
0 CHEM (Hours) 
N (11 CHI!M 

TOTAL fiELD 154 703 17 413 

HEADQUARTERS I .!lT~ ~t~l~1 

REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHI.ADELPHIA 
FORENSIC CHEM. CTR 
REGIONAL STAFF 
An..ANTA 

SE FL.OR IDA 
NEW ORlEANS 
SANJUAN ' 

REGIONAL LAS 
REGIONAL STAFF 
DALlAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT l 
REGIONAL LAS 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATILE 
PACIFIC REGIONAL LABORATORY.SW •PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 51.1 6.0 

TOTAL HOURS 7869 703 102 413 
CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 8.28 0.74 0.11 0.35 

9.REMARKS 

(1)- Includes Microbiologists on Inspections. 

Laboratory allocations were planned by DFS. 

. 
FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 46-02  



--

( I) 46832, 46832B, 46832C, 46832D WORA OcENTER 13.0 

~-·----------·-
KANSAS CITY  
SOli111WEST IMPORT DISTRICT  
REGIONAL LAS  

REGIONAL STAFF  
LOSANGEL£S  

PA  SN<I FRANCISCO  
SEATTLE  
PACFIC REGIONAL LABORATORY-SW  
PACIFIC REGIONAL LABORATORY-NW  

HOURS PER OPERATION 58.8 
6880 5470TOTAL HOURS 

95()CONVERSION FACTOR 950 
7.24 5.76TOTAL OPERATIONAL FTEs 

I"· 
R DISTRICT/  
E  SPECIALIZED  
G  LABORATORY  
I  
0 
N 

TOTAL FELD 

HfADQ~ 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAl. STAFF 

NE 

--· 
BALTIMORE  
CHICAGO  
CINCINNATI  

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHU.OELPHIA 
FORENSIC CHEM. CTR 
REGIONAL STAFF 
ATLANTA 
FLORIOA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SE 

sw 

, 
~1ST 

ON 
INSPECTIONS liSPECliOMS 

~> 

(3)121 

117 5470 

\(.!.h :--· 

i 
I 
I 

' 

FY 2012 ORA WORKPLAN 

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

NDA Pre-Appro\-al Inspections/Investigations - Foreign (PDUFA) New Drug EvaluatiQn - 46 

October I 201 1 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PI.Al\INED BY 5. OPERATIONAL fTE POSrfiONS 

9. REMARKS 

(1)- Use PAC 468320 to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR). 

(2)- Report as follows: lnsps./Chem on lnsps underforeign 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. 

Laboratory allocations were plann ed by DFS. 

FORM FDA 2S21a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 4f3..03 



R  
E  
G 
I 
0 
N 

NE 

CE 

~ 

se 

sw 

PA 

[D. 
DISTRICT/  

SPECIALIZED  
LABORATORY  

TOTAL FIELD 
HEADQUARTERS  
REGIONAL STAFF  
NEW ENGLAND  
NEW YORK  
REGIONAl lAS  
WEAC  
REGIONAL STAFF  
BALTIMORE  
CHICAGO  
CINCINNATI  
DETROIT  
MINNEAPC»JS  
NEW JERSEY  
PHILADELPHIA  
FORENSIC CHEM. CTR  

REGIONAL STAFF 
ATLANTA 
FLORIOA · ---
NEW ORLEANS  
SANJUAN  
REGIONAL LAB  

REGIONAL STAFF 
DALLAS  
DENVER  
KANSAS CITY  
SOLITHWEST IMPORT DISTRICT  
REGIONAL LAB  

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATILE 
PACIFIC REGIONAL LASORATORY-SW 
PACFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CON\IERSION FACTOR 
tT'OTAL OPERATIONAL FTEs 
9. REMARKS 

1 1 

INSPiiC~ INSPI:CTIONS 
DoMN1if Fo..ron 

(1) 

111 16 

lto"ll....., • 2l .. tt!! : 

-- -·- - - ·--

51.1 56.8  
971  941 
950 950 
1.02 0.99 

(1)- Includes Microbiologists on Inspections. 

Domestic and Foreign (PDUF A} 

3. PROGRAWASSIGNMENT COOE(S} 

46832M 
4.  WORK ALLOCATION PLANNED 6Y 

[KJ ORA CJCENTER 

FV 2012 ORA WORKPLAN  October I 20 I I ' 
2. F>PS PROJECT NAMEINUMSER1. PROGRAM! ASSIGNMENT TITLE 

Pre-Licensed Biotech (BLA) lnspections/Investigations • New Drug Evaluation - 46 

5. OPERATIONAL FTE POSITIONS 

2.0 

. 
tmFORM FDA2621a (10109)  ORA WORKPLANNING SHEET (Con ued) PAGE NO. 46-04 



FY 2012 ORA WORKPLAN Octobcr I 2011 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMJ:h.IUW3ER 

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

Inspections/Investigations 
3. PROGRAM/ASSIGm.ENT COOE(S) 4. WORK ALL.OCATION PlANNED BY 5. OPERATIONAL FTE POSITlONS 

46832P [TI OWl QcENTER 0.5 

j6. I 
R DISTRICT/ 
E SPECIALIZED ....,._ ,,....... 
G LABORATORY - · I 
0 (1) 
N 

TOTAL. FIELD 2A 

HEADQUARTERS am 
REGIONAL STAFF '~f_i 
NEWENGLMIO ~ NE NEW YORK 
REGIONAL L.Ae 
WEAC 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
ClNCIIINATI 

CE DETROIT 
MINNEAPOliS 
NEW JERSEY 
PHILADELPHIA 
FOReNSIC CHeM. CTR 

REGIONAL STAFF 
ATLANTA 

SE Fl.ORJOA 

NEW ORlEANS -
SANJUAN 
REGIONAL LAS 
REGIONAL STAFF 
DAI.l.AS 

SW DENVER 
KANSAS CITY 
SOUTHWE'ST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL l.JiiiORATORY·SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 20.4 

TOTAL HOURS 400 
CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 0.51 

9. REMARKS 

(1) -Includes Microbiologists on Inspections. Inspections are to verify that NDA applicant has facilities, equipment, oontrols, 
etc. so specified in the application. 

. 
FORM FDA 26211 (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 46-QS 
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PROJECT SUMMARY SHEET 
 
FY2012 

11 CATEGORY 

1Human Drugs 
j2. PPS PROJECT NAMEJNUMBER

Bioresearch Monitoring; Human Drugs - 48

tJ 
4. ,::nA '"'""'PROGRAMS AND ASSIGNMENTS 5. PROGRAM 

ASSIGNMEI>IT 
CODE 

6. OPERATIONAL FTE
1. TOTACOPERATIONAL

FTEs 

~ 
M"'RT _f9_RE_IQ_N 

TOTAl. 56.6 21.2 n. 
I In Vivo""· :- ANDAs & NDAs ~SOOt. A 6.0 6.0 48-07 

PDUFA (NDAs) (3.34} 


IForeign J, :(In Vivo~ 
 JI;Jif,;l;, 48001. A; 5.0 5.0 48-08 

GLPs) • 48808 

· *Foreign 1: PRPFA R (AIDS Relief) ~OID,E; 

lPiaunea under 48001A and 4800 I} 48808, 488110

2 Jl , 
IWJ MV. IHV.Wig 48-09

n('.rOOd 1 :(Non-Clinical Lab) 148808 3.0 3.0 

Jo.J~tinn~l Experts (0.12) 

y, .Revie\\1_Board I4RI!0() Iiiii!()()A 7.8 7.8-

~ ·Q...,...,,.,.h ""

and • 


:48810 5.3 5.3 

3 
 :Clinical'· 48811 A, 8 34.5 16.:.! 50.7 48-10 

. Experts (0.11} (0.38) 

*• Pm>FAR. wurk is not planned NDAPEPFAR :are planned under 48001A and ANDA PEPFAR 


.are planned under 4800I 


I**- Q,,..,, ,.,...., .in the R ~' :Drug n -L Committee ( 4l!RMA' have been collapsed into 
 Review Board (48809}. 

I""'"''"'"PROJECT .., •l>r=DI1'"'~'P~I"ItJI" 

~oseph "d~~.-;,_}ffl)-~, (301) 72<>-~_, 1~:~. ·" "~3or::;,~- ·~oc '"'"~"'

FORM FDA 2622 (10109) PAGE NO. 48-06 





_ 
 

!

FY 2012 ORA WORKPLAN October I 20 II 

1. PROGRAM'ASSIGNMENT TTTlE 

In Vivo Bioequivalence ·Pre-Approval (PDUFA) 

2. PPS PROJECT NAM~UMSER 

Bioresearch Monitoring: Human Drugs • 48 

3. PROGRAM/ASSIGNMENT CODE(S) 

48001 (ANDAs), 48001A (NDAs) 
4. WORK ALLOCATION PLANNED BY 

[Ij ORA C) CENTER 

5. OPERATIONAL FTE POSITIONS 

6.0 

R 
E 
G 
I 
0 
N 

'b. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

, 
48001 
 
NiOA 
 

IHSPf!CTIONS 
 

1 
 
48001A 
 

HDA 
 
llo!SPECTIONS 

TOTAL FIELD 33 47 
HEADQUARTERS 

NE 

REGIONAL STAFF 

NEW ENGLAND 
 
NEW YORK 
 
REGIONAL LAS 
 
WEAC 
 

CE 

REGIONALSTAFF 
 
BALTIMORE 
 

CHICAGO 
ClNC~NATI 

DETROIT 

MINNEAPOLIS 
 

NEW JERSEY 
 
PHILADELPHIA 
 

FORENSIC CHEM. CTR 
 

SE 

REGIONAL STAFF 

ATLANTA 
 
f!.pRIDA_ 

NEWORLEANS 

SANJUAN 
REGIONAL lA8 

sw 

REGIONAL STAFF 

DALLAS 

DENVER 
 
KANSAS CITY 
 

SOUTHWEST M'ORT DISTRICT 
 

REGIONAL LAB 
 

PA 

REGIONAl STAFF 

LOS ANGELES 
SAN FRANCISCO 
SEATTLE 

PACIFIC REGIONAl. I.ABORATORV-SW 
PACFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

!l I!H~ !l 

77.3 

.. [je 

67.6 

TOTAL HOURS 2551 3177 
 

CONVERSION FACTOR 950 950 
 
TOTAL OPERATIONAL FTEs 2.69 3.34 

9. REMARKS 

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

An estimate of percentage of time for each PAC Is: Non-PDUFA 48001 (ANDA) 35%, PDUFA 48001A (NDA) 65% . 
 

. 
FORM FOA 2621a (10109) ORA WORKPLANNING SHEET (Conttnued) PAGE NO. 48-07 



llt3 

·· 

·-

, 

FY20120RA WORKPLAN Oclober I 20 II 

1. PROGFVM'ASSIGNMENT TITLE 

lf'oreign Inspections (NDA - PDUFA; ANDA- PRE-APPROVAL} 

2. PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring: Human Drugs - 48 

3 . PROGRAM/ASSIGNMENT COOE(S) 

48001 ,A; 48808; 48001D,.E, 488110 
NDA & ANDA (f) 

4. WORK ALLOCATION PLANNED BY 

[DoRA DeenER 
5. OPERATIONAL FTE POSITIONS 

5.0 

R 
 
E 
 
G 
I 

0 
N 

li. 
DISTRK;T/ 
 

SPECIAL.IZEO 
 
LABORATORY 
 

, 
FOII£JG!t 
-01A 

NDA 
INS 

(I'UUFAj 

_,
FOREI<OII 

AHDA 
NSPECTIOHS 
(1'1111!-N'f'VLJ 

TOTAL FIEl.O 31 29 

HEADQUARTERS 

NE 

REGIONAL STAFF 

NEW ENGlAND 

NEW YORK 

REGIONAL lAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 
 

CINCINNATI 
 

DETROIT 
 

MINNEAPOLIS 
 

NEW JERSEY 
 

PHII..AOElPHIA 
 

FORENSK; CHEM. CTR 
 

SE 

REGIONAL STAFF 

ATLANTA 
 

FLORIDA 
 

NEW ORLEANS 
 

SANJUAN 
 

REGIONAl LAB 
 

sw 

REGIONAL STAFF 

O.AU..AS 
DENVER 
 

KANSAS CITY 
 

SOUTHWEST IMPORT DIS~T 


REGIONAL LAB 
 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL L.A80RATORY·SW 

PACIFIC REGIONAL L.A80RATORY-NW 

HOURS PER OPERATION 83.8 75.3 
TOTAL. HOURS 2598 2184 
 

CONVERSION FACTOR 950 950 
 

TOTAL OPERATIONAL FTE1 2.73 2.30 

9. REMARKS 

(1)- Planned Inspections Include: 48001.A in Vivo BloequiValence, 48808 GLPs (POUFA), PACs 48001 D PEPFAR NOA 
Bioequlvalence, 48001 E PEPFAR ANDA Bioequivalence, and 48811 D PEP FAR Clinical Investigations . 

Report Inspections under Appropria1e PAC, Foreign Inspections under Operation Code 11. 
 
HIGH PRIORITY for NDA inspections. 
 
480010 PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Bioequivalence; 488110 PEPFAR Clinical Investigations. 
 
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001 . 
 
We are not planning separate PEPFAR wooc 
 

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




. 
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FY 2012 ORA WORKPLAN 

1. PROGRAM/ASSIGNMENT TITLE 

Good Laboratory Practices; Institutional Re>iew Board; Sponsors, 

Contract Research Org., Monitors (PDUFA) 

2. Pf'S PROJECT NAMEINUMBER 

Bioresearch Monitoring: Human Drugs  48 

3. PROGRAM/ASSIGNMENTCOOE(S) 

48808, 48809, 48809A,48810 
 
4. WORK AllOCATION PLANNED BY 

[TI ORA C) cENTER 

5. OPERATIONAL FTE POSITIONS

16.1

R 
 
E 
 
G 
I 
0 
N 

II:! 
DISTRICT/ 

SPECIALIZED 
 
LABORATORY 
 

, 
OIJ' 
 

JNSPEC· 
 
TIONS 
 
.Qll::l 

2 
NAT'l EXPERT 
 

INVI!Sn• 
 
GATION8 
(Hours) 

4=a · GLI' 

1 
 
I fiB (1) 
 
..SPI!Co
T'IONS
488119,

.Wc:A~) 

, 
$PONSOJI, 

~O,MONIT~ 

INSPEC· 

TlONS 


~0 

TOTAL FIELD 28 112 1.2i 46 

HEADQUARTERS 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 
WEAC 
 

CE 

REGIONAL STAFF 
 
BALTIMORE 
 
CHICAGO 
 
CINCINNATI 
 
DETROIT 
 
MINNEAPOLIS 
 
NEW JERSEY 
 
PHILADELPHIA 
 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAl STAFF 

DALLAS 
DENVER 
KANSAS CITY 
 
SOl!THWEST IMPORT DISTRICT 
 

REGIONAL LA8 
 

PA 

REGIONAl STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAl l.ABOAATORY·SW 
PACIFIC REGIONAL LABOAATORY-NW 

HOURS PER OPERATION 

l!Jl$B l.!l 71 1!1 

98.0 6 1.0 110.3 

TOTAL HOURS 2744 112 7381 5074 

CONVERSION FACTOR 950 950 950 950 
!TOTAI. OPERATIONAL FTEs 2.89 0 .12 7.77 5.34 

9. REMAfU<S 

4S808: Resources planned for Inspections may also be used for OSCs. 

Planned Inspections Include Surveillance Inspections and any Assignments from COER to cover studies identified by COER. 
COER assignments, i.e. Directed Inspections. cover studies associated with INO's and NOA's. 

Resources for Good Laboratory Practice (GLP) Foreign inspections are planned under 4B001A (see page 48-3). 

(1 ) - Institutional Review Board 
(2) - 46809A: Resource (1 FTE) for the Radioactive Drug Research Committee (RORC) is not planned separately. However, please 

use above resources as needed and report RDRC wortt under PAC 4S809A. 
(3) - Sponsors, Contract Research Organizations, and Monitors 

. 

-
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1. PROGRAM/ASSIGNMENT TITLE 

k::Hnical Investigators (PDUFA) 

FY 2012 ORA WORKPLAN ~Iober I 2011 

2. PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring; Human Drugs- 48 

3. PROGRAM/ASSIGNMENT CODE(S) 

48811, A, B 

4. WORK ALLOCATION PLANNED BY 

CTI ORA CJcENTER 

5. OPERATIONAL FTE POSITIONS 

50.7 

R 
E 
 
G 
 
I 
0 
N 

6. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

1 
DOioiESllC 
 

IMSI'EC· 
 
nOHS 

2 
NArL EXPEU 

INVEST). 

(IATtQNS 
(Hours) 

1
FOREIGN 
lNS'I!C· 
TIONS 

1 
FOREIGN 
CAORE
INSI'!Co 
TIONS 

2 
DOr.ESllC 
FoiJ-.Up& 
eo.oplolll1ll 
INYEsn. 
C!A!IONS 

_ill 

TOTAl.. FIELD 178 102 153 18 14820 

HEADQUARTERS 

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAl. LAB 

WEAC 

CE 

REGIONAL STAFF 
BALT..,ORE 

CHICAGO 
CINCINNATI 

OETROrT 

MINNEAPOLIS 
NEW JERSEY 

PHI.AotLPHIA 
FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

sw 

REGIONAL STAFF 

DALLAS 

DENVER 

-~~~-G!:t:'C.'"-----
SOUTHWEST ..,PORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

II!JI(!)~ ~ 

r 

100.0 

13 
 

90.0 90.0 
tfOTAL HOURS 17800 102 13770 1620 14820 
!coNVERSION FACTOR 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 18.74 0.11 14.49 1.71 15.60 

9.REMARKS 

(1)- NEW - Reporting Guidance: Report domesllc follow-up and complaints lnvestiga1ions under 48811 B. 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-10 
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PROJECT SUMMARY SHEET 
 
FY2012 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

Human Drugs Generic Drug Evaluation - 52 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMEIIITS 5. PROGRAM ~ 6. OPERATIONAl FTE 1.T01~Q
ASSIGNMEIIIT OPERATIONAL 
 

CODE DOMESTIC IMPORT FOREIGNIll FTE& 
 

TOTAL 
 6A 9.0 15.4. 
 
ANDA Pre-Approval Domestic (PDUFA) 52832,B,C 4.0 52-124.01 

ANDA Pre-Approval InspectionSilnvestigations 52832, 8, C, E 9.0 9.02 52:~ 

·Foreign 

Positron Emission Tomo.Rllll>hY (PET) Pr~Approval 52832P 2.4 52-143 2.4 

Inspections.'! nvestigations 

-


CENTERPROJECTMANAGERnELEPHONE ORA PLANNER/TELEPHONE 
Brian HassellY.tlch, HFD-320,(301) 796-3279· Diane Raccasi HfD-320. (301) 796-3927 Anita T. McCIUdy 301-796-4395 

FORM FDA 2622 (101011) PAGE NO. 52-11 
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FY 2012 ORA WORKPLAN OCIOber I 201 1 


- 

2. PPS PROJECT NAME/NUMBER1. PROGRAM/ASSIGNMENT nTLE 

jANDA Pre- Approval Inspections/Investigations - Domestic Generic Drug Evaluation - 52 

4. WORK ALLOCATION PlANNED BY js. PROGRAM/ASSIGNMENT CODE(S) 

52832,B,C II] oRA c=JcarrER 

53.7 5.9HOURS PER OPERATION 
2524 242 661 637TOTAL HOURS 

1180 1180950 950CONVERSION FACTOR 
2.66 0.25 0.56 0.54 TOTAl. OPERATIONAl. FTEs 

9.REMARKS 

Laboratory allocations we!'ll planned by DFS . 

. 

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

R 
E 
G 
I 
0 
N 

NE 

CE 

r-

SE 

sw 

PA 

1 3]I>· 
DISTRICT/ 
 

SPECIALIZED 
 AHDAS DOMESTIC 
LABORATORY TO INSI't!CT SAIII"U! 

COLL 

7 7 
DDIIIESTIC DDioiE1STIC 

LAB LAB 
ANALYST AIIIAI.Yl!ll 

IIIOTEST"'IOFIL£ 
(H-.) iiiacini) 
CHEM CHEtll 

47 41 6e1 637TOTAL FIELD 

illS~.! ri[SHEADQUARTERS 
REGIONAL STAFF 
 
NEW ENGLAND 
 
NEW YORK 
 
REGIONAL LAB 
 
WEAC 
 
REGIONAL STAFF 
 
BALTIMORE 
 
CHICAGO 
 
CINCINNATI 
 
DETROIT 
 
MINNEAPOliS 
 
NEW JERSEY 
 
PHILADELPHIA 
 
FORENSIC CHEM. CTR 
 
REGIONAL STAFF 
 
ATLANTA 
 
FlORIDA 
 
NEW ORLEAt~S ·----· 
SAN JUIAN 
 
REGIONAL LAB 
 

REGIONAL STAFF 

DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATn.E 
PACIFIC REGIONAL LABORATORY·SW 
PACIFIC REGIONALL.ABORA TORY·NW 

5. OPERATIONAL FTE POSITIONS 

4.0 

· 

PAGE NO. 52-12 




FY 2012 ORA WORKPLAN 

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

Generic Drug Evaluation - 52 ANDA Pre - Approval lnspedionsllnvesliga6ons- Foreign 

3. PROGRAWASSIGNMENT CODE(S) 4. WORK ALLOCATION PlANNED BY 

52832, 52832B ,52832C, 52832E [TI ORA [:=J cENTER 

October I 20 II
' 

5. OPERATIONAL FTE POSITIONS 

9.0 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

lb. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
 

REGIONAL STAFF 
 

NEW ENGLAND 
 

NEW YORK 
 
REGIONAL LAB 
 
WEAC 
 
REGIONAL STAFF 
 

BALTIMORE 
 

CHICAGO 
 
CINCINNATI 
 

DETROIT 
 

MtiNEAPOUS 
 

NEW JERSEY 
 
PHLAOElPHIA 
 

FORENSIC CHEM. em 
 
REGIONAL STAFI


.-.TLANT.A. 
 
FLORIDA 
 

NEW ORLEANS 
 
SANJUAN 
 

REGIONAL LAB 
 
REGIONAL STAFF 
 

DALLAS 
 

DENVER 
 

KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 

REGIONAl lAB 
 
REGIONAL STAFF 

LOS ANGELES 
SAN FRANCISCO 
SEATTLE 

PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

OTALHOURS 

iCONVERSION FACTOR 
OTAL OPERATIONAL FTEs 

9. REMARKS 

, 41 2 8 8 
IMPORT ..PORT 

CHEMIST IMPOftT lAII L.A8 
INI!PeCTIOIII INIPI!CTIOHS JIV!STI NIALYSTAIIALYST-IZQATIONI PROI'I L! BIO'nST(11 (ltoura) cou. 

(forolll"l (Hour.ll (IIDU~k"''C;:u'') CHEN ( c•~~~~ 121 141 

6 2200 147 151 1263 

61.4 3.0 
3807 2200 147 453 1263 
950 950 950 950 1180 

4.01 2.31 0.15 0 .48 1.07 

1180 

1180 
1180 
1.00 

(1) - Report as follow: lnspsJChem on lnsps. under foreign operation code 11 Pac Code 52832; 
{2)- PEP FAR inspections included in total. Use PAC 52832E to report worit conducted under the President's 

Emergency Plan for AIDS Relief (PEPFAR). 

Profile ISCs & ISAs -528328; Biotest ISCs &JSAs under PAC 52832C. 
(3) - Includes microbiologists on inspections 
 
(4)- Samples are collected at foreign manufacturers. 
 
(5)- NRL analyzes all Profile/Biotest ISCs and methods devefopmentiSAs. 
 

Laboratory allocations were planned by DFS. 

FORM FDA 2621a (fOiot) ORA WORKPLANNING SHEET (Continued) PAGE NO. 52· 13 
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2. PPS PROJECT NAME/NUMBER 1. PROGRAM/ASSIGNMENT TmE 

t?ositron Emission Tomography (PET) Pre-Approval Generic Drug Evaluation - 52 

lnspections.'lnvestigations 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 
 
E 
 
G 
 
I 
 

0 
N 

NE 

CE 

se 

sw 

PA 

52832P 

)6. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTALFlELD 
 

HEADQUARTERS 
 

REGIONAl. STAFF 
 

NEW ENGLAND 
 
NEW YORK 
 

REGIONAL LAB 
 
WEAC 
 

REGIONAL STAFF 
 

BAlTIMORE 
CHICAGO 
 
CINCINNATI 
 

DETROIT 
 

MINNEAPOLIS 
 

NEW JERSEY 
 
PHLAOELPHIA 
 

FORENSIC CHEM. CTR 
REGIONAL STAFF 
ATLANTA 

FlORDA 

NEW ORLEANS 

SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DAlLAS 
DENVER 
 

KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 

REGIONAL LAB 
 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 

PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAl. LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 
TOTAl. OPERATIONIAL FTEs 

9.REMARJ<S 

1 

NlmA 
PET 

lliSPI!C· 
TIONS 

{11 

106 
.!l 

l .a~li'll 

~ 

21.5 
227li 

950 
2.40 

5. OPERATIONAL FTE POSITKlNS 

2.4 

·

· 

4. WORK ALLOCATION PLANNED BY 

[K]oRA IT) cENTER 

(1) - inspections are to determine compliance of eSiabiishments with GMPs prior to approval of pending ANOAs. 
ANDA bulk products are collected for profile analysis. 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 52-14 
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PROJECT SUMMARY SHEET 
FY 2012 

12.PPS 'NAUI=o 
. "'" ' ~"'""' ~. Drugs In""'"'"' keting Surveillance and Epidemiology: Human Drugs - 53 

4. FDA COMPUANr.E w >AND I ll) 5. 6. OPERATIONAL FTE 7.007~ ~ OPERATIONAL 
. DOMESTIC IMPORT FTEs 

TOTAL 10.0 11.01.0t.:l 
[S3001,A, B 9.0 53-16 I •of the Adv~Drug 8.0 1.0I"'"' 

n D. ,,.., r~t;,., •~ · "=ore~gnJ 

I~ • D Pnnrt;no: Regulation REMS (PDUFA) [53001 C 53-172 2.0 2.0 

--

• ""'"' O"'-"'T J:I>....MNJ: '""""'"'"'"'= ~ ~~~~==B~fD-330, (301)79~-~22; ~ ·. 30 l-7°b-4395 

FORM FDA 2622 (10109) PAGE NO. 53-1 5 
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FV 2012 ORA WORKPL.AN October I 2011 

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

Enforcement of the Adverse Drug Experience Reporting Regulation Postmarketing Surveillance and Epidemiology: Human Drugs • 53 

3. PROGRAM/ASSIGNMENT CODE(S) 

53001A, 53001B (1) 

i~>· 
DISTRICT/ R 

SPECIALIZED 
 
G 
 
e 

LABORATORY 
 
I 
 
0 
N 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 
 
NEW ENGLAND 
 

NEW YORK 
 

REGIONAL LAB 
 

WEAC 
 
REGIONAL STAFF 
 

BALTIMORE 
 

CHICAGO 
 

CINCINNATI 
 

CE 

NE 

DETROIT 

MINNEAPOLIS 

NEW JERSSY 

Plil.ADElPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
Aii.Arfi'A 

FLORIDASE 
NEW ORLEANS 
 
SANJUAN 
 
REGIONAl LAB 
 

REGIONAL STAFF 
 

DALLAS 
 

sw DENVER 
KANSAS CITY 

SOUTHWEST t.!PORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
 

LOS ANGELES 
 

PA 
 SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY..SW 
PACIFIC REGIONAL LABORATORY-4\IW 

HOURS PER OPERATION 
TOTAL HOURS 

CONVERSION FACTOR 
~OTAL OPERATIONAL FTEs 

~. REMARKS 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

moRA !IICENTER 9.0 

1 1 
 

DOloii!STIC 
 I'ORIIGN 
IHSPEC· IHSPEC· 
TIOHS TION6 
 

(21 
 

118 15 
 
I!) (!)~ ~» ..,., ~s 

I 

... 

64.5 64.9 
7611 974 
950 950 

3.0t 1.03 

(1)- Report both Domestic and Foreign inspections under 53001A for Center-Initiated and 530018 for District-Initiated. 
 
(2)- CDER will Issue one (1) foreign Inspection assignment for the REMS program. Wor1< conducted for the REMS program 
 

should be reported to PAC 53001C. 
 

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

. 
FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 53-16 



FY20120RA WORJU>LAN October I 2011 

1. PROGRAWASSIGNMEJIIT TITLE 

Risk Evaluation and Mi tigation System (REMS) 

3. ffiOGRAMIASSIGNMENT COOE(S) 

R 
 
E 
 
G 
I 
0 
N 

NE 

ce: 

SE 

SW 

PA 

53001C 

o. 
DISTRICT/ 
 

SPECW..IZEO 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 
 

NEW ENGLAND 
 

NEW YORK 
 

REGIONAL LAB 
 
WEAC 
 

REGIONAL STAFF 
 

BALTIMORE 
 

CHICAGO 
 
Cf\ICINNATl 
 

DETROIT 
 

MINNEAPOLIS 
 

NEW JERSEY 
 
PHIL..ADELPH..._ 
 

FORENSIC CHEM. CTR 
 

REGIONAL STAFF 
 
ATLANTA 
 

FLORIDA 
 

NEW ORLEANS 
 

SANJUAN 
 
RE:GIONAL LAB 
 

REGIONAL STAFF 
 

DALLAS 
 

DENVER 
 

KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 

REGIONAL L.Ae 
 
REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTlE 
PACIFIC REGIONAl.. L.ABORATORY...SW 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 

tfOTAL HOURS 
CONVERSION FACTOR 
tfOTAL OPERATIONAL FTEs 

~.REMARKS 

I 

INIWt:C· 
 
TIOHS 
 

(I ) 

211 

• 
I 

i 

66.0 
1914 

950 
2.01 

2. PPS F'flOJECT NAME/NUMBER 

Postmarkcting Surveillance and Epidemiology: Human Drugs . 53 

4. WORK ALLOCATION PLANNED BY 6. OPERATIONAL FTE POSITIONS 

2.0c:::::JoRA 0 CENTER 

(i). Because of the complexity and individuality of each REMS program, contact COER at least2 weeks before conducting 
Inspection. Forward EIRs directly to COER's Division of Safety Compliance (CDER/OC/OS!). 

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

. 
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PROJECT SUMMARY SHEET 
 

11 1\,i.... IC..,VM 
 

!Human Drug~ 


4. FOAC'!f AND ASSIGNMENTS 

TOTALt.J 
I IIJI"llg_Process In · . 
 
2 
 lrurclgfl Drug Process r. 

Drug Process 1: :- Gas Manufs.3 
-~Dru2 Process •- API Manufs. {r4 
 

5 IDrug Process • ·'- .- Biotech Manu""'''""'~ 
T.
ll1noitrr"' "- ·(PE_TI_n; ....6 
 

o:nn~!J,I : 

IDrug Quality " :and Testing Program7 
1Drug Product •n""' - Import l)rugs 
 

9 
 

8 

Drug Quality n . System - DQRS 

. r- . tofRx Drug" •Acf(PDMA)10 

IP.....t. A · "- illlltions - N 

12 lo. •• " :-:Foreign 

II 

·
13 ~ " :Assilmments 

. .,.,.,~,... "'· 1 and Sample Annlv~i•14 

• 56832, 56R359 
 

I*** 'i6R&24 .56R833, 99R833 
 

I..**·S6R831 
 

DIU'III'l'T . I'PI-II'lflll' 

I"""'"" H.FD-31(), (J'Qj)'?96-JJ09 

FY 2012 
~.PPSPRCWECTNAM8NUM8ER 

!Drug Quality Assurance - 56 

5. PROGRAM 
ASSIGNMENT 

CODE 

I~MlO? A JI,D"' 

~~~M?A.O* 

lsl'iOMF 

I;lO\J\1L.J' 

""'"' 

l ~t;MRA L 

56021A, B 

I56022,A 

156843 

156843 

I56D015 

-;I'OR: 

II 6. OPERATIONAL FTE r=~).::.JOPERATIONAl 
UUMI:~ 111.. IMPORl FOREIGN FTE.s 

115.5 37.9 59.5 212.91 

54.0 56-1954.0 

56-20 

IQ.O 

53.0 53.0 

10.0 ~21 

4.5 9.0 56-224.5 

s.o 5.0 ~23 

56-243.0 3.0 

t:!t> ...., ...,18.5 18.5 

37.9 37.9 56-27 

4.5 4.5 66-28 

56-292.0 2.0 

56-302.0 2.0 

2.02.0 ~~! 
56-322.02.0 

10.0 10.0 66-33 

I'P~t.ll' 

l~:t:~. --Jol ~96-4395 
FORM FDA .2622 (1 0109) PAGE NO. 56-18 
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1. PROGRAMIASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

!DrugProcess Inspections - Domestic Drug Quality Assurance - 56 

3. PROGRAMIASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSmONS 

56002, A-D, 56832, 56R359 []]oRA CJ CENTER 54.0 

TOTAL F;Et-D 

CONVERSION FACTOR 

HEADQUARTERS 

NE 

2499 

BALTIMORE 

CHICAGO 

DETROIT 
MINNEAPOLIS 

ATLANTA 

REGIONAL STAFF 

NEW ENGI.AJIID 
NEW YORK 

PHILADELPHIA 

REGIONAL LAB 

WEAC 

CE 

PA 

sw 

SE 

CINCINNATI 

NEW JERSEY 

!<1>- Hours for certification audits in support of Level II Drug Certification Audits and the Phannaceutical lnspectorate (PI).
Report Certification Audit hours under 56R359. 

(2) - DSCs not analyzed are documentary samples. District offices should be prepared to collect an Increased numberl of samples for testing. 

(3)- 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. 

Laboratory allocations were planned by DFS. 

696

REGIONAL STAFF 

REGIONAl LAB 

NEW ORLEANS 

REGIONAL LAB 

SAN JUAN 

REGIONAL STAFF 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

DALLAS 
DENVER 

KANSAS CITY 

LOS ANGELES 
SAN FRANCISCO 

FLORIDA 

f~H~OU~R~S~~~R~OP~~~T~ION

!TOTAL OPERATIONAL FTE&

R 
E 
G 
I 
0 
N 

SOUTHWEST IMPORT DISTRICT 

REGIONAL STAFF 

SEAmE 

PACIFIC REGIONAL LABORATORY-NW 
PACIFIC REGIONAL LABORATORY-SW 

IIi· 
DISTRICT/ 

SPECIAliZED 
LABORATORY 

5743
950 950950950

120 lrorAL HOURS 36976 ..:2;.;:;49,.,9~

I 

INSPI!C
llOMS 

f oo-RKs 

1200 31011100 

2 
CERTIFICA

TlO)j 

AUOITS 

(liV Houn&l 
(1) 

1 

CHI!Mr&TON 
NSPE<:• 
TIONS 

(Hount) 

1 

MICRO ON 
tNSPEC• 
TIOHS 
(lioura) 

.I 
DOMESTIC 

SAMPLI! 
COLL 

(2) 

6743 720 

,l 

IC 

""' C'OU. 

~·· 

~ 
.)J 

"'"" ~"' 
u 
n! 

7 
DOMESTIC 

L.\11 
AHAL.YST 
(HourJ) 
CtEM 

7 
DONI!STIC 

LAB 
AHALYST 
(Hours) 
IOCRO 

m ~

56~.0 5~ 
, _,so,o't ----'-',2~ 14 

950 1 .!-'18'=o -'1-"'80
4.:,1"".:::.o""'3 2::.::.00 2:::..6::.l3 1:.,·~·6 1.63 4 8:::.:7 0.61



FY 2012 ORA WORKPLAN Ocaober 1 20 II 

1. PROG~ASSIGNMENT m LE 

~oreign Drug Inspections 

3. PROGRAM/ASSIGNMENT COD~S) 

56002, A, B, C, D, 56832, 56R359 

R 
 
E 
 
G 
I 
0 
N 

NE 

CE 

SE 

SW 

PA 

I"· 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTALFELD 

HEADQUARTERS 
 
REGIONAL STAFF 
 

NEW EtlGLAND 
 
NEW YORK 
 

REGIONAL LAB 
 

WEAC 
REGIONAL STAFF 
 

BALTIMORE 
 

CHICAGO 
 

CINCINNATI 
 

DETROIT 
 
L4 1NNEAPOLIS 
 

NEW JERSEY 
 

PHILAOELPHIA 
 

FORENSIC CHEM. CTR 
 
REGIONAL STAFF 

ATLANTA 
 
FLORIDA 
 

NEW ORLEANS 
 

SAN JUAN 
 

REGIONAL LAB 
 

REGIONAL STAFF 
 

DALLAS 
 

DENVER 
 
KANSAS CITY 
 
SOUTHWEST IL4PORT DISTRICT 
 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCJSCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY·SW 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 

TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 
9.REMARKS 

1 

PORIOOII 
 
INSPEC· 
 
TlOHS 

111 

2. PPS PROJECT NAMEJNUMBER 

Drug Quality Assurance - 56 

4. WORK ALLOCATION PlANNED BY 

ffioRA c::JceNTER 

1 1 

QI!IIIIITON I'ORfiGN 
IISPECTIONS CADRI! 

P<lllElGN IN SPEC

~I noNS 

382 7200 252 

!.U~ l 
I 
I 
I 
I 

I 
~ 
I 
I 
I 
I 
I 

80.0 50.1 

30560 7200 12625 

950 950 950 
32.17 7.58 13.29 

5. OPERATIONAL FTE POSm ONS 

53.0 

.. 

(1} - Report lime under appropriate PAC (56002, A, B, C, D, 56832, 56R359) and operation 11. Module includes time for 
inspection preparation and actual time on inspections. 

(2)- Time planned In this column may be used by chemists or microbiologists. 

Laboratory allocations were planned by DFS. 

. 
FORM fDA 26211 (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-20 



FY 20 12 ORA \\'ORKPL AN Oc!OOcr I 201 1 
 

11 PROGRAWASSIGNMENTTrrLE 12.PPS PROJECT NAMEJNUMBER 

!Drug Process Inspections- Gas Manufacturers (Domestic) IDrug Quality Assurance - 56 

,3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK AU.OCATION PLANNED BY Is.OPERATIONAL FTE POSITIONS 

S6002E [TiaRA c::::::J cENTER lO.O 

II> 1 
R DISTRICT/ 
E SPECIAliZED INSPI!C· 
G LABORATORY TIONS 
I MI!OICAI.. 

0 ~~N 

TOTAL FieLD 317 

IHEADQUI..,.<I O:X:> 

lr.STAFF 

INEW"'"'f>l .oMn 

NE I NEW YORK 

.LAB 
IWEAC 

I REGIONAL STAFF 

IBALTIMORE 
1

' T' 

CE I IJt: I r<VI 

""' 
NEW JERSEY 
Dl-111 ~N=I ~lA 

; CHE'M.CTR 

''"""""'' .STAFF 

Al o..Ai.;T,; 
SE ll'l nRinA 

I NEW ~I lOAN.<: 

SAN JUAN 
ft~~ ..... LAB 

I n~. • ~ .STAFF 

DALLAS 

sw DENVER -
KANSAS CITY 

SOtJ IMPORT LJI~ I K K; 

LAS 
STAFF 

LOS ..ll.NC::I=I ~==~ 

PA SAN 

SEATTLE 

PACIFIC "" 
PACIFIC l VI' 

IHOURS PER 30.( 

!TOTAl HOURS 951( 
1""'"..,,,., .,.. I FACTOR 95C 
!TOTAL U t't:IV\I IVNN. FTEs 10.01 

Is.REMARKS 

1(1) - Total number of planned gas inspections in the Program for FY 2012. 

FORM FDA 2621a (10109) ORA ....,.."'.{PLANNING :::.nt:t: •1Contlnued) PAGE NO. 56-21 
 



FY 2012 ORA WORKPLAN O.:tobcr I 20 11. 
1. PROGRAMIASSIGNMENT Tffi.E 2. PPS PROJECT NMIEINUMBER 

Drug Process Inspections- Active Pharmaceutical Ingredients (APls) Drug Quality Assurance - 56 

(Domestic and Foreign) 

3. PROGRNNASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNED BY ll. OPERATIONAL FTE POSITIONS 

S6002F [K]oRA DeenER 9.0 

o. 1 1 
R DISTRICT/ 
e SPECIALIZED DONII TIC f'OJIEIGN 
G LABORATORY INSPEC· IN&PEC· 
I TtOHS TIONIS 
c 
N 

TOTAL FIELD 14S 108 

HEAOOUARTERS u 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAfF -· 
BAI.TIMORE 
CHICAGO 
CINCNNATI 

ce DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATlANTA 

se FLORIDA 
NEW ORLEANS - .. 
SAN JUAN 
REGIONAL LAB 

REGIONAL STAFF 
DAllAS 

sw DENVER ·
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB ·-
REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL L.ABORATORY.SW 
PACIFIC REGIONAL L.ABORATORY-NW -

HOURS PER OPERATION 30.0 4{).0 

TOTAL HOURS 4200 42<40 
CONVERSION FACTOR 950 950 
frOTAL OPERATIQfiiAL FTEs 4.52 4.46 

9. REMARKS 

fORM FDA 2621& (101011) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-22 



-----

3. PROGRAM/ASSIGNMENT COOE{S) 

R 
E 
 
G 
 
I 
 

0 
N 

NE 

CE 

SE 

sw 

PA 

S6002M 

Ill. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTAL FIEl.D 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGlAND 
NEW YORK 
REGIONAL LAB 
WCAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHLADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
AaL.MTA 
FLORIDA 
NEW ORI.CAI\IS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IJIPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACF IC REGIONAL LABORATORY·SW 
 
PACFIC REGIONAL LABORATORY-NW 
 

HOURS PER OPERATION 
!ToTAL HOURS 
CONVERSION FACTOR 
h'OTAL OPERATIONAL FTEs 

9.REMARKS 

FY 2012 ORA WORKPLAN Oc:tober 1 201 I 
1. PROORAM!ASSIGNMENT TITLE 2. PPS PROJECT NAMEh-IUMBER 

Drug Process Inspections· Biotech Manufacturers (Domestic) Drug Quality Assurance • 56 

-4. WORK ALLOCATION PLANNED BY 

[TI ORA CJ c eNTER 

1 

IM!IPEC· 
 
TIONS 
 

• 
86 

!)] 

~ 

72.9 
4739 
 

950 
 
4.99 

5. OPERATIONAL FTE POSITIONS 

5.0 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56·23 



 

FY 2012 ORA WORKPLAN October I 2011 

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

Drug Process Inspections - Positron Emission Tomography (PET) Drug Quality Assurance • 56 

Inspections/Investi gations 

3. PROGRAMJASSIGNUENT COOE(S) 4. WORK ALLOCATION PlANNED BY ~ - OPERATIONAL FTE POSITIONS 

56002P [I] o RA (2] CENTER 3.0 

II. , 
R DISTRICT/ 
E SPECIALIZED INIIP£C. 
G LABORATORY TION8 
I 

0 (1) 
N 

TOTAL FELD 118 

1-EADOUARTERS 
REGIONAL STAFF 
NEWB';GLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAl STAFF 

BALTIMORE 
CHICAGO 
CINCINNATl 

CE DETROIT 
MNNEAPOLIS 
NEW JERSEY 
PHLADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATlANTA -

SE FLORIDA 
NEW ORLEAN S 
SAN JUAN 

REGIONAL l.M 
REGIONAL STAFF 
DAIJ.AS 

sw DENVER I 
IWIISAS CITY 
SOUTHWEST IPJIPORT DISTRICT 
REGIONAL LAB 

REG IONAL STAFF I 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABOOATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 24.0 
!TOTAl HOURS 2856 
CONVERSION FACTOR 950 
h"OTAL. OPERATlONAL FTEs 3.01 

9. REMARKS 

(1)- Inspections are to evaluate the conditions under wtl iett drug products are manUfactured, tested, packaged and h eld. In FY2011 , 
manufacturers are required to adhere to USP <823>; 21 CFR Part 212 becomes effective December 2011 . 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-24 
 



FV 201~ ORA WOR.KPL\N-
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Drug Quality Sampling and Testing Program Drug Quality Assurance - 56 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 

E 
G 
 
I 
 
0 
N 

NE 

CE 

~ 

I
i 

SE 

sw 

PA 

56008A, L (1) 

lb. 
fliSTRICT/ 

SPECIALIZED 
LABORATORY 

TOTAL FIELD 
HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BI\LTIMORE 

CHICAGO 
CINCINNATI 

DETROIT 
MIIINEAPOLIS 

NEW JERSEY 

PHILADELPHIA 
_FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATlANTA 

FLORIDA 

NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
 
DENVER 
 
KANSAS CITY 

SOUTHWEST ~APORTDISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEA~E 

PACIFIC REGIONAL LABORATORY·SW .· 

4, WORK AU..OCATION PlANNED BY 

[K]oRA [KJCENTER 

2 

INVI!STI· 
G"TlONS 
(Hours) 

3 

DOMESTIC 
SAMPLE 

COLL 

n;: 
ii;UifU 
COl~ 
w t! 

OCM:STIC. 
~f'i.£ 
eau 
C"'Ji 

~ 
~ 

3 
DOWEllTIC 

IMPORT 
&I'MPLE 

COLL 
580011. 

(2) 

" ~>CUtat 

au 
cnr. ......... 

700 ~ :10 tO 380t 2211 
~.l~&r!l71: 

I 
I 
I 

' I 

I 
I 

I 
I 
I 

I 
I 
. 
I 
l 
i 
; 
I 
I 

'I 
I 
'I 
· 

~-•....l.f.~.!!.,~~,!PNA~ORAT~·NW. . --·~HOURS PER OPERATION ·r - ·r·- --5.5 -  -·--· ~OTAlHOURS i 7001 220 2090L _-- ·-
950P,,~VERSION FACTOR 9501 950 

o.74A 0.23 2.20Lil!2J'~.2.~l~.FTEw r•-• 

Octobu I 2011, 

5.OPERATIONAL FTE POSITIONS 

18.5 [4.2) 

:a 
' ca.ist 
~T 
~~ 
CN1 ..~ ....... 
 

7

DOMESTIC: 

7 

DOIIIE&nC 
U\8 
 

IINALYST 
 
(Houl>l) 
CHEM 

~ 1020 

i · - ..~-:

I 
 102oi 
J 11801r  1 0.861 

U\8 
NI"LYST 
(Houra) 
 
MICRO 
 

220 

I 

I 

I 
I 
I 
! 
i 

I 
I 
I 
'I., r 
i 

2201 
1180i 
0.19 ' 

9. REMARKS 

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

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

!Laboratory allocations were planned by DFS. 

' 

. 
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1. PROGRAMIASSQIMENT TITlE 

Drug Quality Sampling and Testing Program 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

56008A, L (1) 

(0· 
DISTRICT/ 

SPECiALIZED 
LABORATORY 

TOTAL FIB.O 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

REGIQWLSTAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHI.AOELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 

DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAil 
 
REGIONAL STAFF 
 

LOS ANGELES 
 
SAN FRANCISCO 
 
SEATTlE 
 

7 
DOM!ITIC 

IMPORT 
LAB 


MAl.Yin' 

(Howr-.~ 
CHell 

101110 

1.1.! 
I 
I 
I 

PACIFIC REGIONAL LABORATORY-SW 
 
PACIFIC REGIONAL LABORATORY· IIIW 
 

HOURS PER OPERATION 
TOTAL HOURS 10880 

CONVERSION FACTOR 1180 

!TOTAL OPERATIONAL FT& 9.22 

js. REMARKS 

FY 2012 ORA WORKPLAN 

2. PPS PROJECT NAME/NUMBER 

Drug Quality Assurance - 56 

4. WORK ALLOCATION PlANNED BY 

ITJoRA IT] CENTER 

7 9 
DOMESTIC 
 

IMI'OitT 
 HTHDDII 
 
LAII 
 VAUDEV 

(Ho~n)ANALYST 
{l100lta) c~f· IIICRO 
 

1320 AOOt 
 
a 

I 

J 

4661 
 
1180 
 
1320 

1180 
1.12 3.95 

October I , 2011 

5. OPERATIONAL FTE POSITIOII&S 

18.5 [14.3] 

---- ~· 

(2) - Methods Validation/Development hours Include resources for development activities (Phannacy Compounding. 
FDA-USP activities, etc. 

. 
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FY 2012 ORA WORKJ'LAN October I 20II 

1. PROGRAM/ASSIGNMENT TITLE 

Drug Product Surveillance - Imported Drugs 

3. PROGRAM/ASSIGNMENT CODe(S) 

56008H, 56R833, 56R824, 99R833 

R 
E 
 
G 
 
I 
0 
N 

NE 

C£ 

SE 

sw 

PA 

6. 
DISTRICT/ 
 

SPECIALIZED 
 
I.ABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
 
REGIONAL STAFF 
 
NEW ENGLAND 
 
NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 
MINI'iEAPOl.IS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FlORIDA 
NEW ORLEANS 
SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTl.E 
PACIFIC REGIONAL LASORATORY.SW 
PACIFIC REGIONAL LASORATORY-NW 

HOURS PER OPERATION 1.0 2.7 

TOTAL HOURS 11187 3574 6200 12103 1235 545 2525 1818 

CONVERSION FACTOR 1200 950 950 950 950 950 1\80 1180 
TOTAL OPERATIONAL FTEs 9.32 3.76 6.53 12,74 1.30 0.57 2.14 1.54 

9.REMARKS 


Reporting Guidance: 


2 

IMPORT 
 
EXTRY 
 
R!VleW 
 
HOURS 
 

2. PP$ PROJECT NAME/NUMBER 

Drug Qual ity Assurance- 56 

4, WORK AllOCATION PLANNED BY 

[K] oAA c=J cENTER 

2 

IMPORT 
IHVEsnGA. 

TlONS 
I!OURS 

(1) 

6 2 2 4 

ltmJuu.TIOHA MAIL 
IMPORT IIIJUL fACIUJY COURIER IMPORT 

FEI.O REVIEW$ REVIEW$ SAMPLE 
I!XAM COLL 
HOURS INVHOURS JiVHOURS 

111117 3574 6200 12103 12:!5 202 

II:) e&.r.il = l3 

5. OPERATIONAL FTE POSITIONS 

37.9 

a 
IIIIPOIIT 
 

LA8 
 
ANALYIST 
 

APia 
(Hours) 
CHN 

2525 

ll 
-010 

LA8 
ANAlYIST 
 

FIHlDSAGE 
 
(Hours) 
CHI!M 

1111 

-Import Ently Reviews (electronic and manual- operation code 14) PAC 56R833; 
• Filer Evaluations (operation code 95) PAC 99R833; 
• Follow-Up to Refusals 56R824, 63R824 
• Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001 , 63002; 
• Report finished dosage form drugs and APis collected at the site of entry under 56008H. 

(1 ) - Import inves1igation hours ara for filer evaluations, follow-up to refusals, label exams, and other operations 
as required by the District to cover program priorities. Districts should report time under the appropriate operation and PAC 
tor the activities performed. 

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

Laboratory allocations were planned by DFS. 

. 
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FY 2012 ORA WORKPLAN October I 20 I I 

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

Drug Quality Reponing System (DQRS)INOA-Field Alert Reporting Drug Quality Assurance - 56 

3. PROGRAM/ASSIGNMENT COOE(S) 

56021A., 56021B 

R 
E 
 
G 
 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

[0
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTAL. fiELD 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NEW VORl< 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNAn 
DETROrT 

MINNEAPOLIS 

NEW JERSEY 

PHLAOEL.f'HIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

IATLANTA 
FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 

DALlAS 
 
DENVER 
 

KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 

REGIONAL LAB 
 
REGIONAL STAFF 
 

LOS ANGELES 
 

SAN FRANCISCO 
 

SEATTLE 
 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABOAATORY-HW 

HOURS PI:R OPERATION 
OTALHOURS 

!coNVERSION FACTOR 
OTAL OPERATIONAL FTEs 

9. REMARt<S 

Laboratory al locations were planned by DFS. 

4. WORK AU.OCATION PLANNED BY 

[TiaRA OceNTER 

5. OPERATIONAL FTE POSmOII&S 

4.5 

1 2 
OQilll 
FARS 

INSPECTIONS IN\I!S1lo 
GATION$ 

(tlou...) 

51 1425 

ll.ilit .; 
I 
I 

I 
I 
I 

I 

I 

30.7 
1750 1425 

950 950 
1.84 1.50 

3 

OOIIESnC 
$AMPLE$ 

cou. 
IJiours) 

7 

DOMI STIC 
l.loiS 

NULYIT 
(H....,) 
·~HEll 

23 1213 

5.2 
120 1213 

950 1180 
0. 1~ 1.03 

FORM FDA 2621e (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-28 
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FY 2012 O RA WORKPLAN October I 201 I 

2. PPS PROJECT NAME.t-IUMBE.R1. PROGRAM/ASSIGNMENT TITLE 

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

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

56022,56022A 
 

lb. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTALFELO 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 
REGIONAl. STAFF 

BAlTIMORE 

CHICAGO 

CI'ICtlNATI 
 

DETROIT 
 

MINNEAPOLIS 
 

NEW JERSEY 
 

PHl.ADELPHIA 
 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 
~LO~IOA --.··- 
NEW ORLEANS 

SAN J UAN 

REGIONAL LAB 
REGIONAL STAFF 

OAU.AS 
DENVER 
KANSAS CITY 

SOliTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

1 2 

IISI'£C· INVESfJ. 
TIONS GAllONS 

(Ho,.s) 

.43 294 
[(.i)l[ej& 1!} 1/ 13 

PACFIC REGIONAL LABORATO RY·SW 

PACFIC REGIONAL LABORATO RY-NW 

HOURS PER OPERATlON 30.0 

TOTAL HOURS 1290 294 

CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9.REMARKS 

950 950 
1.35 0 .31 

Laboratory allocations were planned by OFS. 

Q]oRA 

3 7 

DOIIIEST1C DOMESTIC 
SAMPLES ......, 

COLI. AMN.YST 
(Hot.n) (HoUlS) 

C H!Iill 

$4 371 

2 .0 
68 378 

950 1180 
0 .07 0.32 

4. WORK ALLOCATION PLANNED BY 

c=J cENTER 

5. OPERATIONAL FTE POSrriONS 

2.0 

-· 
 
-- - .. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Conttnued) PAGE NO. 56-29 



FY 2012 ORA WORKPLAN Ocloba I 2011 
 

1. PROGRAMIASSIGNhiENTTITLE 

f ost-Approval ln&pectionsllnvestigations - Domestic 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 

E 

G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

56843 

0. I 
DISTRICT/ 

SPECIALIZED INInC-
LABORATORY TIONI 

TOTALRELO 48 

HEADQUARTERS 
REGIONAL STAFF . 
NEW ENGLAND 
NEW YORK I 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CNCNNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADB.PHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATlANTA 
FlORDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIOOAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST lo4PORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGElES 
SAN FRANCISCO 
SEATTLE 
PACFIC REGIONAL LABOAATORY..SW 
PACFIC REGIONAL LABORATORY-NW 

2. PPS PROJECT NAUEINUI.IBER 

Drug Quality Assurance- 56 

4. WORK AllOCATION PLANNED BY 

[TioRA c::::J CENTER 

!5. OPERATIONAL FTE POSITIONS 

2.0 

--

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 

OTAL OPERATIONAL FTEs 

9.REMARKS 

40.0 
1920 
950 
2.02 

FORM FDA 2121a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-30 
 



FY 2012 ORA WORKPLAN 

1. PROGRAM/ASSIGNMENT TrT1.E 

Post-Approval Inspections/Investigations • Foreign 

3. PROGAAMIASSIGNMENT CODE($) 

R 

E 

G 
I 
0 
N 

NE 

ce 

SE 

sw 

PA 

56843 

16. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HeADQUARTERS 
REGIONAL STAFF 
 
NEW ENGLAND 
 
NEW YORK 
 
REGIONAL LAB 
 
WEAC 
 
REGIONAL STAFF 
 
BALTIMORE 
 
CHICAGO 
 
CINCINNATI 
 
DETROIT 
 
MrNNEAPOLIS 
 

NEW JERSEY 
 
PHILADELPHIA 
 
FORENSIC CHElA. CTR 
 

REGIONAL STAFF 
 
ATi..ANTA 
 
FLORDA 
 
NEW ORLEANS 
 
SANJUAN 
 
REGIONAL LAB 
 

REGIONAL STAFF 
DALLAS 
 
DENVER 
 
KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 
REGIONAL U\B 
 

REGIONAL STAFF 
LOS ANGELE.S 
SAN FRANCISCO 

SEA TTL£ 
PACIFIC REGIONAL.LABORATORY.SW 
PACIFIC REGIONAl. l.ABORATORY-NW 

, 
 
IISPEC· 
TIOHS 

48 

~ 
~ I 

l ei~ 

40.0 
1920 

950 
2.02 

2. PPS PROJECT NAME/NUMBER 

Drug Quality Assurance - 56 

4. WORK ALLOCATION PLANNED BY 

[K]oRA c=JCENTER 

October I 2011 

5. OPERATIONAL FTE POSITIONS 

2.0 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9.REMARKS 

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



FY 2012 ORA Workplan October I 20II 

1. PROGRAM'ASSIGNMENT TITLE 2. PPS PROJECT NAME.1'1UMBER 

Phannacy Compounding Drug Quality Assurance - 56 

3. PROGRAM'ASSIGNMENT COOE(S) 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSmONS 

560015 [3JoRA C) cENTER 2.0 

R 
E 
G 
I 
c 
N 

Ill· 
OISlRICT/ 

SPECIALIZED 
LABORATORY 

1 

INSP!C
TIONI 

TOTALFia.D 22 

HEADQUARTERS 

REGIONAL STAFF • 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

C111CAGO 
CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FOREI"SIC CHEM. CTR 
REGIONAL STAFF 

ATLANTA --
SE FLORIDA 

NEW ORLEANS 

SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
sw DENVER -

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL. STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACFIC REGIONAL L.ABORATORY-5W 
PACFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 85.0 

TOTAL HOURS 1870 

CONVERSKlNFACTOR 950 
OTAL OPERATIONAL FTEs 1.97 

9. REMARKS 
Resources for collection and analysis of any samples under this program should be taken from Drug Quality Sampling and 
Testing Program (56008A) • 

. 

FORM FDA 2621a (10109} ORA WORKPLANNING SHEET (Continued) PAGE NO. 56-32 
 



FY 2012 ORA WOR KPLAN October I 2011 

1. PROGRAM/ASSIGNMENT Tffi.E 2. PPS PROJECT NAME/NUMBER 

Forensic Evaluation and Sample A nalysis Drug Quality Assurance - 56 

3. PROGRAM/ASSIGNMENT COOE( S) 

56R838, 56R831 

10• 
R 
 DISTRICT/ 
 
E 
 SPECIALIZED 
 
G LABORATORY 
 
I 
0 
N 

TOTAL.FE LD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
 

NE NEW YORK 
 
REGIONAL LAB 
 
WEAC 
REGIONAL. STAFF 
BALTIMORE 
Ct11CAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHll.ADB.PHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

I SE 

ATLANTi\ 
FLORIDA 

NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

sw DENVER 
KANSAS CITY 
SOUTHWEST lt.FORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-folW 

HOURS PER OPERATION 
h"oTAL HOURS 
CONVERSION FACTOR 
tTOTAL OPERATIONAL FTEs 

~. REMARKS 

4. WORK ALLOCATIOf\l PLANNED BY 

O ceNTERmORA 
9 

FOREHSIC 
CHa! 
(Hau,.~ 

I'CRENUC 

EYAUJATIOII 


1211!0 

!.t! 

I 

I 


12050 


1205 

10.00 

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

Laboratory allocations were planned by DFS. 
 

FORM FDA 2621a (10.109) ORA WORKPLANNING SHEET (Continued) 

5. OPERATOIIAL FTE POSITIONS 

10.0 

·-···
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2 

PROJECT SUMMARY SHEET 


~ ~uman l vAit:~.>urn
Drugs 

4. FOA COMPL~E iAND 1:)
·~t.;J TOTAL 

, Health Fraud, & OTC M uuu.!;J"P"• 

!New Drugs Rx Not Covered by INDAs 

FY 2012 
![2. PPS iORI"li i"M'... ...:~ 

I!Ciu•yv•v•"" and Misbranded Drugs: -Human Drugs- 63 

5 . 

l63ooJA, 

1630012 

163002 

6. Of'tRA I IUNAL FTE 
I! 

MPORTI DOMESTIC 
13A 
10.4 

3.0 

--~-TI>T~ i Of"t::~~UNAL 

1 

63-3510.4 

j.()_ 63-36 

1'-'t:N l t:l't PROJECT I CD"'I"\"'C" 

1 ~ AndPr«\n HFD<'IO, (301)'1%-3309 
I .,.,..........., 


IAnita T. u ..ro. • .:..~~;~ . '';;;::"'" •~n. 
fo!V. "" 

FORM FDA 2il22 (10109) PAGE NO. 63-34 
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FY 2012 ORA WORKPLAN <Ktober 1 20II 
 

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

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

3. PROGRAM/ASSIGNMENT COOE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERAT!ONAI. FTE POSITIONS 

63001A, 630012 []]oRA DeemeR 10.4 

R 
E 
G 
I 
0 
N 

p>. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

1 

INSPEC. 
TIOHS 

2 

INVESTJ-
GATIOfiS 
(Hou"') 

3 

DOIIIIESTlC 
SAMPLE 

COLL 
(I} 

7 

DOMESTIC 
LAB 

AHALYS!' 
(Houfs) 
CHI!M 

TOTALF1ELO 133 1300 27.ol 452.11 

HEADQUARTERS j ~ G)~ 1!} fl 13 
REGIONAL STAFF I 
NEW ENGLAND ~ 

NE NEW YORK i 
REGIONAL LAS 

WEAC 
REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCIIINATI 

CE DETROIT 

MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
AILANT A 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 
REGIONAL LAS 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 

PACIFIC REGIONAL LABORATORY-$W 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 25.7 5.4 

TOTAL HOURS 3418 1300 1480 4529 

CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 3.60 1.37 1.56 3.84 

9. REMARKS 

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

Please note that at least 225 samples should be sent to labs for analyses. 

Report Health Fraud and OTC Monograph work to PAC 63001A. 
Report Internet Drugs work to PAC 630012. 

laboratory allocations were planned by DFS. 

FORM FDA 2621a (10109} ORA WORKPLANNING SHEET (Continued) PAGE NO. 63-35 
 



FY 2012 ORA WORKPLAN October l 201 I 

2. PPS PROJECT NAME/NUMBER1. PROGRAWASSIGNMENT TITlE 

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

3. PROGRAM/ASSIGNMENT CODE(S) 

63002 

,0. 
DISTRICT/ 


E 

R 

SPECIALIZED 
LABORATORY 


I 

G 

0 
N 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 


NEW ENGLAND 


NE NEW YORK 

REGIONAL LAB 

WEAC 


REGIONALSTAFF 

BALTIMORE 


CHICAGO 

CINCINNATI 


DETROIT 


MI'INEAPOLIS 


NEW JERSEY 

PHILADELPHIA 


FORENSIC CHBA.. CTR 


REGIONAL STAFF 

CE 

....... ..  ...

niU"V'tll n 

FLORIDA 


NEW ORLEANS 

SANJUAN 


I SE 

REGIONAl. LAB 

REGIONAL STAFF 


DALLAS 


sw DENVER 

MNSAS CITY 
SOUTHWEST II.WORT DISTRICT 


REGIONAL LAB 


REGIONAL STAFF 


LOS ANGELES 


PA SAN FRANCISCO 


SEATTLE 

PACIFIC REGIONAL L.ABORATORY-SW 

PACIFIC REGIONAL LABORATORY·NW 


HOURS PE.R OPERATION 

!TOTAL HOURS 

CONVERSION FACTOR 
TOTAL OPERATIONAL. FTEII 

9. REMARKS 

4. WORK ALLOCATION PlANNED BY 6. OPERATIONAL FTE POSffiONS 

3.0[I] oRA c::::::JCENTER 

1 2 

INVIiSTl·-C· 
TIONS Go\TIONS 

(ltcnn) 

61 200 

;JI~ 

51.9 
2647 200 
 

960 
 950 
0.212.79 

Report WOft( under New Drugs (Rx) without Approved NOAs (fonneriy PAC 52002) to PAC 63002. 

FORM FDA 2621e (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 63-36 
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PROJECT SUMMARY SHEET 
FY 2012 

11 I C/1 I r::\OVI" 

~umanDrugs 
12 PPS PROJECT NAME/NUMBER 

IICA (Interagency Cooperative Activities) - 88 

~ 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 

TOTAL 

5. PROGRAM 
ASSIGNMENT 

6. ur-OV\ li'Ur<l' FTE 

UUMI:~ I Il# IMPORT I=C'll'll=II"..N 

12.0 

I lshelfLife ~- Projects 12.0 

•see Data Codes Manual tor 

projec..--t .PACs. 

,.TOT~
FT~~NI'L 
~ 

12.0 

12.C 88-38 

·


,""'" "'"'T. I I'PHnNI= ·- I'PHC'lt.ll' 
~ru::~;;_~HFC-140; 301·~~· :;:;::,- ~;. ·"- 301·7%-439:'..J. 

FORM FDA 2622 (10/09) PAGE NO. 88-37 





fY 2012 ORA ViORKPLAN Octoberl2010 

TITLE11· 
 
IShelf Life Extension Projects 
 

13- PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

All Appropriate PACs 

]t!
DISTRICT/ 

SPECIALIZED 
LABORATORY 

'tOTAL FIELD 

I-II"Ar\OUARTERS 
laa:r.:.-... .STAFF 

NEW FNGIANO 

NEW YORK 
.,...,..,"' .LAB 

IWEAC 
 
lDC:f.llfWAI. STAFF ··-· IBALTIMORE 

ICHICAGO 
I ~·N~INI\jATI 

IJI: II"<UI . 

"' 
NEW JERSEY 
OUII Ar'\CII)I.jl< 

:CHEM. CTR 
. STAFF 

Ali..M'iA 

FLORIDA 
NEW nRI FAN.'< 

ISANJUAN 
~~~·~ .LAB 

.STAFF 
 

DAllAS 
 
DENVER 
 
KANSAS CITY 
 

sou IMPORT IJI:S I Kl\.. 
 

.LAB 
.STAFF 

LOS.Wt::.FI C:~ 

SAN 

SEAm.E 
PACIFIC FO!Fr.IONA• . L OD~~ •T'"'"' ' .... 

PACIFIC R l=t::lnt.IA! LIII:IUKI'\ 1 IJI'(Y-f'IYV 

~fo!Q(.l~S_I'_Eft_U_I'_C 
!TOTAL HOURS 

I FACTOR 
!TOTAL OPERATIONAL FTEs 

jg.REMARKS 

12. PPS PROJECT NAME/NUMBER 

,.. -.. _, Cooperative Activities - 88 

14. WORK ALLOCATION PLANNED BY 

[TiaRA c=J CE:NTER 

!5. OPERATIONAL FTE POSITIONS 

12.0 

7 
DOMI!STIC 

LAB 
ANALYST 

(HO«nl) 
CHEll 

14Hil 

• 

1416( 

118C 
12.0C 

IFive FTEs are assigned to this Program using dollars reimbursed by DOD. · 
 
!Seven additional FTEs are assigned to t!lis Program using dollars reimbursed by the Department of Homeland Security . 
 

.. , allocations were planned by DFS. 

FORM FDA 2621a (10109) ORA ..........~P• ANNI"fG SHt:t: 1 (l<onunued) PAGE NO. 88-38 
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CENTER FOR VETERINARY MEDICINE 
 
RESOURCE SUMMARY 
 

FY 2012 
 

PPS 
NO. PROJECT Tm.E 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FT& 
DOMESTIC IMPORT FORSON 

TOTAL 108.2 17.8 6.2 132.2 

&I 

71 

ME-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD ADDmvES 

MONITORING OF MARI<ETI!D ANIMA!. DRUGS, FI!EDS AND DEVICES 

5.7 

1025 11.8 

4.2 

2.0 

9.9 

122.3 
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PROJECT SUMMARY SHEET 


I Ll\ I C\>Vf'< 1 

IAnimal Drugs and Feeds 

4. FDA r'.l'IMPI lANr.F' PROGRAMS AND ASSIGNMENTS 

TOTALt.:l
'NADA Pr""Annrn"" lI 

2 

iGLP 

,.... 
 -\ "· . /A 1/C.on 

...(Pt I Clinical 

I* 688 I0 is planned under 68808 

-

1'-c"'1 cr( PROJECT MANAGER/TELEPHONE 
~eremy Robbi 240-276-9227 

~ OPERAn"""-FlENT 
riC lo4PORT ~t:li>N 

5.7 4.2 

~800 1 . 68001G 3.81.1 

0.4 

68808, 68808G 

4.6 

(2 .2) (0.2) 

168810,688100 

168811,688110 (2.4) (0.2) 

---· ---

FY2012 
12· PPS """"'"' NAMEINUPJBER 
~.. ~~··~·.a! Evaluation of Animal Drugs and Food Additives- 68 

lORA PI l'l"t-lnt.u= 

!Kristen .Kamas 3ol-796'.:4391 

iOPE~IOruu.' ~ roT 


4.9 68-2 

5.0 68-3 

(2.4} 

(2.6) 

--· 

FORM FDA 2622 (10109) PAGE NO. 68-1 
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FY 2012 ORA WORKPLAN Octobet I 20II 

1. PAOGRAM/ASSIGNMI<NTTITLE 

NADA Pre-Approval Inspections 

3. PROGRAMIASSIGNMENT CODE($) 

68001, 680010 

flj. 
DISTRICT/ 

E 
R 

SPECIALIZED 
G LABORATORY 
I 
0 
N 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 

NEW ENGLAND 
NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 
BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 

CE 

NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR · 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA - · 
NEW ORLEANS 

SANJUAN 
REGIONAl LAB 

REGIONAL STAFF 

DALLAS 
'SN DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAl STAFf 
LOS ANGELES 

PA SAN FRANCISCO 

SEAffiE 
PACFIC REGIONAL I.ABORATORY-5W 
PACIFIC REGIONALI.ABORATORV-NW 

HOURS PER OPERATION 

!TOTAl HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

7. REMARKS 

2. PPS PROJECT NAME/NUMBER 

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

4. WORK AUOCATION PlANNED BY 

IT] ORA II)CENTER 

1 1 1 
FOReiGN DOMESTIC CHEMIST 
IHSI'EC. INIIPI!C· ON 

liONS INSPTIONS 

(Z)111 

850.co 5 

~!liS ~ IE r'IJEI 

---
I 

90.0 50.0 

3600 250 
 850 
950 950 950 

3.79 0.26 0.89 

-- --


5. OPERATIONAL FTE POSITIONS 

4.9 

. 

··· 

_,_-  - 

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

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

Districts and Laboratories should collect and analyze samples as needed by the program, time for these operations is planned under 

Inspections and chemist on inspections. 


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


Wort<load Source: FACTS database (registered firms In IND 56, 67, and 68; Workload Obligation is "Yes" and Status is "Operationar.) 


. 
FORM FDA 2$21a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 68·2 



FY 2012 ORA WORKPLAN Octobel" 1 20 I I 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

GLPs Sponsor-Monitors, Clinicallnvcsligators (Pre-Marlcet) Pre-Approval Evaluation ofAnimal Drugs and Food Additives- 68 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
 
E 
 
c 
I 
0 
N 

NE 

CE 

SE 

SN 

PA 

PACs 68808, G, 68810, G, 68811, G 

0. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTA.LREL.D 

HEADQUARTERS ~ 
REGIONAL STAFF 
NEW ENGLAND I 
NEW YORK I 
REGIONAL LAB 
WEN; 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MNNEAPOLIS I 
NEW JERSEY I 
PHLAOELPHIA I 
FORENSIC CHEM. CTR I 

ROOIONAL.STAFF _I 

Alt.ANTA 
FLORIDA I 
NEW ORLEANS 
SANJUAN 
REGIONAL. LAB 

REGIONAL STAFF 

DALLAS I 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRJCT 

REGIONAL I.A8 
REGIONAL. STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 

1 
FOUIGN 
INIP'IIC· 
 
TIONB 
 
11310 

2 

PACIFIC REGIONAL LABORATORY-5W 
 
PACIFIC REGIONAL l.ABORATORY-NW 
 

HOURS PER OPERATION 70.0 

TOTAL HOURS 140 
CONVERSION FACTOR 950 
TOTAL. OPERATIONAL FTEs 0.1~ 

7. REMARI<S 

4. WORK ALLOCATION Pl.ANNEO BY 5. OPERATIONAL FTE POSITIONS 

1 
POIU!IGM 
1- C· 
llONS 
IIM11 

5.0o::JORA c=]CENTER 

' OOUE' STIC DOMESTIC 
NiPEC-C· 

TICNB TIONa 
11311688De 

(1) 

g 
3 30 44 

·· 

70.0 
210 

950 
0.22 

70.0 

2100 
950 

2.21 

52.0 
2288 

950 
2.41 

(1) - Domestic resources for 68808 and 6881 0 are planned under 68808. Report Inspections under the appropriate PAC. 
 

Foreign inspections are for sponsorlmonitors (6881 0) and clinical lnvestlgators (68811 ). 
 

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

Resources for Genenc Good Laboratory Practices (68808G) and Generic Sponsors, Contract Research Organizations & Monitors 
 
(688100) are planned under 68808. Report Inspections under the appropriate PAC. 
 

Resources for Generic Clinical Jnvestiga1ors (68811 G) are p lanned under 6881 1. Report Inspections under the appropriate PAC. 
 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 68-3 
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FORM FDA 2622 (10109) PAGE NO. 71-4 
 

PROJECT SUMMARY SHEET 
 

1. I VI\11:\:oV"' 

Animal Drugs and Feeds 

8 

4. FDA r.nUPLiolllllr.F AND ASSIGNMENTS

t;J TOTAl 

I 
 

2 
 

1-; __ 
 

4 
 

5 
 

6 
 

7 
 

IAnimal Drug ·'· 
Feed 

Feed 

llllegal Drug Resjdues in Meat and Poultry 

1Feed Ban Rule (BSE) Proit"am 

-~ .... v ..""' t PJ'()gt'lllll_ 

t ~. F'•ln•tinq and Sample Analysis 

~~~Initiated 

*Inch.ui~Q· 71R833, 7IR844, 0012~'\'l and 71R824 

1'-t:N ocrt PROJECT MANAGER/TELEPHONE 
!Jeremy Robbi 240-276-9227 

FY2012 
. lllolllAI=AUIIUAI=I:>2. PPSi 

Pre· "-~ .a! Evaluation of Animal Drugs and Food Additives - 71 

~·~"-m 
'!I(;_ IMPOR" FC~ 102] 17.8 2:0 

171001 
 11.2 0.1 1.7 

I71003A-K 19.3 6.3 

I71004.A 5.1 OJ 
7 1006A,M 40.5 

71009,71R843 19.4 11.4 

71R816 5.0 

I71R838 1.0 

I71V800 1.0 

Q'TOT~ OPERATIONAL 
~ . 

122.3 

13.0 71-5 
 

25.6 71-6-8 

5.4 71-9 
 

40.5 71-10 
 

30.8 71-11-13 

s.o 71 -14 
 

LO 71-16 
 

J.(J 

lORA PI 11=-nllll" 

!Kristen Kamas ~~ I -796:4391 

71-16 





l'Y 2012 OR.\ WORKPLAN October I 20ll.. ' 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

.\nimal Drug Manufacturing Inspection' Type A Medicated Articles Monitoring of Marketed Animal Drugs,,Feeds, and Devices - 71 

3. PROGRAMIASSIGNMENT COOE{S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

PACs 71001, A, B, 71005, A [K]oRA [K]CENTER 13.0 

R 
E 
G 
I 

0 
N 

ti. 
DISTRICT/ 

SPECIALIZED 
Lb.BORATORY 

1 
FOREIGN 
JNSI'EC· 
nONs 

(11 

, 
DOUE.!mr. 

INSPEC. 
TIOHS 

(2) 

1 
CHEU 

ON 
IHSPEC 

(HOUt$) 

2 
INVEST~-

GATIONS 

(HCOIIS) 

:; 
DONESnC 
SAMPLE 

COI.L 

(3) 

I 
st.: 

s 
cou: 

C:l1tW 

6 
IMPORT 

AELO 
EXAMS 

7 
DOMESTIC 

LAB 
ANALYST 

(HOur&) 
CHI!~1 

TOTALFI!:LD 33 205 ~.oo 250 50 20 100 -I -
-

500 

HEADQUARTERS rmiQ1~~ ~le 
REGIONAL STAFF 

NEW ENGLAND 
NE NEW YORK 

REGIONAl lAB 
WEAC 
REGIONAL STAFF 
BALTIMORE I 
CHICAGO I 
CINCINNATI I 

~ 
ce DETROIT ' MINNEAPOLIS t 

NEW JERSEY i 
PHILADeLPHIA I 
FORENSIC CHEM. CTR IREGIONAL STAFF I I ! 
ATLANTA I j- --1SE FLORIDA 
NEW ORLEANS I I ISANJUAN • ItREGIONAL LAB i i I' REGIONAL STAFF I 

' 
,, 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTliWEST IMPORT DISTRICT 
REGIONAL LAB 

~ 
r 

REGIONAL STAFF I 
LOS ANGELES I' 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAL LABORATORY·NW ' ~ 

---·~~ --~---~------·------- ------ -___.. i --· ---·--·---~~-~,-----  - I •.,J 
!

2HOURS PEROPERATION 49.0 44.0 r 7.0 

.TOTAL HOURS 1617 9020 250! 350f ~ ~~~ ·500~
j__.:::9.501 ___:_11~80~--i::::.!_ 
l 0 08~ 0.4,2 ....--....-t 

FORM FDA 2621a (10109) ,_ ORA WORKPLANNING SHEET (Continued) PAGE NO. 71 ~5 



FY 2012 ORA WORKPLAN October I , 20 II 

1. PROGRAM/ASSIGNMENT TITLE 

ecd Contaminants- Domestic 

3. PROGRAM/ASSIGNMENT CODE{S) 

71003 A,B,C,E,G-K 

R 
E 
G 
I 
0 
N 

DISTRICTI 
SPECIALIZED 
LABORATORY 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 

NE NEWYORK 
REGIONAl. LAB 
WEAC 

REG!9~~L.-~~£.. - ··---··-
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHlADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATt.Ai·ITA 

SE FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 

sw p_t;_NY;~--- -   ·- - - - J 
KANSAS CITY 

I SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

IPA ~:£~:~
I SEATTLE 

, 
INSPEC· 

TION8 

2. PPS PROJECT NAME/NUMBER 

Monitoring on.;arketed Animal Drugs, Feeds and Devices - 71 

4. WORK ALLOCATION PLANNED BY 

3 
DOMeSTIC 
SAMPL.£ 
CO~L 

m ORA o CENTER 

m 

5. OPERATIONAL FTE POSrTIONS 

25.6 [7.5] 

l PACIFIC REGIONAL LABORATORY..SW I 
-· ..r.~~~-!lli!!£.1~~.!~~--·~·--·-·-··r----~r----..----.,...---..---~---..,.-
HOURS PER OPERATION 25.0 4.2 

7. REMARKS 
 
{1) - Inspections performed as FlU to violative samples and as needed as surveillance. 
 

n he shaded area serves as a guide for the districts on the specific types of samples that should be collected in order to match 
 
isamples expected by the laboratories for analysis. Districts, where samples are nof planned or insufficiently planned, may still need 
 
!to collect samples for specific contaminants for F/U, "for cause", or unexpected reasons. 
 
:(2) - Domestic Sample Collection and Analysis: 
 
All analyses are only planned in hours. 

71003E- sample collection/analyses for Direct Human Contact animal feed/Ingredients are for pig ears, pet treats, and pet foods as


lwell as other animal feed/ingredients. 300 of the 600 samples collected for this assignment will be sent to CVM'a Office of Research 
for micro analysis. 
EXPECT TWO CENTER ASSIGNMENTS: 
f

! 

1. Continuation of the assignment for collecting Direct Human Contact Feeds and analyzing for Salmonella. For more details 
please see the assignment 
2. A second micro assignment under 71 003E will cover feeds/ingredients, or targeted animal feeds/ingredients for farm use, analyzing 
for salmonella. 
An assignment for antibiotics In ethanollc byproducts used in feeds/Ingredients Is planned, and may issue, if not, use resources for 
metalslpestlcidesfdioxlns, as needed. 
Wori<load source: FACTS data~se; fir'!I.'!.!!!JND 69-72 with Workload Obligation of "YES" and Firm Status of ,!>~!.9~·~----
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FY20l2 ORA WORKPLAN October I, 21)11 

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

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

3. PROGFWNASSIGNMENT COOE(S) 

71003 A,B,C,E.G-K 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

R 
E 
G 
I 
0 
N 

tS. 
DISTRICT/ 
SPEC~~EO 
LABORATORY 

TOTALFELD 

HEADQUARTERS 
REGIONAL STAFF 

NEW ENGLAND 

N E NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHilADElPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 

,;lt..:w.;T,; 
SE R..ORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REG IONAL STAFF 

DALlAS 

L 

IIIPORT 
SHI!'L.E 
cou. 

[TI ORA ITJ CENTER 

s 
.!APORT 
FIELD 

EXAMS 

-~ 300 

25.6 [63) 

8 
..PORT 

lAII 
/IJW..Y&T 
(Houn) 
Cham 

8 
INPORT 

LAS 
ANALYST 

(Hou...) 
N lero 

[;Jl 

8 
IMPORT 

LAB 
ANALYST 
~) 

Anllblollcs 

1750 3360 341 

sw - ENVE~N~SAS~R~C~ITY
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONALSTAI'F 

~~~ 
PA ==CISCO 

_?.~CIFIC REGIONAL LASORATORY-SW 

,!ACIFIC REGiot;olAL LASORATORY~W O.
HOURS PER OPERATION 2.5 
OTAL HOURS 1375 180 1750 3360 t 3461 
ONVERSIONFACTOR 950 950 1180 1180 1180i 
~.~~~~EB 1.45. 0.19 1 .43. ~~• 0.2~

7.REMARKS 

IThe 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. 

(3) - Import Sample Collections and Analyses: 71 003E, sample collections are for pig ears, pet treats, and pet foods as well as 
other animal feed ingredients. 

JLaboratory allocations were planned by DFS. 



FY 2012 OR\ WORKPLAN October I 2011 
~~~~~~~~----------~~~~~~~----··--------------------~~~ 1. PROGRAM/ASSIGNMENT TITLE 2. PP$ PROJECT NAMEJNUMBER 

lf'eed Manufacturing Monitoring ofMarket Animal Drugs, Feeds and Devices- 71 

3. PROGRAM/ASSIGNMENT COOE(S) 

PACs 71004, A 

R 
E 
G 
I 
0 
N 

t:i. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL U.S 

I 

4. WORK ALLOCATION PLANNED BY 

CKJ ORA CKJ CENTER 

1 
FOR£1GN 
IN$J>EC. 
TlONS 

2 
DOMESTI
tNSPEC· 

C 

TIONlS 

3 
DOMESTIC 
SIWPI.E 

COLL 

uc 
7 

DOMESTIC 
LAB 

ANALYST 
(Houra) 
CHEM 

"""""'t 
~L 

ClliiCANa 

~· 
1 141 60_ 1!1 58$ 

t~IS~ .!i '71 IS 

6. OPERATIONAL FTE POSITIONS 

5.4 

I----~W~EA~C~------------=_____
REGIONAL STAFF 

j
~~ 

BALTIMORE 

CHICAGO 
fr.- -1----i--~1----

CJNCIIINATI 

CE DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE I 'F~L:.!O.!.R~ID!.!A~=-------------'lr-NEW ORLEANS 
~~.~~I ! t-·]

. ! l : 

: 1 I I
SANJUAN 

REGIONAL LAB 

REGIONAL STAFF I 
DALLAS ! 

SW DENVER i T I 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT I 

~LOS~A~NG~ELE~S----~~ s',, . 
1 

~1 -l 
PA SAN FRANCISCO .----~-----+-----~ 

SEATTLE I --~!-----~----
PACIFIC REGIONAL LABORATORY-$W i ~ i 

i--•f'~J£.!l~~!2.~Bt-.I2~.1! - .....-,--~ •. - --· ·-4 . i ·- - - ··- ·-·--= 

REGIONAL LAB 

REGIONAL STAFF 

HOURS PER OPERATION _ 40.0} 28.0i 7.8l i il ! 
TOTAL HOURs zsol 39431 488r 5851 1 J 

!CONVERSION FACTOR 9501 9501• 9501 11801 i J: 
l!2!~~~~~L FTEs. • • 0.29. 4 .16 0.49~ D.50I _ , -~·-,-- -
7. REMARKS

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

Non-potency feed sample analysis should be charged to 71003 A/E. 
There are 336 State Contract inspections. Charge inspectional time for these contracts under 715004. 
~Resources for audit inspections are in the SSE program (71009) under "Technical Support" hours. 

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

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

Laboratory allocations were planned by DFS. 
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1. PROGRAWASSIGNMENTTITI.E 

Illegal Residues in Meat & Poultry 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
 
E 
 
G 
 
I 
 
0 
N 

NE 

CE 

SE 

SW 

PA 

71006 

lo. 
DISTRICT/ 

SPECIAliZED 
LABORATORY 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW EIIIGI..AND 
NEW YORK 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 
BAlTIMORE 
CHICAGO 
CtlCINNATI 
DETROIT 
~NEAPOUS 

NEW JERSEY 
PHU.DEJ..PHIA 
FORENSIC CHEM. C1"R 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIQI\JAl LAB 
REGIONAl STAFF 

DAI..I.AS 
DENVER 
KANSAS CITY 
SOLITHWEST IUPORT DISTRICT 

REGIONAl LAB 
REGIONAl. STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATILE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 
TOTAl. HOURS 
CONV~SION FACTOR 
!TOTAl OPERATIONAL FTEs 
~. REMARKS 

FY 2012 ORA WORKPLAN October I 20 I I 

1 
DOM'Iitmc 

INSPEc
nONS 

' 
2. Pf'S PROJECT NAME/NUMBER 

Monitoring ofMarket Animal Drugs, Feeds and Devices-71 

4. WORK AlLOCATION PLANNED BY 

3 
DOMESnc 

S.WPLE 
COLL 

Ml 

[TiaRA ITJ CENTER 

3 
DOII!STIC 
SAMPLE 

COLL 

IIILK 
(2) 

7 
DOMUnC 

LAB 
ANALYST 
IH....,) 
CH!II 
Ill 

9 
YI!;THOOS 

VA!JOIEII 
CI«M 

(Hour&) 
(4) 

9 
TECH 

SUPf'ORT 

(Hoo.,s) 
161 

5. OPERATIONAl FTE POSITIONS 

40.5 

440 72a 1440 13500 1SOO310 

I.MI ~(;I 

· 

7.039.0 2.5 
1!!0017160 5096 3000 13500 360 

950 1180950 950 1180 950 
18.06 5.36 3.79 11 .44 0.31 1.58 

The Center wflllssue FACTS assignments to request Federal inspections when the risk score of the residue reported by FSIS 
 
exceeds the annually calwl.ated budget-defined risk-informed threshold. 
 
Districts may issue assignments as well, but because resources for this program are limited, Districts should discuss issuing other 
 
assignments wi1h CVM to detennine if they fall within CVM priorities. 
 

(1)- Documentary samples collected during Inspections. 
 

(2)- 1440 Milk samples will be collected by the FDA at state certified labs and analyzed by regional laboratories. 
 
See CVM's milk assignment for more details. 
 

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

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

(5)- Tech support hours include supporting state activities under Illegal Residues In Meat & Poultry and tlme for Tissue Residue Monitors. 
 
Laboratory allocations were planned by DFS. 
 
Workload Source: Resource distribution is based on the CVM risk model for ranking residue violations In this ~ram. 
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FY 2012 ORA WORKPLAN Octobtt l 2011 

1. PROGRAM/ASSIGNMENT TITLE 

!Ruminant Feed Ban RuleiBSE Program 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

7l009, 71R844, 71R843 
(99R833_,_ 71R833 71R824 

10. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL. FIELD 

HEAOQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 
REGIONAl LAB 

WEAC 

REGIONAL STAFF 

BALTIMORe 

CHICAGO 

CHCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

FLORIDA 

NEW ORLEANS 
 

SANJUAN 
 

REGIONAL LAB 
 
REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAI.LABORATORY-$W 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 

TOTAL OPERATIONAL FTEs 

':1. REMARI<S 

I 
 
DOUI!STIC 
 
-EC· 
TION& 

(1) 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarket Animal Drugs, Feeds and Devices-71 

4. WORK ALLOCATION PLANNED BY 

2 
DOUI!STI(! 
 

INVI!.STI· 
 
GAnOIIS 

(Ho"'s) 
(%) 

OJ ORA 

2 
IMPORT 
 
ENTRY 
 

RE111EW 

(Houra) 
(3) 

2 
IMPORT 
 
INVEST). 
 

GATIONS 

(Moura) 
(4) 

[TicENTER 

3 
OOMESTIC 

8AMPLii 
COLL 

1205 fOOO 7940 2030 ~0 

!l I!H~ !l .. I.e. 

4 

lloiPORT 
SANPLE 

COLL 

200 

!5. OPERATIONAL FTE POSITIONS 

30.8 [27.2] 

6 7 7 
..PORT DOMESTIC OOMI!STIC 
FIElD lAB LM 
EXAMS NfALYST ANALYST 

(Houn) (Houta) 
MICII.OCH!M 

(51(51 

12$03200 2560 

7.5 4.0 2.5 0.4 

9038 1000 7940 2030 2560 500 1280 2560 1280 

950 950 120() 950 950 950 950 1180 1180 
9.51 1.05 6.62 2.14 2.69 0.53 1.35 2.17 1.08 

(1)- lnspect!ons of pe!'furmanoe goal firms with establ!shment types for renc:!-er'i!rs, protein blenders, end feed mills should be covered 
once per year and other establishment types handling or not handling prohibited material as specif18d in the lnspectional priorities listed on 
the next page 71-13. 

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

(3}- Reporting Guidance: Import Entry Review (Electronic and Manual-Operation Code 14, PAC 71R833); Filer Evaluations (Operation 
 
Code 95, PAC 99R833); and Follow-up to Refused Import Entries (PAC 71 R824). Includes time for mail courier review. 
 

(4)- Import Investigation Hours are for filer evaluations, follow-up to refusals, and other operations as required by the District to cover 
 
program priorities. Districts should report time under the appropr1ate Operation and PAC for the activities performed. 
 

(5}- Domestic sample analysis hours are split between chem (planned for 2/3 of analytical hours} and micro (planned for 1/3 of analytical 
 
hours), based on historical data. Laboratories may utilize chem and micro hours as needed. 
 
Laboratory allocations were planned by DFS. 
 
Workload Distribution: Resource distribution based on the CVM risk model for ranking firms in this program. 
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FY 2012 ORA WORKPLAN October I .20 11 
1. PROGRAM/ASSIGNMENT TITLE 2_ PPS PROJECT NAME/NUMBER 

!Ruminant Feed Ban Rulei.BSE Program Monitoring ofMarket Ani mal Drugs, Feeds and Devices- 71 

3. PROGRAMIASSIGNMENT CODE(S) 4. WORK AlLOCATION PlANNED BY 5. OPERATIONAL FTE POSrnoNS 

(2]0RA 30.8 (3.6] fficENTER 

6 . 8 9 
IMPORTDISTRICT/ TECHNICAL 


SPECIAUZED 
 LAII &UPPOIU' 
LABOAATORY ANALYST 


(HOII,.) 

CH!M (Hau<tl 

(I) 

·· 

R 
E 
 
G 
 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

PACs 71009, 71R844, 71 R843 
(99R833, 71R833, 71R824 

TOTAL FIEU> 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 
BALTIMORE 

CHICAGO 
CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

FLORIDA 

NEW ORlEANS 
SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DAlLAS 
DENVER 
KANSAS CITY 

SOUTHWEST !~PORTDISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 
SAN FRANCISCO 

SEATTLE 

PACF IC REGIONAl LABORATORY..SW 
PACIFIC REGIONAl LASORATORY·NW 

HOURS PER OPERATION 
TOTAL HOURS 

CONVERSION FACTOR 
TO TAl OPERATIONAL FTEs 

7.REMARKS 

no 2748 
~ I!H!l ; ~1!: ,, l3 

' 

··---

i 

860 2748 
1180 950 
0.73 2.89 

(6}- Technical support hours include supporting state activities under the Ruminant Feed Ban Regulation and supporting state activities 
under the Feed Manufacturing Program, 71004. These hours also Include resources for audits of state contract inspections. 

Laboratory allocations were planned by DFS. 
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FY 2012 ORA WORKPLAN October I 20 ll 

CONTINUATION SHEET 

1. PROGRAM/ASSIGNMENT TITLE 

Ruminant Feed Ban RuleiBSE Program 

lz. PPS PROJECT NAME/NUMBER 

!Monitoring of Marketed Animal Drugs Feeds and Devices· 71 

19. Remarks 
Inspection Priorities. 

The first lnspectional 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 firm be unwilling or 
unable to take immediate actions to correct the violations. 21 CFR 589.2000 and 589.2001 address a wide variety of firms and animal 
product operetions that involve the manufacture, distribution, transportation, and feeding of animals. 21 CFR 589.2000 prohibits the feeding 
of specific mammalian proteins to ruminant animals, 21 CFR 589.2001 prohibits the use of specific cattle-origin tissues in the feed of 
all animals, including pet food. As a result. the regulations have broad applications, including at operations that do not Involve ruminant feeds 
or the feeding of ruminant animals. lnspectional resources for surveillance are to be spent covering those firms or industries potentia!ly 
having the most adverse affect on SSE prevention efforts should non-compliance with regulations be encountered. CVM has developed 
a mathematical system for priotitizing Inspections, which ORA has used the last several years to help with the annual work-planning. 
flhe following list of firm/industry types generally describes our priorities, in descending order: 

Follow-up to OAIInspections 
Firms with a violative history 
Firms that manufacture prohibited material or use prohibited material in their manufacturing (renderers. protein blenders, and feed mills) 

J: Renderers 
Protein Blender.:: 
Commercial feed mills (licensed and unlicensed) 
Pet food/livestocK feed salvage operations 
Haulersfttansporters of animal feeds 
Animal feed distributors/retailers 
On-farm feed manufacturers (with ruminant and non-ruminant animals, or only ruminants) 
Ruminant feeders 
On-farm feed manufacturers (no ruminants on the farm premises) 

(10109} PAGE NO. 71-13 



FY 2012 ORA WORKPLAN October I 201 1 
1. PROGRAM/ASSIGNMENT TITLE 

Methods Validation 

3. PROGRAMIASSIGNt.IENT COOE(S) 

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

71R816 

o. 
DISTRICT/ 
 

SPECIALIZED 
 
lABORATORY 
 

TOTAL FIElD 

HEADQUARTERS 
REGIONAL STAFF 
 
NEW ENGLAND . 
 

NEW YORK 
 
REGIONAL lAB 
 
WEAC 
 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNAn 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FOREJIISIC CHEM. CTR 

REGIONAl STAFF 
 
ATLANTA 
 

E.~.Q~I?~ . 
NEW ORLEANS 
 

SANJUAN 
 
REGIONAL LAB 
 

REGIONAL STAFF 
 
DALlAS 
 

. O~YER 
KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 
REGIONAL LAB 
 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 

I 
I 
I 

I 
I 

I 

I 
I 
I 

PACIAC REGIONAL LABORATORY.SW 

PACIFIC REGIONAL LABORATORY~W 


HOURS PER OPERATION 
~OTALHOURS 
CONVERSION FACTOR 
!TOTAL OPERATIONAL FTEs 

7. REMARI<S 

2. PPS PROJECT NAUEMUMBER 

Monitoring of Market Animal Drugs, Feeds and Devices-71 

4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

5.0Q]ORA. DCENTER 

9 9 
M!THODS AI'I'UI!D 
 
VAI.JO£V 
 TECHNOLOGY 
CH~M CENTER 

ClEM 
 
(tlolft) 
 (Houra) 

47201~ 
.3i 

1205 4720 


1205 
 1180 
1.00 4.00 

Workload Source - Determined by Division of Field Science, ORO 
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FY 201 2 O.RA WORKPLAN Octobel' I 2011 
 

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

Monitoring ofMarket Animal Drugs, Feeds and Devices- 71Forensic Evaluation and Sample Analysis 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

71R838 

i~>· 
DISTRICT! 

SPECIALIZED 
lABORATORY 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 
REGIONAL LAB 

WEAC 

REGIONAL STAFF 

DALTIMORE 
CHICAGO 

CINCtNNATI 

DETROIT 
MIIINEAPOLIS 

NEWJWEY 
PHL\DELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 
FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONAl.. STAFF 

OAU.AS 
DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL L.ABORATORY-5W 
PACIFIC REGIONAL L.ABORATORY-HW 

HOURS PER OPERATION 

TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

7.REMARKS 

1205 

1.00 

F<lR9ISIC 

ANAlYSIS 

CHEll 


(Houts) 

~ 
I ~; 0 

I ~ 

1205 
1205 

4. WORK ALLOCATION PLANNED BY 

[E]oRA [TicENTER 

5. OPERATIONAL FTE POSITIONS 

1.0 

· 
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CENTER FOR DEVICES AND RADIOLOGICAL HEALTH 
 
RESOURCE SUMMARY 
 

FY2012 
 

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREJGH 

TOTAl. 180.0 60.6 33.4 274.0 

61 

82 

83 

84 

" 
aa 

POSTMARKETAS$URANCe:D~CES 

COMPLIANCE: DEVICES 

PRODUCT EVALUATION: DEVICES 

SCIENCE: DEVICeS 

MAMMOGRAPHYQUALI1Y STANDARDS ACT (MQSA) AUTHORITY 

RADIATION CONTROL AND HI!AL 1H SAFeTY ACT (RCHSA} AUTHORITY 

1.0 

107.2 

31.1 

5.7 

14.5 

20.5 

52.1 

8.5 

26.0 

5.1 

0.1 

2.2 

1.0 

185.3 

36.2 

5.7 

14.8 

31.2 
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PROJECT SUMMARY SHEET 
FY2012 

11. . UA I C\:IVI' 12. PPS •v•• NAME/NUMBER 

Devices and Radiological Health Assurance: Devices - 8 I 

tJ 
4. FDA r.mAPI IANl'.l' PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE 

~?J.;.:ASSIGNMENT JDOMESTIC IMPORT 
TOTAL 1.0 

I .L..A:. · •. Device Problem 111- MDR Follow-Up 181010 1.0 1.0 81-2 

. 

~~:.~<;!C~OJ """ ~""".--EPH0NE ,ORA PI I FPHONJ: 
John AvoiiniAn 301'""• Hn 

FORM FDA 2622 (10109) PAGE NO. 81-1 
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FY 2012 ORA WORKPLAN Oe~olx:r 1 20II 
1. PROGRAMfASSIGNMENT TITLE 

Medical Device Problem Reporting • MDR Follo\\'·Up 

3. PROGRAM/ASSIGNMENT COOE(S) 

R 
 
E 
 
G 
I 

0 
N 

NE 

CE 

I SE 

SW 

PA 

81010 

16. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL $TAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL lAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
~ICAGO 

CINCIIINATl 
 
DETROIT 
 
MINNEAPOLIS 
 
NEW JERSEY 
 
PHlAOELPHIA 
 
FORENSIC CHEM. CTR 
 

REGIONAL STAFF 
ATLANTA 
FLORIDA - .-..-.. 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LASORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9. REMARKS 

1 

2. PPS PROJECT NAMEJNUMBER 

Postmarket Assurance: Devices· 81 

4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

2 

INVEST!
TIONS 

IHSPEC· 
GATIONS 

{H<Mir$) 

(2)m 
40 60 

il e·~ il lS 

20.0 
800 60 
950 950 
0.84 0.06 

CK]oRA 

3 3 

DOMESTIC DOIIIESTIC 
SAMPLE SAMPLE 

COI.L COI.L 
CHEM STER 

c:::::Jcem:R 

73 
DOIII!STIC 

DOMESTIC LAB 
 
&AMPLE 
 A.NALYST 

(Houro)cou. 
ElfG CtEM 

(3} 

1.0 

77 
DOMESTIC DOMESTIC 

LAB LAB 
ANALYST ANALYST 

(H.,....,.) (HO<Ira) 
STER ENG 

(51141 

1 1 1 36 20 37 

10.3 10.3 10.3 
10 10 10 36 20 37 

950 950 950 1180 1180 1180 
0.01 0.01 0.01 0.03 0.02 0.03 

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

(2)-lnvestigational hours for MDR followup at medical facilities. 
(3)-Performance testing of chemical and serological test kits. 
(4}-Sterility testing to confirm reports of defective packaging and gross bacterial contamination of filth. 
(5}-MDR samples to confirm reported defects. 

Laboratory allocations were planned by DFS. 
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PROJECT SUMMARY SHEET 
FY2012 

I. CATEGORY j2. PPS PROJECT NAME/NUMBER 
IA.....t;...,., Devices and Radiological Health !Compliance: Devices- 82 

t.:l 
4. FDA COMPliANCE Pl<flf.:RAUC:. AND ASS\u..,..,o::.,. 1., 5. 

ASS!G!'!MENT 
CODE 

6. vn:rv 1lUI'<"'- FTE 7 roTk OPE?.AT!ONAL 
FTEa 
~

UUM~ I ll. M'ORT 
TOTAL 107.2 52.1 26.0 185.3 

I [MomtoTu•5 Devices ofForeign Origin • !mport 182008' 43.0 43.0 82·4·5 

2 IInspectjOTI of Medical De~u, 98.6 26.0 124.6 82-6-8 

GMP' ll!?lt!l.c;A.~ (97.3; (26.0) (123.3) 
A IPersons Audit 828451 (0.3) {0.3) 

IPersons Audit 8284SP (1.0) (J.O) 

3 ·r.nnilmn A. 3.6 3.6 82-9 

4 ·~- and ,ors•.,...;...gt 1Gloves 2.0 5.5 7.5 82-10 

5 Center Initiated ls2Zsoo 4.3 4.3 82-11 

6 .•.~... , \':>JiA<>tin,.,/~ Program I82R816 2.0 2.0 82-12 

7 
,.,, , & Sample An,.Jv<:i~ III.? IHI'lll 0.3 0.3 82-13 

-..~ -·· 

* ln addition to PAC 82008, includes "IO'l> 

PACs l!?RR?4 82R833, and 99R833. 

~:;~,~ROJE7;0l-7~~~~~ J:PHnNF" 
joRA PI At.J.,<='<>ITCI FPf.IQNF 

!John Av.tinian 301-?9o"'t.'·9<+ 
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FY 2012 ORA WORKPLAN ~oberl 2011 

· 

1. PROGRAM/ASSIGNMENT TITLE 

~nitoring Devices of Foreign Origin • Import 

3. PROGRAM'ASSIGNMENT COOE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

82008, 82R824, 82R833, 99R833 

16. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CNCIIINATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 


REGIONAL STAFF 

AtLANTA 

FLORIDA 

NEW ORLEANS 

SANJUAN 


REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST t.1PORT DISTRICT 

REGIONAL LAB 


REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACFIC REGIONAllABORATORY·SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
OTAL.HOURS 

CONVERSION FACTOR 

2 

IMPORT 
I!NTRY 
REVIEW 
(Hou,.) 

211065 
(W e,~!l 

26065 
1200 
21.72TOTAL OPERATIONAL FTEs 

9. REMARKS 

2. I'PS PROJECT NAME/NUMBER 

Compliance: Devices- 82 

4. WORK ALLOCATION PLANNED BY 

2 

IIPOfiT 
 
JNVEsn. 
 
GATIOIIB 
(Hours) 

(I) 

B 
 
3012 

3912 
95() 
4.12 

ORA UCENTERIII 
2 2 

IIIAII. '"'"'RNATIONAI 
COURtER "'"'REVEW FACILITY 

It£VIEW 

4 4 
IMPORT 
 
SAMPLE 
 IIPORT 

SANP!..Ecou. 
COLL(l'hyal~"'l 

MICRO (1'l>yllcal) 
_(2) ENC 

12_!1 1202200 --- - 300 

2.2 2.2 
2200 300 264 264 

950 950 950 S50 
2.32 032 0.28 0.28 

5. OPERATlONAL FTE POSITIONS 

43.0 (42.4] 

86 8 
IMPORT 

FIELO 
IMPCRT IMPORT 

LAS LAB 
EXAM8 ANALYST ANALYST 
c~a. (-..) (lfoura) 

SIOHAL MICRO ENG 

!XPECt'H 
 (3) 

13935 1530 3825 

0.6 
8361 1530 3825 

~180 1180950 
1.30 3.248.80 

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

(2)-Audit samples for problems other than failure to register or list (eg. special assignment, import alert). Includes 19 samples (40 subs 
each) of devices labeled as sterile; selection to be made by the Import district. 

(3)-Sterile devices to be tested by USP XX method. Includes 19 samples (40 subs each) of devices labeled as sterile; selection to be 
made by the import district. 

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

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

Laboratory allocations were )!lanned byDFS. 
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FY 2012 ORA WORKPlAN Octoba' I 2011 

1. PROGRAM/ASSIGNMENT TITLE 

Monitoring Devices of Foreign Origin- Import 

3. PROGRAM/ASSIGNMENT CODE($) 

82008, 82R824, 82R833, 99R833 

R 
 
E 
 
G 
 
I 
 
0 
N 

NE 

CE 

I SE 

sw 

PA 

)0· 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FOREHSIC CHEM. CTR 
REGIONAL STAFF 

~~~~: 

NEW ORLEANS 

SANJUAN 


REGIONAl lAB 

REGIONAL STAFF 

DALLAS .
DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 


REGIONAL LAB 

REGIONAL STAFF 
LOS ANGB-ES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAll.ABORATORY..SW 
PACIFIC REGIONAL l.ABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9.REMA.RKS 

s 
IMPORT 
 

LAB 
 
NIALY8T 

()lours) 
CHEAl 

785 

...m.'illll 

I' 

I 
I 
I 
I 
I 

r 

765 
1180 
0.65 

2. PPS PROJECT NAME/NUMBER 

Compliance: Devices- 82 

4. WORK AlLOCATION PI..ANNED BY 

CJ cENTEROJ ORA 

-·· -

Laboratory allocations were planned by DFS. 
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5. OPERATIONAL FTE POSITIONS 
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1 

FY 2012 ORA \\'ORK.PLAN October I 20 II 

5. OPERATlONAl. FTE POSITIONS 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection ofMedical Device Manufacturers 

3. PROGRAM/ASSIGNMENT COOE{S) 

~ 
E 
G 
I 

0 
N 

NE 

CE 

SE 

sw 

PA 

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

:6. 
DISTRICT! 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BAlTIMORE 
CHICAGO 
CINCINNA11 
DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PHILAOaPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FLORIOA 
NEW ORLEANS 
SANJUAN 

REGIONAL LAS 
REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTlE 
PACFIC REGIONAL LABORATORY-SW 
PACFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATJON 
TOTAL HOURS 
CONVERSJON FACTOR 
TOTAL OPERATIONAL FTEs 

9.REMARKS 

1 
llt!ll>l!e-
TIOMS 

LEVELl 
 
DOMESTIC 
 

HM5A 

782 
' -~---n 

39.6 
30987 

950 
32.80 

2. PPS PROJECT NAME/NUMBER 

Compliance: Devices · 82 

4. WORKALLOCATION PLANNED BY 

1 
INIP!C· 
TIONS 

LEVEL II 
 
DOll:!!&TIC 
 

a usa 

530-·
7, a 

63.1 102.4 65.0 60.9 71.0 101.0 100.0 63.0 
33443 10547 11700 10962 7029 3838 2000 945 

950 950 950 950 950 950 950 950 
35.20 11.10 12.32 11.54 7.40 4.04 2.11 0.99 

II) ORA 

1 1 
INSPEC· INSJI£C. 
TIONS liONS 

I.EYEI.IIf FOf!ElGN 
COMI'I.IIUIICE 
 

DOMESTIC 
 
UIWliC 
 3214158 

CJCENTER 

1 1 
INSPEC· INSPEC· 
liONS TIOHS 

FOR CAUSEFOR£!GN 
CMIR£ DOMI!STIC 

311458 11:214!!0 

103 180 180 99 

1 
INSPEC· 

TIONS 


FOR CAliSE 

HIOHIUSK 

DOMESTIC 

«2841llt 

38 

124.6 

1 

I!'IS!'&C

TIOHS 


FOR CAliSE 

HIGH RISK 
,OREIGN 
12WH 

20 

(117.3) 

INSP!C· 
TIONS 

ACCRED 
PERSONS 

DOMESTIC 


121451' 

~-·..!5 

For FY 2011, the hours/operation module tor Levell Inspections has been planned at 39.6 hours/operation to include additional 
time for MDR review. Level II Inspection hours/operation modules have also been adjusted to reflect actual work. 
Quality Systems Inspection Technique (QSIT) Inspection time has been planned for Level1 (82845A). Level2 (828458), Level3 (82845C) 
and ·For Cause• (82845G,H) inspections. We cannot accurately plan the number of level 3 (compliance follow up) and "for cause • 
inspections each district will conduct based on the criteria established in the program. The number of inspections reHected In each of these 
areas is based upon historical data. Reprogram any unused resources Into Level 1 and 2 inspections. 
lnspectional modules Include time tor 82845S (sterilization), MDR (81001), Corrections and Removals (81845R), Tracking (81845T), and 
Registration and Listing. Resources for Single Use Reprocessor Inspections have been included in Level 2 Inspections. Investigational 
Hours resources have also been planned for National Experts (HQ line) and State Contract Monitoring (DAL-DO line). 
Foreign inspections include resources for Levell, II, Ill, and For Cause-related inspections. For planning purposes Foreign Inspections will 
be planned under the Level II inspection PAC (828458); use the appropriate repor1lng PAC to record accomplishments associated wittl 
these Foreign inspections. 
Accredl1ed Person Inspections are based on estimates of numbers and locations and are not based on known factors. Therefore, 
resources not used In that MDUFMA program should be planned as statutory GMP inspections. If additional audits not covered 
by the workplan are required, resources can be taken from the general GMP program. 

. 
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FY 2012 ORA WORKPLAN October I, 20 ll ' 
EOGRAM/ASSIGNMENT TITLE 2. 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISmiCT 

REGIONAL L.A8 
REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE I 

PPS PROJECT NAME/NUMBER 
 

pection of Medical Device Manufacturers 
 Compliance: Devices - 82 

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

82845A,B,C,G,H,J,K.P,S,8 1845R,T,81011 [I) ORA D CENTER 124.6 [3.8) 

~ 3Its. 
R DISTRICTI INVEST!· \1m! "n: 
E SPECIAliZED IN~ESJl. GATIONS DOMESTIC [)(Y.AESTICJCJUiiUh< DOMESTIC IAW"lt 

LABORATORYG GAnONS (H"""') ~:PLE liNfiiU SAMPU! SAMPLE ~QU 
(Hou111) A.P. AIJDITS I COLL COLI. COLL ~· 0 MOUFWA ~ 

N 82&4511 82845.1 82846C 8284118 • 
TOTAL FIELD 255. 4:t: 1015- ---· HEADQUARTERS 

REGIONAL STAFF 
 

NEW ENGLAND 
 

NE 
 NEW YORK 
 

REGIONAL LAB 
 

WEN:. 
 

ReGIONAL STAFF 
 

BALTIMORE 
 

CHICAGO 
CINCINNATI 
 

CE 
 DETROIT 
 

MINNEAPOLIS 
 

NEW JERSEY 
 

PHIADELPHIA 
 

FORENSIC CHEM. CTR 
 

REGIONAL STAFF 
 

ATLANTA 
 

SE 
 FLORIDA 
 

NEW ORLEANS 
 

Isw 

I 
I 

PA 

PACIFIC REGIONAL LABORATORY-$W I" _,___PACIFIC REGIONAL LABOAATORY-NW 

.9.REMARKS 
 
~Accredited Person Audits are conducted by NWE-DO, MIN-00, SJN-DO, KAN-00, SEA-DO. 
 

~·-~··--------·-- ·t~HOURS PER OPERATION ~ 
fi=OTAL HOURS I 

I 

~CONVERSION FACTOR i 
J!9!,e!:.21!5RATIONAL FTEs I 

29761 

9501 

_3.13l 

, --·--e:o ~ 
2551 252 ..• ·--··· 
9501 950 

0.27_i 0.27 

6.01 4 

72 

9501 9 
0.08 o..- · 

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

' 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contin.-u-e~d~)----PA-GENO~-~2-7 -



ANALYST 

J'Y 2012 ORA WORKPJ.AN October 1 201 1 

f!iooR5PE'R'C;E'iATioN - ·- - -r .-----~----i ~::::::::;;::::::-

1. PROGRAM/ASSIGNMENTTITLE 2. PPS PROJECT NAME/NUMBER 

Inspection ofMedical Device Manufacturers Compliance: De\~ces- 82 

3. PROGRAM'ASSIGNMENTCODE($) 

8284SA,B,C,G,H,J,X,P,S,8 1845R,T,810 11 

t:i. 

4. WORK AUOCATION PLANNED BY 

IT] ORA D CENTER 

5. OPERATIONAL FTE POSITIONS 

124.6 [3.5] 

7 
DOMESTIC 

lAII 
' 

(HO<n) 
CHtM 

8214SC 

2281 

7 7 7 
DOMESTIC I DOMESTIC DOUESTIC 

lAII lAII I..A8 
ANALYST ANA~YST AHALYST 
(Houra) (Houra) (Houra) 

EHG ~ BIOI'IUROEN STERIUTY 

u~~ ·~~·2~~~-~~~~~2·=~~~~------~~--·--~ 
1010 250 14~.i-----+-----i 

~R~E~G~ION~AL~S~~~A~FF--------------l'.lI' r • NEW ENGLAND 
NE NEW YORK -----t·----l 

~R~E.~G~IO~N~A~L~LA~B~------------1 I 
w~c , 
REGIONAL STAFF ! 1 

CHICAGO 

CE DIITROrT :I ;-I ---1~:---1 
MINN~POLIS -~ ; 

BAL.TIMORE l'l----1 
1 

•t------i 

CNCINNATI 

NEW JERSEY • i 
PHILADELPHIA I ! 
FORENSIC CHEM. CTR I 

REGIONALSTAFF ' r·-  3----f 
SE ~~~~ I I 

1-;,i----fNEW ORLEANS ' I 
SAN JUAN •------'l'----1 
REGIONAL LAB 1----+----: 

REGIONAL STAFF I I I 
DALLAS '. 

SW DENVER J J----f~---:~ 
KANSAS CITY ' I i . 

f-:SO~U~THWES~~T.:....::IMl.!:P~ORT:!.!.!....!:!O~IS~TR~I.!:!CT!.-_--11 .---   ! 

=~::~~FF i ~~-
LOS ANGELES ! I 

PA SAN FRANCISCO : j ~ 

!~~REGIONAL LABORATORY.SW ~~ ~---~~ 
J'ACFIC REGIONAL LABORA1'~~ ._ j ~ 

~~

---+-------·_.___ i-f e·:::::::~ -i~;::~ - ...,_ 
IIgTAL HOURS - ~ aoo: 16121 228 . 1060 250 148( 
~ONVERSION FACTOR =-t - - _ - _ - --' ~~====~11~8~0~::::::::::::~1~18~0!1 ::::::::::::~11:80~~===1~1~80~;~::::::::::::::::::::::::::::~.•~~---- _ - _ -1~180~~:·====~11~80':1 · 
ji£~~RATI<;!'!AL FTEs,,________.....J....____...i ---0~.68;::, ,•;..' __.,:1.::::.3:.,7;,...._ _2;19 ,0.90 0.21 0.13, 
te. REMARKS 
IMICRO Sample Analyses: Antisera and Products Media Testing to support GMP observations at WEAC; Disinfectant/Cold Sterilant Testing 
at WEAC and DEN LRb. 

CHEM Sample Analyses: Test Kit or Reagent Testing to support GMP observations at WEAC; Sporicidal and Tuberculocidal at WEAC 
 
and DEN lab. 
 

kaboratory allocations were planned by DFS. 
' 

1!..----·-----·----------::=-=-=-~::':"'=-==~":":":':"':':":":=- ..--------...-a11Y___ j.J 
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1. PROGRAM/ASSIGNMENT fiLE 

Condom Assignment 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

NE 

ce 

SE 

sw 

PA 

82Z002 

I"'· 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

11 E.t'oOQUARTERS 
REGIONAL STAFF 


NEWEHGLAND 


NEW YORK 

REGIONAL LAB 


WEAC 


REGIONAL STAFf 

BALTIMORE 
C}IICAGO 

CI'-4C.-..NATI 

DETROIT 

MINNEAPOliS 

NEW JERSEY 

PHILADELPHIA 
FOREI-<lSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 

NEWORLEAI-<lS 

SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 


DALLAS 

DENVER 


KANSAS CITY 

SOUn-tWEST IMPORT DISTRICT 


REGIONAL LAB 


REGIONAL STAFF 


LOS ANGELES 


SAN FRANCISCO 


SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY·NW 


HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9. REMARI<S 

1 

INSP£C· 

no"s 

-


FY 2012 ORA WORKPLAN 
2. PPS PROJECT NAME/NUMBER 

Compliance: Devices - 82 

4. 	 WORK AU.OCA liON PLANNED BY 

m ORA C) cENTER 

• 4 

M'ORT*PORT 
8M1PL£ SNIPU 

COLL COLL 
(Physical)I~!IJM:oll 

CHEll !NG 

2 187 1Z1 

llt3 

B 
*POIIT 

I..A8 
ANALYST 
(Ho.,.) 

,~..,......,, 
CHDI 

1870 

24.0 2.9 2.9 
542 351 1870 1210 48 
950 950 1180 1180950 

0.05 0.57 0.37 1.68 1.03 

October I 201 I . 
 

5. OPERATIONAL FTE POSITIONS 

3.6 

. 
 

• 
IMPORT
 

LAB
 
ANALYST 

(Moura) 
(l'tl,..lal) 

I!JIG 

1Z1D 

I 

Import Samples are estimated and should be collected to cover the distr1cts' workload. 
Resources for Condom Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Import 
Alert, are included as Import Entry Review Hours in PAC 82008 • Monitoring Devices of Foreign Origin. Reporting Guidance: Import Entry 
Reviews (Electronic & Manual-operation code 14, PAC 82R833); Flier Evaluations (operation code 95, PAC 99R833); and Follow-up 
to Refusals (PAC 82R824). 

Laboratory allocations were planned by DFS. 
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FY 2012 ORA WORKPLAN 
2. PPS PROJECT NM1EINUMBER 1. PROGRAM/ASSIGNMENT TITLE 

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

4. WORK ALLOCATION f'tANNED BY3. PROGRAM/ASSIGNMENT COOE(S) 

WORA C) CENTER822003 

R 
E. 
G 
I 
0 
N 

NE 

CE 

I SE 

sw 

PA 

16. 4 4 
DISTRICT/ 

SPECIALIZED IMPORT ..PORT 
LABORATORY 5AIII'Lii SAMPLE 

COLI. COLI. 
(Phyolcal) 

CH!M 
(Pt>ytlo:al) 

ENG 

8 8 9 
..PORT ..PORT 

LAB lA8 OTHER 
ANALYST ANAI.YST OPERATIONS 
(Ho<n) (Houta) (HOUI'I) 

(l'tlplo:al) 
CHEU 

(l'hY'IIc:OI) 
I!NQ 

I!IIG 

TOTAL FJEL.O 341 413 20$4 2478 23110 

HEADQUARTERS r~WeE11:l =:a~ 
REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAl LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHl.ADElPHIA 
FORENSIC CHEM. CTR 

REGIONAl STAFF

IATLANTA 
'FLORIDA ·-_j 

. 

NEW ORLEANS 
SANJUAN 

REGIONAl lAB 
REGIONAl STAFF 
DALLAS 

DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAl.. STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAL LABORATORY.SW 
PACIFIC REGIONAL lABORATORY-NW 

Oclober 1 20 II 

5. OPERATIONAL FTE POSITIONS 

7.5 

---~~~-~ ~.~ 

2.0 2.0HOURS PEROPERATION 
2094 2478 23SO698 826ITOTAL HOURS 
1180 1180 1180950 950CONVERSION FACTOR 

073 0.87 1.n 2.10 2.00OTAL OPERATIONAl FTEs 

I9.REMARKS 
Resources to cover Glove Detentions Without Physical Exam requests, part of the Entry Review process for entries covered by the Import 
Alert, are included as Import Entry Review Hours in PAC 82008- Monitoring Devices of Foreign Origin. 

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

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

Laboratory allocations were planned by DFS. 

. 
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FY 2012 ORA WORKPLAN Oc1oba I 2011 
... 
1. PROGRAM/ASSIGNMENT TITI.E 2. PPS PROJECT NAME/NUMBER 

Center Initiated Assignments Compliance: Devices - 82 

3. PROGIV.MIASSIGNIVENT COOE(S) 4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSmoNS 

82Z005,82Z800 LUOAA CJceNTER 4.3 

.o. 1 ~ 7 1 
~anc OT~!It JR DISTRICT/ DQMESTit' OOMiiiTIC OOMI!ST1C 

E SPECIALIZED INII'I!C· DOMESTIC LAB I.AII LAB L.AII pPeiiATIONS 
G LABORATORY TION8 SNIIPLE ANAL'fliT ANALYilT ANALYST NW.Y8T (Hoon) 
I CEH~R· COI.L (}louts) <-"-J (HoW$) (ltoun) III!TH DEY 
0 INITIATl!D (1) CIEII (2) STERIUTY ()) ..CR0(4) EIIG EHG(S) 
N - AZIIOO 112UIIt I2ZIOI 112Z800 - IU10Q 

TOTAL FIELD 33 40 75 250 soo 1100 987 

HEADQUARTERS ~ 
REGIONAL STAFF 

NEW ENGLAND 
NE N'eN YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

I'Hl.AOB.PHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA ·SE FLORVA 

NEW ORLEANS 
SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

sw DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGEt.ES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAL LABORATORY·NW 

HOURS PER OPERATION 43.2 8.0 
TOTALHDURS 1426 320 75 250 500 1100 987 

CONVERSION FACTOR 950 9!10 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 1.50 0.34 0.06 0.21 0.42 0.93 0.84 

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

(1 }-Includes Documentary Samples and Analytical Samples. 
(2)-WEAC-Ad Hoc testing of test kits Of reagents. 
(3)-WEAC-Sterlllty samples. 
(4)-WEAC-Ad Hoc testing of media. 
(5)-WEAC-Misc hours for engfneers; Includes Voluntary Standards Assessment and Methods Development. 

Laboratory allocations were planned by DFS. 

FORM FDA 2621a(10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 82-11 
 



FY 2012 ORA WORKPLAN October 1 20 II 

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

Methods Validation/Developrnent Program Compliance: Devices - 82 

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

82R816 [TIORA c=JceNTER 2.0 

il'i· 9 9 
R D!STR!CT! 
E SPECIALIZED IIIETHODS METHOOB 
G LABORATORY VNJDEV VIJJOIEY 
I CHEll MICRO 

0 <-> (Hours) 
N 

TOTAL FIEI..D 1205 1205 

HEADQUARTERS -~-l+lMID U ll3 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC I 
REGIONAL STAFF 

BAt.TIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
M~NEAPOLIS 

NEW JERSEY 
PHLAOELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATI.ANTA 

SE FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 
DAlLAS 

sw DENVER 
KANSAS CITY 
SOUTHWEST IM?ORT DISTRICT 
REGIONAL LAB 

REGIONAl. STAFF 
LOS ANGEl.ES 

PA SAN FRANCISCO 

SEATTI..E 
PACIFIC REGIONAl. LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
TOTAL HOURS 1205 1205 
CONVERSION FACTOR 1205 1205 
!TOTAl. OPERATIONAL FTEs 1.00 1.00 

9.REMARKS 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 82-12 
 



FY 2012 ORA WORKPI..AN October I l Ol l 

1. PROGRAMIASSIGNMENTmLE 2. PPS PROJECT NAMEJNUMBER 

Forensic Evalua1ion and Sample Analysis Compliance: Devices - 82 

lb. 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITrONS 

0.3[TiaRA CJcENTER 

9 
FOR.UISJC 
AHAI.YIIIII 

CHEll 
(Houn) 

3. PROGRAM/ASSIGNMENT COOE(S) 

82R838 

R DISTRICT/ 
E SPECIAliZED 
G LABORATORY 
I 

0 
N 

TOTAL FIELD 


HEADQUARTERS 


REGIONAL STAFF 

NEW ENGlAND 

NE NEW YORK 


REGIONAL LAB 

WEAC 


REGIONAL STAFF 

BALTIMORE 


CHICAGO 

CINCINNATI 


CE DETROrr 

MINNEAPOLIS 

NEW JERSEY 

PHI!jJ)El.PH!A 


FORENSIC CHEM. CTR 

REGIONAL STAFF 
.~11..1..'!'!':\ 

SE FLORJDA 

NEW ORLEANS 

SANJUAN 


REGIONAL LAB 

REGIONAL STAFF 

DALLAS 


sw DENVER 
KANSASCrrY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL l..A8 

REGIONAL STAFF 

LOS ANGELES 
PA SAN FRANCISCO 

SEATl\.E 
PACIFIC REGIONAL I.ASORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

* 

- - ·· ··· 

·

HOURS PER OP€RA TION 
OTALHOLRS 360 
 

!coNVERSION FACTOR 1205 
 
!TOTAL OPERATIONAL FTEs 0.30 

9. R.EMNU<S 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 82-13 
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 1 r u~" I 
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-• I '· 
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FORM FDA 2622 (10109) 

FY 2012 
 
12. PPS mwc\. NMIIEINUMBER 
l......,uuuo.;• Evaluation: Devices - 83 

5. PROGRAM 
ASSIGNMENT 

183001 
 

183001 
 

I83001A 
 

183808-11 
 

6. OPERATIONAL FTE~~ , _~mT~Q 
-~PORT 

31:1 

7.1 

(5.0) 

(2.1) 

24.0 

!John .t.vAonoon ~0~~--:::: 
PAGE NO. 83-14 
 

fVt'~~~"""-

5: 36.2 

2.6 9.7 83-15 
 

(5.0) 

(1.71 (I.71 
 
(0.91 (3.0] 

83-16
2.5 26.5 

I CD...n•u::lORA Dl 
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fY 2012 ORA WORKPLAN October I 2011 
1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Me<lical Device Premati::et Approval and Postmarket Inspections Product Evaluation: Devices- 83 

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

83001, A WORA c=J ccNTER 9.7 

16. I I 1 1 
R DISTRICT/ POR£1GN FOREIGN 
E SPF.CIALIZED INSPEC· INSP10c: IH$JI£C·  INSPEC· 
G LABORATORY TIONS TIONS TIOHS TIONS 
I MDUAIM PRE· POST• POST· 

0 USER fEE N>PRUI/N.. Al'f'ROVN.. APPROVN.. 
N 63001 83ot1 83ot1A MOOtA 

TOTAL FIELD 68 33 46 19 
HEADQUARTERS ~ G}f~H> t/[(3 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 
FORENSIC CHE.M. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAS 
REGIONAL STAfF 

DALLAS 
sw DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAS 

REGIONAL STAFF 

LOSANGRES 
PA SAN FRANCISCO 

SEATILE 
PACIFIC REGIONAI.lABORATORY-SW 
PACIFIC REGIONAL lABORATORY-NW 

HOURS PER OPERATION 70.0 49.0 43.3 45.0 

TOTAL HOURS 4760 161 7 1992 855 

CONVERSION FACTOR 950 950 950 950 

TOTAL OPERATIONAL FTEs 5.01 1.70 2.10 0 .90 

9.REMARKS 
Report all time used for evaluating compliance vvith domestjc pre-market requirements in PAC 83001, OP CODE 12; 
report a!! time used for domootJc post·m~rket reQuirements in PAC 63001A. OP CODE 12. 

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

FORM FDA 2621a 10109 ORA WORKPLANNING SHEET Continued ) PAGE NO. 83
( -15 
 



--

1. PROGRAM/ASSIGNMENT TITLE 

!Bioresearch Monitoring 

ICPre-Market) 
3. PROGfW.A/ASSIGNMENT CODE(S) 

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

SW 

PA 

83808, 83809,83810,83811 

,I). 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL. FIELD 

HEADQUARTERS 
REGIONAL STAFF 
 

NEW ENGLAND 
 

NEW YORK 
 

REGIONAL LAB 
 

WEAC 
 

REGIONAL STAFF 
 
BALTIMORE 
 

CHICAGO 
 

CINCINNATI 
 

DETROIT 
 
MINNEAPOLIS 
 

NEW JERSeY 
 

PHILADELPHIA 
 

FORENSIC Cl-EM. CTR 
 

REGIONAL STAFF 
 

ATLANTA 
 
FLORIDA 
 

NEW ORLEANS 
 

SANJUAN 
 

REGIONAL LAB 
 

REGIONAL STAFF 
 

DALlAS 
 
DENVER 
 

KANSASCfTY 
 
SOUTHWEST M'ORT DISTRICT 
 

REGIONAL LAB 
REGIC»lAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PI:R OPERATION 

OTAI..HOURS 
!coNVERSION FACTOR 
!TOTAL OPERATIONAL FTEs 

9. REMAAKS 

1 

llf&f'EC. 
TIOMS 
 

DOMESTIC 
 

302 

75.5 
22801 

950 
24.00 

FV 2012 ORA WORKPLAN 

2. PPS PROJECT NAME/NUMBER 

Product Evaluation: Devices - 83 

4. WORK ALLOCATION PLANNED BY 

[DoRA CJ cENTER 

1 

INSPi<:
TION$ 

POI'II!IGN 

31 

e 

75.5 
 
2341 
 

950 
2.46 

Device Bioresearch Monitoring inspections should be prioritized according to the following scheme: 
-For Cause with 30..day due dates; 
-Directed 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. 

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

Oc:tobcr I 2011 . 
 

5. OPERATIONAL FTE POSITIONS 

26.5 
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PROJECT SUMMARY SHEET 
FY 2012 

[1. I VI' f C\:>Vr\ J NAME/NUMBERI~PPS 
IM..tli.-..1Devices and Radiological Health Devices- 84 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 6. OPERATIONAL FTE 5. PROGRAM !! 
 
ASS!GI'lMeiT C!'E!V~~NAI.'=~QUUMt::> I ll.. IMPORT cut<o:lbN 

TOTAL 5.7 5.71u 
 
11!47.002 3.7 3.7 84-18I ITest Method "'"'"' and F...-Aht~ linn 

2.0 :V?l It . OV&<U~ I84R816 2.0 84-1~2 

f= - 

ORA PI I FPI-lONF i;;"s't=~~~;;kT : ·~~EPWINF John Avtlin;;~ ,m,·~"· ·.lVI·. ' Y0-~'1/0 

FORM FDA 2622 (10/09) PAGE NO. 84-17 
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FY 2012 ORA WORKPLAN October I 20 II 
1. PROGRAM/ASSIGNMENT TITLE 

Test Method Development and Evaluation 

3. PROGRAM/ASSIGNMENT CODE{$) 

R 
 

E 
 
G 
 
I 
 
0 
N 

NE 

CE 

SE 

sw 

PA 

84Z002 

1). 

DISTRICT/ 
 
SPECIAliZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 
 

NEW YORK 
 

REGIONAL LAB 
 

WEAC 
REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FtORIOA 

NEW ORLEANS 

SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DeNVER 
KANSAS CITY 

SOU1liWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAl STAFF 

LOS ANGaES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORV-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 

TOTAl OPERATIONAl FTEs 

9. REMARKS 

9 
OTHER 
 

OPERATIONS 
 
(Hour$) 

IIETH DEV 
 
I!NG 
 

43$0 

I~ 
~ I 

11:11 

4390 

1180 
3.72 

2. PPS PROJECT NAME/NUMBER 

Science: Devices- 84 

4. WORK ALLOCATION PLANNED BY 

~ORA [K] c ENTER 

5. OPERATIONAL FTE POSITIONS 

3.7 

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

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 84-18 



FY 2012 ORA WOR.KPLAN October I 2011 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Methods Validntion/Developmcnt Program Science: Devices - 84 

3. PROGRAM/ASSIGN~ENT CODE(S) 

84R816 

R 
I" · 

DISTRICT/ 
E SPECIALIZED 
G LABORATORY 
I 
0 
N 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MNNEAPOUS 
NEW JERSEY 

PHIL.AUt:Lf'HIA 

FORENSIC CH~. CTR 

REGIONAL STAFF 

I SE 

11"'\I ILJ'Y. IM 
,FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONALSTAFF 

DAU.AS 

SW DENVER 

I<NoiSAS CITY 

SOUTHWEST IMPORT DISTRI CT 

REGIONAl lAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LASORAT ORV..SW 

PACIFIC REGIONAL LABORAT ORY-MV 

HOURS PER OPERATION 

TOTAl HOURS 
COIILVERSION FACTOR 

TOTAl OPERATIONAL FTEs 

9. REMARKS 

4. WORK ALLOCAT ION PlANNED BY 

[TI ORA U CENTER 

5. OPERATIONAL FTE POSrTIONS 

2.0 

APPUEII 
T£CHNOLOG'I 

CanER 
(Ho....) 
IIICRO 

2310 

9 

~ 
rj;tl~-tl ill 

~ 

F 

I 

I 

·

·-·· - - --f--· - · 

2360 
1180 

2.00 

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

. 
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I 

PROJECT SUMMARY SHEET 
FY2012 

1. 1,;1\lt:uUKT 12. PPS PROJECT NAUI'I'NUU RFR 

Devices and Radiological Health IMamrnOIUanhv Quality Standards Acts (MQSA) Authority- 85 

4. FDA C<»AP!.JAN~II= AND "" ~· OeERA>D""-FTE 7. TOTT OPERATIONAL ~ 
I ll IMI'UM FTEs 

TOTAL 14.5 0.1t.:l 
-L • r . 00:1:. ... 185014 A,C,F 14.5 0.1 14.f 85-21·22' ......""'"~ 

--

1'-'t:l'l r t:K PROJECT MANAGERfTELEPHONE 
Lynne L. Rice 240·276-3209 ~~t: Kamas ;·o~~~~~~ 
FORM FDA 2622 (10109) PAGE NO. 85-20 





FY 2012 ORA WORKPLAN <Xiober I 20 II 

1. PROGRAM/ASSIGNMENT TITLE 

Mammography Facilities Inspection Program 

3. PROGRAM/ASSIGNMENT COOE(S) 

8S014A,C,F 

4. WORKAU.OCATION PLANNED BY

mORA O c ENTER 

5. OPERATIONAL FTE POSITIONS 

14.6 [10.2] 

10. 1 1 1 1 1 1 -2 9 9 
R DISTRICT/ on41i.R <mlER 
E SPECIAL.IZEO 1NSPEC• IN6PEC· INSPEC. INSP£C. JNSPilC· IHSPEC· INVEST!· OI'E-AA OP£RA. 
G LABORATORY TION$ TION$ TlON$ TION$ TION$ TIONS GATIONS noNS nOMS 
I rOREIGN (Houn) (Hoin) (lloura) 

0 
N 

85014 
111 8~~· 85014 8!5014 

(3) f4l 85f$~4f 8~~t "':~4A 8S014C 8501-'C 
(I) _19j 

TOTAL FIELD 416 15 116 43 II 9 23011 3381 1200 

HEADQUARTERS 

REGIONAL STAFF 
' }) (~}~ }) ~ ((S 

NE 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

CE 

BAL.BAORE 

CHICAGO 
CINCINNATI 

DETROIT 

Mil/NEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

AfLANTAI SE 

sw 

R.ORlDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

PA 

REGIONAL LAB 

REGIONAL. STAFF 

LOSANGaES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY.SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 8.0 8.0 8.0 8.0 11.0 11.0 

iTOTAL. HOURS 3320 120 928 344 99 99 2398 3381 1200 

~VERSION FACTOR 1160 1160 1160 1160 1160 1160 1160 1160 1200 
TOTAL OPERATIONAL FTEs 2.86 0.10 0.80 0.3() 0.09 0.09 2 .07 2 91 1.00 

9.REMARKS 
RRHRs SHOULD REPORT All TECHNICAL ASSISTANCE & COORDINATION HOURS 
(1) - Inspection of Certified Mammography Facilities not covered by the states. 
(2) - Inspection of Domestic Establishment Mammography Facilities in Foreign Countries. 
(3)- Federal Facility Inspections (does not Include VHA Facility inspections}. 
(4)- VHA Facility Inspections. 
(5) - Follow-up Inspections. 
(6)- Follow-up Inspections after Warning Letter. 
(7)- Audit Investigations. 
(8) • Compliance Activities: Inspection Follow-Up Activities (No~Waming Letter). 
(9) • Technical Assistance and Coordination Activities: RRHRs. 

2. PPS PROJECT NAME/NUMBER 

Mammography Quality Standards Act (MQSA) Authority· 85 

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued} PAGE NO. 85-21 



FY 2012 ORA WORKJ>LAN Oc:tober I 2011 

1. PROGRAM/ASSIGNMENT TITLE 

!Mammography Facilities Inspection Program 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

85014 A,C,F 

Ill· 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FJELD 

HEADQUARTERS 
 
REGIONAL STAFF 
 
NEW ENGLAND 
 

NEWYOAI< 
 
REGIONAL LAB 
 

WEAC 
 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNAn 

DETROIT 
M..,NEAPOLIS 

NEW JERSEY 
PHLAOELPHIA 

FORENSIC CHEM. C1R 
 

REGIONAL STAFF 
 

ATLANTA 
r£b.QB.JDA __ 
NEW ORLEANS 

SAN JUAN 
 
REGIONAL LAB 
 

REGIONAL STAFF 
 

DALLAS 
 

DENVER 
KANSAS CITY 
 
SOUTHWEST IMPORT DISTRICT 
 

REGIONAL LAB 
 

REGIONAL STAFF 
 

LOS ANGELES 
 
SAN FRANCISCO 
 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACFIC REGIONAL LA80RATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 
CONVERSION FACTOR 

!TOTAL OPERATIONAL FTEs 

jg.REMARKS 

9 
Ollit!Jil 
OP£AA. 
TlOMI 
(Ho~) 

15014<: 
11DI 

502.5 

5025 
1160 
4.33 

2. PPS PROJECT NAAIEJNUMBER 

Mammography Quality Standards Act (MQSA) Authority- 85 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

14.6 [4.4}[TIORA c:JcENTER 

9 
Onet 
OPERA
TION$ 
(Hoon) 
85014C 

1111 

511 

1t;!. 

-

59 
 
1160 
 
0.0!5 
 

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS 
(10) - Technical Assistance and Coordination Activities: non-RRHRs. 
(11) - Compliance Activities: Warning Letters. 
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PROJECT SUMMARY SHEET 
FY2012 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

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

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 
ASSIGNMENT OPERATIONAL'TOT~Q~ FOREIGN('.ODE DOMESTIC t.4PORT FTEs 

TOTAL 20.5 8.5 2.2 31.2 

Inspection and Field Testing ofRadiation-Emitting 1 
 5.1 86-24-250.9 6.0 

Electronic Products: 
 

Inspection of Manufacturers ofLaser Products 
 (4.3) (0.9) (5.2 

Field Implementation ofthe Sunlamp & Sunlamp 

86001 
 

86002 
 (0.3) (0.3) 

Products Performance Standard as Amended 

Field Compliance Testing ofCabinet X-Ray Equipment (0.5)86004 
 {0.5 

anspections ofManufacturers (foreign and Domestic) and 2 
 86003 
 7.6 1.0 8.6 86-26-31 

Field Compliance Testing ofDiagnostic X-Ray Equipment 

Compliance Testing ofElectronic Products at WEAC 86006, A, D, E3 
 2.8 0.3 3.1 86-32 
 

86007 .. ~mported Electronic Produt:ts 4 
 R.S 8.5 66-33 
 

Radiological He<tlth Control Activities: 5 
 5.0 s.o 86-34-35 

Medical Device and RadioloJdcal Health Use 86008 
 {3.0) (3.0) 

Control and Policy Implementation 

Emergency Planning and Response Activities (2.0) 86009 
 (2.0 

• In addition to PAC 86007, includes reporting PACs 
 

86R824 86R833, and 99R833. 
 

CENTER PROJECT MANAGERIT'ELEPHONE ORA PlANNER/TELEPHONE 
 
L)llllle L Rice 240-276-3209 Kristen Kamas 301-7964391 
 

FORM FDA 2622 (101011) PAGE NO. 86-23 
 





f'Y 2012 ORA WORKPLAN October I 2011 
1. PROGRAM!ASSIGNMENTTITLE 2. PPS PROJECT NAMEJNWBER 

Inspection and Field Testing ofRadiation-Emitting Electronic Radiation Control and Health Safety Act {RCHSA) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

SW 

PA 

HOURS PER OPERATION 
!TOTAL HOURS 
CONVERSION FACTOR 
ITOTAL OPERATIONAL FTEs 

~. REMARKS 

Products 

3. PROGRAM/ASSIGNMENT CODE(S) 

Authority • 86 

4. WORK ALLOCATION PlANNED BY 5. OPERATIONAL FTE POSITIONS 

6.0 [4.7)[TI ORA t=JCENTER 
,1 1 1 2 52 3 s 

f'II!U)INYE$Tl.IN$I>!C· IMSP!C.. IHSPfC. IM&PEC· INYESll• DOMESTIC "fELD 
TIONS TIONS TIONS TIONS GAllONS GATIOH$ SAMPLE EXAM&/ I!XAN!I 

TESTSFOREIGH (WOIQ} (Hou<a) COLL TESTS 
11601)2811001 MilOt UG0286Ct4 &110~ 811001 811001~1(2) (l) 5)111 141 161 m 

105 20 3 22 65& 31 5 75 30 

ltD]e ,~ !l lS 

17.3 54.0 36.0 20.0 3.0 5.0 4.4 
1817 1080 108 440 132658 31 15 375 

1180950 950 950 950 950 950 950 950 
1.91 0.92 0.11 0.46 0.69 0.03 0.39 0.140.02 

Laser products (86001 ): ( 1}- Inspections should be conducted on manufacturers of Class lllb and Class IV products. Medical 
laser systems should be highest priority, followed by industrial, and commercial lasers (including laser light shows) or inspections 
directed based on a for cause request. For medical lasers, a Joint QSIT and electronic product radiation control inspection should be 
conducted. {2)- Number of inspections to be conducted by WEAC Analysts and other EOS Specialists. (5) - Investigation Hours-
refer to Compliance Program for reporting infonnation. (6)- Field tests may be conducted for any laser products located at a user 
facility, following the same priority scheme as for inscections. (Class lllb or IV medical, industrial and commercial lasers, including 
laser light show projectors). 

Sunlamps and sunlamp products (86002): (3)- lnspectlonal figures are only for biennial or for cause inspections of manu
factures of sunlamp products (e.g. sunlamps, booths, or beds). Because sunlamp products are also medical devices, a joint QSIT 
and electronic product radiation control inspection should be conducted. Examination of sunlamp products at a user facility (e.g. 
1anning parlor, athletic club) are NOT counted as inspections because they are field tests. (7) ·Each sunlamp product tested may 
be counted as a separate field test, even if located in a single facility. NOTE: RRHR's Technical Assistance and Coordination under 
this program is planned under Radiological Health Control Activities (PAC 86008). 

Cabinet x-ray products (86004): (4)- Cabinet x-ray manufacturer inspections are to be comprehensive electronic product 
radiation control inspections. Cabinet x-ray field tests are no longer to be petfonned routinely under this program. The hours 
previously associated with field tests have been reprogrammed to inspections. 

86001,86002,86004 

It>· 
DISTRICT/ 


SPECIALIZED 

LABORATORY 


TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCIIINATI 
DEITROJT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEWORU:ANS 
SANJUAN 
REGIONAL LAS 
REGIONAL STAFF 

CALLAS 
DENVER 
KANSAS CITY 
SOLTTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL LABORATORY-5W 
PACIFIC REGIONAL l.ABORATORY-NW 

FORM FDA 2621a (10109} ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-24 



FY 2012 ORA WORKPLAN October I .2011 

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

Inspection and Field Testing ofRadiation-Emiuing Electronic Radiation Control and Health Safety Act (RCHSA) 

!Products 
 

IJ.PROGRAMIASSIG~ENT CODE(S) 
 

R 
 
E 
 
G 
 
I 
 

0 
N 

NE 

CE 

SE 

SW 

PA 

86001,86002,86004 

Jtl· 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAl. LAB ' I 

WEAC 
REGIONAL STAFF 

BALTIMORE 

~ICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILAOB..PHIA 

FORENSIC ~EM. CTR 

REGIONAL STAFF 

ATI.,ANTA 

Fl.ORDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 


REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IIIFORT OISTRJCT 


REGIONAL LAB 

REGIONAL STAFF 
LOSANGB...ES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL L.ABORATORY-SW 

PACIFIC REGIONAl LABORATORY-NW 


HOURS PER OPERATION 
TOTAL HOURS 
CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

9. REMARKS 
Laser products (86001): 

9 
OTtER 
OPERA
TIOIIII 
IHoo.n) 

M0411 
Ill 

11~7 

1197 
9!10 
1.26 

Authority - 86 

4. WORK ALLOCATION PLANNED BY 

[TI ORA OcENTER 

9 
OlliER 
OPERA-
TlOIIS 
(HDift) 
88002 

75 

liB 

75 

950 
0.08 

5. OPERATIONAL FTE POSITIONS 

6.0 [1.3] 

·· 

(8)- To Include an o1her activities such as technical assistance, coordination, and training. 

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

FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Cont~nued) PAGE NO. 86-25 



FY 2012 ORA WORKPLAN Octobet I 2011 

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

Inspections ofManufacturers (Foreign and Domestic) and Radiation Control and Health Safety Act {RCHSA) 

Field Compliance Testing of Diagnostic X-ray Equipment Authority - 86 

4. WORK AU.OCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS3. PROGRAWASSIGNMENT COOE(S) 

R 
 
E 
 
G 
I 
0 
N 

NE 

ce 

SE 

sw 

PA 

86003 

u. 
DISTRICT/ 
 

SPECIALIZED 
 
LABORATORY 
 

TOTAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADB.PHIA 

FORENSIC CHEM. CTR ·--··
REGIONAL STAFF 

ATLANTA 

FtORIOA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 
OAu.AS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATILE 

PACIFIC REGIONAL LABOAATORY..SW 

PACIFIC REGIONAL LABORATORY-NW 

WORA 
 8.60CENTER 

2 2 5 58 9 

fll!ll) AlJI)I1'$INIIf&TI· INIIESTl- O'YH!R 
GATIONS Cll'liRA<GATIONS I!.XAMSJ 
(Houra) (Koura) TIONS 

IKoun) 
TEiTS 

(8) 1&1 II}m 111 

1 1 

-EC· IIISPEC· 
TIOIIS TlONS 

DIRECTED 

(31 141 

1 

INSPEC· 
 
TtoNS 
 

DOIIIESTlC 
 

Ill 

1 

INSPI!e 
 
TlONS 
 

FOREIGN 

(2) 

12 
LI:JIS~ I!J 11 13 

15 l5 18 1184 1051 3415 30 96$ 

50.0 65.0 50.0 16.0 3.0 4.0 

!TOTAL HOURS 
HOURS PER OPERATION 

2600 975 250 288 884 1051 1035 120 965 
950 950 950 950CONVERSION FACTOR 950 950 950 950 950 
2.74 1.03 0.26 0.30 0.93 1.11 1.09 0.1~ 1.02!TOTAL OPERATIONAL FTEs 

~.REMARKS 
(1}- Domestic inspections to be conducted based on the OEI of diagnostic x-ray equipment manufacturere. Joint OSIT and 
 
electronic product radiation control inspections should be conducted if possible. 
 
(2)- Foreign inspections should be joint QSIT and electronic product radiation control inspections if possible. 
 
(3)- Directed Inspections based on the OEI of diagnostic x-ray equipment manufacturers. 
 
(4)- Inspections based on the OEI of diagnostic x-ray equipment assemblers. 
 
(5)- Investigation houre for review and planning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed} Inspections. 
 
(6)- Investigation hours for review of 2579 forms (reports of assembly) in preparation for performing field tests and field test 
 
follow up actlvtties. 
 
(7)- Field tests and audits are obtained from Attachment A and provided by CDRH's OCERIDMORP Diagnostic Devices Branch, 
 
HFZ-240. Column 58, Audits, is for quality assurance joint field tests for follow-up tests conducted by an individual qualified as an 
 
auditor. 
 
(8) • Coordination/technical assistance hours for field test activities. 

. 
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FY 2012 ORA WORKPLAN OCTOBER 1, 2011 

ATTACHMENT A- 2012 WORKPLAN 
 
INSPECTIONS OF MANUFACTURERS (FOREIGN AND 
 

DOMESTIC) AND FIELD COMPLIANCE TESTING 
 
OF DIAGNOSTIC X-RAY EQUIPMENT 
 

NEW ENGLAND DISTRICT 

Number 
 

Systems FDA FDA 
 

State J JU Audits 

CT 
ME 
MA 
NH 

Rl 
VT 

Total 

NEW YORK DISTRICT 

Number 

Systems FDA FDA 

State Tests FlU Audits 

NY 

BALTIMORE DISTRICT 
 

Number 

State 

DC 
MD 
VA 
wv 
Total 

Systems 

Installed 

FDA 

FlU Audits 

PAGE NO. 86-27 



FY 2012 ORA WORKPLAN OCTOBER 1, 2011 

CHICAGO DISTRICT 

FDA FDA 
State ~~~~rr~--~~~ ~----~F~ru~----~A=u=~~~~Tes~~ d~
IL 

CINCINNATI DISTRICT 

Number 

Systems FDA FDA 
State Tests F/U Audits 

KY 
OH 

Total 

DETROIT DISTRICT 

Number 

Systems FDA FDA 
State Installed Tests FJU Audits-
IN 

Ml 

Total 

[ l!m'lll"'''\3 

] 
MINNEAPOLIS DISTRICT 

State 

MN 

NO 
SD 
WI 

Total 

Number 

FDA 
Teats 

FDA 
F/U Audits 

PAGE NO. 86:28 



FY 2012 ORA WORKPLAN OCTOBER 1, 2011 

NEW JERSEY DISTRICT 

Number 

Systems FDA FDA 

State lnstalfo.ed~==----''-'"" FlU AuditsTests 
NJ 

PHILADELPHIA DISTRICT 
 

Number 

Systems FDA FDA 

EJU Audits 

DE 
State 

PA 
Total 

ATLANTA DISTRICT 

Number 

Systems FDA FDA 

State 
GA 

NC 

sc 
Total 

Tests 
~~--...;_; 

F/U Audits 

FLORIDA DISTRICT 
 

FDA 

F/U AuditsState 
FL 

PAGE NO. 86-29 
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NEW ORLEANS DISTRICT 

FDA FDA 

State Tests F/U Audits 
AL 
LA 
MS 

TN 

Total 

SAN JUAN DISTRICT 

Number 

FDA FDA 

State mr~~~~--~Tests F~JU~----~~~----~ M 
PR 

SW REGIONAL STAFF {STATES IN DALLAS DISTRICT) 

Number 

FDA FDA 

State Tests FlU Audits 
AR 
OK 
TX 
Total 

SW REGIONAL STAFF (STATES IN DENVER DISTRICn 

FDA FDA 
State Tests FlU Audits 
co 
NM 

UT 
WY 

Total 

PAGE NO. 86-30 



 

 


PAGE NO. 86~31 

FY 2012 ORA WORKPLAN OCTOBER 1, 2011 

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT) 

Number 

Systems 

Installed 

FDA 

Testa 

FDA 

F/U Audits State 

lA 

KS 

NE 
MO 

Total 

Number 

Systems 

Installed 

FDA 

Tests 

FDA 

F/U Audits State 

AZ 

CA 

Total 

LOS ANGELES DISTRICT

 

Number 

Systems 

Installed 

FDA 

Tests 

FDA 

FlU Audits Stat• 

CA 

HI 

NV 
Total 

SEATTLE DISTRICT

SAN FRANCISCO DISTRICT

FDA 

Tests 

FDA 

F/U Audits State 
AK 

ID 

MT 

OR 

WA 

Total 
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FORM FDA 2621a (10109) ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-32 

FY 2012 ORA WORKPLAN 0~1 2011 

(2  

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NMIEJNUMBER 

Compliance Testing ofElectronic Products at WEAC Radiation Control and Health Safety Act (RCHSA) 

Authority - 86 

3. PROGRAM/ASSIGNMENT COOE{S] 4. WORK ALLOCATION PLANNED B Y 5. OPERATIONAL FTE POSITIONS 

86006A,D,E c=JoRA ] CEI'ITER 3. 1

R 
E 
G 
I 

0 
N 

]15. 
DISTRICT/ 

SPECIAI..JZED 
LABORATORY 

1 
FOREJGN 
INS"I'I!(;• 

PI.U·W.Z 
l'IOHS 

STANDAIUI 

1 
DOMESnC 

IAI 
M~Y$T 

CHou,.) 
ENG 

TOTAL FIEI..D 5 3358 
HEADQUARTERS .t!JISB I! 71 1!1 

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL lAB 

WEAC 

CE 

REGIONAL STAFF 

BAlTlltlORE 

CHICAGO 
CINCINNATI 

DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLAN'l"A 

FLORIDA 

NEW ORLEANS 

SANJUAN 
REGIONAL lAB 

sw 

REGIONAL STAFF 

DAlLAS 
DENVER 
KANSASCrrY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOSANGEI..ES 

SAN FRANCISCO 

SEAm.E 
PACIFIC REGIONAL L.ABORATORY-SW 

REGIONAL LABORATORY·NW 

HOURS PER OPERATION 68.0 

!TOTAL HOURS 340 3356 

!coNVERSION FACTOR 1180 1180 

!TOTAL OPERATIONAL FTEs 0.29 2.84 

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

For any inspections of radiation-
emitting medical device manufacturers. a joint QSIT and electronic product radiation control inspection should be conducted by a 
trained investigator. Instructions for performing Inspections are provided In Compliance Program 7386.001, wtth time reported under 
PAC 86006. 

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

Laboratory allocations were planned by DFS. 



FY 2012 ORA WORKPLAN O.:toba I 2011 


R 
E 
G 
I 
0 
N 

16. 
DISTRICT/ 

SF ECIALIZED 
L.ABORA TORY 

2 
I II PORT 
EIITIIY 
II!MeW 
(Hou,.l 

2 

IMPORT 
fNV 

(Hou,.l 

(11 

4 

IMPORT 
PIEL.D 
iXAM& 

CONGRE81
IONAL 

TNIGeT 

4 

IiiPORT 
ISAUPlE 

CO LL 

8 
IiiPORT 

Lilli 
ANAl.'niT 
(tlou"') 

ENG 

TOTAL FIELD 11177 1400 400 25 1000 

HEADQUARTERS .9 

NE 

REGIONAL STAFF 

NEW ENGlAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

DI:TROrT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
':n.;.tj-. 

~OR~= 
NEW ORLEANS 

SN4JUAN 
REGIONAL lAB 

sw 

REGIONAL STAFF 

DAllAS 

DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

FA 

REG IONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONALI.ABORATORY..SW 
PACIFIC REGIONAL l.ABORATORY411W

HOURS ~ROPERATION 0.7 5.7 

trOTAL HOURS 6877 1400 280 143 1000 

CONVERSION FACTOR 1200 950 950 950 1180 

!TOTAL OPERATIONAL FTEs 5.73 1.47 0 .29 0.16 0.85 

FORM FDA 2821a (10109) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 86-33 


1. PROGRAM'ASSIGNMENT TITLE 2. PPS PROJECT NAME/IIIUMBER 

Imported Electronic Products Radiation Control and Health Safety Act (RCHSA) 

Authorit\· - 86 
3. PROGAAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

86007,86R824,86R833,99R833 [DoRA c=JCENTER 8.5 



jg. REMAAKS 
(1)- Import lnvestigatlon hours are for field exams (non-Congressional Target), filer evaluations, follow-i.tp to refusals. label exams , 
and other operations as required by the Dis1rict to cover program priorities. Dlstt1cts should report time under the appropriate 
operation and PAC for the actlvities performed. Field Exams to meet Congressional Targets are planned in a separate column. 

Reporting Guidance: 
Import Entry Reviews (Electronic and Manual-operation code 14, PAC 86R833) 
Filer Evaluations (operation code 95, PAC 99R833); and 
Follow-up to Refusals (PAC 86R824). 

Laboratory allocations were planned by DFS. 



I'Y 2012 ORA WORKPLAN Oc!ober I 20 I I 

1. PROGRAM/ASSIGNMENT TITLE 

jR.adiological HeaJth Control Activities 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

Ill· 
DISTRICT/ 

SPECIALIZED 
lABORATORY 

9 

MISC 
(KWrs) 
RllfiR 
8110011 
~) 

9 
TECHN!C.A! 
ASSISTANCI! 

(lblt'l) 
RR.ItR 
1110011 

TOTALFELD 31100 2400 

HEADQUARTERS rrn ~{~.Hl 'ij lS 

NE 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 


WEAC 


CE 

REGIONAL STAFF 
HALTIMORE 
CHICAGO 
CtiCtiNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHii..AOElPHIA 
FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 

OAL.I..AS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

PA 

REGIONAl STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACFIC REGIONAL LABORATORY-$W 
PACFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

trOT AL HOORS 3600 2400 

CONVERSION FACTOR 1200 1200 
fTOTAl OPERATIONAL FTE& 3.00 2.00 

86008,86009 

9.REMARKS 

2. PPS PROJECT NAME/NUMBER 


Radiation Control and Heal th Safety Act (RCHSA) 


Authoritv - 86 

4. WORK AUOCATION PLANNED BY 

c=J ORA (I] CENTER 

5. OP€RATIONAL FTE POSITIONS 

5.0 

See Continuation Sheet for footnotes, guidance, etc. 

FORM FDA 26211 (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-34 



CONTINUATION SHEET 

1. PROGRAM/ASSIGNMENT Tm..E 

Radiological Health Control Ac tivities 

2. PPS PROJECT NAME/NUMBER 

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

FY 2012 ORA WORKPLAN October I 2011 

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 hours will be shown in Mammography. A portion of this total block of 
time per RRHR position includes Federal/State liaison activities and use consultation to conduct this program. 

This block of time also includes ooordinati(ln, technical assistance. and other activities performed by RRiiRs 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 impiementa1lon (PAC 86008); 
Emergency Planning and Response Activities (PAC 86009); 

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

FOOTNOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009): 

Technical Assistance hours will be performed by RRHRs. 
Program activities Include: providing technical assistance to state and local agencies regarding emergency response planning; 
reviewing and evaluating emergency plans related to nuclear power plants. 

PAGE NO. 86-35 
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OPERATIONAL FTES TOTAL 
OPERATlONAL 

FlEa PPS 
NO. PROJECT nnE DOMESne IMPORT FOREIGN 

'!QTAL 9A 9.3 18.7 

II REGULATED TOBACCO PRODUCTS: DOMESTIC AND IMPORT 9 .4 8 .3 11U 
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FORM FDA 2622 (10109) PAGE NO. 96-1 

  

PROJECT SUMMARY SHEET 


,1. I \,;Ait\>UKT


~ 
4. FDA f"()UI>I IAMf"C PRnt::RA~ AND' 1::0 5. 

ASSIGNMENT 
CODE 

6. OPERATIONAL FTE -!;.~'!.'.."-
FT~:'""" 
~

LJU""""' I R.. IMPORT 

TOTAL 9.4 9.3 18.'11 

I IJ1..,.,,btP£1 Tobacco o.. nnrn~r. and Import Q,_IUM,96T800 9.4 9.3 18.' 96-2·3 

·~ -,_96R833 

ITumu;tAJ- 96 

FY2012 
12. PPS PROJECTNAMEINUMSER

 



nis page IS intentiona y lilanl( 



FY 2012 ORA WORJ<PLAN OC!Obc:r 

1. PROGRMNASStGNMENT TITLE 

Regulated Tobacco Products: Domestic and Import 

2. PPS PROJECT NAMEINUMSER 

Tobacco- 96 

3. PROGRAMIASSIGNMENT COOE(S) 

96R800,96T800,96R824, 96R833 

4. WORK ALlOCATION PLANNED SY 

[I) ORA ~CENTER 

5. OPERATIONAL FTE POSITIO

18.7 [13.1

I 2011 

NS 

] 

. 
FORM FDA 2621a (10/09} ORA WORKPLANNING SHEET (Conttnued) PAGE NO. 96-2 

60

7.REMARKS 

{1)- Represents half of the manufacturing facilities registered with FDA. By statute, FDA is required to inspect tobacco product 
manufacturing facilities once every two years. 

(2)- CTP will issue Inspection , Collection, and Analysis assignments during the year; operations include Inspections, DSC, and lab 
Analyst Hours noted by "Assignments." 

(3)- DSC and Lab Analyst Hours are linked to Inspections noted in (1). 

R 
E 
G 
r 
0 
N 

ID· 
DISTRICT/ 


SPECIALIZED 

I.ASORATORY 


1 
PRE

N'PitOYAI.. 
INSPEC
nONs 

DOIUSTIC 

1 
JNSII!C.. 
nONS 

DOIIII!ITIC 

(1) 

1 
-C· 
TIOHS 

ASSIGN
MDITIS 

DOMESTIC 
(2) 

2 
INIII!sn. 
GATION1I 
(H<Kirs} 

2 
IIIIPOIIT 
INVI!ST~ 
GATIOII$ 
(HounJ) 

2 
lliii'OitT 
lilfT'ftY 
REVIEW 
{Hours) 

3 
DOME&'TIC 
$ANPl.£ 

COLL 

Ill 

3 
DOMI!SnC 
&MIPI.£ 

COLL 

MI!HTS 
/2}

4
IIIPORT
SAMPLE

COLL

TOTAL FIELD 10 42 8 950 4000 5000 &0 80 

HEADQUARTERS I!) B~ I!) lSM 

NE 

REGIONAL STAFF 

-
NEW ENGLAND 
NEW YORK 

REGIONAL LAS 
WEAC 

CE 

REGIONAl.. STAFF 

BALTIMORE 
CHICAGO 
CINCINNATI 
OETROrT 
MINNEAPOLIS 
NEW JERSEY 
PHl.AOELPHIA 
FORBISIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORlEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 

DALLAS 
DENVER 

KANSASCrrY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAS 

PA 

REGIONAL STAFF 
LOS ANGEL.ES 
SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONAL L.ABORATORY·SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 40.0 40.0 40.0 6.0 6.0 6

TOTAL HOURS 400 1680 320 950 4000 5000 360 360 3
CONVERSION FACTOR 950 950 950 950 950 1200 950 950 9
TOTAL OPERATIONAl FTEs 0.42 1.77 0.34 1.00 4.21 4.17 0.38 .38 0 0.

.0 

60 
50 
38 



FY 2012 O.RA WORKPLAN October I 2011
' 

1. PROGRAM/ASSIGNMENT TITLE 

Regulated Tobacco Products: Domestic and Import 

3. PROGRAM/ASSIGNMENT CODE(S) 

96R800,96T800,96R824,96R833 

2. PPS PROJECTNAMEJNUMBER 

Tobacco- 96 

4. WORK ALLOCATION PlANNED BY 

CD ORA c::JcENTER 

6. OPERATIONAL FTE POSITIONS 

18.7 [5.6) 

R 

E 

G 

I 


0 
N 

Ill· 
DISTRICT/ 


SPECIALIZED 

LABORATORY 


5 
FIELD 

liXAMI/ 
TESTS 

1 
DOIII!STIC 

LAB 
ANALYST 
lltO<nl 

c~~M 

.I 

591 

7 
LAB 

ANALYST 

C"!lll 
ASSU~N 
IHcua) 

(II) 

8 
IMPORT 

LAB 
ANALYST 
(Houra) 
CH!M 

9 
METHODS 
V.AJ.IOEV 
CHfM 
(Hours) 

TOTAL.Fia.D eo lMtl !le-I 48410 

FORM FDA 26.21a (10J011) ORA WORKPLANNING SHEET (Continued) 

HEADQUARTeRS l!llt 

I 


NE 

REGIONAl STAFF 

NEW ENGLAND 

NEW YORK 

REG~ALL.AB 

WEAC 

CE 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHLAOa.rHIA 
FORENSICCHEM CTR 

SE 

REGIONAL STAFF 

An.AAoA 
FLORI)A 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 
DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 


PA 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PACFIC REGIONAL LABORATORY..SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 2.0 

trOTAL HOURS 120 591 591 591 4820 
!coNVERSION FACTOR 95C 1180 1180 1180 1205 
TOTAL OPERATIONAL FTEs 0.13 0.50 0.50 .0 60 4.00 

7. REMARKS 



(4)- Lab Analyst Hours al'91inked to Inspections noted in ( 1). 

(5)- CTP will issue Inspection, Collection, and Analysis assignments during the year; operations include Inspections, DSC, and Lab 
Analyst Hours noted by "Assignments.• 

Laboratory allocations were p lanned by DFS. 
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Date: 13-SEJ>-201 J WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWF118C 
Workplao 0- 2012 (2012 WORKPLAN) Time 10:09:24 .-Ul Page 22 of 120 

Report Type: Complete 

Rtgin: NE REGN I 2 3 4 5 

DOMESTIC' INSPECTIONS INVESTIGATIONS DOM SAMPL C'OLL IMP SAMPL COLL FIELD EXAMfTESTS 

OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR fTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

RtGION TOTAL 1926 li5.2D 0 46.69 1286 1.$6 7505 10.30 492 0.47 

FOOD SAFETY/COS 897 34.53 0 23.39 767 ~.04 688li 18.64 442 0.29 

03 884 34 30 0 23.23 270 2 96 3855 10 69 !54 0 16 

04 0 000 0 0.00 295 I 21 1960 5 16 10 OUI 

07 0 000 0 000 84 0 35 220 046 0 000 

09 0 000 0 000 0 000 347 0 Sl 0 000 

18 0 uoo 0 0 16 20 0 OR () 000 0 000 

11 0 000 0 000 90 0 40 386 163 278 012 

19 13 OH 0 000 8 004 I lK 01 9 0 000 

BIOLOGICS 181 9.47 0 0.88 0 0.00 0 0.00 0 0.00 

41 61 3 32 0 000 0 000 0 000 0 ()()() 

42 114 S.Sl 0 0 .70 0 000 () 000 0 000 

4!1 6 0 62 0 0 17 0 0 00 0 000 0 000 

HI I MAN DRUGS 336 18.33 0 10.50 1311 ().76 67 0.10 0 0.00 

46 29 146 0 000 I 001 0 000 0 0 00 

48 54 4 73 0 I 23 0 000 0 000 0 000 

~2 24 0.78 0 002 6 

0 

0 04 18 
0 

006 
000 

0 

0 

000 
000 53 23 1.57 0 000 000 

!16 182 8 88 0 907 101 0 54 49 
0 

014 

000 

0 
0 

000 
() {)() 

63 24 090 0 019 30 017 

88 0 000 0 000 0 000 0 0 00 0 000 

ANIMALD& f 124 3.95 0 3.65 352 1.58 29~ 0.78 0 0.00 

68 6 0 37 0 000 0 000 (l 000 0 000 

11 118 ) 59 0 ]{)5 352 I 58 295 0 78 (l 000 

DEVICES & RAD H 382 18.67 0 4.33 \9 0. 13 234 0.55 45 0.17 

81 13 027 0 000 3 0 OJ 0 000 0 000 

82 232 12% 0 2 91 IS 010 232 0 54 0 000 

83 56 4 15 0 000 0 000 0 000 0 000 

84 0 000 0 ooo 0 ()()() 0 000 0 000 

8~ 52 0.37 0 0 75 0 000 0 000 0 000 

8li 29 092 0 I 16 0 .00 2 00 1 45 017 

TOBACCO rROD 6 0.25 0 3.4~ 10 0.06 23 O.IS ~ 0.01 

96 6 0 25 0 J45 JO 006 23 0 . 15 5 001 



Date: 13-SEP-1011 WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFlt8C 

Time 10:0?:26 AM Workplan 0 • 2012 (2012 WORKPLAN) Page 23 of 120 
Report Type: Complete 

Region: NE REGN 6 7 g 9 10 

IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC' FOREIGN INSPECTIONS 

OPRNS OPR l-IE'S OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FIT:'S 

REGION TOTAL 50174 17.36 25 57.68 0 71.47 224 27.94 297 17.44 

FOOD SAFETVfCOS 44986 23.68 0 38.4~ 0 5~.97 224 14.02 102 3.76 
OJ 37516 19 75 0 27.30 0 40 69 0 344 102 3 76 
04 2237 I 18 0 719 0 9 03 0 0 so 0 000 
07 0 000 0 070 (I 1 89 0 008 0 0 00 
09 1413 0 74 0 (I ()(I 0 2 91 0 000 {I 000 
18 0 000 0 0 14 0 000 224 10 00 0 000 
21 3005 I 58 0 300 0 000 0 0 00 0 000 
29 815 0 43 0 0 12 0 I 4 S 0 000 0 000 

BIOLOGICS () 0.00 0 0.00 0 0.00 0 0.00 2 0.08 
41 0 000 0 000 0 000 () 000 (I 000 
42 0 000 0 000 0 0 00 (I 000 2 OOR 
4S 0 000 0 000 0 000 () 000 () 000 

HtiMAN DJUlGS ISII L"i9 0 9.23 0 3.53 0 0.79 128 9.37 
46 0 000 0 1.00 0 000 0 000 21 1.30 
48 0 000 0 000 0 000 0 000 28 2 57 
!12 0 000 0 148 0 2 07 0 000 7 045 
Sl 0 000 0 0 .00 0 000 0 0 .00 3 0 21 
~6 1511 I 59 0 5 94 0 148 0 079 69 4&4 
(i] 0 000 0 080 0 000 0 000 0 000 

88 0 000 0 000 0 000 0 000 0 000 

ANIMAlD&F 1286 0.58 0 1.37 0 1.76 0 0.77 13 0.92 
68 0 000 0 0 08 0 000 0 000 6 0 57 
71 1286 0 58 0 I 29 0 I 76 () 0 77 7 035 

DEVICES & RAD If 2391 1.51 25 8.64 0 10.18 0 12.36 til 3.31 

81 0 000 0 0 08 0 000 0 000 () 000 

82 ~362 I 49 0 4 51 0 9 34 0 484 33 237 

83 0 000 0 000 0 000 0 000 II 070 

84 0 000 0 000 0 000 0 512 0 0 .00 

85 0 000 0 000 0 000 0 077 0 03 

86 2.9 002 25 4 OS 0 0 85 0 I 04 021 

TOBACCO PROD 0 o.oo 0 0.00 0 0.00 0 0.00 0 0.00 

96 0 000 0 000 0 000 () 000 0 000 



Rtgioo: NE REGN 

Total 

OPRFTE'S PERSNHRS 

REGION TOTAL 362.11 384797.40 

 

 

 

 

 


 

 

 


 

 

 

 

 

 

 

 

 


 

 

 

 
 

 


 
 

 

 

 

 

 


 


 


FOOD SAFETY/COS 
117.7~ 23469!'.80

OJ 166.17 177061.60
04 24.17 16913. 50
07 .}.48 3924.00
09 4.11 4630.30
Ill lo.38 12393.00
11 6.72 7075.70
29 2.46 2696.70

BIOLOGICS 10.4) 9908.60
41 3.32 3157.90
42 6 .32 5999.90
45 O.H 750.80

Hlll\tAN DRUGS 54.30 54587.50

46 3.77 3~80.60

48 8.~3 8101.40

52 "·" ~84.60

53 1.?11 1618.70

~ 33.28 33697.60
6J 2.05 l!J4.60

81 0.00 0.00

ANIMAL 0 & F IS.JS 16109.70
68 1.01 963.00
71 14.J4 15146.70

DEVICES 8c RADII 60.JS 65351.80
11 0.39 383.90

12 39 .05 41910.40
liJ us 4605.60

114 !1.72 6750.00

15 1.93 1241.00

86 8.42 9459.90

TOBACCO PROD 3.92 4144.00

96 3.92 414·..00

Date: IJ.SEP-2011 

Time 10:09:28 AM 

WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFII8C 
Workplan 0 -1012 (2012 WORKPLAN) Page 14 of 120 

Report Type: Complete 

















































-










D1te: B..SEP-2011 WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFI18C 
Workplan 0-2012 (2012 WORKPLAN) Time 10:10:09 AM Page 51 of 120 

Report Type: Complete 

Rt&lon: CE REGN 2 3 4 5 

DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMI'L CULL 1MI' SAMPL COLL fiELD EXAMflESTS 

OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OI'R FTE'S 

REGION TOTAL 5968 252.74 0 67.% 4367 18.42 5240 14.27 1368 1.39 

FOOD SAFETY/COS 2593 109.92 0 41.25 22!'7 18.65 4744 12.91 1199 0.81 

03 2561 109.34 0 40 98 941 12<13 318(1 8 84 483 0 Sl 

04 0 0.00 0 0 .00 678 2 97 923 243 0 000 

07 0 000 0 0.00 328 I 38 175 037 0 oon 
09 0 000 0 000 0 000 200 0 29 0 000 

18 0 000 0 0 26 44 0 18 0 000 (J 000 

21 0 000 0 0 00 247 109 214 0 90 716 0 30 

29 32 0 57 0 000 19 009 46 0 07 0 000 

BIOlOGICS 642 34.11 0 1.21 0 0.00 0 0.00 0 0.00 

41 198 II 09 0 000 0 000 0 000 0 () {)0 

42 423 20 86 0 0.99 0 000 0 0.00 0 000 

45 21 2 16 0 0 23 0 000 0 000 0 000 

IWMAN DRIIGS ll73 47.49 0 13.31 341 1.9Z 127 0.38 0 0.00 ., 88 -'.44 0 000 13 008 0 000 0 000 

48 139 1245 0 342 0 000 0 000 0 000 

!\2 62 2 .01 0 006 16 010 51 0 18 0 000 

53 59 402 0 000 0 000 0 000 0 000 

S6 499 23 34 0 9 69 306 l 66 70 0 20 0 000 

63 26 123 0 015 13 0 07 () 000 0 0 ()() 

88 0 000 0 000 0 000 () 000 0 000 

ANIMAL D & F SJJ 18.10 0 2.95 1679 7.ll 204 0.~4 0 0.00 

68 2(, 1 67 0 0 00 0 000 0 000 0 000 

71 807 1644 0 2 95 1679 7 28 204 0 54 0 000 

DEVICES & RAD H 1009 42.35 0 7.13 45 0.34 l~Z O.J7 ISO 0.54 

81 3 0 .06 0 006 0 00() 0 000 0 0 00 

82 487 28.04 0 2 83 44 on 145 012 0 0.00 

8J 137 10 34 0 000 0 000 (l 000 0 000 

84 0 000 0 000 0 0.00 0 000 0 000 

85 J24 225 0 I 54 0 000 0 000 0 0()0 

86 58 1 66 0 281 000 7 004 150 0 54 

TOBACCO PROD Ill 0.76 0 2.01 38 0.24 lJ 0.08 19 0.0-1 

96 18 0 76 0 2 01 38 0 24 13 0 08 19 004 



Date: 13-SEP-201 1 WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFII8C 
Workplan 0- 2012 (2012 WORKPLAN) Time 10:10:11 AM Page 53 of J20 

Report Type: Complete 

Rrgion : C E REGN 6 7 8 9 10 
IMpORT FlEW EXAMS DOM SAMPL ANALYSIS IMP SAMI'L ANALYS!S MISC FOREIGN INSPECTIONS 
OPRNS OPRFTE'S OPRNS OPR FTE'S OPRNS OPR FTI:.'S OPRNS OPRFTE'S OPRNS OPR FTE::'S 

REGION TOTAL 35687 19.97 0 46.16 0 1.99 458 31.82 72~ 43.24 
FOOD SAFETY/COS Jlll!l 16.48 0 14.98 0 1.26 4S8 20.!8 273 IO.Ofi 

Ol 27oot! 1421 0 2 98 0 017 0 4 70 273 1006 
04 1054 055 0 12 00 0 000 0 000 0 000 
07 0 000 0 000 0 000 0 000 0 000 
09.. 820 

0 
0 43 

000 
0 
0 

000 
000 

0 
0 

0 92 
000 

0 
458 

000 
1619 

0 
0 

000 
000 

21 21 11 Ill 0 0.00 0 0 00 () 000 () 000 
29 322 017 0 000 0 0 18 (J 000 0 000 

BIOLOGICS 
0 0.00 0 0.00 0 0.00 0 2.50 6 O.J4 

41 0 000 () 000 0 000 fl 000 (I 000 
42 0 000 0 0 00 0 000 (I 2 50 , 0 )4 
4!1 0 000 0 000 0 000 (J 000 0 000 

Hl'MAN DRUGS 2184 2.40 0 29.U 0 0.74 0 1.66 JOI 22.80 
46 0 000 0 I 81 0 000 0 000 33 204 
48 0 000 0 000 0 000 0 000 68 622 
!12 0 000 0 045 0 000 0 000 21 I 36 
!13 0 000 0 0.00 0 000 0 0 00 3 0 21 
!16 2284 2.40 0 17 17 0 0 74 0 166 176 12 97 
63 0 000 0 I 45 0 000 0 000 0 000 
38 0 000 0 900 0 000 0 000 (J 000 

ANIMAL D.&: F 1251 O.S6 0 1.00 0 0.00 0 L~ 36 2.!17 
68 0 000 0 000 0 000 u 000 18 I 66 
71 1251 0 56 0 I 00 0 000 0 I 58 18 091 

DEVICES & R-'D H IU7 0.$4 0 0.30 0 0.00 0 ~.19 109 7.41 
81 0 000 0 000 0 000 0 000 0 000 
82 775 049 0 0 30 0 000 0 000 79 566 
83 0 000 0 000 0 000 0 000 27 1 6 1 
84 0 000 0 000 0 000 0 000 0 000 
85 0 000 0 000 0 000 0 I 86 0 000 
86 62 0 05 0 000 0 000 () 2 34 3 0 21 

TOBACCO PROD 0 0.00 0 0.00 0 0.00 0 1.00 0 o.oo 
96 0 000 0 000 0 000 0 100 0 000 



R~oo: CE R•:GN 

ToM 

OPR FT£'S PERSNHRS 

RF.GION TOTAL 507.97 5114~07.70 

 

 
 

 


 

 

 


 


 


 

 
 

 

 

 

 


 

 

 

 


 
 

 


 

 

 


 

 

 

 


 

 


FOOD SAFETY/COS 247. 19 24~356.00

OJ 204.73 1976!\7.60
04 17.95 20117.~0

07 1.7!\ 1662 .00
09 1.64 1770.00
18 IUJ 19848.00
21 3.41 3235.34)

29 1.08 IOii!UiO

BIOLOGICS 38.16 36254.10
41 11.09 10535.80
42 24.68 23450.50
45 2.39 2267.80

llliMM•l DRllGS 110.511 122170.30
46 8.38 8039.90
48 22.09 20980.90
52 4.15 3949.40

!\3 4.23 401~211

~ 0.33 71579.70
63 2.90 3085.20

88 9.00 10620.00

ANIMALD&F 34.58 33541.90
68 3.)3 3162.00
71 31.26 30)79.90

DEVICES & RAD ft 63.34 62700.40

Ill 0.12 115.00

82 37.91 36562.40

83 11.95 113~.90

84 0.00 0.00

85 5.64 6555.00

86 7.65 8114.10

TOBA CCO PROD 4.13 438!\.00

96 4.13 4385.00

Date: 13-SEP-2011 
Time 10:10:13 AM 

WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFJ18C 
Workplan 0- 2012 (2012 WORKPLAN) Page 54 of 120 

Report Type: Complete 







































Region: SE REGN I 2 

DOMESTIC INSPECTIONS JNVESTIGA TIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAMffESTS 

OPRNS OPRFTE'S OPRNS OPR HE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S 

REGION TOTAL 2887 128.97 0 43.74 2082 12.37 2266 6.25 697 0.80 

FOOO SAFETY/COS 1125 48.2.1 0 21.54 1298 8.40 18!15 5.09 ~6~ 0.38 
OJ 1206 47 87 0 21 38 498 494 1290 3.59 224 024 
04 0 000 0 000 540 2 35 335 0 88 0 000 
01 0 000 0 000 96 041 65 014 0 000 
09 0 000 0 000 0 000 63 009 (J 000 
18 0 000 0 016 51 0 22 0 000 0 000 
21 0 000 0 000 102 0 45 87 0 37 341 014 
29 19 0 34 0 000 II 0 OS 15 002 0 000 

BIOLOGICS 454 23.37 0 1.2~ 0 0.00 0 0.00 0 0.00 
41 124 6 84 0 000 0 000 II 000 0 000 
42 318 IS 30 0 I 20 0 000 0 000 (I 000 
45 12 I 24 0 oos 0 000 I) 000 (I 0.00 

Ht'MAN DRUGS 562 29.57 0 12.64 267 1.47 68 0.20 0 0.00 

46 31 I SJ 0 000 3 002 0 000 0 000 
48 90 816 0 4 12 0 0.00 0 000 0 000 
51 20 066 0 0 OJ s 0.03 30 009 0 000 
!IJ 28 191 0 000 0 000 0 000 0 000 
!16 334 IS 36 0 7 97 165 0 89 38 0 II 0 0 00 

0 59 I 98 0 0 52 94 0 54 0 000 0 000 
88 0 000 0 000 0 000 0 000 0 000 

ANIMALD& F 210 4.63 0 0.75 ""] 2.02 21 0.06 0 0.00 

68 17 () 99 0 000 0 000 0 000 0 000 
11 193 364 0 075 441 2 02 21 006 0 000 

DEVICES & RAD H 407 21.97 0 5.64 14 0.08 311 0.83 101 0.35 
81 s 0 II 0 0.00 0 000 () 000 0 000 

82 256 15.41 0 3 24 13 0 08 309 082 0 000 

SJ 68 5 IS 0 000 0 000 0 000 0 000 

84 0 000 0 (l 00 0 000 0 000 0 000 

85 43 0 31 0 I 06 0 000 0 000 0 000 

86 35 0 99 0 I 34 000 2 001 101 0 3S 

TOBACCO PROD 29 1.22 0 1.92 62 0.39 II 0.07 Jl 0.07 

96 29 I 22 0 I 92 62 0 39 11 007 )I 007 

Date: 13-SEP-2011 WORKPLAN SUMMARY /COMBINED OPERATIONS Report: FWF118C 
Workplan 0-2012 (2012 WORKPLAN) Time 10:10:36 Al\1 Page 73 or 120 

Report Type: Complete 



Date: 13-SE P-2011 WORKPLAN SUMMARY /COMBINED OPERATIONS Report : FWF118C 
Workplan 0 • 2012 (2012 WORKPLAN) Time 10 :10:37 AM Page 74 or 120 

Report Type: Co mplete 

Region: SE REGN 6 7 R 10 

IMPORT FJELD EXAMS OOM SAMP L ANALYS IS IMP SAMPL ANALYSIS MIS(' FOREIGN INSPECTIONS 

OPRNS OPRFfE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OI'R FTE'S OPRNS OPR FTE'S 

REGION TOTAL 16935 9.66 0 65.41 0 37.1. 
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17.69 39. 13.79 

 

 
 
 
 
 

 
 

 
 

 
 

 
 

 
 
 
 
 

 

 
 

 

 
 
 

 
 
 
 

 
 

FOOD SAFETY/COS 144117 U2 0 41.16 0 34.97 196 20.24 130 4 .79

OJ 12816 6 75 0 2056 0 21 90 0 OS 130 4 79
04 383 0 20 0 3 67 0 7 56 0 017 0 0 00

07 0 0 00 0 I 33 0 0 84 0 3 09 0 0 00

09 260 0 14 0 000 0 042 ( 000 0 0 00

18 0 000 0 nso 0 000 1% I I 75 0 000

21 917 04S 0 16 47 0 J 88 0 050 0 000

19 111 006 0 0 34 0 0 37 0 000 0 000

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 J 0.21

41 0 000 0 OliO 0 000 0 000 0 000

42 0 000 0 0.00 0 000 ( 000 3 0 21

•s 0 0.00 0 000 0 000 ( 000 (I 000

HllMAN DRUGS 1218 1.28 0 14.38 0 0.80 0 0.9') 195 108., 0 000 0 1.53 0 000 0 000 JO I 8&

41 0 000 0 000 0 000 0 000 38 3 48

~2 0 000 0 0 71 0 000 0 000 II 0 71

~3 0 000 0 000 0 000 0 000 3 0 21

li' 1218 I 28 0 787 0 0 80 (J 0 99 113 &13

63 0 000 0 128 0 000 0 000 0 000

18 0 00(1 0 300 0 000 0 000 0 000

ANIMALD&F 167 0.08 0 7.18 0 0.97 0 0.92 ·~ 1.22

" 0 000 0 O IS 0 000 0 000 II I 02

71 167 0 08 0 703 0 097 0 092 4 0 20

DEVICES & RAD H 1063 0.68 () 0.00 0 0.00 0 2.!\3 !\ I 3.20

II 0 000 0 0.00 0 000 0 000 u 0 00

82 1037 066 0 0.00 0 000 0 000 30 ~16

83 0 000 0 000 0 000 0 000 13 079

84 0 000 0 000 0 000 0 000 0 000

85 0 000 0 000 0 000 0 I 24 s 0 03

u 26 0.02 0 000 0 000 0 I 30 3 0 2 1

TOBACCO PROD 0 0.00 0 1.00 0 0.50 0 3.00 0 0.00

96 0 000 0 100 0 050 ! 300 0 0 00



Region : S E REGN 

T otal 

OPR FTF.'S PERSNHRS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


 

 

 

 
 
 

 

 

 

 


 

 


REGION TOTAl. 355.91 

 
 
 
 
 
 
 
 

 
 

 

 


 


 


 

 
 
 

 

 

 


 
 
 

 

 


368555.40

FOOD SAFETY/COS 194.10 207434.40
03 

 
 

 

 

 

 


 

 

 


136.74 140990.00
04 14.83 16708.5(1
07 5.80 672S.OO
09 0.65 713.20
18 12.62 15036.00
21 22.29 25984.30
19 1.18 1277.40

BIOLOGICS 24.83 23591.60
41 6.84 649!1.40
42 16.71 15872.60
45 1.29 1223.60

H U:\tAN DRllGS 75.71 748:)4.40., 4.9 1 4661.60
411 


 
 

 
 

 





 

 


IS." 14972. 80
!12 2.23 2122. 10
53 2. 11 2008.20
!16 43.39 43141.00
63 4.31 4388.70
811 3.00 3!140.00

ANIMALD& F 17.82 18800.60
68 1.16 2048.00
71 15.66 167~2.60

DEVICES & R."D H 
 35.29 34854.40
81 


 

 

 


 

 


0.11 103.00
82 l2.37 21673.20
83 5, 94 !1644.80
84 0.00 0.00
8~ 2.64 3074.00
86 Ul 4359.40

TOBA CCO I'ROI> 
 8. 17 9040.00
96 
 8 . 17 9040.00

Date: 13-SEP-2011 
Time 10:10:39 Al'tl 

WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWF118C 
Workplan 0- 2012 (2012 WORKPLAN) 

Page 75 of 120 

Report Type: Complete 








































Report: FWFI18CDate: 13-SEP-2011 WORKPLAN SUMMARY I COMBINED OPERATIONS 
Workplan 0-2012 (2012 WORKPLAN) Time 10:11:01 AM Page 94 of 120 

RtRlon: SW RtGN 2 4 5 

DOMESTIC' INSPECTIONS INVESTIGATIONS DOM SAMPLC'OLL IMP SAMPL COLL FIELD EXAMffESTS 

OPRNS OPRFTE'S Ol'RNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRHE'S OPRNS OPR FTE'S 

REGION TOTAL )JJ8 125.08 0 59.57 2221 l.l.41 7Z8l 20.02 739 0.711 

FOOD SAfETY/COS 1420 55.85 0 31.08 1163 11.48 6912 19.08 639 0.4~ 

03 

 
 

 

 

 
 
.

1406 55 60 0 31 08 435 s]7 5513 IS 48 267 0 21! 

04 0 000 0 0.00 426 I 81 SS3 I 53 7 001 

07 0 000 0 000 140 0 59 153 032 0 000 

09 0 000 0 0 .00 (l 000 375 0 55 0 0 ()() 

18 0 000 0 0 00 28 012 0 000 0 000 

21 0 000 0 000 12.5 0 55 282 I 1'1 365 0 IS 

29 14 0 25 0 000 9 004 6 001 0 000 

BIOLOGICS 401 21.82 0 0.58 0 0.00 0 o.oo 0 0.00 

41 13 1 7 07 0 000 0 000 0 000 0 000 

42 254 1300 0 0 55 0 000 0 000 (I 000 

45 17 1.75 0 0 ()] 0 000 (I 000 0 uoo 

JH IMANDRUGS l6J 20.07 0 5.43 127 0.70 Sl 0.15 0 0.00 

46 17 082 0 000 0 000 0 000 0 0.00 

43 84 7 41 0 298 0 000 0 000 0 000 

52 IS 0 4ll 0 0 02 4 003 23 0 07 0 000 

53 14 0.96 0 000 0 000 0 000 0 000 

56 222 9 95 0 2 35 113 062 28 008 0 000 
(100 

63 II 0 46 (I 008 10 006 (I 000 0 

88 0 000 0 000 0 000 0 000 0 000 

ANIMALD&: F 55Z 10.43 0 1.14 914 4.13 39 0.10 0 0.00 

68 2 1 l 36 0 000 0 000 (I 000 0 000 

71 S31 9 07 0 1 14 914 413 39 010 0 000 

DEVICES&: RAD H 395 16.66 0 lD.61 10 0.06 276 0.66 96 0.34 

81 7 015 0 000 0 000 0 000 0 000 

81 186 10.76 0 17 69 9 0 06 2b9 062 0 000 

83 57 432 0 000 0 0 00 0 000 0 000 

14 0 000 0 0.00 0 000 0 000 0 000 

I!\ 122 0 85 0 0 62 0 000 0 000 0 000 

86 23 0 59 0 2 29 I 000 7 0 04 96 0 34 

TOBACCO PROD 6 0.2...'1 0 0.75 8 0.05 .a 
4 

O.Ol 4 0.01 

96 6 (I :zs 0 0 75 8 0 OS 0 03 4 001 

Report Type: Complete 



Date: 13-SEP-2011 WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWF118C 

Time 10:11:02 AM Workplan 0-2012 (2012 WORKPLAN) Page 95 of 120 
Report Type: Ccmplete 

Rrgian: SW REGN 6 7 8 9 10 

IMPORT FIELD EXAMS DOM SAMPI. ANALYSIS IMP SAMPJ. ANALYSIS MISC' FOREIGN INSPECTIONS 

OPRNS OPR FTE'S OPRNS OPR FTF.'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR HE'S 

REGION TOTAL 63759 34.90 0 95.96 0 S9.4S 211 27.56 319 19.47 

FOOD SAFETY/COS !14132 28.49 0 71.61 0 58.14 211 20..16 108 3.98 
03 48768 25 67 0 31 69 0 37 83 0 4 10 108 3 98 
04 666 0 35 0 35 26 0 IS 25 0 5 76 0 000 
07 0 000 0 I 02 0 I 15 0 0 25 0 000 
09 1532 0 81 0 000 0 0 37 0 000 0 000 
18 0 000 0 0 JK 0 000 211 10 36 0 000 
11 l126 I 65 0 300 0 000 u 000 0 000 
19 40 002 0 0 26 0 0 56 0 000 0 000 

BIOLOGJCS (I 0.00 0 0.00 0 0.00 0 0.00 0 0.00 
41 0 ooo 0 000 0 000 (I 000 0 000 
41 0 o.no 0 (l 00 0 000 u 000 0 000 
45 0 000 0 000 0 000 (I 0.00 0 000 

Hl1MAN DRUGS 806 0.85 0 5.37 0 0.11 0 0.3.2. 163 12.21 
46 0 000 0 161 0 000 0 000 21 I 30 
48 0 000 0 000 0 000 0 000 42 3.88 
!12 0 000 0 0.39 0 000 0 000 8 0 52 
!13 0 000 0 000 0 000 0 000 3 0 21 
!16 806 0 85 0 3 37 0 011 0 0 32 89 6 32 
6l 0 000 0 000 0 000 0 000 0 000 
38 0 000 0 000 0 000 0 000 0 000 

ANIMALD& F 161 0.011 0 18.39 0 1.20 0 s.oo 10 0.67 
68 0 000 0 0 57 0 000 0 0 00 5 0 4 3 

71 161 008 0 1781 0 I 20 (J 500 5 0 24 

DEVICES & RAD H 8660 5.48 0 0.59 0 0.00 0 1.79 38 2.61 

81 0 000 0 000 0 000 () 000 0 000 

12 8538 5.39 0 0 59 0 0.00 0 000 23 I 69 

83 0 000 0 000 0 000 0 0 00 12 072 

84 0 000 0 000 0 000 0 000 0 000 

85 0 000 0 000 0 000 0 0 56 0 000 

86 122 009 0 000 0 000 0 I 23 3 0 21 

TOBACCO PROD 0 0.00 0 0.00 0 0.00 0 o.oo 0 0.00 

96 0 000 0 000 0 000 0 000 0 000 



Rtcion : SW RECN 

Total 

OPR FTE'S PERSNHRS 

 

 

 

 

 

 

 

 

 


 

 


 

 

 


 

 

 

 

 

 

 

 
 

 


 

 

 

 

 

 

 


 

 


RtCION TOTAL 456.21 4822118.60

TY/COS SAFf:FOOD 297.60 
 

 
 
 
 
 

 

 
 

 
 

 
 

 
 
 

 

 
 
 

 

 
 

 
 
 

 

 

320670.40
OJ 211.06 220604.40
04 62." 73462.40
07 J .JJ 3723.00

"' 1.73 1723.00
II IO.SS 12987.00
21 6 .54 002.00
2!1 1. 14 1168.60

BIOLOGICS 22.39 21274.10
41 7.07 6717.00
42 13.55 12869-'10
45 1.78 1687.60

H{IMAN DRUGS 45.21 43528. to

46 3.7l 3539 .. 40
.C8 14.27 IJ..~S.UO

~z 1.51 143l.IO
SJ 1.16 tiOl.ll)

56 23.96 23335.90

63 0.60 565..90

118 0.00 0.00

ANIMALD&F 41.12 44331.60
68 2.36 2241.00
71 38.76 42090.60

DEVICES & RAD H 48.80 51369.40

81 O.tS 140.00

12 36.79 3892UO
8J !!.04 -4786.00
84 0.00 0.00
85 2.03 2357.00

86 4.79 5162.20

TOBA CCO PROD 1.08 tltS.OO

96 1.08 lll!i.OO

Date: 13-SEP-2011 
Time 10:11:03 AI\! 
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Date: 13-SEP-lOll WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFI18C 
Time 10:11 :25 Al\l Workplan 0 - 2012 (2012 WORKPLAN) Page 115 of 120 

Report Type: Complete 

Region: PA REGN 2 3 4 5 

DOM ESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS 
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPRFTE'S OPRNS OPR FTE'S 

REGION TO'rAL 4096 170.66 0 41.32 3618 18.14 5836 15.89 1189 

FOOD SAFEn'/COS 2100 80.33 () 23.60 l271 12.06 !1234 14.37 1100 0.72 
C)) 2178 79.94 0 23 28 1045 7 03 2586 7 17 39l 0 41 
04 0 000 0 000 782 3 12 1808 4 76 K 001 
07 0 000 0 000 184 0 78 219 04Q 0 000 
09 0 00(1 0 000 0 000 190 0 28 0 0 00 
18 0 000 0 0 32 51 0 24 {) 000 0 0 00 
11 0 000 0 0.00 190 0 84 386 163 700 0 30 
1? 22 0 39 0 000 13 006 45 007 0 000 

BIOL.OGfCS 366 19.45 0 1.06 0 0.00 0 0.00 0 o.oo 
41 139 7 70 0 000 0 000 0 000 0 000 
•41 215 10 52 0 l 01 0 000 0 000 0 000 
4~ 12 I 24 0 0 05 0 000 0 000 0 000 

Hl.'MAN DRUGS 491 16.08 0 6.86 l39 1.34 40 0.12 0 0.00 
46 32 I 59 0 0.00 0 000 0 000 0 000 
48 86 8.02 0 386 0 000 0 000 0 000 
Sl 28 0.91 0 002 10 0 06 23 0.07 Q 000 
53 2l 1.57 0 000 0 000 0 0.00 0 000 
S6 258 12 18 0 2 33 102 0 55 !7 005 0 000 
6J 64 I 81 0 065 127 072 0 000 0 000 
88 0 0.00 0 000 0 000 0 000 0 000 

ANIMALD&F 376 9.65 0 2.60 1077 4.54 191 0.50 0 0.00 
68 9 0 51 0 000 0 000 () 000 0 000 

71 367 ') 14 0 260 1077 4 54 191 0 50 0 0 00 

DEVICES & RAD H 662 35.11 0 S.9!i 29 0.19 362 0.84 88 0.3S 
81 12 0 25 0 000 0 000 0 000 0 000 

82 441 25 72 0 2 57 28 0.19 355 080 0 000 

83 98 7 IS 0 000 0 000 0 000 0 000 

84 0 000 0 000 0 0.00 0 000 0 0 00 

ss 51 0.36 0 I 01 0 000 0 000 0 000 

86 60 I 63 0 2 37 000 7 0 04 88 0 35 

TOBACCO PROD 0.04 0 1.26 2 0.01 9 0.06 0.00 

96 0 04 0 I 26 2 001 9 006 0 00 



Date: 13-SEP-2011 WORKPLAN SUMMARY /COMBINED OPERATIONS Report: FWFIISC 

Time 10:11:16AM Workplan 0 • 2012 (201Z WORKPLAN) Page 116 of IZO 


.Report Type: Complete 

Reeiou: PA REGN 6 7 8 9 
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSJS MIS(' 

OPRNS OPR FTE'S OPRNS OPR Fl'E'S OPRNS OPR FTE'S OPRNS 

REGION TOTAL ll7ll 18.07 0 53.15 0 71.97 219 

FOOD SAFETY/COS 31238 16.44 0 44.19 0 67.66 219 
03 26031 13 70 0 37 69 0 48 90 0 
().4 2066 1.09 0 372 0 12 78 0 
07 0 000 0 I IR 0 I 06 0 
09 779 0 41 0 000 0 4 35 0 
II 0 000 0 0 40 0 000 219 
21 2050 1os 0 I 00 0 000 0 
29 112 016 0 0 20 0 0 57 0 

BIOLOGICS 
0 0.00 0 0.00 0 0.00 0 

41 0 000 0 000 0 000 (l 

42 0 0 00 0 000 0 000 0 
45 0 000 0 000 0 000 0 

Hl11\1AN DRUGS 381 0.40 0 6.93 0 0.55 0 
46 0 000 0 0 QO 0 000 0 
4ll 0 000 0 000 0 000 0 
~l 0 000 0 0 38 0 000 0 
!ll 0 000 0 000 0 000 0 
!16 381 040 0 5 33 0 0 55 0 
63 0 000 0 0 32 0 000 0 
81 0 000 0 000 0 000 0 

ANIMALD&F 735 0.33 0 1.02 D 1.43 0 

" 0 000 0 010 0 000 0 
71 735 0 33 0 I 93 0 I 43 () 

DEVICES & RAD H 1384 0.89 0 0.00 0 l.33 0 

•• 
12 

0 
1223 

000 
on 

0 
0 

0.00 
000 

0 

0 
000 
2 33 

0 

0 
83 0 000 0 000 0 000 0 

84 0 000 0 000 0 000 0 
85 0 000 0 000 0 000 0 
86 16 1 0 12 0 000 0 000 0 

TOBACCO PROD 0 0.00 0 0.00 0 o.oo 0 

% 0 000 0 000 0 000 (I 

10 

FOREIGN INSPECTIONS 

OPR FfE'S OPRNS OPR FTE'S 

27.53 309 17.0S 

23.42 136 S.OI 
8.34 136 s01 
0 58 0 000 
I 09 0 000 
000 0 000 

12 41 0 000 
I 00 0 000 
000 0 000 

0.00 0 0.00 

000 0 nno 
000 0 0.00 

000 0 000 

0.20 120 8.6) 

000 17 I 05 
0.00 29 264 

000 9 0 58 
000 3 021 
0 20 62 413 

000 0 000 

000 0 000 

I.SO II 0.77 

000 5 047 

I 50 6 0 30 

HI .1 2.66 
000 0 000 
000 23 172 
000 II 0 69 

000 (I 000 
0 9(> 5 0 03 
I 45 3 021 

0.00 0 0.00 

000 0 000 



Rt~:ion : Ph REGN 

REGION TOTAL 

FOOD SAFETY/COS 

OJ 
04 
07 
09 
18 
21 
29 

BIOLOGICS 

41 
42 
45 

HlJMAN DRllGS 

~6 

~8 

52 
53 
$6 

63 
88 

ANIMALD& F 

68 
71 

DEVICES & RAD H 

81 
82 
83 
84 
85 
86 

TOBACCO PROD 

96 

Date: 13-SEP-2011 
Time 10:11:28 . .\1\t 

Tolal 

OPR FTE'S 

434.84 

287.80 
231.48 
26.05 
4.57 
~.04 

13.37 
S.84 

1.46 

20.51 
7.70 

11.52 
1.29 

Sl.09 
J.SS 

14.52 
2.02 

1.77 
25.72 
3.50 
0.00 

23.34 
1.08 

22.27 

50.73 
0.25 

34.11 
7.85 
0.00 
2.36 
6.16 

1.37 
1.37 
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PF.RSNHRS 

450!i2S.20 

J%383.70 

243340.90 

2~84.6(} 

5107.0(} 
!178~.50 

15898.00 

6007.00 

1560.70 


19434.30 

731).30 


10947.40 

122).60 

49612.10 

3370.00 


13794.!10 

1922.20 


1684.10 

2~442.00 

3399.20 
0.00 

23517.70 

1024.00 


22493.70 


50068.40 
242.00 

33231.50 

7454.SO 


o.oo 
274~.00 

639!1.40 

14~9.00 

14~9.00 

http:639!1.40
http:33231.50
http:50068.40
http:22493.70
http:23517.70
http:2~442.00
http:49612.10
http:10947.40
http:19434.30
http:15898.00
http:243340.90
http:J%383.70
http:450!i2S.20


Date: 13-SEP-2011 WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWFJ18C 

Time 10:11 :28 Al\1 Workplan 0-2012 (2012 WORKPLAN) Page 118 or120 
Report Type: Complete 

I 2 4 s 
TOTAL FIELD DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL C'OLL IMP SAMPL C'OLI. FIELD 8CAMITESTS 

OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR n'E'S 

GRAND TOT,o\L 18181 774.41 () !,1.91 13575 79.90 28137 76.77 <1485 4.51 

FOOD SAFETY/COS 8443 JJ2.8J 0 167.8!1 77~(> 52.63 25639 70.1\ 394!1 2.63 

OJ 8343 33103 0 166 96 3189 3322 16430 45 77 !520 160 

04 0 000 0 000 2721 II 45 5609 14 7h 2S 002 

07 0 0.00 0 000 832 3 50 832 I 75 0 000 

09 0 000 0 000 0 000 1175 I 73 0 000 

18 0 000 0 090 200 084 (I 000 0 0 00 

21 0 000 0 000 754 3 34 1363 s 74 2400 I 01 

29 !00 I 79 0 000 60 0 28 230 0 36 0 000 

BIOLOGICS 2084 114.SJ 0 7.71 0 0.00 0 0.00 0 0.00 

~1 653 36 02 0 0.00 0 000 0 000 0 000 

42 !347 68 30 0 7.1 8 0 000 () 000 0 000 

84 10.21 0 0 53 0 000 (I () 00 0 {!()() 

·~ Hl'MANORUGS 2644 143.01 0 49.00 1119 6.18 353 I.O!i 0 o.oo ., !97 9 82 0 000 17 0 11 0 000 0 000 

48 453 40.99 0 15 60 0 000 0 000 0 000 

~2 153 S.OS 0 0 15 4 1 0.26 151 0 48 0 000 

!ll !47 1003 0 000 0 000 0 000 0 000 

~' 1510 70 74 0 31 67 787 4 26 202 0 ss 0 000 

63 184 6 38 0 I 58 274 I 56 0 000 0 000 

88 0 000 0 0.00 0 000 0 000 0 0 00 

ANIMALD&F 209~ 46.76 0 11.09 4463 19.54 750 1.97 0 0.00 

68 79 4 88 0 000 0 000 0 000 0 000 

71 20 16 41 88 0 II 09 4463 19 54 750 197 (I (I Oll 

DEVICES & RAD H 28~ 134.76 0 46.89 117 0.80 1335 J.lS 480 1.7~ 

81 40 0 84 0 0.06 3 0 03 0 0.00 0 000 

82 

8J 
8-4 
8!1 

86 

1602 
41 6 

0 
592 
205 

92 89 
31 II 
000 
41J 

5 79 

0 

0 
0 

0 
0 

31 87 
000 
000 
4 98 
997 

109 

0 
0 
0 

s 

0 75 

000 
000 
000 
0 02 

13 10 

0 

0 
0 

25 

3 10 
000 
000 
000 
0 15 

0 

0 

0 
0 

480 

000 
000 

000 
000 
I 75 

TOBACCO J'ROD 

96 

60 
60 

2.!'3 

2 53 
0 

0 

9.38 

9 38 
120 

120 

0.76 

076 

60 
60 

0.38 

0 38 

60 
60 

O.IJ 

O!J 



Date: 13-SEP-20ll WORKPLAN SUMMARY I COMBINED OPERATIONS Report: FWF118C 
Workplan 0-2012 (2012 WORKPLAN) Time IO:li:28AM Page 119 of 120 

Report Type: Complete 

6 7 8 9 10 
TOTAL FIELD IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS 

OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OrRNS OPR FTE'S OPRNS OPR FTE'S 

GRAND TOTAL 200293 109.96 2S 318.36 0 241.12 1308 142.70 3047 175.30 

FOOD SAFETY/COS 176158 92.72 0 212.09 0 218.00 13011 99.19 1200 44.21 

OJ 152139 80 07 0 120.22 0 149 49 0 25 49 1200 44 21 
04 6406 3.37 0 6184 0 47 62 0 7.00 0 000 
07 0 000 0 4 23 0 4 94 0 4.51 0 000 
09 4804 2 53 0 000 0 8 96 0 000 0 000 
18 0 000 0 142 0 000 1308 60 69 0 000 
21 11209 590 0 23 47 0 3 88 0 I SO 0 000 
29 1600 0 84 0 092 0 3 12 0 000 0 000 

BIOLOGICS 0 0.00 0 0.00 0 0.00 0 2.S() 40 6.35 

41 0 000 0 uoo 0 oou 0 000 0 000 
42 0 000 0 ()()(} 0 0.00 0 2 50 2n 3 36 
45 0 000 0 000 0 000 0 0.00 14 2 98 

HUMAN DRlTGS 6200 6~'i.l 0 6S.79 0 5.15 0 3.95 1229 86.44 

46 0 000 0 6 &5 0 000 0 000 133 8 23 

48 0 0.00 0 000 0 000 0 0.00 231 2123 

!12 0 000 0 3 42 0 207 0 000 62 4 01 

!IJ 0 000 0 000 0 000 0 0.00 IS I 03 

56 6200 6 53 0 3969 0 3 68 0 3.95 78& 51 94 

63 0 000 0 3 84 0 000 0 000 0 000 

88 0 000 0 1200 0 000 0 000 0 000 

ANIMALD & F 3600 1.62 0 29.9!'1 0 !'i.JS 0 9.77 85 6.15 

68 0 000 0 090 0 000 0 000 45 4 16 

71 JMJ() I 62 0 290S 0 5 35 0 9 77 40 2 00 

DEVICES & RAD H 14335 9.10 25 9.SJ 0 12.52 0 23.29 493 31.16 

81 0 000 0 U08 0 0.00 0 000 0 000 

82 13935 8 80 0 5.40 0 l\.67 0 4 84 380 25 96 

83 0 000 0 0.00 0 0.00 0 000 83 507 

84 0 000 0 000 0 000 0 572 0 000 

8S 0 000 0 0.00 0 000 0 5 38 IS 0 10 

86 400 0 30 2S 4.05 0 0.85 0 7 35 15 I 03 

TOBACCO PROD 0 0.00 0 1.00 0 0.~0 0 4.00 0 o.oo 
96 0 000 0 I 00 0 0 50 0 400 0 000 



TOTAL. FIELD 

GRAND TOTAL 

FOOD SAFETY/COS 

03 

04 
07 

09 
18 

21 

29 

BIOLOGICS 

~1 

42 

4~ 

!lUMAN DRtrGS 

46 
48 

52 

53 
56 
0 

118 

ANIMALO & F 

68 

71 

DEVICES & RAD U 

8J 

82 

113 
84 

85 

86 

TOB,\CCO f'ROD 

96 

Date: 13-SEP-2011 


Time 10:11 :29 AM 


Total 

OPRITE'S 

2215.94 

1191.23 

998.04 

14'-0S 

11.93 

13.22 

,3.115 

44.83 

7.31 

131.09 

36.01 

81.34 

13.71 

367.70 

25.01 

77.83 
15.43 

li .OS 
213.02 

13.36 
12.00 

132.21 

9.93 

121.28 

274.04 

1.02 

185.29 

36·.17 

s.n 
14.60 

31.24 

18.67 

18.67 

PERSNHRS 

229JJ7J.80 

1366692.30 

1031775.~ 

165886.50 

21141.00 

14622.00 

76162.00 

49136.30 

7869.00 

124529.10 

34219.40 

77176.80 

13032.90 

364599.00 

131138.30 

73932.4{1 

15391.60 

I0-498.!i0 

Z.IJ20l.60 

13573.60 

14160.00 

136301.50 

9438.00 

126863.50 

279101.90 

983.90 
186!14!1.70 

l4Ji5.30 
6750.00 

16973.00 

33491.00 

20143.00 

20143.00 
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Workplan 0- 2012 (2012 WORKPLAN) Page J20·or 120 

Report Type: Complete 



· is page is intentionally blank 




Tl;is page is intentionally blank 



POSITION CLASS 

SEPARATE LAB· RESOURCES· 



This page is intentionally blank 


















l'a~:e 8 of40Dale: IJ-SEP-2011 WORKPLAN st:MMARY I POSITION <:LASS !SEPERATE LAB RESO\TRCES) 

Time; 10:27:35.\\1 Workplan 0-2012 (2012 WORKPLAN) Report: FWFI06C 

Outpul Reflects: OPR toTE'S (C'ompletc) 

REGION; NE REGN 

J 4 !i 6 

AN,\LVTJCAL ANAL\TICAL ANALYTIC.\L METHODS n :cu TOTAL TOTAl. 

INVEST ('II'EM I\1ICRO ENGIPHY \'Al.)()EV CENTER OrR fTF.'S I'ERSNIIRS 

REGIO:"'TOTAL 2111.&6 60.16 56.98 20.36 3.9!\ 2.00 361.11 384797.40 

FOOD SAFETY/COS 120.67 43., ~1.43 o.oo l.M> 0.00 ll7.7!i 11469~.80 

Ol %211 18 58 5041 000 1 08 000 1&6.27 177062.60 

04 1S5 1(, 22 000 000 050 0 00 2.U7 26913.!10 

07 082 2 58 000 000 0 (18 0 ()() 3.411 3924.00 

09 I 26 2 91 0 00 000 000 000 4.17 4630.JO 

18 10.24 0 02 0 12 0 00 000 000 10.38 12l93.0tt 

21 )72 300 0 (I() 0 00 (J IKI 000 6.72 7075.70 

29 089 0 68 0 90 0 00 000 000 U6 2696.70 

BIOLOGICS 10.43 0.00 0.00 0.00 0.00 0.00 10.43 9908.60 

41 J 32 OliO 000 000 0 ()(J 000 3.32 3157.90 

42 6 32 000 000 0 00 (I U(l 000 6.31 5999.90 

45 079 000 0.(1(1 000 (I ()(I 000 0.79 750.110 

H{IMAN ORtiGS ~0.7<4 IUO 0.97 0.00 0.00 0.00 !101 54581.50 

46 1n 100 000 000 000 000 ) .77 3!180.60 

48 8 53 000 000 0 00 0 00 000 8.!13 8101.40 

~ I 35 3 56 0 00 000 0 00 000 4.90 5384.60 

!13 I 78 000 0 00 000 oon 0 00 1.78 16~8.70 

so 25 06 7 25 0 97 (100 (l(J(I 0 00 J.U8 33697.60 

6J 126 0 80 000 000 000 0 00 1.0~ 2134.60 

88 000 000 000 000 000 0 00 0.00 0.00 

ANIMALD& F 11 .93 U 7 U6 0.00 0.29 0.00 1!1.3~ 16109.70 

611 0 94 0118 OCKJ 000 0.110 000 1.01 963.00 

71 11 00 I 59 1 46 0.00 0 29 000 14.34 15146.70 

OE\"ICES & RAD H 30.97 1.90 ).13 20.36 2.0() 1.00 60.35 6!1HI.IO 

81 0 31 0 llJ 0.02 0 03 000 000 o.n 383.90 

82 20 37 I 87 3 11 I I 71 200 non 39.0~ 41910.40 

83 4 85 (l 00 000 000 0.00 000 4.8~ 460!1.60 

14 000 II 00 000 3 72 0.00 200 !1.12 6750.00 

8~ 193 000 000 0 00 {1(1{1 000 1.93 2241.00 

86 J 53 000 000 4 QO O f)(J 000 8.42 94!19.90 

TOBACCO PROD J.92 0.00 0.00 0.00 0.00 0.00 3.92 4144.00 

96 392 000 000 0.00 0 00 0 00 3.92 41~ .00 





















Date: 13-5EP-201 I WORKPLAN SllMMARY I POSITION CLASS (SEPERATE LAB RES0t1RCES) PaJ!e 18 or40 

Time: 10:27:48 AM Workplan 0 - 2012 (2012 WORKrLAN) Report: FWFI 06C 

Output Renects: OPR FTE'S (Compltttl 

REGION: CE REGN 

3 .. s 6 

ANALYTICAL ANAL,T1CAL ,\;-\ALYTICAL '\fETHODS TECH TOTAL TOTAl. 

I ~EST CHEM MICRO ENGIPtfY \ 'AI.JDEV CENTER OPR fTE'S PERSN HRS 

RtGIO:-i TOTAL 4~7.17 4,.92 2.90 0.00 1.00 0.00 ~7. 99 ~04!'107.70 

FOOD SAFETY/COS 230.96 Jl.34 2.90 0.00 0.00 0.00 247.19 24SJ56.00 

03 201 58 0 25 2 9(1 ()()() (),(1(1 0 00 2003 197657.60 

04 s96 12 00 0(}(1 0 00 000 0 00 1U6 2011 7.50 

07 I 75 000 000 000 0.00 0 00 1.7~ 1661.00 

09 0 73 092 000 000 000 000 1.6~ 1770.00 

18 16 63 000 000 000 000 000 1&.63 19848.00 

21 3 41 0 00 0(111 000 (I (I(J 000 J.o41 3ll!I.JO 

29 0 90 0 18 0 00 000 0 00 0 00 1.08 106!1.60 

BIOLOGICS 38.16 0.110 0.00 ().00 ().0() 0.00 J8.16 361~4.1() 

II 09 () 00 0 (.1() 000 000 000 11.0' 10535.80 

24 69 000 OI.ICI 000 0 00 000 24.U 234~0. 50 

2 39 000 000 f)()() 0 ()(I 000 2.39 2261.80 

Hl'MA!'\ DRllGS 88.30 32..28 0.00 0.00 0.00 0.00 120.SI 122270.30 

~' 6 57 I 8 1 (l 00 000 000 0 00 8.38 8039.90 

48 22 09 0 00 Q()(l 000 000 000 22.09 20980.90 

~2 J 71 045 000 0.00 0 1){1 0 00 4,1, 3949.40 

53 4 23 000 000 1100 0 (1(1 000 4.Zl 4015.20 

!i6 50 27 19 57 0 00 000 00(1 000 69.84 71 579.70 

'3 I 45 I 45 000 000 000 000 1.90 l08~10 

88 000 9 ()(1 000 000 000 000 9.00 10620.00 

ANIMAI.O &F 33.!i9 1.00 0.00 0.00 0.00 0.00 J4.S9 J35.f 1.90 

68 3 J 3 000 0 ()(I 000 IJ(I(I 000 3.3J 3162.0() 

71 3026 \00 (10(1 000 000 0 00 31.26 30379.90 

DEVICES & RAD H 63.0-4 0.30 li.OO 0.00 0.00 0.00 63.34 62700.40 

81 0.12 000 000 000 000 000 O.ll IIS.OO 

82 J7 68 0 30 000 000 000 000 37.91 36562.40 

83 II 95 000 0.00 000 000 000 11 .9~ 113!'3.9(1 

84 0 00 0 00 0 ,(11) 0 00 000 000 (1.00 0.00 

8!i 

I' 
TOB,\CCO PROD 

" 

5 64 

7 65 

J .l3 

313 

0 00 

000 

0.00 

000 

0 011 

0011 

0.00 

O()(l 

000 

000 

0.00 

000 

0 00 

0 00 

1.00 

I O!l 

000 

0 00 

0.00 

0 00 

5.64 

7. 6~ 

4.JJ 

4. 13 

655!1.00 

8114. 10 

4385.00 

4385.00 















Date: 13-SEP-2011 WORKPLA~ Sl'MMARV I POSITION CLASS (SEPERATE LAB RESOllRCES) Page 25 of40 

Time: 10:27:57 AM WorkpJan 0-2012 (2012 WORKPL,\N) Report: FWFI06C 

Output Reneccs: OPR FTE'S {Complete) 

REGION: SE REG:-; 

:t 3 4 ~ 6 

ANALYTICAL ANAL'n"ICAL ANAL'HICAL METHODS Tt:CII TOTAL 'rQTAI. 

INVF-~T CHE\1 MICRO t:N\.JPHY \'AUDE\' CENTER OPRn'E'S PERSNHRS 

REGION TOTAL 243.81 62.23 42.42 0.00 4.46 3.00 3~~.91 l685~S.40 

FOOD SAFETY/COS 111.10 39.?0 39.13 0.00 1.17 J.OO 194.10 2074.l4.40 

OJ 92 87 6 90 Jb 56 000 0 42 000 136.75 140990.00 

04 343 I I 23 000 000 017 000 14.82 1670A"'IO 

07 0 54 2 18 000 000 009 300 ~.80 6725.00 

09 0 23 0 42 000 000 000 000 0.65 713.20 

Ill 12 12 0 03 0 47 000 0.00 000 12.62 ISOJ6.00 

21 144 18 82 1 53 000 0 so 000 l2.29 25984.30 

29 0 47 0 12 0 58 0 00 000 000 1.17 1277.40 

BIOLOGICS 24.83 0.00 0.00 0.00 0.00 0.00 24.83 U!\9 1.60 

41 6 84 000 (1(1(1 000 00(1 000 6.84 649~.40 

42 16 71 000 0 00 000 000 000 16.71 1!11172.60 

45 129 000 000 000 ocnl 000 1.2? 1213.60 

Hl'M,\S DRliGS S9.SS IS.ll 0.86 0.00 0.00 0.00 7!1.11 74834.40 

46 3 38 I 53 000 000 000 noo 4.91 4661.60 

48 IS 76 000 000 000 000 000 ·~.76 14972.80 

~2 I 52 0 71 0.00 000 000 000 2.23 2122.10 

~3 2 11 000 000 000 000 0.00 2.11 20()8.20 

!16 3373 8 80 0.86 000 000 000 43.39 -'3141.00 

63 304 I 2S 000 000 000 000 4.31 4388.70 

88 000 300 000 000 000 000 3.00 3540.00 

ANIMALD&: f 9.38 !1.71 2..42 0.00 0.29 0.00 17.82 18800.60 

68 2 01 0 15 0 ()(I 000 000 000 l.l!i 2048.00 

71 7 38 5 57 2-12 000 0 29 000 1!1.66 167!12.60 

OE\'ICES & RAO II 35.2~ 0.00 0.00 0.00 0.00 0.00 3~.29 34854.40 

81 0 I I 000 000 1100 000 000 0.11 103.00 

82 22 37 000 000 000 000 000 22.37 21673.20 

83 5 94 000 000 000 000 000 ~.94 !1644.80 

84 000 000 000 000 000 000 0.00 o.oo 

8!1 2 64 000 000 0.00 000 000 2.64 3()7-1.00 

86 4 23 000 Q(J(J 000 000 000 4.23 43!19.40 

TORAC'CO PROD 3.66 1.!10 0.00 0.00 3.00 0.00 8.17 9040.00 

96 3 66 I 50 000 000 3(1(1 000 8.17 9040.00 















Pa~e .U or40D11t~: 13-SEP-201 I WORKPLAN StiMMARY /POSITIOl\' CLASS (SEPERATE LAB RESOliRCES) 

Tim~: 10:28:04 AM Workplan 0-2012 (2012 WORKPl...·\N) Rrport: FWFJ06C 

Output R~ncct.l : OrR FTE'S (C11mplctr) 

R~:GION: SW RECN 

2 ) 4 s 6 

ANALYTICAL ANAL\TICAL .&.NAL,TICAL METIIODS TECH TOTAL TOTAL 

IN\'£ST CHEM MICRO E:'<GIPIH' \'AIJDE\' CENTER OPR FfE'S PERSNHRS 

REGION TOTAL 289.4~ 101.39 ~s.u 0.00 l~<i 8.SO 4S6.!2 4Sll88.MI 

FOOD SAFETY/COS 160.1~ 79 . .53 !'i\.22 0.00 1.00 5.00 297.61 320670.40 

OJ 140 55 20 09 5114.1 000 ( I 00 0 00 111.07 Ull604.40 

04 3 70 S3 SJ o.no 000 (176 50\l 62.96 73462.41) 

07 091 2 17 000 000 0 25 000 3.33 3723.00 

09 I Jb 0 )7 000 000 000 000 1.73 1723.00 

18 1047 010 0 2M 000 000 000 1 0.8~ 12987.00 

21 3 54 300 oon 000 0011 000 6.~ 6902.00 

19 0 32 0 30 0 52 000 000 000 1.14 1268.60 

BIOLOGICS 11.39 0.00 0.00 0.110 0.00 0.00 22.39 2127J.IO 

·41 707 000 0 00 000 noo 000 7.07 6717.00 

42 13 55 000 0 (J(l 0 00 (I 00 000 IJ.!'iS 1!169.~0 

4.5 178 000 0.011 000 0011 000 1.78 16117.60 

Hl'I\1AN DRliGS l9.4l .5.31 O.H 0.00 0.00 0.00 •s.zt 4J523.10 

46 2 12 I 61 000 () 00 000 ono 3.73 3539.40 

411 14 27 000 000 000 000 0 00 14.27 13.55.1.60 

.52 Ill 0 39 000 0.00 0011 0 00 1.51 14)1.10 

53 I 16 000 000 000 000 000 1.16 1102.10 

.56 20 16 J 30 049 000 000 000 23.% 2333!1.90 

&3 060 000 000 000 000 0 00 0.6Q ~5.90 

38 0 00 000 0(10 000 0 00 000 0.00 0.00 

ANIMAL 0 & F 17.49 ''·" 1.90 0.00 0.25 3.50 41.12 44331.60 

68 179 (l 57 0 (1(1 OliO ono 000 2.36 2241.00 

71 15 70 ll• 42 2 9ll 000 025 350 38.76 420'.10.60 

DEVICES & RAO H 48.2() 0.06 0 . .53 0.00 0.00 0.00 48.79 5JJ69.40 

81 015 IHJO 000 000 000 000 O. IS 140.00 

82 36 20 006 0 SJ 0 00 000 000 ~.19 3892-UO 

83 504 0 00 (1011 0 oo 000 000 5.04 4786.00 

84 000 000 000 000 0 f)() 000 0.00 0.00 

as 
86 

TOBACCO PROD 

" 

203 

479 

1.09 

109 

000 

000 

o.oB 
000 

000 

000 

0.00 

0.00 

000 

000 

0.00 

000 

(I 01) 

000 

o.oo 
000 

000 

000 

0.00 

000 

1.03 

4.79 

1.09 

1.09 

23!'7.00 

.5161.20 

I 115.00 

rm.oo 















Date: 13-SEP-201 I WORKPLA:'Il st:MMARY I POSITION <:LASS (SEPERA.TE LAB RESOllRCES) Pa~e 39 of40 

Time: 10:28:10 AM Workplan 0 • 2012 (2012 WORKPLAN) Report: FWFI06C 

Output RtRtcts: OPR FTE'S (Complete) 

RECION: PA RECN 

2 J 4 5 6 

A!'iALYTICAL ANALYTICAL ANAL\TICAL METHODS TECH TOTAL TOTAl. 

INVEST CHEM MICRO ENCIPHY \'AUDE\' CENTER OPR FTE'S PERSNHRS 

RECIOl'i TOTAL 299.67 ~5.52 70.80 0.00 2.33 6.51 434.8) 450525.10 

FOOD SAFETY/COS 166.77 44.47 68.38 0.00 2.16 6.01 281.19 J0638J.71) 

03 138 38 20 OS 67 55 0 00 l so .100 Bl.48 243340.9{) 

04 1\97 16 49 000 000 OS& 0 Otl 26.04 2!1684.60 

07 I 24 2 24 000 000 0.08 I 01 4.57 5107.00 

0? 0 69 -135 000 000 000 000 5.04 5185.50 

18 12 97 oOS 0.35 000 000 000 13.37 15898.00 

21 3 84 100 000 000 000 I 00 5.84 6007.00 

29 0 69 0 29 048 000 000 000 1.46 IS60.70 

BlOLOClCS 20.51 0.00 0.00 0.00 0.00 0.00 2M1 19484.30 

41 7 7(1 000 000 000 000 000 7.70 7313.30 

41 II 52 000 000 000 0 (1(1 000 11.~2 10947.40 

45 l 29 000 000 000 0 (1(1 000 1.29 1223.60 

IHIMAN DRtiCS 43.40 6.82 0.116 0.()(} 0.00 0.00 51.09 49612.10 

46 164 090 000 000 0.00 000 J.S!i 3370.00 

48 14 52 000 000 000 000 000 14.52 13794.50 

52 164 0 38 000 000 000 000 2.02 1922.20 

53 177 000 000 000 000 000 1.77 1684.20 

56 19.64 5 22 0 86 000 000 000 25.11 lSH2.00 

63 3 18 0 32 0 00 000 000 000 J.SO JJ99.20 

88 000 000 000 000 000 0 00 0.00 0.00 

ANIMALD& F 19.22 1.89 1.~6 0.00 0.17 0.~0 23.34 23517.70 

68 0 98 010 0011 000 (I 00 000 1.08 1024.00 

71 18 24 I 80 I Sf> 000 0 17 0 50 Z2.27 22493.70 

D£\'ICES & ll-\D H 48.39 2.33 0.00 0.00 0.00 0.00 50.72 50068.40 

II 0 25 0.00 000 000 0.00 000 0.25 242.00 

82 31 77 233 000 000 0.00 ()I)() 34.10 33Zll.50 

83 7 85 0 00 000 000 0.00 000 7.85 NS.I$0 

84 000 000 000 000 0 00 000 0.01) 0.00 

85 2 36 000 0.00 000 0 00 00() 2.36 2145.00 

86 616 000 0.00 000 0 uo 000 6.16 6J95..CO 

TOBACCO PROD 1.37 0.00 0.00 0.00 0.00 o.oo 1.37 1459.00 

96 137 000 000 000 0 CIO 000 1.37 1459.00 



Datr: tJ..SEP-201 1 WORKPLA~ SliMMARY I POSITION CLASS CSEPERATE LAB RESOliRCES) h~t~ 40 of40 

Timt: 10:28: 11 AM Workplan 0-2012 (2012 WORKPLAN) Rrport: FWFI06C 

Output RI!OI!cts : OPR ••r.•s (C.ompltte) 

TOTAL FIELD 

2 3 4 5 6 

AN,\1.,\TICAL ,\NAL1~fiC.-\L ,\NALYT ICAl METHODS TECH TOTAl TOTAL 

INVEST CIIEM MICRO ENCIPHY VAUDEV et:NTF.R OPRFl't:'S PERSNIIRS 

GRANO TOTAL 1607.6!1 326.71 228.14 20.36 13.00 20.01 221~9~ 2291)73.110 

moo SAFETY/COS 838.13 221.03 213.07 0.00 6.00 14.01 1292.23 ll6669l.JO 

03 717 34 6S 86 207 85 000 300 *00 998.04 1 03117~.~ 

04 29 60 109 46 000 000 200 500 146.05 16~8116.!10 

07 s25 917 000 000 050 4 01 18.9J l l 141.00 

09 4 26 8 96 00!1 000 (I 0(1 000 13.22 14622.00 

18 62 4 3 0 20 1 22 000 (I(MI 000 63.85 76162.00 

21 15 9g 25 82 I 53 000 ()50 100 4-U3 4n36.Jo 

29 3.27 1 Sft 248 0 00 0.00 000 7.31 7869.00 

BIOLOGICS 131.09 0.00 0.00 o.on 0.00 0.00 131.09 124529. 10 

41 36 02 000 000 0 00 0.00 000 36.02 34219.40 

42 81 34 000 000 0 00 000 000 81.34 77276.80 

4!1 13 72 000 0.00 000 000 000 13.72 13032..90 

Hl1MAN ORliCS 192.12 7Z.ll 3.18 0.00 0.00 0.00 367.71 364~99.00 

46 18 16 6 85 0(1{1 000 uon 000 1~.01 2311.l8.JO 

48 7782 000 00!1 000 (1()0 000 77.82 73932.40 

51 9 95 5 49 000 0 00 000 000 1~.44 15J9l.60 

53 I I 05 000 0(1{1 000 000 000 11.05 10498.5() 

56 165 71 44 1·1 3 18 0 00 000 000 213.03 21Jl03.fo0 

63 9 52 3 &4 000 000 ()()0 000 13.36 13573.60 

88 000 12 00 0 ()(1 000 (J 00 000 12.00 14160.00 

r\NIMALD& F 91.61 27.27 8.34 o.oo 1.00 4.00 132.1.2 136301.50 

68 9.04 090 000 000 u.oo 0 00 9.93 9438.00 

7 1 82 57 26 37 834 000 100 400 122.28 12686l.SO 

DEVICES & RAO II 141.43 -L~9 3.6~ 10.36 2.00 1.00 274.03 2791 01.90 

81 0 94 0 03 0 02 003 000 000 1.02 983.90 

81 163 37 4 56 364 11 71 2 II() 000 185.21 186~4~.70 

83 3(, 17 000 0(1{) 000 (J(JO 000 36.17 3436~.30 

84 000 000 00() )72 nuo ~00 5.72 67~0.00 

85 14 60 000 00(1 0 00 0 (I(J 000 14.60 16973.00 

86 21\ JS 0 00 000 4 90 ()()() 000 JI.H JJOI .OO 

TOBACCO PROD 13.17 1.50 0.00 0.00 4.00 0.00 18.67 10143.00 

" 13 17 1 so 0 (J(l 000 4 O(J ll llO 18.67 20143.00 
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Workplan Summary I Postion Clus (Combined Anal & District Resourc~) Report: FWF109C Date: 13-SEP-2011 

Time: 10:19:45 AM Workplan 0-2012 (2012 WORKI'LAN) Page 8 or 40 
Output Renects: OPR ITE'S (Complete) 

REGIOJii: NE REGN 

2 3 4 6 
METH \'Al& :\IETH VAL & METH VI\!,& APPLJEO 
ANALYTICAL ANALYTICAL ANAL,'TICAL TECH T01'AL TOTAL 

INVEST CHEM MICRO ENGIPHV CENTER OPR fTE'S PERSNHRS 

REGION TOTAL 218.67 62.03 59.05 20.35 2.00 362.10 384797.40 

FOOD SAFETY/COS 120.69 44.57 ~2.4\1 0.00 o.oo 217.75 234695.80 

OJ %21 18 57 51 48 000 000 166.26 177062.60 

04 7 55 16 72 000 000 uoo 24.27 26913.50 

07 0 R2 2 67 II Oil 000 000 3.49 3924.00 

09 I 26 2 91 II (I() 000 000 4.17 4630.30 

18 10 24 002 012 000 000 10.38 12393.00 

21 372 )00 000 000 000 6.7Z 7075.70 

29 0 89 0 68 II S9 000 ()()() 2.46 2696.70 

BIOLOGICS 10.42 o.oo 0.00 0.00 0.00 10.42 9908.60 

4J 332 0 00 000 000 000 3.32 3157.90 

42 6 31 000 000 000 000 6.JI 5999.90 

4~ 0 79 000 000 000 000 0.79 7~0.80 

K\l :WAN DR\lGS 40.73 12.60 0.97 0.00 0.00 54.30 ~4~11.50 

46 2.77 100 000 000 000 3.77 JS80.60 

48 8 53 000 000 0 00 000 8.53 8101.40 

Sl I 34 J 55 0 (I() 000 000 4.89 5384.60 

53 178 000 000 000 000 1.78 1618.70 

56 25 06 7 25 U97 000 000 lJ.28 JJ697.60 

63 125 0 80 000 ()()() 000 2.05 21)4.60 

88 0 ()(I 000 000 000 0.00 0.00 0.00 

ANJMALD &F 11.94 1.96 1.46 0.00 0.00 IS.l6 16109.70 

"' 0.94 008 ()()() 000 0.00 1.02 963.00 

71 11.00 I 88 l 46 000 000 14.J4 15146.70 

DEVICES & .RAD II 
31 
82 
83 
84 
8S 
86 

JU7 
0 )I 

20 Jb 
H5 
000 
I 93 
3 S2 

2.90 
0.03 
287 
000 
000 
000 
000 

4.13 
002 
411 
000 
000 
000 
000 

20.3!1 
003 

II 71 
000 
372 
000 
4 89 

z.oo 
000 
000 
000 
200 
000 
000 

60.J~ 
O.J9 

39.05 
4.8.~ 

~.72 

1.93 
8.41 

65351.80 
383.90 

41910-40 
460!1.60 
6750.00 
2242.00 
94!19.90 

TOBACCO PROD 
96 

3.92 
392 

0.00 
000 

0.00 
oon 

0.00 
000 

0.00 
()()() 

3.92 
J.91 

4144.00 
4144.00 





















\Vorkplan Sun1mary I Postion Class (Combined A:nal & District R~sources) Report: FWF109C Date: 13-SEP-2011 

Time: 10:19:57 .-\1\1 Workplan 0-2012 (2011 WORKPLAN) Pace 18 or40 
Output Rcnects: OPR FTE'S (Complete) 

REGION: CE REGS 

2 3 4 6 
METH\'Al& METHVAL& METH \'i\l & ,\PPLJ£0 
.~NALYTIC"Al ANALVTIC'AL ANALYTICAL TECH TOT,\l TOT,\L 

INVEST CHEM MICRO ENG/PH\" CENTER OPR FTE'S PERSNHRS 

REGION TOTAl. 457.17 47.'}2 2.90 0.00 0.00 507.99 !;04507.70 

FOOD SAFET\'/COS 230.98 13.34 2.90 o.oo o.oo 247.22 24~J~6.1Hl 

03 20160 024 2 90 000 000 204.74 1976!:7.60 
04 s95 1200 000 000 000 17.9~ 20117.!10 
07 I 75 000 (I( I() 000 000 1.7!'i 1662.00 
09 
111 
21 

1172 
1665 
3.41 

0 92 
000 
000 

uoo 
() '")
()(l() 

000 
000 
000 

OO!l 
000 
ono 

1.64 
16.65 
3,41 

1770.00 
19843.00 
32J~i.JO 

29 I) 9(1 018 0.011 000 000 1.08 1065.60 

BIOLOGICS JR.Ill 0.00 0.00 0.00 0.00 33.18 36254.1 0 
41 II 09 000 000 000 000 11.09 IO!'il!'i.IIO 

42 24 70 000 000 000 000 24.70 23450.!10 
45 2 39 000 000 000 000 2.39 2267.80 

HllMAN ORliGS 88.30 32.28 0.00 0.00 0.00 120.58 122270.30 

46 6 56 I 82 000 000 000 8.38 80.l9.90 

48 22.09 000 0 00 000 000 22.09 20980.90 

52 372 0 oi5 0 00 000 000 4.17 3949.411 

53 423 000 000 000 000 4.23 401!1.20 

56 50 26 19 56 000 000 000 69.82 71579.70 

6J I 44 I 45 oon 0 00 000 2.89 J08!i.l0 

88 0 fXJ 900 0 ()() 000 0.00 9.00 10620.00 

ANIMALD&. F 33.59 1.00 0.00 0.00 0.00 ]4.59 JJ!'i.l.90 

611 
71 

333 
30 26 

000 
100 

O()(l 

noo 
000 
000 

000 
0()0 

J.JJ 
31.26 

3162.00 
.10379.90 

DEVICES & RAD H 63.00 0.30 li.OO 0.00 0.00 63.30 62700.40 

81 
82 
83 
84 
85 
116 

0 12 
37 67 
II 95 
000 
5 63 
7 6) 

000 
0 30 
000 
000 
000 
000 

000 
000 
000 
000 
uoo 
000 

000 
000 
000 
000 
000 
000 

000 
0.00 
0 00 
000 
000 
000 

0. 12 
37.97 
11.9!1 
0.00 
~.63 
7.63 

11~.00 
36562.40 
11353.90 

0.00 
655!1.00 
8114.10 

TOBACCO PROD 
96 

3.12 
3 12 

1.00 
I 00 

0.00 
0 ()() 

0.00 
000 

o.oo 
IJOO 

4.12 
4.12 

438!1.00 
4311!1.00 















Workplan Summary I Postion Class (Combined Anal & District Resounes) Date: 13-SEP-2011 Report: FWFI09C 
Time: 10:20:06 AM Workplan 0-2012 (2012 WORKPLAN) 

Page 2!i oC40 
Output RtOtcts: OPR FTE'S (Complete) 

REGION: SE REGN 

2 J 4 6 
METII VAL& METHVAL& METH VAL& i\fPLIED 
..\NALYTICAL ..\N,\I.YTICAL ANALYTICAL TECH TOTAL TOTAL 

INVEST CHEM MICRO ENGIPHY CENTER OPR FTE'S PERSNHRS 

REGfON TOTAL 243.88 66.26 42.84 0.00 3.00 JSS.98 368555.40 

FOOD SAFETYfCOS 111.14 40.4$ 39.!16 0.00 3.00 194.15 207434.40 
OJ 928g 690 36 98 000 000 136.76 140990.00 
04 3 43 1140 000 000 000 14.83 16708.30 
07 0 ss 2 26 ()()() 000 300 5.81 672.~.00 

09 0 24 042 000 000 000 6.66 713.20 
18 12 12 003 (J 47 000 11.00 12.62 1~036.00 

21 I 45 19 32 I 53 000 11.00 22.30 25984.30 
29 0 47 012 11.58 000 000 1.17 1277.40 

BJOJ,OGICS 24.83 0.00 0.00 0.00 0.00 24.83 23591.60 
41 6 84 000 0.00 000 000 6.84 6495.40 
42 16 70 000 0.00 000 000 16.70 15872.60 
4!i 1.29 000 0.00 000 000 1.29 12:z3.60 

HliMAN DRUGS 59.56 l~UO 0.86 0.00 0.00 75.72 ?.4834.40 
46 3 38 I 52 ooo 000 000 4.90 4661.60 
48 IS 76 000 000 000 000 IS.76 14972.80 
Sl I 53 070 000 000 000 1.23 2122.10 
S3 2 12 000 000 000 000 2.12 2008.20 
~6 3373 8 80 086 000 000 43.39 43141.00 
6J 3114 I 2K 000 000 0 00 4.32 4388.70 

88 000 3 00 0.00 000 0.00 3.00 3540.00 

ANIMAL D & F 9.39 6.01 2.42 0.00 0.00 11.82 18800.60 
68 201 015 0.00 000 000 2.16 2048.00 
71 73& 5 86 242 000 000 15.66 16752.60 

DEVICES & RAD H JS.JO 0.00 0.00 0.00 0.00 35.30 34854.40 
81 0 II 000 000 000 0 00 0.11 103.00 

82 22 37 000 000 000 000 22.37 21673.20 

83 5 94 000 000 000 000 5.94 5644.80 

84 000 000 000 000 0011 0.00 0.00 

8~ 264 000 000 000 000 2.64 3074.00 

86 4 24 000 000 000 0.00 4.24 43~9.40 

TOBACCO PROD 3.66 4.50 0.00 0.00 0.00 8.16 9040.00 

96 366 4 so () 00 000 000 8.16 9040.00 















Workplan Summary I Po.nion Class (Combined Anal & D istrict Resourcu)Datr:: 13-SEP-2011 Report : FWFJ 09C 

Time: 10:20:13 ,\!\1 W orkpl11n 0-2012 (2012 WORKPLAN) Page J2 or~O 

Output Refteds: OPR ITE'S (Complete} 

REGION: SW REGN 

2 J 4 6 
:'\fETHVAL& METII VAL& METHVAL& APPL.IED 
.4,NALYTICAL ANALYTICAL ANAlYTICAL TECH TOTAL TOTAL 

INVEST CHEM MICRO ENGIPIIY CENTER OPR FTE'S PERSNHRS 

REGION TOTAL 289.46 103.15 55.15 0.00 8.50 456.2(> 482288.60 

FOOD SAFETY/COS 160.88 110.~4 $1.23 0.00 l'.OO 29'-'~ 320670.40 
OJ 1~ 0 56 2009 5043 000 000 211.08 220604.40 
04 370 54 21 000 0 00 500 62.97 73462.40 
07 
09 

0 91 
I 36 

2 ~ · 0 37 
000 
000 

000 
000 

000 
0 00 

3.3! 
1.7.) 

372.3.00 
172.3.00 

18 10.49 010 u28 000 0.00 10.87 12987.00 
21 3 54 ]()() 000 000 0.00 (>.~4 6902.00 
29 0 32 0 30 0$2 000 CIOO 1.14 1268.60 

BIOLO<;ICS 22.40 0.00 0.00 0.00 0.00 11.40 21174.10 

41 7 07 000 000 000 000 7.07 6717.00 
,2 13 56 000 000 0 00 0.00 13.56 12869.!10 
45 177 000 000 000 0.00 1.77 1687.6() 

Hl'MA~ DRliGS 39.41 5.31 0.49 0.00 0.00 45.22 4J!i28.10 
.., ... 2 I I 

14 27 
I 6 1 
000 

000 
000 

000 
0 00 

000 
000 

3.72 
14.17 

l!il9.40 
IJ!i!iJ.60 

52 I l l 0 40 000 000 000 I.SI 1431.10 

53 I 16 000 000 000 0 00 1.16 1102.20 

56 20 17 331 049 000 0 00 23.97 2333!1.90 

63 (159 000 000 000 000 0.!19 56!1.90 

118 0 00 000 000 000 000 0.00 0.00 

ANJl\IAL D & F 17.49 17.23 2.90 o.oo 3.50 41.12 44331.60 

6R 1 79 0 57 000 000 0.00 1.36 2141.00 

71 IS 70 1666 290 000 3 so 38.76 42090.60 

DEVICES & RAD H 48.20 0.06 O.!i3 0.00 0.00 48.79 ~1369.40 

81 014 000 000 000 0.00 0.14 140.00 

82 36 20 006 0 53 000 000 36.79 38924.20 

83 
114 

504 
000 

000 
000 

000 
000 

000 
000 

000 
000 

5.04 
0.00 

4786.00 
0.00 

8S 
86 

2 03 
4 79 

000 
000 

000 
000 

000 
000 

000 
000 

2.03 
4.79 

23!17.00 
5161.20 

TOBt\CCO PROD 
96 

1.08 
\(Ill 

0.00 
000 

0.00 
000 

0.00 
000 

0.00 
000 

1.08 
1.08 

II 15.00 
1115.00 















Workplan S11mmaw:y I Post ion Class {Combintd Anal & District R~sourcu)IJate: 13-SEP-1011 Rc:port: FWF109C 

Time:: 10:20:21 Al\1 Workplsn 0-2011 (2012 WORKPLAN) 
Pa1:c: 39 or 40 

Output Rc:flc:d.¥: OPR FTE'S (Complete:) 

REGION: 1'.'\ REGN 

2 3 .. 6 
mTHVAl.& METHVAL& ~ETH\'AL& APPLJED 

INVEST 
ANAL\T ICAL 

CHEM 
ANALYTICAL 

MICRO 
ANALYTICAl. 

ENG/PH\' 
T£CH 

CEI''TER 
TOTAL 

OPR FTE'S 
TOTAL 

PERSNHRS 
REGION TOTAL 299.68 Sli.J4 72.28 ILOO 6.51 434.81 4SOS2S.20 

FOOD SAFETY/COS 
03 
04 
07 
09 
18 
21 
29 

166.76 
IJK 38 

8 97 
124 
0 69 

12 96 
383 
06? 

4!1.12 
2005 
17 07 
2 32 
43S 
0 05 
I 00 
0 28 

69.87 
69 04 
000 
000 
0()() 

0 35 
II.IKJ 
11.41! 

0.00 
000 
000 
000 
000 
000 
000 
000 

6.01 
4 00 
000 
I 01 
000 
000 
100 
0 0() 

287.76 
231.47 
26.04 

4.57 
5.04 

13.36 
5.8) 
1.45 

306383.70 
2.43340.90 
zsn4.6o 
~107.00 

!178!1.~ 

15198.00 
6007.00 
1!160.70 

BIOLOGICS 
41 
42 
4!1 

20.5 1 
7.70 
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1. PROGRAM/ASSIGNMENT TITLE 

Imported Acidified & Low Acid Canned Foods 

PACs 03003,A 

2. PPS PROJECT NAMEINUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detain Acidified and Low-Acid Canned Food which are packed in food canning establishments not in compliance with 21 CFR 
108, 113, and 114. 

5. PROGRAM JUSTIFICATION 

Acidified and Low-Acid Canned Foods continue to be lhe source of sporadic problems from improper processing (e.g., under-
processing, inadequate pH or Aw control, leakage}. lnspections of foreign firms have shown many finns (and their products) to be 
oul ofcompliance with CFR Parts I 08, 113, and 114. 

The number of foreign AFILACF finns submitting registration has been increasing significantly each year. 

6. FIELD OBLIGATIONS 

The Field is responsible for the detention ofAcidified and Low-Acid Canned Foods that appear lobe improperly processed or 
packaged through the examination of lois or sample analysis. Additionally, products in Ihis category are detained if they are from 
firms that do not comply with registration and filing requirements. 
All import lield exams are to routinely include: pH detennination, can examination and verificalion that the imported producl is the 
same as that which was declared (reconciliation exam); an assessment of security concerns related 10 labeling & source country (inc I
uding container integrity, signs of intentional adulteration, etc); and traditional safety concerns. See the full program for more detail. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED OoiRECTEo 

c. PRODUCT($) 

Refer to Compliance Program (7303.003) 

d. INDUSTRYIPRODUCT COOE(S) 

03,04,09,12-18,20-25,27,29,30,31,33-41 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

pH, Water Activity, Salinity, Soluble Solids. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10109) PREVIOUS EDITlON IS OBSOLETE PAGE NO. FC-1 



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

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

PACs 03037,B,D 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

<4 . OBJECTIVES 

To conduct inspections of domestic and foreign soft cheese firms, to examine samples of imported and domestic cheese for 
microbiological contamination, phosphatase and filth. To take appropriate action on imported lots and domestically produced cheese 
when violations are encowllered. 

Inspection and analytical resources have been planned separately for outbreak and emergency operations (PAC 03R839). 

5. PROGRAM JUSTIFICATION 

Cheese and cheese products have been demonstrated to contain pathogenic microorganisms that can cause human illness. 
~lso, a number of deaths have been associated with the consumption of certain cheeses. Due to continuing microbiological 
problems associated with cheese and cheese products, the Compliance Program covers domestic and imported cheese and cheese 
products for microbiological as well as phosphatase nnd filth analysis. 

6. FIELD OBLIGATIONS 

The field is requested to conduct inspections of domestic and foreign cheese manufacturers and, as necessary, sample collections 
and analyses to document & support inspectional findings. The field is also requested to conduct sample collections and analyses of 
imported cheese focusing on soft cheese as high priority. Refer to the guidance in the Compliance Program regarding the collection 
ofdomestic samples not resulting from inspections. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[8] BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED IT] DIRECTED 

c. PRODUCT(S) 

Hard and soft cheeses. 

d. INDUSTRY/PRODUCT CODE(S) 

12 

e. EXAMTYP€ [8] CHEMICAL II] MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

0 MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Salmonella, Listeria, E. coli, Enterotoxigenic: E. Coli (ETEC), Enterohemmorhagic E. Coli EHEC 0157:H7- S. aureus. 
Phosphatase, and Filth. 
g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10J09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-2 



1. PROGRAM/ASSIGNMENT TITLE 

Domestic Acidified & low~Acid Canned Foods 

PAC 03803A 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards- 03 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detennine if the finns comply with 2 I CFR, Part I 08, 11 3 and 114 and other requirements of the FD&C Act. 
To perform annual inspections to ensure compliance of interstate marketing ofacidified and low-acid canned foods. 

A continued priority will remain with out-of-compliance firms and special situation firms (e.g. newly registered. firms operating 
under Emergency Pennit, etc.). Please refer to the compliance program for guidance. 

5. PROGRAM JUSTIFICATION 

Low~Acid Canned Foods: Inspections conducted in prior year's programs have demonstrated that the degree of compliance with 
low-acid canned food regulations relate directly to the degree of freedom from hazard to consumers found in the food produced. 
High risk industry segments, identified under previous programs, as well as re-inspection of the remaining portions of the industry 
are needed to establish and maintain compliance with the low-acid canned food regulations. 

Acidified Foods: The program is needed to ensure that the acidified food industry's degree of freedom from public health hazard 
continues and to monitor industry's compliance with the acidified food regulations. To identify needed regulatory action to prevent 
hazard to health and identify any problem areas which need emphasis in future programs. 

B. FIELD OBLIGATIONS 

Special situation firms are to be inspected according to the guidance in the Compliance Program (see program). State contract 
inspections are to be used to increase fum coverage under this program. 

Slate inspections may be conducted in addition to the number of inspections assigned per District. Resources include coverage of 
food security issues (see !OM) al domestic processors. Sec full program for more detail. 

7a. SELECTION OF ESTABLISHMEITJO BE COVERED 

X BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED Oo1RECTED 

c. PRODUCT(S) 

See Compliance Program. 
d. INDUSTRY/PRODUCT CODE(S) 

16,20-22, 24, 25,27,35, 37,38, 40,41 

e. EXAM TYPE W CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATIRISUTES 

Water Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Determination. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

See Compliance Program 

FORM FDA 2621 (10109) PREVIOUS EDIT ION IS OBSOLETE PAGE NO. FC-3 



1. PROGRAM/ASSIGNMENT TITLE 

Domestic Food Safety 
PACs 03803,B,C,D,E 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that domestic establishments involved in the production, storage and distribution of food products are in compliance with 
the FD&C 1\ct and regulations promulgated under the Act. Resources to conduct foreign inspections of food establishments arc 
also planned here. 

Non-clinical Good Laboratory Practices inspections, which will be directed by CFSAN, with the appropriate District will also be 
covered by the resources planned in this program. Utilize available state contract inspections to augment district coverage under 
this program. 

Resources from this program may be directed to monitor chicken eggs for Salmonella enteritidis and for Follow-Up Assignments. 
Also, resources needed for inspections ofdomestic firms for FDA E. U. certification will be taken from this program. 
Food security issues are to be covered during all inspections (Sec 10M). 
5. PROGRAM JUSTIFICATION 

Domestic products, as well as imported products in domestic commerce, must comply with the provisions of the FD&C Act and 
regulations promulgated under the Act FDA is charged with the responsibility of assuring that foreign and domestic manufacturers 
produce these products under current Good Manufacturing Practices. 

6. FIELD OBLIGATIONS 

To conduct domestic and foreign inspections, focusing on high-risk firms with additional program resources to provide coverage 
consistent with priorities and objectives of the compliance program. Districts with state contract food inspections are to utilize 
them in program coverage ofhigh-risk and non-high-risk firms. Resources provide for sample collections and analyses are 
projections based on recent data, and not absolute workplan obligations. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED m BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED OotRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

All Food Products (except Industry Code 12, 16) 02-11, 13-15, 17-41, 45, 46, 50, 54 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

m MICROANALYTICAL D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATTRIBUTES 

Filth, Decomposition and Microbiological Contamination (See Compliance Program) 

g . SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Sec Compliance Program 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-4 



1. PROGRAM/ASSIGNMENT TITLE 

Imported Foods- General 
PACs 03819,A,B,C 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To examine imported foods to detennine if they are in compliance with the requirements of the FD&C Act and the regulations 
promulgated under this Act. To prevent the entry into the United States of imponed foods that are found to be out of compliance, 
and to pursue appropriate ret.'Uiatory remedies, including compliance actions as well as proactive strategies, (e.g., DWPE, other 
broad-based actions) to ensure that future entries of products are in compliance. 

5. PROGRAM JUSTIFICATION 

Jmponed products must comply with the provisions ofthe FD&C Act and the regulations/action level guidelines, concerning 
microbiological contamination and filth related to health hazards and disease vectors. FDA must assure that such products found to 
be adulterated or misbranded are removed from the marketplace. Anicles offered for impon are subject to refusal ofadmission into 
the U.S., if they appear to contain a poisonous and deleterious substance, which may render them injurious to heallh, or are not in 
compliance with the FD&C Act, PHS Act, and regulations promulgated there under. 

6. FIELD OBLIGATIONS 

To conduct activities directed by CFSAN, identified through compliance programs, assignments, and import alerts and bulletins. 
To conduct impon field examinations of products most likely to be out of compliance. To collect samples for determination of 
!microbiological contamination, filth, disease vector, or decomposition. 

Districts should emphasize priority products from CFSAN's Import Risk-Based Priorities List posted on the intranet. Districts should 
deemphasize coverage ofproducts that are not consistent with priorities noted in the list. Sec full Program for more details. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All Food Products ( except Industry Code 12, 16, 40, 41) 

d. INDUSTRY/PRODUCT CODE(S) 

02-09, 13-15, 17-39, 45-54 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

0 MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Microbiological Contamination, Filth, and Decomposition (See Compliance Program) 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-5 



1. PROGRAM/ASSIGNMENT TITLE 

Domestic Fish and fishery Products Inspection Program 

PACs 03842,B,C,D.H 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure that domestic establislunents involved in the produc!ion, storage and distribution offish and fishery products are in 
compliance with the Fish and Fishery Products (Seafood) HACCP Regulation as well as the FD&C Act and other regulations 
promulgated under the Act. 

inspections and analytical resources have been planned separately for outbreak and emergency operations (03R839). 

5. PROGRAM JUSTIFICAIION 

FDA is responsible for assuring that manufacturers produce these products under the current Good Manufacturing Practices, the 
Seafood HACCP Regulation, and the FD&C Act. 

6. FIELD OBLIGATIONS 

HACCP verification samples are not to be routinely collected. 
Collection of environmental samples may be conducted at Ready-To-Eat (RTE) firms. CFSAN will issue separate instructions 
for collecting environmental samples. 
See full program for more detail. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED m BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Domestic Fish and Fishery Products 
d. INDUSTRY/PRODUCT COOE(S) 

16 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL 0 PHYSICAL D ENGINEERING 

0 MICROANALYTICAL 0 OTHERS {PSP, ASP, Stendvtls, Eco,_,lc Decepllon, Lsbellng) 

I. CHECK THE FOLLOWING ATIRIBUTES 

Refer to the Fish & Fishery Products Hazards & Controls Guidance Manual (most recent edition) for hazards associated with each 
specific seafood product. 
g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

FORM FDA 2621 (10109} PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-6 



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

Import Seafood Program Foodborne Biological Hazards- 03 
PACs 03844,B,C,D,H 

3. PROGRAM TYPE [8] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure a safe and wholesome imported seafood supply in the U. S., by enforcing importer compliance with the seafood HACCP 
regulation, and to direct coverage of imported seafood products, in order to determine their compliance with the FD&C Act and 
regulations promulgated under the Act. 

5. PROGRAM JUSTIFICATION 

Imported products must comply wilh the provisions of the FD&C Act and its regulations. The Agency approach incorporates both 
sample collection/analysis and HACCP review by investigators, specially trained in HACCP, of importers' records for safety. 
The HACCP review is conducted to ensure that each importer has and is using verification procedures for ensuring that the seafood 
they offer for import was processed in accordance with the HACCP Regulation. 

6. FIELD OBLIGATIONS 

The field will continue to collect samples from import lots. It is important that the field base their sampling on the priorities as listed 
in the current compliance program. Equally important is that products be analyzed for the health hazard as identified in the HACCP 
Guide. For example, raw shrimp should be analyzed for undeclared sulfites, not for micro. Note: Raw seafood is to be analyzed for 
MICRO only if it is known that the particular lot ofseafood is to be consumed raw. 
See full program for more detail. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED m BY DISTRICT OFFICE D BY CENTER D BY BOTH 

b. INSPECTION TYPE 0 DCOMPREHENSIVE ABBREVIATED DoiRECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

16Seafood Products 

e . EXAM TYPE [TI CHEMICAL 0 MICROBIOLOGICAL 0 PHYSICAL D ENGINEERING 

0 MICROANALYTICAL m OTHERS (PSP, ASP, Standards, Lllbellllfl) 

(.CHECK THE FOLLOWING ATTRIBUTES 

Refer to the Fish & Fishery Products Hazards & Controls Guidance Manual (most recent edition) for hazards associated with 
each specific seafood product. 
g. SPECIAL EQUIPMENT, METHODS, AND HANOUNG 

See Compliance Program 

FORM FDA 2621 (10109} PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-7 



1. PROGRAMJASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Juice HACCP Inspection Program F ood borne Biological Hazards - 03 

PACs 03847,H 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES 

To ensure that domestic and imported juice processing establishments arc in compliance with the Juice HACCP Regulations as well 
as the FD&C Act and other regulations promulgated under the Act. 

5. PROGRAM JUSTIFICATION 

The Juice HACCP regulation was adopted to ensure safe and sanitary processing of fruit and vegetable juices after reports of many 
~utbrcaks of foodbome illnesses, some of which directly affected children. 

FDA is responsible for assuring that juice processing firms establish and implement the principles ofHACCP. HACCP plans must 
include a minimum five-log pathogen reduction process control {or perfonnance standard) for juices that are not thennally processed 
concentrates or that are not shelf-stable according to the regulation. The collection of verification samples will be conducted to help 

validate the firm's HACCP plans. 

~.FIELD OBLIGATIONS 

B 

See full program for more detail. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED m D DBY DISTRICT OFFICE BYCENTER BYBOTH 

b. INSPECTION TYPE m DCOMPREHENSIVE ABBREVIATED DoiRECTED 

c. PRODUCT($} d. INDUSTRY/PRODUCT CODE(S) 

Juice Products 20-22, 24, 25 

e. EXAM TYPE 0 0 D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

0 MICROANALYTICAL IT] OTHERS (lmponer Verlnr:erJon of HACCP) 

1. CHECK THE FOLLOWING A TTRlBUTES 

Refer to Compliance Pro1,rram 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-8 



1. PROGRAM/ASSIGNMENT TITLE 

Import and Domestic Produce Assignments 
PACs 03F098, 03Fl00 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

To collect and analyze selected types ofproduce ofdomestic and foreign origin for pathogenic microorganisms as needed and 
directed by CFSAN assignments. 

5. PROGRAM JUSTIFICATION 

The number of illnesses and deaths related to foodbome illness, due to the presence of microbial pathogens have reached an 
unacceptably high level in the U.S. The President and Congress have recognized this problem and proposed and funded a Food 
Safety Initiative to beller define the ex lent of the problem, and to promote an effective approach to ameliorate it. 
Produce continues to be one of the major contributors to outbreaks. 

6. FIELD OBLIGATIONS 

To collect samples and perform analyses as specified in the FY12 Produce Assignments issued by CFSAN. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0otRECTED 

c. PRODUCT(S) 

Fresh fruits and vegetables as specified in the assignment. 
d. INDUSTRY/PRODUCT CODE(S) 

20-22, 24, 25 

e. EXAM TYPE 
CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Presence {and for specified pathogens, quantity) of microbial pathogens listed in the assignment. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

FORM FDA 1621 (10109) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-9 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Environmentnl Sampling 

PACs 03F830 

Foodbomc Biological Hazards- 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR []] ASSIGNMENT 

!4.OBJECTIVES 

lnspectional approach for inspecting certltin high risk t<xxl manufacturers will include the collection ofenvironmental samples 
from areas in the plont where bacteria may be surviving und able to grow to high numbers under certain conditions. 

High risk finns will be targeted for environmental sampling as identified by CFSAN and the instructions provided to the field 
through special assignments developed in coordination with ORA. 

5. PROGRAM JUSTIFICATION 

The purpose for environmental sampling is to determine whether hannful ba!;lcria are present in the food processing 
emironment in high risk food plant:. and Lhus present a risk ofproducL contaminntion. 

~. FIELD OBLIGATIONS 

The field will be requesrcd to conduct inspections and perfonn environmental sampling in firms identified by CFSAN through 

special assignments coordinated \\ith ORA. 

The inspections will be conducted by a team which will include an investigator and a microbiologist, if possible. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE m
D 

 BYCENTER D 
[]]DI

BVBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED RECTED 

c. PRODUCT(S) 

To be specified in assigrunt:nts 

d. INDUSTRY/PRODUCT CODE(S) 

To be provided in assignments 

e. EXAM TYPE D 
D 

CHEMICAL 0 
D 

MICROBIOI..OGICAL D PHYSICAL D ENGINEERING 

MICROANAL YTlCAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

To be specified in assignments. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Refer to assignments and to DFI i-='ood Bulletins #30 and #32 for equipment and special insrructions 

PAGE NO. FC-10 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Unspcci fied Foreign Inspections/ Assessments 
PAC 03R233 

2. PPS PROJECT NAME/NUMBER 

Foodborne Biological Hazards - 03 

3. PROGRAM TYPE (2] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Conduct inspections at forcig,n finns actually exporting food to the U.S., in order to Jearn more about the conditions in the 
manufacturing of foods from a number of countries. Identify generic problems with specific food industries in specil!c countries 
and. when warranted to take regulatory actions to better control the entry ofquestionable product(s), and demonstrate. by FDA's 
presence, our commitment to food safety 

lnspections arc planned und conducted under the appropriate domestic compliance program. An odditionnl block of resources are 
set aside as reserve for as yet unidentified foreign inspections. 

5. PROGRAM JUSTIACATION 

As part of the Agency's strategy of focusing on risk based finns FDA plans to work with foreign governments and Federal partners 
to ensure that foods produced in foreign facilities meet the U.S. safery requirements. 

6. FIELD OBLIGATIONS 

ORA/Df'Fl shall plan inspections of foreign finns recommended by CFSAN in so far as contacting the firms and foreign 
governments and working out the logistics or traveL ORA sholl select investigators, whose trdining and experience best qunliJics 
them to conduct inspections at specific foreign firms. ORA shall assure timely submissions of EIRs to CFSAN for review and 
classification. 
See full program for more detail. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BYCENTER CD 
m 

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PROOUCT(S) 

All foods, with emphasis on: Ready-To-Eat foods, fresh 
produce, and foods implicated in food-borne infection. 

d. INDUSTRY/PRODUCT CODE(S) 

02-50, 54 

e. EXAM lYPE [8]

0 
 CHEMICAL [KJ

D 
 MICROBIOLOGICAL 0 PHYSICAL D ENGINEERING 

MICROANAL\'TICAL OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATIRIBUTES 

Check appropriate domestic compliance program for details. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Resources for samples collected as part of infant formula or mt::dical food foreign inspections are planned under those programs. 

PAGE NO. FC-11 



FORM FDA 2121 (10109) PREVIOUS EDITION IS OBSOLETE 

1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

Methods Valitlation/Developmenl Program 

PAC 03R816 

FllOdbome Biological Hazards - 03 

3 PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4 OBJeCTIVES 

Develop new ondlor improved methodology in suppon ofregulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential eo support enforc1m1ent activilies. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as directed by lhe Division of f ield Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BY C(NTER U 
D 

BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 6. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D 
D 

CHEMICAl D 
D 

MICROBIOLOGJCAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. FC-12 



FO~M FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Outbreak and Emergency Operations 
PAC 03RB39 

2. PPS PROJECT NAME/NUMBER 

Foodborne Biological Hazards -OJ 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Conduct follow-up investigations, inspections, sample collections, and analyses related to outbreak and illness attributed to 
microbiological contamination of food products. 

Follow-Up to Reportable Foods Registry rep<lrtS are also planned under this category. 

5, PROGRAM JUSTIFICATION 

Each year the field expends increasing amounts of resources to follow-up on reports ofoutbreaks and illnesses linked to 
contaminated food producl.s. Resources arc set aside in the Workplan specifically to conduct emergency operations associated 
with these investigations. 

6. FIELD OBLIGATIONS 

Based on directives issued by CFSAN and ORA, Districts will be requested to conduct investigations and collect documents and 
samples needed to detenninc whether a link e~tists between a reported illness or outbreak and n specific product or finn. 

7a, SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BY CENTER 0 
IT]

BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED  DIRECTED 

c. PRODUCT(S) 

To be specified in assignments. 

d, IN.DUSTRY/PRODUCT CODE(Sl 

To be speci tied in assignments. 

e. EXAM TYPE D 
D 

CHEMICAL II

D 

I MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

To be specified in assignments. 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Contract Management 

PAC 03R843 
Food borne Biological Hazards - 03 

3 . PROGRAM TY~E D COMPLIANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4. OBJECTIVES 

To conduct an effective slate contract inspection program, aur:,'lnenting regulatory insp~tions conducted by Agency investigators. 
To perfonn audits of inspections by states that arc under contract to FDA to conduct food inspections. 

5. PROGRAM JUSTIFICATION 

Over 10,000 food inspections nrc anticipated to be contracted out in FY12 by FDA to the states. The Agency needs to conduct 
appropriate oversight and management of the contracted inspections. 

6. FIELD OBLIGATIONS 

To effectively manage contract inspect1on program for participating states within the District. Inspections should be planned by 
the Field. Report under Operation Code 13 (Domestic Investigations). Audits are not considered inspections. 

7a. SELECTION O F ESTABLISHMENTS TO BE COVERED 

0 
D 

BY DISTRICT OFFICE D 
D 

BY CENTER D 
D 

AY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PROOUCT(S) 

All Food Producls 

d. INDUSTRY/PRODUCT CODE($) 

02-4 1, 45, 46, 50 

e. EXAM TYPE D 
D 

cHeMICAL D 
0 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (Conlrect Man•f1emenl) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Following DFSR guidance. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Food Defense 
PAC 03R845 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To maintain food defense preparedness by means ofjoint CFSAN!ORA field assignments, FDA collection and analysis of 
proficiency samples for the Food Emergency Response Nerwork, providing resources for general laboratory preparedness activities 
including instrument, reagent, and standards maintenance, and related activities. Maintain and expand food defense alertness to 

the tood industry. 

5. PROGRAM JUSTIFICATION 

A secure food supply is considered pari of the nation's infrd.Structure. FDA, along with other federal agencies, is responsible 
for responding 10 threats to the security of the food supply. The resources and Rclivities planned under this program will help 

the Agency mainla.in a necessary state of readiness to respond to threats and activities planned for periods of heightened alert, as 
well as initiate andtor maintain tOod defense alertness to expanding industry groups. 

6. FIELD OBLIGATIONS 

Actual emergency and code-red alert status activities, when needed, will be directed jointly by CFSAN o.nd ORA, and the fieJd "'ill 
be inslructed on planned work that will be halted. Food D~fense Assignments, cleared by CFSAN and ORA, are to be carried out 

expeditiously. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BYCENTER IT_] 
[TI

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED  DIRECTED 

c. PRODUCT(S) 

All Food Products 

d. INDUSTRY/PRODUCT CODE(S) 

A ll food industry/ product codes. 

e. EXAM TYPE [8]

0 

 CHEMICAL 0 
I_ I

MICROBIOLOGICAL 0 PHYSICAL 0 ENGINEERING 

MICROAHAL YTICAL OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

To be directed by assignment and protocols jointly developed by CFSAN and ORA. 
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FORM FDA 2821 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Pesticides and Industrial Chemicals in Domestic and 
Lmported Foods PAC 04004-A,D 

2. PPS PROJECT NAM E/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJE CTIVES 

To sample and analyze domestic and impor1ed foods for pesticide residues to detennine compliance with EPA residue 
tolerances and FDA enforcement levels. To take enforcement action \\'hen violations ore detected, including DWPE 
for imports and Warning Letters for domestic growc~. 

11tere is an ongoing emphasis on dioxins to obtain comprehensive data ofhaclcgrountllcvcls of dioxin in a variery of foods. 
Titis information w111 help the Agency detcnnine ways to reduce exposure to dioxin. 

5. PROGRAM JUSTIFICATION 

TI1e food supply requires monitoring for both pesticides and indusoial chemicals to protect the public health. The residue 
data obtained are also used to estimate dietary exposure for risk assessments perfonncrl by the Agency and EPA ns welt as by 
other national and international organizations. 

i6. FIELD OBLIGATIONS 

Emphasis on pesticide/commodiry combinations with high exposure residue potential, especially foods of dietary significance and 
foods consumed in large amounts by infants and young children. See compliance program for detailed commodity emphasis. 
CFSAN plans on issuing a sample collection schedule at the beginning of each fiscal year focusing on violations and problem 
areas detected in recent years by FDA moniloring available foreign pesticide usage data and data provided by USDA's Pesticide 
Data Program. Dioxin collections will be handled by bi-annual collection schedules issued by CFSAN. Dioxin investigation 
assignments and follow-up sampling may be used by CFSAN under this program when unusually high dioxin levels are found. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BYCENTER m
D

 BY BOTH 
b . INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

All human foods 

d. INDUSTRY/PRODUCT CODE($) 

All human food codes 

e. EXAM TYPE 0 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY} 

f. CHECK THE FO LLOWING ATTRIBUTES 

Pesticides and industrial chemicals as directed by compliance program. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

See compliance program. PAM, TOM, etc. 
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FORM FOA 2621 (10/0t) PREVIOUS EDITION IS OBSOL.ETE 

1. PROGRAM/ASSIGNMENT TITLE 

Chemotherapeu1ics in Seafood 

PAC 04018 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants- 04 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To sample and analyze selected imported ami domeslie i!quacullurc seafood products. To f.lctennine the presence of unapproved 
chemical compounds such as drug!; or nntifungals nnd to initiate regulatory actions against lots which contain unapproved 

chemical compounds. 

5. PROGRAM JUSTIFICATION 

Worldwide trends are toward increased dependence upon culrured fish and shellfish produced under environmentally 
controlled comlitions. Many of the countries producing much of the aquaculturally &rrown species allow the usage of drugs 
which arc illegal in the United States. International conditions, as such, mandate the monitoring of aquaculture products for 
illegal drug residues. In addition, the use of drugs on a national scope in aquaculture has been reported. Samples collected are 
intended to assess the current situ!ltion regarding drug residues in domestic and imported seafood products and to initiate 
regulatory action when warranted. 

6. FIELD OBLIGATIONS 

Districts will collect and anolyzc domestic and import samples of aquaculture seafood products specified in the prob'Tam's FY 
12 Collection Schedule. This schedule rnay be updated throughout the fiscal year ifwarranted by new trends in regulatory 
findings and/or as additional validated methods are ready to implement. As a budget relief, two agent analyses should be run 
per sample for all pmducts except crab, provided the second agent is one of interest for that product. Individual subsample 
analyses will only be required for c.Tab and shrimp samples being analyzed for Chloramphenicol and Nitrofurans. All of there
mnining samples wi11 be a composite of 12 sub-samples. Refer to the FY 12 Collection Schedule for additional instruction. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
D 

BY DISiRICT OFFICE j !

D 
BY CEN1ER D 

D 
BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

Seafood Products 

d. INDUSTRY/PRODUCT CODE(S) 

16 

e. EXAM TYPE m 
D 

CHEMICAL D 

D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPI:CIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Unapproved drugs per the Compliance Program and the Collection Schedule. 

g. SPECIAL EQUIPMENT, METHOOS, AND HANDLING 
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FORM FDA 2121 (10/0i) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Toxic Elements in food, foodwarc. and Radionuclides 

in Foods (Import and Domestic) PAC 04019A,B,C 

2 PPS PROJECT NAMEfNUMBER 

Pesticides and Chemical Contaminants- 04 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detennine the incidence nnd levels of lead, arNcnic, cadmium, mercury and other Loxic elements of significance and 
radionuclides in domestic and imported foods {including sen food). Also, to detenninc incidence and levels of lead and 
cadmium in foodware and to take regulatory action against any food or foodware found to contain levels ol" toxic elements or 
radionucl ides of regulatory signi ficancc. 

5. PROGRAM JUSTIFICATION 

The continuing monitoring ofdomestic and imported foods (including seafoods) for toltic elements and radionuclides as 
necessary to dctcnninc the occurrence of toxic elements and radionuclides in the U.S. food supply that may pose a health 

hazard and to take regulatory action to remove those products from human food channe1s. Also, this monitoring will provide 
additional data on background levels of toxic elements and radionuclidcs in foods that will assist in identifying unusuol levels 
that may be of health significance for follow up regulatory action. 

6. FIELD OBLIGATIONS 

Foods that m~y be significant sources of lead in children are candy, chocolatelcor.:oa, and s~food. These products are to be 
sampled and analyzed lor the presence oftmric elements in accordance with instructions in the "Toxic Element" Program and 

assignments (to be issued). CFSAN will issue collection schedules and direct other FY 12 food work.. Specific foods 
collected near domestic nuclear power plants are to be analyt..ed !'or radionuclides. Foods imported from countries potentially 
affected by radioactive contarnin11tion will be sampled and analyzed for radionuclidcs. The Program should be maintained to 
keep expertise and proficiency in this area. Surveillance activities will be reponed under, and credited to the Program PAC. 
7a. SELECTION OF EST ABUSHMENTS TO BE COVEReD m BY DISTRICT OFFICE D 

D 
BY CENTER D 

[!]

BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE ABBREVIATED DIRECTED 

e. PRDDUCT(S) 

All human food products. Ceramic foodware. 

d. INDUSTRY/PRODUCT COOE(S) 

02-41, 52A 

e. EXAM TYPE 0 
D 

CHEMICAL D 
m 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROI\NALYTICo'\L OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING AITRIBUTES 

Lead, cadmium, mercury and other toxic clements as directed. Domestic - tritium, 90 Sr & gamma ray cmittcrN; IMPORTS; 
134 Cs, 13 7 Cs, 90 Sr 
g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Radiochemical analysis capability. (Available only at WEAC). Graphite furnace atomic absorption with Zeeman background 
correction. 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAMi ASSIGNMENT TITLE 

Total Diet Study 
PAC 04839 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE (}] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To dctcnninc the levels of occurrences and dietary intakes of selected pesticides, industrial chemicals, and toxic elements by 
various age/sex groups through analyses of table-ready loods. In addition, to observe differences or trends in the intake of 
tht:s~ chemicals and to investigate unusual findings. 'fo monitor radionuclide levels in foods. Selected nuuients arc analyzed 
under the Selected Nutrients in Food Survey, PAC 21839. 

5. PROGRAM JUSTIFICATION 

The continuing study has provided valuable infonnation on dietary intakes of residues and nutrients and has often been used 
to gauge intakes in ready-to-eat foods. EPA relies on the data for hazard assessment in special review and other proceedings. 
Portions of the Total Diet samples are used for other analysis {e.g., radionuclidc..~, selected nutrients, pesticides, industrial 
chemicals, and toxic elements). Additionally, selected Total Diet Study foods are analyzed for dioxins under the pesticide 
program by ARL. 

6. FIELD OBLIGATIONS 

The collection and analysis of four market baskets each consisting of three separate samplings ofapproximately 280 food 
items are to be collected trom three locales in the region over a five week period. KAN-DO lab win analyze Total Diet samples 
for pesticides, industrial chemicals, toxic elements, and selected nutrients. WEAC will analyze all foods from two market 
baskets for radionuclides. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 BY DISTRICT OFFICE D 
D 

BY CENTER D 
D 

BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

Various Human foods 

d. INDUSTRY/PRODUCT COOE(S) 

All Human Food Codes 

e. EXAM TYPE [8]

D 
 CHEMICAL D 

I X I

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANAL YllCAL OTHERS (SPECIFY} Molstuf'fl Content 

f. CHE:CK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Field Assignments for Chemical Contaminants 

PAC 04F800 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE D COMPliANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4. OBJECT IVES 

To collect and analyze selected food products of domestic and foreign origin for chemical contaminants as directed by CFSAN 
fie ld assignments. Assignments are anticipated for perchlorate in foods, contaminants in honey, and general pesticides and 
toxic elementc; in dietary supplements. Selected TDS samples will be analyzed for perchlorate in foods. 

5. PROGRAM JUSTIFICATlON 

Monitoring or foods for suspected chemical contaminants is necessary to ensure a safe food supply. Perchlorates and fur.m 
have recently been identified as suspect contaminants and monitoring is required to provide the Agency with incidence and 
level data to properly evaluate their presence in the food supply. Contaminants like fluoroquinilonc and nitrofuran have heen 
detected in imported honey. Sample collection and analysis of imponed honey will continue as directed by the "Import 
Bulletin.'' There are concerns regarding pesticides and toxic elements in dietary supplements yet there are minimal monitoring 
darn available to the Agency for these products. 

6. FIELD OBLIGATIONS 

To collect samples and pcrfonn analyses as specified in the assignmcnt(s) issued by CFSAN. Surveillance activities planned 
under this program may be pre-empted by enforcement initiatives agreed upon by ORA and CFSAN. Sucb initiatives will be 
reported under, and credited to the Program PAC, unless otherwise directed. 

7a. SELECTION OF ESTABLISH~ENTS TO BE COVERED 

D BY DISTRICT OFFICE D 
D 

BY CENTER D 
Doi

BYBOTJ-i 
b. INSPECTION TYPE D COMPREHENSIVE ABBREVIATED RECTED 

c. PRODUCT(S) 

Selected human foods and dietary supplements 

d. INDUSTRY/PRODUCT CODE(S) 

As directed by CFSAN assignments 

e. EXAM TYPE 0 
I I

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHE.RS (snctFY) 

t. CHECK THE FOLLOWING ATTRIBUTES 

Chemical contaminants as directed by CFSAN fie ld assignments. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

As directed by the assigmnenrs. 
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FORM FDA 2621 {10/09) PREVIOUS EDITION IS OBSOlETE 

1. PROGRAM/ASSIGNMENT TITLE 

Methods Validation/Development Program 
PAC 04R8 16 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants- 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or impruvell methodology in support ofrcgulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBUGA·noNS 

Conduct activities under this program as directed by the Division of field Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY OISTRICl OFFICE D 
D 

BYCENTER D 
D 

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 
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FORM FDA.2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Forensic Evaluation and Sample Analysis 
PAC 04R838 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENTD D D 
4. OBJECTIVES 

Fon:nsic evaluation and forensic sample analysis activities arc to provide sounu scicntilic support for the investigations of the 
Office of Criminal Investigations. 

This includes sample analysis ofphysicnl samples related to incidents of tampering, counterfeiting, fraud, adulteration and 
ot11cr violations of the FD&C and rclat~d acts so that the findings are suitable to he presented as technical evidence in a court 
oflaw. 

It also includes (orcnsic evaluation ofmethods and the generation ofscientific data to identify, charneterize and assess the 
public heallh impact ofpossible adulterants, or intentional violation of the law regarding regulated products 10 assist FDA 
in its public health mission. 

5. PROGRAM JUSTIFICATl ON 

Incidents of tampering, fraud, and ~dulteration with known and potentially harmful substances make it clear that FDA nc(,-ds to 
be able to conduct sample analyses to reliably detennine the chemical identity ofsuspected substances and support its findings 
in the courts. FDA's unique public health mission makes it interested in types offorensic evaluation and method studies for 
which lhere are few customers and few external funding sources. To protect the public health FDA needs to continue to 
develop an arsenal of techniques which will permit it to detennine the nature and source of risks through criminal 
investigations. 

6. FIELD OBLIGATIONS 

Appropriate scientific analysis ofotlicial physical samples in suppon of Investigations arc to be perfonned so that the findings 
are suitable to be presented in a coun of Jaw. The time spent on lhest: activities is to be reported as PODS Operation Code 41 
or 43, domestic or impon sample analysis under the appropriate Forensic Activities PAC 04R838 or OCI PAC 04R831 . 
Conduct operation supponing methods refinement, development, or general forensic studies that may be applied to 
laboratory evaluations to suppon the FOA mission. Repon the lime spent on these activities as PODS operation Code 03, PAC 
04R83R; Petition Validation, Methods Development or Forensic Evaluation. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICF ~
D 

BYCENTER D 
D

BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

Seafood Products 
d. INDUSTRY/PRODUCT COOE(S) 

e, EXAM TYPE D D D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANAL YT'ICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Unapproved drugs per the Compliance Program 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PA.GE NO. FC·22 



FORM FDA 2621 (1 0109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Outbreak and Emergency Operations 

PAC 0 4R839 

2. PPS PROJECT NAME/NUMBER 

P~:sticJdc.s and Chemical Contaminants p 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Conduct follow-up investigations, inspections, sample collections and analyse:; related to outbreaks and illness 
attributed to pesticide or chemical contamination of food product<:. 

Follo w-up to Reponable Food Registry repons are also planned under this category. 

5. PROGRAM JUSTIFICATION 

each year the field expend-; increasing amounts ofresources to follow-up on reports ofoutbreaks and illnesses linked to 
contaminated food products. Resources are set aside in the worlcplan specifically to conduct the emergency operotions 
al'.c;ociated with these investigations. 

6. FIELD OBUGATIONS 

Based on directives issued by CFSAN and ORA, districts will be requested to conduct investigations and collect documents 
and samples needed to dctennine whether a link exists between a reported illness or outbreak and a specific product and/or 

finn. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

D BY OISl RICT OFFICE D 
D 

BY Cf;Nl ER [[]

0 
 BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE IT] 

D 
CHEMICAL D 

D 
MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATTRIBUTES 

r o be specified in assignments 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

Mycotoxins in Domestic and Import Foods 
PAC 07001 

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

Molecular Biology and Narural Toxins- 07 

0 COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT3. PROGRAM lYPE 

To collect and analyze domestic and import samples or food products to c.l~Ltmnine the occurrence and levels ofatlatoxins, 
fumonisins, c.lcoxynivalenol (DON), ochrdtoxin, and patulin. To remove from interstate commerce. or detain upon entry, those 
foods that contain aflatoxins and patulin at levels judged to be ofregulatory significance. Regulatory action for fumonisin, 
DON, and ochratoxin will be considered on a case by case basis until furrnal enforcement levels are established. Data from 
current monitoring will be used to establish enforcement levels. 

4. OBJECTIVES 

6. PROGRAM JUSTIFICATION 

Mycotoxi11s are metabolic products of specific molds commonly found oo foods, some (the atlatoxins) ofwhich are 
hepatocarcinogens in a nllmber ofanimal !;pecies, ond until proven otherwise must be assumed to be carcinogenic. The FDA,
in conjunction with other agencies and the food industries, has devised and will continue to improve on practical programs 
for ensuring minimum exposure of the population to mycotoxins without jeopardizing the food supply. 

 

Descriptions of the following specific Mycotoxins included in this program arc located in the Mycotoxins In Domestic and 
Imported Foods compliance program (C.P. 7307.001). 
1. AOatoxius 
2. Patulin 
3. Oeoxynivalenol (DON) 
4. Fumonisins (Fumonisin 1-"B" FB2 and FB3) 

5. Ochratoxin A 
6. FIELD OBLIGATIONS 

The Field will conduct follow-up investigations, that may be requested by CFSAN, and collect and analyze samples of 
domestic and imported products as directed by lhc Compliance Program. 

Surveillance activities planned undt.'T this program may be pre-empted by enfon;ernent initiatives agreed upon by ORA and 
CFSAN. Such initiatives will be reported under, and creditied, to the Program PAC unless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
D 

BY DISTRICT OFFICE D 
0 

BY CENTER D 
D 

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED OIR.ECTEO 

c. PRODUCT(S) 

See Attachment "A" C.P. 7307.001 for list of Products. 
d. INDUSTRY/PRODUCT CODE(S) 

See Attachment "A" C.P. 7307.001 for list of Product Codes. 

e. EXAM TYPE 0 
D 

CHEMICAl D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 
Aflatoxins, Fumonisins (Fumonisin FB1, F82 and F83 ), Oeoxynivalenol 
(DON). Ochmtoxin A, and Patulin. 

g. SPECIAL EQUIPMENT, METHODS, ANO HANDLING 

See Compliance Program (C.P.) 7307.001 
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FORM FDA 2121 (10109) PREVIOUS EDITION IS OBSOlETE 

1 PROGRAM/ASSIGNMENT TITLE 

Methods Vnlidation/Developmcnt Program 

PAC 07R81 6 

2 PPS PROJECT NAME/NUMBER 

Molecular Biology and Natural Toxins- 07 

l , PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology 1n support ofregulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct octivities under this program as directed by the Di"'ision ofField Science. 

7a. SELECTION OF ESTA BLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE O 

D 
ev ct:.NTER D 

D 
BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATEO DIRECTED 

c. PROOUCT(S) d. INDUSTRY/PRODUCT COOE(S) 

e. EXAM TYPE D 
D 

CHEMICAL D 

D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAl OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. FC-25 



1 . PROGRAM/ASSIGNMENT TITLE 

Imported Foods - Food anJ Color Add itives 
2. PPS PROJECT NAME/NUMBER

Food and Color Additives- 09 

PAC 09006A,B 

3. PROGRAM TYPE COMPLIANCE PA.OGRAM PROGRAM CIRCULAR D ASSIGNMENT0 D 
4. OBJECTIVES 

To direct examination of imponed !bod products to uetennine their compliance with the Federal Food, Drug and Cosmetic 
Act (the Act) and regulations with respect to food and color additives. nnd to detain those entries found to be in violation 

of the Act. 

5. PROGRAM JUSTIFICATION 

Imported products must comply with tlte provisions of the Act and implementing regulations for food and color additives. 
The compliance program directs sample collections and label review ofimponed foods for unapproved or undeclared 

food additives. and for non·peiTTlitted or undeclared color additives. 

6. FIELD OBLIGATIONS 

Districts should conduct label reviews, collect and analyze imported foods for potential food and color additive violations 

and take appropriate regulatory actions when ·violations are found. 


Import Field Exams: See remarks section on the ORA workplan sheet tbnn 2621 a under PAC 09006A.B. 

Surveillance activities planned under this program may be pre-empted by enforcement initiative agrc!.-d upon by ORA and 

CJ'SAN. Such initiatives will be reported under, and credited to the Pro~:,'Tll.m PAC unless otherwise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 


D BY DISTRICT OFFICE D BYCENTER []] BY BOTH 


b. INSPECTION TYPE D DCOMPREHENSNE ABBREVIATED Do•RECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

All human foods All food codes

e. EXAM TYPE 0 D D DCHEMICAL f.41CROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANAI. YTICAL m OTHERS (t.bol Rev/-) 

f. CHECK T HE FOLLOWING ATTRJBUTES 

Unapproved or undeclared food additives, and non-permitted or undeclared color additives. 

~ · SPECIAL EQUIPMENT. METHODS, AND HAN DLING 

See Compliance Program. 
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FORM FDA 1621 (10.109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Retail Food Protection - State Program 

PAC 18002 

2. PPS PROJECT NAME/NUMBER 

Technical Assistance: Food and Cosmetics- 18 

3. PROGRAM TYPE [KJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide guidance, support, and assistance to the federal, state, rribal, and local agencies that have regulatory control over the 
retail SCb,'lll~nt of the food industry with the goal of reducing the occurrence of risk factors implicated in foodbome illnesses. 
TI:Us pro~,'Tam will address the promotion of the Voluntary National Retail Food Regulatory Program Standards, National Food 
Safety needs at retail level, C'FSAN directed Notional rood Security Projects and wlll continue to provide technical assistance 
and the standardization of state and other federal officials. 

5. PROGRAM JUSTIFICATION 

There are more than 3,000 federal , tribal, state, and local regulatory food control agencies ~;hich together represent the regulalory 
resource through which federdl food policy is implemented at the retail level. This segment totals more than one million 
commercial and institutional food establishments, loca.tions, and operations. 

Each year the Cenrers for Disease ConU'ol and Prevention's Annual Report shows that a major percentage of foodbome 
o utbreaks, where mishandJing of food is implicated, occur in retail food establishments. Therefore, an important part of FDA's 
mission is to provide assistance to federal, tribal, state, and local regulatory agencies with control over thi!; segment of the food 

indus try. 

6. FIELD OBLIGATIONS 

Provide technical assistance to federal, tribal, state, and local regulatory food agencies. Provide technical assistance to CFSAN 
and Headquarters in the preparation or position papers. Conduct periodic baseline and foll.,w-up studies to measure trends 
on the occurrence of foodbome illness risk factors nationwide in selected food service and retail food establishment. Promote 
the adoption of retail program standards. Provide training on the provisions of FDA Food Code, HACCP, Facility Plan Review 
tbc Egg Rule and other topics as may be needed by regulatory personnel. Provide support to state and local agencies during 
cmergeocy situations and special events impacting retail food safety. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY OISTRIC I OFFICE D 
D 

BYCENTER 0 
D 

BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

Human Foods 

d. INDUSTRY/PRODUCT CODE(S) 

Inspt:ctions: 51 NY 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING AITRIBUTES 

A major goal in (his program is the reduction in the occurrence of CDC identified risk factors associated with foodbomc illness 
in retail establishments and the national promo lion ofFood Code Interventions. 
g. SPECIAL EQUIPMEN'T, METHODS, AND HANDLING 

Work assigned in this program is to be conducted hy persons who are Center standardized in the application ofthe relevant 
retail establishments Food Code provisions and related program documents. 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TilLE 

(NCIMS) Milk Safecy Program 

PAC 18003 

2. PPS PROJECT NAME/NUMBER 

Teclmical Assistance: Food and Cosmetics- 18 

3. PROGRAM TYPE []] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To implement FDA's rc:sp!Jnsibility under the Public Health Service Act, 42 USC 214; 42 USC 243~ nnd 42 USC 246a and the 
Memorandum of Understanding between FDA and the National Conference on Interstate Milk Shipments. This responsibi1ity 
includes all Grade "A" dairy products processing plants, und all dairy farms supplying raw milk to these plants. 

5. PROGRAM JUSTIFICATION 

This program will promote a uniform, safe, and wholc:;ome supply of Grade "A" Milk and Milk products throughout the United 
States. This program enables FDA to exert influence on the applicotion of Uniform Sanitary Standards for Grade "A" Milk 
produced in the United States. This program provides a mechanism for reciprocity between states, thereby eliminating the need 
for costly duplicative inspection across jurisdictional lines. Without this program, FDA would have direct responsibility for 
duplicative inspection across jurisdictional lines. Without this program, FDA would have direct responsibility for inspecting 
Grade "A" Milk products moving in Interstate commerce. This program also provides a mechanism for promoting greater sani
tation uniformity ofall dairy products. Due to the increasing consumer interest in chemical contaminants in the food supply, the 
perception and the potential for animal drug residues in milk and dairy products has become an important issue. This program 
will place additional emphasis toward continuous vigilance in maintaining a safe wholesome milk supply that is free of illegal 

animal drug residues. 

6. FIELD OBLIGATIONS 

To promote the adoption, implementation and enforcement of the unifonn technical guidelines, administrative procedures and 
regulatory standards provided in the Pasteurized Milk Ordinance (PMO) and related documcnL<: through provision oftechnieal 
assistance and consultation; conduct check ratings of I MS listed shippers and audits of listed single senice facilities; 
participation in regional seminars, state workshops and other training courses and evaluate slate programs to measure 
effectiveness in maintaining adequate level of confonnity with the PMO and related documents. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 


D 
IT]

BY DISTRICT OFFICE D 
D 

BVCENTER IT]
D 

 BYBOTH 


b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

Grade "A'' Milk and Milk Products, (Cheese, Buller, Dry 
Milk and Frozen Dessert- when produced in IMS Plants) 

d. INDUSTRY/PRODUCT CODE(S) 

09.13,14 

e. EXAM TYPE 0 
D 

0 
D 

D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Lisleria, Y ersinia, Salmonella, Coliform and animal drug residues in milk and milk products. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

Work assigned in this program is to be conducted by persons who are standardized in the use of the Grade ''A" Pasteurized 
Milk ordinance and related documents and in the case of non-IMS products, Qersons trained to conduct GMP inspections. 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

, . PROGRAM/ASSIGNMENT TITLE 

Molluscan Shel1tish Evaluation 

PAC 18004 

2. PPS PROJECT NAMEJNUMBER 

Technical Assistance: Food and Cosmetics- 18

3. PROGRAM TYPE CKJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Evaluate the shell·fish sanitation program of JSSC participating states and the 5 nations wilh whom the Agency has MOU in 
place with regard to the sanitary control of shellfish intended for interstate and o,·erseas commerce under the cooJX=rativc 
arrangements for the federal-state National Shellfish Sanitation Program (NSSP). Provide standardization, technical assistance, 
training evaluation ofstate and international shellfish control programs. 

5. PROGRAM JUSTIFICATION 

Shellfish, by virruc of their habitat, physiological characteristics, and the manner in which they are consumed, require specialized 
comprehensive sanitary control measures lo ensure the safety of human consumption. Tlite management of the program requires 
a cooperative federal-stale effort as defined in lhc National Shellfish Sanitation Program (NSSP). Consumption of raw or 
partially cooked shellfish presents a high risk factor to a portion of the population, and requires specialized heallh control 
measures to oversee. FDA is committed to improving the safety of molluscan shellfish through the NSSP, a program ofnewly 
developed safety controls. These initiatives are the direct result ofCongressional and public comments directed toward the 
es tablishment of n "level rlaying field" for both domestic and international producers of molluscan shellfish. These program 
improvements are intended to provide improved shellfish safety through improved program criteria, procedures, and technical 
support under the NSSP. FDA is committed to improved satety ofshellfish through program enhancement activities. FDA has 
committed support to the NSSP both administratively and technical1y through an MOU with JSSC. 

6. FIELD OBLIGATIONS 

Provide technical assistance and training to slates and foreign programs in the prevention of shellfish-borne illness and 
enforcement of appropriate public health controls. Oversee national standardization program for inspecting sl1ellfish processing 
plants and evaluation ofstate and foreign shellfish growing areas. Participate in the evaluation ofnational shelltisb control 
programs in countries applying to import mol1uscan shellfish into the U.S. 
Program time has been allocated for each Regional Shellfish Specialist to hold one regional workshop. Regional workshops 
provide 1he opportunity for the specialists to exchange infonnation and provide technical assitance and guidance to their state. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D D 0BY DISTRICT OFFICE BY CENTER BY BOTH 

b. INSPECTION TYPE D D DCOMPREHENSIVE ABBR£VlATED DIRECTED 

c. PRODUCT(S) 

rresb and fresh frozen molluscnn shellfish 

d. INDUSTRY/PRODUCT CODE(S) 

16, 52 B, Y 

e. EXAM TYPE D D D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

I I MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Work assigned. in this pro~:,rrarn is to be conduclcd by persons who arc Center Standardized in the application of the NSSP MO. 
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FORM FDA 2e21 (10109) PREVIOUS EDlTION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Interstate Travel Progr.'lm -Conveyances and Support 

Facilities PAC l 8029 

2. PPS PROJECT NAME/NUMBER 

Technical Assistance: Food and Cosmetics- 18 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To inspect and investigate passenger conv~yances lO certify and approve sanitary systems on conveyances and approve their 
watering, points, their suppon facilities and their food sources based on Public Health Service Act, the Food, Drug and Cosmetic 
(the Act), regulations, program guidance, Food Code, and in cooperation with the regulated industry and cooperating third 
party organizations. Also to identify risk factors related to environmental conditions or management practices that may lead to 
roodbome illnesses, waterborne illnesses, and the transmission of communicable diseases. The program includes administrative 
fcompliance and regulatory actions as appropriate to ensure confonnancc with the public health principles embodied 
in the Acts and their regulations. The goals of the program are to cooperate with the regulated industries, trade associations, and 
others to promote voluntary compliance and to coordinate activities with FAA, CDC, DOT, EPA, Depat1mcnt of Homeland 
Security (USCG, TSA) and other domestic and foreign govenunent health oflicials to ensure the protection of the traveling public, 
and crew mc.:mber of convt!yanccs under construction and in operation and at related watering points, caterers, commissaries and 
servicing area on conveyances. 

5. PROGRAM JUSTIFICATION 

Thjs program directs Agency efforts in fulfilling Public Health Service Act respo~ibilities delegated to the Commissioner of Food 
and Drugs [21 CFR 5.10{a)(2) and (4)]. Sections 311, 361, and 368 of the Act address federal-state cooperation, the controls of 
communicable disease, and penalties of noncompliance. The Agency also bases the Interstate Travel Program, in pat1, on 
provisions of the Federal Food, Drug and Cosmetic Act und related Tegulations. The United States must comply with the updated 
International Health Regulations (IHR 2005) as ofJuly 17, 2007 that protect the health of people around the world. As one of the 
competent authorities, FDA as un agency is responsible for monitoring baggage, cargos, containers, conveyances and goods so 
that they are maintained free from sources of infection or contamination includin~ vectors and reservoirs. lbere are specific 
n:quircmcnts [or ships and aircraft and delivery of food and water to affected conveyances. 

6. FIELD OBUGATIONS 

The field is to perfonn the operations assigned in the Workplan, conduct comprehensive inspections of food opcrdtions and 
support facilities, initiate administrative or regulatory actions as needed to ensure compliance, support the maintenance ofof
ficial classification list of FDA approved support facilities. establish and maintain technical expertise in support oftheNational 
lnterslatc Travel Program. Also, to cooperate with other agencies, organizations, and industry toward achieving program objl."t:
tivcs and to maintain effective communication between CFSAN and ORA Headquarters regarding significant ,program issues 
and activities. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
0 

BY DISTRICT OFFICE Ll
D 

BYCENTER [8]
O 

 BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED oiREcreo 

c. PRODUCT(S) 

Human food, water, and waste; conveyance environmental 
conditions 

d. INDUSTRY/PRODUCT CODE(S) 

Inspections/Investigations: Industry 51 , All food codes 
including water 29W (Y30). 

e. EXAM TYPE 0 
W 

CHEMICAL 0 
c===J 

MICROBIOLOGICAL D PHYSICAL [8] ENGINEERING 

MICROANAlYTICAL OTHERS(SPEC~ 
f. CHECK THE FOLLOWING ATIRIBUTES 

Food and water surveillance and contamination, mos tly micro. with chem. analysis for heavy metals in water on a for cause basis 
e.g. lead, cadmium, cooper in portable water systems at new suppon facilities and conveyances after construction or major renovation. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

Catering point inspections will be conducted by persons standardized in the use of FDA's Food Code and procedures 
established [or the Interstate Travel Program. 

PAGE NO. FC-30 



1. PROGRAM/ASSIGNMENT TITLE 

Medical Foods - Domestic and lmpon 

PAC 21002 

2. PPS PROJECT NAME/NUMBER 

Pood Composition Standard Labeling and Economics-21

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES 

To obtain infonnation regarding the manufacturing processes and quality assurance programs employed by domestic and 
foreign manufacturers ofmedical roods. 

To collect and analyze domestic and imported medical foods lo assure lhat they are properly tonnulated and labeled and 
free from microbial contaminants. 

5. PROGRAM JUSTIFICATION 

Medical foods are fonnulatcd to be consumed or administered enterally under the supervision of a physician and are intended 
for specific dictnry management of specific disease or condition with distinctive nutritional requirements, based on 
recognized scientific principles established by medical evaluation. The products are often used for life support and are subject to 
composilional errors and microbiological contamination. In addition to four infant deaths in 1986, there have been a number of 
medical food recalls 3S~ociated with compositional deviations and under processing. 

Foreign inspections of medical foods firms are also planned in this program. Investigational time Ia delermine the admissibility 
orimported lots ofmedical foods are planned under PAC 03819. Resources arc plam1ed in this program for collection and 
analysis ofsamples c.oJicclcd from these imported lors. 

6 . FIELD OBLIGATIONS 

Districts will conduct inspections and collect samples at compliance program directed firm~. The Atlan1a Center ror Nutrient 
Analysis (ACNA) will perform all nutrient ana lyses. Southeast Regional Lahoratory (SRL), Microbiology Branch will perfonn 
microbiological ane.IY5es. Food security issues are to be covered during all inspections. 

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and 
CFSAN. Such. initiatives will be reported under and credited to the program PAC, unless otherwise directed. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE ~
D 

BY CENTER D 
D 

BY BOTH 

b. INSPECTION TYPE 
[]] COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

Medical Foods 

d . INDUSTRY/PRODUCT COOE{S) 

41 G{][] Use appropriate product identification numher 

e. EXAM TYPE m 
D 

CHEMICAl 0 
[]]

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (L•b91 Ravl-•J 

r. CHECK THE FOLLOWING ATTRIBUTES 

Nutrient declarations. Micro exam foT Listeria monocy1ogcncs, Salmonella, Staphylococcus aurcus, Bacillus cercus, Escherichia 
coli and Aerobic Plate CoWlt (APC). 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See compliance program. 
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FORM FDA 2621 (10/Qe) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Field Assignments for Economic Fraud 

PAC 21003 

2. PPS PROJECT NAME/NUMBER 

Food Composition, Standards, Labeling and Economics- 21 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCUtAR m ASSIGNMENT 

4. OBJECTIVES 

To collect and analyze selected food products as directed by CFSAN field assignments. 

5. PROGRAM JUSTIFICATION 

Moniloring of foods for suspected economic deception and food standard deviations is m:cessary to ensure a safe food supply. 

6. FIELD OBLIGATIONS 

To collect samples and pcrfonn analyses as ~>pecified in the assignment(s} issued by CFSAN. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE 0 
D 

BY CENTER D 
m

BYBOTl1 
b. INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED  DIRECTED 

c. PRODUCT($) 

Selected human foods 

d. INDUSTRY/PRODUCT CODE(S} 

As directed by CFSAN assignment(s) 

e. EXAM TYPE 0 
D 

CHEMICAL D 
0 

MICROBIOLOGICAL D PHYSICAL D EM:;tNEERING 

MICROANALYTICAL OTHERS (Lilb.t R-1-J 

I. CHECK THE FOLLOWING ATTRIBUTES 

As direc<ed by CFSAN fie ld assignment(s) 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

As dircch.:d by CFSAN field assignment(s) 
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FORM FDA 26.21 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Domestic and Import NLEA Nutrient Sample/Analysis 

and General Food Labehng Program PAC21005 

2. PPS PROJECT NAME/NUMBER 

Food Composition Standard Labeling and Economics-21 

3o. PROGRAM lYPE [KJ COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4 . OBJECTIVES 

To detennine the compliance of domestic and import~d food product labels with regulations promulgated under the Federal 
Food Drug and Cosmetic Act: including the Nutrition Labeling and Education Act (NLEA) and the Food Allergen Labeling and 
Consumer Protection Act (FALCPA). This objective is to be accomplished by reviewing labels ofdomestic and imported food 
products and by collecting compliance and surveillance samples for label review and analyses to assure: ( l) that the nutrition 
label is in compliance with lhc regulations in Title 21 Code of Federal Regulations I 01.9; (2) that labeled nutrient content and 
health claims arc made in a manner that complies \Vith applicable regulations; (3) that the label complies with FALCPA; and (4) 

that all labels include all required label elements. 

5. PROGRAM JUSTIFICATION 

All domestic and imported foods must disclose the presence of any ingredient that is or contains protein derived from one of 
the 8 major food allergens so that indi\iduals with allergies will be able to easily identify the presence ofsubstances thai they 
must avoid. In addition, most food products in interstate commerce must list trans fat in the nutrition label. The FD&C Act 
also mandates other required label infom1ation and valid nutriem content and health claims to provide useful infonnation that 
assist<> consumers in selecting foods that promote good health and weight management Continuous monitoring offood labels is 
necessary to ensure that consumers are provided with truthful information that they need to select foods thnt nrc appropriate for 

their specific dietary needs and hcaiU1 maintenance. 

6. FIE.LD OBLIGATIONS 

Districts will review import and domestic product labels for comphance with FALCPA, NLEA, and other mandatory label 
requirements by conducting field exams. Districts will collect labels that do not appear to comply with FDA's food labeling 
laws and regulations for review by the district's compliance branch. Physical samples will be collected for lab analyses as follows: 
(I) compliance samples that do not appear to qualify for labeled health or nutrient content claims (see C.P. Area of Emphasis #2); 
and (2) surveillance samples collected for general nutrient analyses (see C.P. Area of Emphasis #6). 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 D DBY DISTRICT OFFICE BY CENTER BY BOTH 

b. INSPECTION TYPE D D DCOMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

All food products (except vitamins/minerals) 

d . INDUSTRY/PRODUCT CODE(S) 

02-41 

e. EXAM TYPE 0 CHEMICAL D 
W 

MICROBIOLOGICAL [8_] PHYSICAL D ENGINEERING 

D MICROANALYTICAL OTHERS (LaHI Revklws) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Label review and nutrient analyses as appropriate, focus should be given to allergen and trans fat labeling. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Samples for nutrient analyses to be sent to SRUAC'NA. Sec compliance program for details. 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Infant Fornmla  Domestic and lmpor1 

PAC 21006 

2. PPS PROJECT NAME/NUMBER 

Food Composition, Standards, Labeling and Economics- 21 

m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 3. PROGRAM TYPE 

4. OBJECTIVES 

To ensure compliance with the lnfant Formula Act and regulations promulcated there under by inspection ofdomestic and 
foreign manufacturers of infant fonnula and collection and analysis of infant fonnula samples. 

5. PROGRAM JUSTIFICATION 

Serious infant health problems arising from inadequate nutrient content of infant formula prompted Congress to pass the lnfant 
FomlUla Act of 1980. This inspection am.l analysis program assures adherence to the pro\isions ofthe Act. Violations and 
recalls over the past several yca.rs (and the continuing keen interest by Congress, all evidenced in part by the 1986 amendments 
to the Act) indicate the need for continued compliance monitoring. The large number of applications for approval of the 
formulas exempt from the Act requires expansion ofoversight activities into this area. 

Additional resources have been budgeted to allow annual inspection and sample collection from infant fonnula firms. Inspections 
of forei~:n infant fonnula are planned in this program. Investigation time to detenninc admissibility of import lots of infant formula 
from foreign manufncrurers arc planned under PAC 031! 19. Resources are planned in this program for collection and analyses of 

samples collected from these imported lots. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections and collect samples. Atlanta Center for Nutrient Analysis (ACNA) will perfom1 nutrient 
analyses and label reviews. Southeast Regional Laboratory, Microbiology Branch will perfonn microhiological analyses. CFSAN/ 
OC/FPB will issue an inspection and sample collection schedule to participating districts at the beginning ofeach fiscal year. 
Surveillance activities planned under this program may be pre-empted by enforcement initiatives acrecd upon by ORA and 
CFSAN. Such initiatives will be reported under and credited to the prob'Tam PAC, unless otherwise directed. Food security 
issues {see 10M) arc to be covered during all inspections. 
7a SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
[]]

BY DISTRICT OFFICF 0 
D 

BY CENTER D

O

ev eoTH 
b. INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED o1Recreo 

c. PRODUCT(S) 

Infant Fonnula 

d. INDUSTRY/PRODUCT CODE(S) 

40C 

e. EXAM TYPE 0 
D 

CHEMICAL [8] 

0 
MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (bbel R-1-.} 

f. CHECK THE FOLLOWING ATIRIBUTES 

Nutrienrs as required by the Act. Micro exam for Listeria monocytogenes, Salmonella, Staphylococ.cus aureus, Bo.cillus cercus, 
Escherichia coli, Aerobic Pla1e Count (APC). 
g. SPECIA L EQUIPMENT, METHODS, ANO HANDLING 

See Compliance Program. 
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FORM FDA 2621 110109} PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Dil!tary Supplements  Domestic and Impon 
PAC21008 

2. PPS PROJECT NAME/ NUMBER 

Food Composition, Standards, Labeling and Economics- 21 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR [R:J ASSIGNMENT 

4. OBJECTIVES 

To ensure compliance with the Dietary Supplement Health and Education Act and regulations promulgated there under by 
inspections of dietary supplc:men! manufacturers both domestic and foreign. Dietary supplements ofboth domestic and import 
origin will be collected and analyzed for nutrient content vs. label declarations. All non-exempt dietary supplements rnu.~t comply 
with the Supplement Facts Labeling requirements of the Act. Complianct: with thesc: requirements will be dc:lennined by 
domestic and impon field exams and documentary sample collections. 

~- PROGRAM JUSTIFICATION 

Dietary supplements are a special class of products consisting of such dietary ingredients as vitamins, minerals, amino acids, 
glandulars, herbs, and other botanicals. These products are subject to specific safety and labeling requirements. This program 
provides instructions to FDA district otlices regarding inspections, import investigations, sample collection and anulyscs, 
and compliance objectives in accordance with the Dietary Supplement Health and Education Act of 1994. 

The Center has set aside resources for special headquarters initiated assignments to address emerging issues. Investigational 
and sample collection time is set aside for continued focus on supplements bearing false or misleading claims on their labels 
and supplements being marketed with claims to treat diseases. 

6. FIELD OBLIGATIONS 

Field obligations include inspections, domestic and impor1 investigations, sample collections and analyses of dietary ingredients 

in dietary supplements. 

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

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
[8]

0
D 

D 
D 

BY DISTRICT OFFICE BY CH.ITER BYBOTH 

b. INSPECTION TYPE  COMF>REHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

Dietary supplements 

e. EXAM lYPE 

d. INDUSTRY/PRODUCT CODE(S)

54

0 D D DCHEMICAL MICROBIOLOGICAL F>HYSICAL ENGINEERING 

D MICROANALYTICAL 0 O•THERS (Label Re.,lews) 

f. CHECK THE FOLLOWING ATIRIBUTES 

Analyze selected nutrients and compare with levels declared on product label. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

Sec compliance program. 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAMIASSIGNMENT TITLE 

Selected Nutrients in Food Survey -Total Diet 

PAC 21839 

2. PPS PROJECT NAME/NUMBER 

Food Composition Standard Labeling <l nd Economics-21 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To monitor the mineral nutrients in roods from typical American diets. To identify mineral and vitamin nutrient intake trends. 
To provide baseline data on mineral nutrient and vitamin intake for intervention studies and other nutrition studies. To function 
as an important component in the National Nutrition Monitoring System. 

5. PROGRAM JUSTIFICATION 

Congress has given the Secretaries of DHHS and USDA a mandate to set up a National Nutrition Monitoring System (NNMS). 
The current Selected Nutrients in Food Survey is an important sel,rment of the NNMS that provides the only continuous 
analysis of nutrient minerals in the American food supply. This permits identification of trends in nutrient intake over time as well 
as infonnation on the general nutrition~tl status of the population at any point in time. 

6. FIELD OBLIGATIONS 

K.AN-DO will analyze Total Diet Study foods from all market baskets for the nutrients identified below in 7F, and aiiTDS foods 
from one market basket annually for moisture. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
D 

BY OISTRICT OFFICE D 
D 

BYCENTER D 
Doi

BY BOTI-1 
b . INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED RECTEo 

c. PROOUCT(S) 

Various foods as required by the Total Diet Studies 
Program 

d. INDUSTRY/PRODUCT CODE(S) 

37, 40 

e. EXAM TYPE 0 
D 

CHEMlCAl D 
['8J

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL  OTliERS (Laf»> R..,l-s) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Manganese, iodine, calcium, copper, iron, magnesium. phosphorus, potassium, sodium and water. 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Methods Validation/Development Program 

PAC 21R8 16 

2. PPS PROJECT NAME/NUMBER 

Food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [KJ ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or impro\'ed methodology in support of regulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods arc essential to support enforcement acti\'ities. 

6. FIELD OBLIGATIONS 

Conduct acth:ities under this program as directed by the Division of Field Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BY CENTER D 
D 

BYBOTH 

b . INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D 

I I

CHEMICAL D 

D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOlETE 

1. PROGRAM/ASSIGNMENT TITLE 

Cosmetics: Domestic and Import. 

PAC 29001 

2 PPS PROJECT NAME/NUMBER 

Colors and Cosmetics Technology. 29 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To dctcnnine by inspection, sample collection. and label exam if domestic cosmetic manufacturing or repacking establishments, 
and cosm~tics offered for importation. comply with regulations enforced by the Food and Drug Administration. 

To initiate corrective action when violation~ of the PD & C Act nrc identified. 

S, PROGRAM JUSTIFICATION 

Both domestically manufactured and imported products must be: I) safe under intended conditions of usc, 2) properly 
labeled, and 3) not otherwise adulterated or mishranded under the provisions of the Act. Major safety concerns 
associated with cosmetics involve microbial contamination ofeye-area products and the usc ofnon-approved color additives. 
Many cosmetic violations also involve products which fail to comply with the labeling regulations of 21 CFR 70 I. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections, pcrfonn impon field exams, collect and analyze samples for non-pemlitted ingredients, 
conduct microbiological analyses and perfonn evaluations for labeling compliance. Food & Cosmetic security issues 
(sec JOM 5.4.1.4.1) arc to be covered during all inspections. 

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA 
and CFSAN. Such initiatives will be reponed under. and credited to tl1c Program PAC unless otherwise directed. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
m 

BY DISTRICT OFFICE [_J
D 

 BY CENTER m
D 

 BY SOTH 

b, 'NSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

All Cosmetic Products 

d. INDUSTRY/PRODUCT CODEjS) 

53 

e. EXAM TYPE 0 
D 

CHEMICAL 0 
0 

MICROBIOLOGICAL D PHYSPCAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Non-pennitted ingredients (including color additives), microb1ological/conLaminants, labeling statement. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

Sec Compliance Program. 
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Center for Biologics Evaluation ,& Research 

PROGRAM DESCRIPTIONS 


FY2012 


PAC CODE FDA COMPLIANCE PROGRAMS ANU ASSIGNMENTS PAGE NO. 

410028,C,D 
tnspect1on of Human Cells, Tissues, and Cellular and Tissue--Based Products 
(HCT/Ps) 

81·1 

41808, 41809. 
41810, 41811 

GLPs (Nonclln, Lab), IRBs. Spon!Mon/CROs. ClimcallnvestiQators (PDUFA) 81-2 

42001f,G Inspection of Ucensed and Unlicensed Blood Banks 81-3 
42002A.F,G Inspection o( Source Plasma Estabfishments 81'"4 

42007, 
42R833, 
42R824. 
99R83l, 
41R824., 
45~82• 

Imported CBER- Regulated Products Bf-5 

42008,A tnspechons of Licensed Vlraf MarkerTest Kits 81-~ 

42809, 42810, 
42811 

IRB~. Spon./MonJCROs, CHnicatlnveslJgators (F'OUFA) Bl-7 

42845A.8 ,C lnspealion of Medical Oev1ce Manufacturers- (Biolog.cs} Bl-8 
42848A,F ,G, 
428488,C,O, 
41848C,D, 
41848F,G 

lns~ctrons or Plasma Oenvabves of Human Origin 81-9 

<15809, 45810, 
4S811 

IRSs, Spon./Mon.ICROs. Chnical lnveshgators (PDUF A) 8 1-10, 

4S848A.f ,G li'\Spt)alion of Llcei'\Sed Allergenlc Products Bl-11 

4S8488,C,O,H Inspection of L1censed Vaccme Prod\lcts Bl-12 



This page is intentionally blank 



FORM FDA 2621 (10/0t) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection of Human Cells, Tissues, and Cellular and 

Tissue-Based Products (HCT/Ps) PAC's 41 002B.C,D 

'J PPS PROJECT NAME/NUMBER 

Human Cellular, Tissue and Gene Therapies - 41 

3 PROGRAM TYPE IT] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To dctcnninc irhuman cells, tissue, and cellular & Lissue-based product (HCT/P) establishments are in compliance with the 
regulations (21 CFR. Part 1270 and 1271), promul~:atcd under the Public Health Ser\'ice Act, Section 361 , to assure that HCT/Ps 
do not contain communicable diseuse agents, 1hat they are not contaminated, and that they do not become contaminated during 

manuracturin~: . 

C.P. 7341.002 - Inspection Human Cells, Tissues, and Cellulnr and Tissue-Ba.o;ed Product~ {IICT/Ps) 
(covers HCT!Ps recovered on or after 5/25/2005) 

C.P.7341 .002A -Inspection Tissue Establishments (covers human tissue recovered before 5125/2005) 

5. PROGRAM JUSTIFICATION 

Human cells, tissues, and cellular & tissue-based products (HCT!Ps} ore imponant products for medical treatment. 
Monitoring the recovery and processing of HCT/Ps and the testing and screening of the donors is critical to assure consumer 
protection from unsuitable products which may endanger public health. 

6. FIELD OBLIGATIONS 

ORA will perfonn the inspections, prepare 11nd submit EJRs to the Center for Biologics Evaluation and Research (CBER), and 
recommend administrative/regulatory actions when appropriate. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
m

BY DISTRICT OFFIC€ D 
m 

BYCENTER D 
D 

RYOOTH 
b. INSPECTION lYPE  COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT($) 

Biologics 

d . INDUSTRY/PRODUCT CODE(S) 

57 ~ 57 M; 57L; 57 J; 57 0 ; 57 R; 57 S; 57 T; 
All Other HCT/Ps N.E.C. 57 Y 99 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

GLPs (Nonclinical Lab). IRBs, Spon./Mon./CROs, 

Clinical Investigators (PDUFA) PACS 41808-4181 I 

2. PPS PROJECT NAME/NUMBER 

Human CeHular, Tissue and Gene Therapies  41 

0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT3. PROGRAM TYPE 

GLPs: To assure compliance with Good lAboratory Practices (GLPs) regulations (21 CFR 58) and the validity, reliability of 
the data submitted to FDA used to justify the use ofan investigational product in humans. 

IRRs: To ensure that the rights ofhuman subjects panicipating in clinical trials are protected through proper oversight by 
Institutional Review Boards (IRBs} Regulations (21 CFR 56, 21 CFR 50). 

Spon/Mon/CROs: To assess the adherence of Sponsors, Monitors, and Contract Research Organizations (Spon./Mon./CROs) 
to the cuncnt regulations (21 CFR 312 and 812) and their oversight of clinical studies. 

Clinical Investigators: To assess the reliability and accuracy of the data submitted to FDA in support ofn marketing or research 
pennit and to dctenninc the compliance of Clinical Investigators with the relevant regulations (21 CFR 312 and 812}. 

4. OBJECTIVES 

5. PROGRAM JUSTIFICATION 

GLP5: Nonclinical srudies ofinvestigation products are the basis for their use in humans. The reliability of the non clinical 
data must be established prior to the product's use in humans. 

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibillty to assure that the rights of 
subjects in the clinical trials ofinvestigational drugs arc protected. 

Spon/MoRICROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable. accurate 
clinical data. The inspectional program assures that proper oversight is maintained over the clinical srudies. 

Clink:al lnvestigators: The Kefauver Hanis Amendment to the Act and the regulations promulgated thereunder, provided FDA 
with the responsibility and authority to review all clinical research involving FDA regulated product!'\. 

6. FIELD OBLIGATIONS 

GLPs: Conduct inspections and forward reports to the assigning office in CBER. IRDs: Perform inspections of lRBs which 
are involved in the review of clinical trials of studies involving biological products and forward rcport(s) to the assigning 
CBER office. 
SponJMon/CROs: Conduct inspections as assigned by CBER ru1d forward the report(s) lo the appropriate office. 
Clinical Investigators: Conduct inspections as assigned by C'BER and forward report(s) including recommendations for 
comptiancc follow-up as needed. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
0 

BY DISTRICT OFFICE m
D 

 BYCENTER Dsv

DoiR

BOTH 
b. INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED ECTED 

c. PRODUCT(S) 

Biologics 

d. INDUSTRY/PRODUCT CODE(S} 

57 /99 99 is used for products N.E.C. 

e. EXAM TYPE D 
D 

CHEMICAL D 
c===J 

MICROBIOLOGICAL D PHYSICAl D ENGINEERING 

MICROANALYTICAL OTHERS(SPEC/F)? 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. Bl-2 



FORM FDA 2621 (10109} PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection of Licensed <md Unlicensed Blood Banks 

PACs 42001 F,G 

2. PPS PROJECT NM1EINUMBER 

Blood and Blood Products- 42 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure blood and blood products are safe, effective, and adequately labeled by conducting inspections of the following 
estab lishmenls as required by Jaw, to detennine the level ofcompliance and adherence with applicable Federal regulations: 
a) Licensed and Unlicensed (Registered) Blood Establistuncnts engaged in the collection, manufacturing, preparation or 
processing of human blood or blood products; (b) Rlood Donor Centers which collect blood and ship to the Blood Banks of 
which they are a pan; {c} Laboratories that perform testing on blood products and donors, e.g. donor screening for 
communicable disease agents (HIV 1 and 2, Hepatitis Band C, HTLV I and H, Syphilis] and supplemental testing on reactive 
tests (HIV Western Blot, HCV RIB A): (d) Laboratories that perfonn Quality Control Testing for licensed blood establishments, 
e.g., platelet Qualliy Control (Q.C.) GMl' evaluation to determine the levd ofcompetency and adherence 1o contractual 
agreements \Vith the licensed establishments. 

5. PROGRAM JUSTIFICATION 

Blood and Blood Products are vitally imponant products in medical treatment. Monitoring the collection of whole blood and 
the processing, manufacturing, and preparation ofproducts derived from human blood assures consumer protection from 
defective products which mny endanger public health. 

6. FIELD OBLIGATIONS 

ORA will pcrlonn the inspections, prepare EIRs, and submit certain specified ElRs to the Center for Biologics Evaluat1on and 
Research (CBER), issue Warning Leners, and recommend administrative/regulatory actions when appropriate. 
Joint inspections with CBER per.;onncl may be performed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
0 

BY DISTRICT OFFICE D 
W 

BYCENTER D 
Oo

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED lRECTEO 

c. PRODUCT($) 

Blood and Blood Products 

d. INDUSTRY/PRODUCT CODE(S) 

57 D 

e. EXAM TYPE D 
D 

CHEMICAL D 

I I

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection of Source Plasma Establishments 

PACs 42002A,F,G 

2. PPS PROJECT NAME/NUMBER 

B lood and Blood Products- 42 

3 . PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To detennine (hrough inspections if Source Plasma establislunents arc operating in compliance with applicable regulations 
to assure donor protection and to assure that Source Plasma is safe, effective, and adequately labeled. 

5. PROGRAM JUSTIFICATION 

The collection of Source Plasma as source material for further manufacturing into products used in the prevention and 
treatment of disease is ofimmeasurable value to the consumer. 

Througll this program the Agency can accomplish its objectives ofdonor protection and product safety, purity, and potency. 

6. FIELD OBLIGATIONS 

ORA will perform inspections, prepare and submit certain specified EIRs to the Center for Biologics Evaluation and Research 
(CBER), issue Waming Letters, and recommend administrative/regulatory actions when appropriate. Joint inspections with 
CBER personnel may be perfonned. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
m 

Bv' DISTRICT OFFICE :=1 
0 

BYCENTER D 
C]

BY BOTK 
b. INSPECTION TYPE 

COMPREHENSIVE ABBREVIATED oiRECTEo 

c. PRODUCT(S) 

Source Plasma 

d. INDUSTRY/PRODUCT CODE(S) 

57 D 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL Cl PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS(SPEC~ 
t. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. 61·4 



FORM FDA ~21 (10109) PREVlOUS EDITION IS OBSOLETE 

1, PROGRAM/ASSIGNMENT TITLE 

Imported CBER-Rcgulated Products 

PACs 42007, 4l/42/45R833, 99R833 * 

2. PPS PROJECT NAME/NUMBER 

Blood and Blood Products - 42 

3. PROGRAM TYPE [TI COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

I) Determine if import entries comply with the requirements of appropriate Federal regulations. 
2) Assure that import entries declared as Import for Export arc CBER approved pursuant to section 80l(d)(4) of FD & C Act. 
3) Detain all import entries not in compliance with applicable regulations, including 21 CFR 600-680 and 1271. 

• PACS: 42007; 41 R824; 42R824; 45RB24; 41 R833; 42R833; 45R833; 99R833 

5. PROGRAM JUSTIFICATION 

1n 1995, a Blood Working Group (consisting ofpersonnel from CBER and ORA) reviewed cases in which imported blood and 
blood components were identified as being illegally distributed in domestic commerce. Analysis of available infonnation 
identified a need for a compliance program to clarify existing CBER procedures for the importarion of blood products and 
ensure consistent handling orimported blood products by the Field. 

JJ1 2005 new regulations for Human Cells, Tissues, and Cellular and Tissue-Based Products (HC'T/Ps) became etfective. 

6. FIELD OBLIGATIONS 

To review electronic line entries or examine entry documentation for imported biologic<~I products offered for entry into the 

United States. 

To detcnnine whether biologicill products offered for import are licensed or unlicensed; and to conduct investigations as 
necessary and determine whelher an entry is in compliance with Federal Regulations 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
D 

BY DISTRICT OFFICE D 
D 

BYCCNTER D 
D 

BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED DIRECTED 

c. PRODUCT(S) 

Biological P.roducts 

d. INDUSTRY/PRODUCT CODE(S) 

57 

e. EXAM TYPE D 
D 

CHEMICAL D 

D 
MICROBIOLOGICAL D PHYSICAl. D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING AITRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. Bl-5 



FORM FDA 2821 {10109) PREVIOUS EDITION IS OBSOLETE 

1 PROGRAM/ASSIGNMENT TITLE 

Inspections of Licensed Viral Marker Test Kits 

PACs 42008.A 

2. PPS PROJECT NAME/NUMBER 

B lood and Blood Products. 42 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manufacturing process for licensed itr vitro diagnostic products which are used in relation to blood bank practices, 
including their instrumentation and software, and to dctenninc their compliance with the Federal Food. Drug, and Cosmet1c 
Act, the applicable regulations, including the Quality System Regulations (21 CFR 820}, In Vitro Diagnostic Products 
Rcgula1ions (21 C'FR 809), Biologics Regulations (21CFR Part 600-680), and with standards and commitments made in license 
applications and/or supplements. 

5. PROGRAM JUSTIFICATION 

In Vitro Diagnostic Kits are impor1ant tOOls in medical treatment and blood and plasma donor screening. This program enables 
the Agency to continue to protect the public health by assuring sofety, purity, potency, and efficacy ofthese products. 

6. FIELD OBLIGATIONS 

Conduct comprehensive inspections that assess rhc adequacy of all significanc processes and systems. These inspections 
should he puformed on a( leas( a Biennial Basis. Inspections will be conducted by a Team Biologics Member and 
may include a Oiscrict Representative and I or a Product Specialist from CBER. 

1a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 
[TI

BY DISTRICT OFFICE D 
0 

BYCENTER D 
OoiR

BY BOTH 
b. INSPECTlON TYPE  COMPREHENSIVE ABBREVIATED ECTED 

c. PROOUCT(S) 

Jn VitrtJ Diagnostic Products accon.lunce with the stated 
Objective. 

d. INDUSTRY/PRODUCT COOE(S) 

57 

e. EXAM TYPE D 
I I

CHEMICAL D 
0 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (Devlct~ Speclllc) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. 81-6 



FORM FDA ~1(10109) PREVIOUS EOITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

IRBs, Spon./MonJCROs, Clinical Investigators 
(PDUFA) PACs 42809, 42810, 42811 

2. PPS PROJECT NAME/NUMBER 

Blood and BJood Products - 42 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRBs: To ensure that the rights ofhuman subjects participating in clinicaltnals are protected through proper oversight by 
Institutional Review Boards (lRBs) Regulations (21 CFR 56, 21 CFR 50). 

Spon.IMonJCROs: To assess the adherence of Sponsol'l\, Monitors, and Contract Research Organizations (Spon./MonJ CROs) 
to the current regulations (21 CFR 312 and I! 12) and their oversight of clinical studies. 

C linical lnvemaators: To assess the reliability and accuracy of the data submitted to FDA in support ofa marketing or 
research pennit and to determine the compliance ofClinical lnvc:stigators with the relevant regulations (21 CFR 312 and S I 2). 

5. PROGRAM JUSTIFICATION 

IRBs: Through amendments of the Act, Congress has mandated that FDA has the rcsporu;ibility to assure that dtc rights of 
subjects in the clinical trials ofbiological products nre protected. 

Spon.IMon./CROs: Sections of the FD & C Act and the Public Health Service Act require the submission ofreliable, accurate 
clinical data. The inspl."Clional program assures that proper oversight is maintained over the clinical studies. 

CUoicllllnvesdgators: The Kefauver Harris Amendment to the Act and the regulations promulgated thereunder, provided FDA 
with the responsibility and authority to rc\oicw all clinical research involving FDA regulated products. 

6. FIELD OBUGATIONS 

IRBs: Perform inspections of IRBs which are involved in the review ofclinical crials of studies involving biological pro<iuciS and 
forward rcport(s) to the assigning CBER office. 
SponJMon./CROs: Conduct inspections as assigned by CBER and forward the rcport(s) to the appropriate office. 
CUnicAilnvestigators: Conduct inspections as assigned by CBER and forward report(s) including n:conunendations for 
compliance follow-up as needed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
[8]

BY DISTRICT OFFICE 0 
D 

BY CENTER LJ
Do

 SY BOTH 
b. INSPECTION TYPE  COMPREHENSIVE ABBREVIATED ~cTeo 

c. PRODUCT(S) 

Biologics 

d. INDUSTRY/PRODUCT CODE.(S) 

57/99 99 is used for producrs N.E.C. 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. 8 1-7 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspec tion of Medical Device Manufacturers (Biologics) 

PACs 42845A,B,C 

2. PPS PROJECT NAME/NUMBER 

B lood and Blood Products - 42 

3. PROGRAM TYPE ITJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manufacturing processes for those medical devices and itt vitro diagnostic produces regulated hy the Center for 
Biologics Evaluation and Research (CBER) through the use of the Medical Device Authorities (e.g. PMA, 5 JOK) and other 
generic de\~ces outlined in the October 3 I, I9() I intercenter agreement between CBER and the Center tor Devices and 
Radiological Health (CDRH). 

5. PROGRAM JUSTIFICATION 

As described in the October 31, I 991 intercenter agreement, CI3ER is the focal point for the review and evaluation ofseveral 
categories ofmedical devices. Our strategy for inspecting those finns not regulated under the licensing provisions of Section 3:51 
of the Public Health Service Act arc for Biennial Inspection . 1l1e product categories arc primarily in the area ofdevices used in 
blood banking. 

6. FIELD OBLIGATIONS 

Conduct inspections pursuant to the in:.tructions in the OMD Program · Inspection of Medical Device Manufacturers, 
jcP 73R2.R45. Report findings/observations to the Ctnter for Biologics Evaluation and Research (CBF..R). Recommend/initiate 
regulatot)' follow-up consistent with the compliance prob'Tam guidance and Agency policy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE m ABBREVIATED D DIRECTED 

c. PRODUCT($) 

All devices in the produce categories transferred to C'BER. 
d. INDUST RY/PRODUCT CODE{S) 

8 1 (Device Categories), 57 Y 99 (ln t'ivo + in vitro Diagnostic 
Products 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D D ENGINEERINGPHYSICAL 

D MICROANALYTICAL 0 OTHERS (Device Spedtk) 

f. CHECK THE FOLLOWING ArTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. 81-6 



FORM FDA 2621 (101091 PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspections of Plasma Derivatives of Human Origin 

PACs 42848A,F,G; 42848B,C,D • 

2 PPS PROJECT NAMEJNUMBER 

Bl0od and Blood Products- 42 

3. PROGRAM TYPE [K] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To ensure the safety and effectiveness ofbiological products by evaluating, through inspections, the conditions under which 
Plasma Derivatives are manufactured, and to detennine their compliance with the Federal Food, Drug, and Cosmetic Act. 
standards and commitments made in license applications and/or supplements, und applicnble regulations. 

Other PACs included: 4184RC,D: 41 H48F,G 

5. PROGRAM JUSTIFICATION 

Plasma Derivatives are products used in the prevention and treatment ofdisease and thus are of immeasurable value to the 
consumer. 

6. FIElD OBLIGAliONS 

ORl\ will perform inspections that assess the adequacy ofall significant processes and systems. These inspections should 
be perrormed on at least • Biennial Basis. Inspections will be conducted by a Team Biologics Member, and may include 
a District Representative and/or a Product Specialist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 BY DISTRICl OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE [8] COMPREHENSIVE [8] ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Fractionation Products 
d. INDUSTRY/PRODUCT CODE(S) 

57 

e. EXAM TYPE D CHEMIC,lJ. D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING A ITRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. 8 1-9 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

IRBs, Spon./Mon./CROs, Clinical Investigators 

(PDUFA) PACs 45809, 45810,45811 

2. PPS PROJECT NAME/NUMBER 

Vaccines and Allergenic Products - 45 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRBs: To ensure that the rights ofhuman subjects participating in clinicnl trials are protected through proper over..ight hy 
Institutional Review Boards (JRBs) Regulations (21 CFR 56, 2 I CFR 50}. 

SponJMon./CROs: To assess the adherence ofSponsors, Monitors , and Contruct Research Organizations (Spon.!Mon.ICROs) 
to the current regulations (21 CFR 312 and HI 2} and their oversight of clinical studies. 

Clinicallnvestie•tors: To assess the rcliabiliry and accuracy ofthe data submined to fDA in support of a marketing or 
research pcnnit and to determine the compliance of Clinical Investigators with the relevant regulations (21 C'FR 312 and 812). 

5. PROGRAM JUSTIFICATION 

I RBs: Though amendments of the Act, Congress has mandated that FDA hlls the responsibility to assure that the rights or 
subjects in the clinical trials ofinvestigational drugs are protected. 

Spon.JMon./CR Os: Sections of the FD & C' Act and the Public Hcalth Sen.;ce Act require the submission ofreliable, accurate. 
clinical data. The inspcctional prOb'Tam assures that proper oversight is maintained over lhc clinical studies. 

Clinical Investigators: The Kefauver Harris Amendment to the Act and the regulations promulgated thereunder, provided FDA 
with the responsibility and authority to review all clinical resea.rch involving FDA regulated products. 

6. FIELD OBLIGATIONS 

IRBs: Perfom1 inspections of JRBs which are involved in the review of clinical trials of studies involving biological products 
nnd forward reports to the assigning CBER office. 
Spon./Mon./CROs: Conduct inspections as assigned by CBER and rorward the rep<>rt(s) to the appropriate office. 
Clinical Investigators: Conduct inspections as assigned by CBER and forward rcport(s) including recommendations for 
compliance follow-up as needed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BV DISTRICT OFFICE m BY CENTER D BY BOTH 
b. INSPECT10N TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Biologics 

d. INDUSTRY/PRODUCT CODElS) 

57/ 99 99 is used for products N.E.C. 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D 0-rHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. 81-10 



2. PPS PROJECT NAME/NUMBER1 , PROGRAM/ASSIGNMENT TITLE 

Vacc ines and Allergenic Products- 45 
Jnspection of Licensed Allergenic Products 

PACs 45848A,F,G 


3 . PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES 

To ensure the safety and effectiveness orbiological products by evaluating, through inspections, the conditions under which 
Licensed Allergenic Products and Unlicensed Allergenic Source Materials are manufactured, and to detennine their compliance 
wilh the Federal Food, Drug, and Cusmeti~: Act, and the Public Health Service Act, St11ndards and commitments made in license 
applications and/or supplements. and applicable regulations. 

5. PROGRAM JUSTIFICATION 

Allergenic Products are biological products which are administered to man for the diagnosis, prevention, or treatment of allergies. 
The products are manufacrured from source materials that may include pollen, insects, mold, food, and animals, used in the 
prevention and treatment ofdisease and thus are of immeasurable value to the consumer. 

6, FIELD OBLIGATIONS 

ORA will perform in!ipcctions that assess the adequacy ofall significant processes and systems. These inspections should 
be performed on at least a Biennia) Basis. Inspections will be conducted by a Team Biologics Member, and may inclutJe 
a District Representative and/or a Product Specia1ist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERe:D 

[8] BY OISTRJCT OFFICI;; D BY CENTER D BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE [TI ABBREVIATED Oo1RECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

57Biologics 

e. EXAM TYPE D D D DCHEMICAL MICROBIOLOGtCAL PHYSICAL ENGINEERING 

D MICROANP..LVTICAL D OTHERS (SPfCIFY) 

f. CHECK THE FOLLOWING ATTRJBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. 81-11 



FORM FDA 21121 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection of Licensed Vaccine Products 
PACs 45848B.C,D,H 

2. PPS PROJECT NAME/NUMBER 

Vaccines and Allergenic Products- 45 

3 PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure the safety and effectiveness ofhiological products by detennining through inspections, the conditions under which 
vaccines are manufactured, and to detennine their compliance with the Federal Food, Drug, and Cosmetic Act, Standards and 
commitments made in license applications andlor supplements, and applicable regulations. 

5. PROGRAM JUSTIFICATION 

Vaccine: and Vaccine R¢latc::d Products are biological products which are administered to man for the diagnosis and prevention 
of microbial disease and for the therapeutic treatment. Products are manufactured from viral and bacterial organisms and 
components and may include live attenuated, inactivated, and recombinant vaccines. These products are used in the 
prevention ofchildhood diseases und in the treatment, diagnosis, and prevention of diseases and thus arc of immeasurable 
value to the consumer. 

6. FIELD OBLIGATIONS 

fORA will perform inspecdons that assess the adequocy of all significant processes and systems. The ::'lloo-tnnuenu 
Inspections should be performed on at least a Biennial Basis; and the Influenza Inspections wiU be conducted annually. 
Insp~tions will be conducted by a Team lliologics Member and may include a District Representative and/or a Product 
Specialist from CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[8] BY OIS TRICT OFFICE D BY CENTER D BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE m ABBREVIATED D DIRECTED 

c. PROOUCT(S) 

Biologics 

d . INDUSTRY/PRODUCT GODE(S) 

57 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGlCAl D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. 81-12 
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Center for Drug Evaluation & Research 

PROGRAM DESCRIPTIONS 


FY2012 


PAC cpoe FDA COMPLIANCE PROGR.AMS .AND ASSIGNMENTS PAGE NO. 

468328,C NOA Pre·AJ?proval lnspectionsllnvestlgallonS"- Domestic (PDUFA) H0-1 

46832B,C,O NOA Pre-Approval lnspectfonsltnvestfgatlon& - forergn (PDll~A) 2 -Hb
46Bl2M BU\ Pre-Awroval lnspections/lrwestlgatlons· Domestic and Foreign H0-3 
46832P PET NOA Pre-Approval lnspoctionsllnvestlgallons HD-4

48001,A In Vivo Bi~utvalence (POUFA) - Domestic HO·S 
4aoo1,A.o,e In Vivo !B oequivalence (PDUFA) - Foreign Inspections H0-6
48808 LaboralOry) (Nonclinical Pracllce Laboratory Good H0-7

A ,48809 instlwtlooal Review Boards (IRB); iRad oactive Drug Research Committee (RORC} HD-8

-488.,0 Spo~)sors, Contact Research Organizahons. & Monllors HD·9
48811.A,8 . Clinical Investigators HD-10

52832.B.C ANOA - Pre-Approval lnspeclions/lnvestigalions - Domestic HD-11 

52832 B, .C, E ANOA Pr- e-AJ)pi'oval ln~cllons/lnvest_ig_allons • Foreign HD-12 

52832P PET ANOA Pre-Approval tnspectlonsltnvestlgatlons H0-13
53001A.8 Enforcement of the Adverse Drug Experience Reportmg Regulallons HD-i4

53001C lEvaJSk R uation and M1UgaUon System (REMS) 15-HD
56002A-O,F Oru_g_Process lnspecUons HD-16

56002A~D.f Forel<Jn Drug Inspections Hf)-.17
56002M Drug Process lnspecllons: Uncensed Biological Therapeutic Drug Products HD•18 
S6002P o,u,q Pwcess lnspechons- PET Oomesllc HD-19

56008A,l Drv__q Product Sul'\lel~ance 110-20
56021A.8 0(ll9 Ouahty Reporting System • DORS NOA·Field Alert Reporting HD·21 
56022 Enforcement of the Pres{;ript1on Drug Marketmg Act {POMA) H0·22
56843 Post Approval Inspections/Investigations {Oomestrc and Foreign) HD..23

560015 Ptlarmacy Compounding Assignments HD-24

56RIS38 Forensic Evaluation and Sample Analysis H0-25
63001 A,630012 Internet Health Fraud. and OTC Monographs HD·26

63002 New Dmg (PrescriptJonlWilhout Appr oved NDAs H0-27

88··· Shelf Ure Extension Projects H0·21
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FORM FDA 2621(10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

NO.I\ Pre-Approvallnspectionsilnvestigations 

PAC 46832B, C 

2. PPS PROJECT NAME/NUMBER 

New Drug Evaluation - 46 

3. PROGRAM TYPE CKJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR [8] ASSIGNMENT 

4. OBJECTIVES 

To verify that NDA applicant has facilities, equipment. controls. etc. so specified in their application. To detennine 
compliance ofmanufacturing establishments with GMPs prior to approval of pending NOAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing estahlishmcnts must be assessed before NOA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre--approval establislunent inspections as requested by Center for Drug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE CD BY CENTER D BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [K]oiRECTEO 

c. PRODUCT(S) 

All Human Drugs, [.ncluding Radioactive Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

All Human Drug Codes 

e. EXAM TYPE II] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAl D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATIRIBUTES 

g . SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. HD-1 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

NDA Pre-Approval Inspections/Investigations -Foreign 
PAC 46832B,C,D 

2. PPS PROJECT NAME/NUMBER 

New Drug Evaluation - 46 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To verify th.at NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 
com pi iancc ofmanufacturing establishments with GMPs prior to approval of pending NDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing establishments must be llssessed before NDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre·approvaJ establishment inspections as requested by Cemer for Drug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 B'W'CENlt:R D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D A.BBREVIATED m DIRECTED 

c. PRODUCT(S) 

All Human Drugs, Jncluding Radioactive Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

All Human Dn.1g Codes 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATiRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. HD-2 



2. PPS PROJECT NAMEJNUMBER1. PROGRAM/ASSIGNMENT TITLE 

BLA Pre-Approval Inspections/Investigations-

Domestic and Foreign, PAC 46832M 

New Drug Evaluation - 46 

3. PROGRAM TYPE ! X I COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify thal BLA applicant has the facilities, equipment, and controls as described in the application, and to verify the integrity 
of the submitted dl!ta. To detcnninc compliance ofmanufacturing establishments with CGMPs prior to approval of 

pe11diog BLAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing establishments must be assessed before BLA approvals. 


6, FIELD OBLIGATIONS 


Conduct pre-approval cstablishmcnl inspections as requested by Center for Drug Evaluation and Research. 


7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 0 DBY DISTRICT OFFICE BYCENTER 8Y BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJDIRECTEO 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

All Human Drugs; specifically, Licensed Biological 
Therapeutic Drugs 

Industry Code: 57 

e. EXAM TYPE [8] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

0 MICROANALYTICAL D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATTRIBUIES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-3 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

PET NDA Prc-Approvallnspeclions!lnvestigntions 

PAC 46832P 

2. PPS PROJECT NAME/NUMBER 

New Drug Evaluation- 46 

3 . PROGRAM TYPE IT] COMPLIANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4 . OBJECTIVES 

To verify that NUA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 
compliance ofmanufacn11'ing establishments with GMPs prior to approval ofpending NDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing establishments must be assessed before NOA approvals. 

6 . FIELD OBLIGATIONS 

Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY OISTRICl OFFICE 0 BYCENTER [=::J ElY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED (Z] DIRECTED 

c. PRODUCT(S) 

All Human Drugs, Including Radioactive Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

All Human Drug Codes 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYS.CAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safety precautions as instructed by the IOM and by the 
inspected establishmenr. 

PAGE N O . HD-4 



FORM FDA 2~21 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

In Vivo Biocqui,·alcncc (PDUFA)- Domestic 
PAC 4800l,A 

? PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring: 1-Juman Drugs - 48 

3. PROGRAM lYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4, OBJECTIVES 

TI1rough audit procedure." detennine whether data ~ubmittcd 10 FDA in NOAs rmd ANOAs arc accurotc and valid. 

5". PROGRAM JUSTIFICATION 

Bioequiva!ence studies arc conducted mainly by private and university affiliated contract laboratories. Previous inspections 
noted deviations from protocols, poor recordkeeping, inadequate controls over test subjects, poor analytical procedures 
and fraud. Results ofbioequivalence inspections have a direct relationship to approvability ofNDA and ANDA applications. 

6. FIELD OBUGATIONS 

Conduct inspections and forv.·ard the reports directly to the Di\-ision ofScientific Investigations, COER, 
for evaluation and follow-up. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE !3] BY CENTER D BYBOlH 

b. INSPECTION TYPE [KJ COMPREHENSIVE D ABBREVIATED [8] DIRECTED 

c. PRODUCT($) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Code: 60, 61 

e . EXAMlYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. HD-5 



FORM FDA 2621 (10109} PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

In Vivo Bioequivalence (PDVFA) - Foreign Inspections 

PAC 48001,A,D,E 

2. PPS PROJECT NAME/NUM8ER 

Bioresearch Monitoring: Human Drugs- 48 

3 PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To detennine through audit procedures whether: (a) biocquivnlencc data. (b) non-clinical laboratory srudy data, and 
(c) clinical data are substantiated by on-site documentation, are valid, scientifically accurate and the studies were conducted 
according to opproprintc regulation.<;. 

GLP inspections in forci1,'Tllaboralorics may also provide an assessment of the effectiveness ofan existing Memorandum of 
Understanding with that named nation. 

5. PROGRAM JUSTIFICATION 

An increasing number ofbiocquivalcncc studies are conducted by contract laboratories, private and university affiliated, 
located in India, Canada and Europe. In addition, large numbers of animal studies (GLP) and clinical studies arc conducted in 
Europe and other foreign countries. Serious problems associated with lack of adherence to protocols, lack of and inadequate 
record keeping, inadequate and ioaccurale analytical procedures, and fraud have been documented in such studies. These 
studies are required for drug approval in the United States. 

The President's Emergency Plan for AIDS Relief (PEPFA R) requires inspections of bioequivalcncc manufacturers and clinical 
srudies submitted in NDAs and ANDAs. Data audit under PEPFAR ....rill be verified by on site inspections. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward the reports directly to the Division ofScientific Investigations, COER, for evaluation 
and follow-up. 

The audit of data from bioequivalence manufacturers and clinical scudics will be verified. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE m BYCCNTER OavBOTH 
b. INSPECTION TYPE m COMPREHENSIVE D ABBREVIATED DoiRECTEo 

c. PRODUCT($) 

lluman Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

ludustry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICIIL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. HD-6 



FORM FDA 2621 {10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Good Laboratory Practice (Non-Clinical Laboratory) 

PAC 48808 

2. PPS PROJECT NAME/NUMBER 

Bio research Monitoring: Human Drugs- 48 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

fro assure compliance with cuncnt Good Laboratory Practice Regulations (21 CFR 58) by nonclinicallabordtori~ and lo 
assure validity of dnta rhrou~h associated data audits. 

5. PROGRAM JUSTIFICATION 

Animal Studies are vital prerequisites to human clinical trials ofdrugs and other FDA regulated products. Past experience 
has shown serious deficiencies in the conduct ofnonclinical laboratories in record keeping, adherence to study protocol, 
and in some cases fraudulent practices. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward the reports directly to the Division of Scientific Investigations, COER. 
District moy make classifkation and recommend compliance actions. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE [' X l BY CEJIITER D BYBOfH 
b. INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT($ ) 

Human Drugs 
d . INDUSTRY/PRODUCT CODE(S) 

Indus{ry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAl D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-7 



FORM FDA 2621 (1Gm) PREVIOUS EDITION IS OBSOLETE 

Institutional Review Board (IRB); Radioactive Drug 
Research Committee (RDRC), PAC 48809,A 

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

Bioresearch Monitoring: Human Drugs - 48 

3, PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRB: To assure compliance and integrity of institutional review boards (21 CFR 50) which provide protection for 
human subjects of clinical investigations to be submitted to FDA. 

RDRC: To assure the quality and integrity of Radioactive Drug Research Comminees and assure they are operating in 
compliance with (21 CFR 361.1 ). 

5. PROGRAM JUSTIFICATION 

LRB: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of 
subjects in the clinical trials of investigational drugs ttre protected. The inspectional program assures that IRBs protect 
the safety and welfare of clinical trial subjecLo; and ensures that the infonned consent fonn and the process of obtaining 
infonne<l consent comply with currc.:nt regulations. 

RDRC: The Nuclear Regulatory Commission and the FDA have decided that certain protocols involving radioactive drugs do 
not need an INO, but must be reviewed by an institutional RORC. These protocols arc those intended for basic research 
purposes, not those protocols intended to determine the safety and efficacy of tbe drug in humans. The RDRC assures that 
the radiation doses and phannacological doses are within specified limits. The Di.,ision of Scientific Investigations, Office of 
Compliance, CDER, issues assignments to the districts, reviews all complete ElRs and their classification, and issues letters 
os needed to RDRCs after such review. 

6. FIELD OBLIGATIONS 

JRB: Conduct inspections of IRBs which are involved in the review of clinical trials of human drug studies and forward the 
reports to the Division of Scientific Investigations, COER. 

Assist in presentation ofJRB workshops. 
RDRC: Conduct inspections of RDRCs and forward the EIRs to the Division ofScientific Investigations, CDER. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY OISl RICT OFFICE 0 BY CENTER D BY BOTH 

b. INSPECTION TYPE m COMPREHENSIVE D ABBREVIATED OoiRECTED 

c, PRODUCT($) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

lnduslryCode: 60,61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAl D ENGINEERING 

D MlCROANAL YTICAL D OTHERS(SPE~~ 
f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-8 



1. PROGRAM/ASSIGNMENT TITLE 

Sponsors, Contract Research Organizations, & Monitors 
PAC 488LO 

2. PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring: Human Drugs· 48 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure adherence by sponsors, contract research organiwlions, ami monitors to the regulations (21 CPR 312) and to 
assess their interaction wilh clinical investigators and the sponsors development ofsafety and efficacy data in NDAs. 

5 . PROGRAM JUSTIFICATION 

Sections of the FD&C Act and the Public Health Service Act require the submission of data lo FDA ensuring the salely of 
human drugs, as well as the filing of an lnvcstigalional New Drug Application and New Drug Applications. An 
inspectional pro~rram is required to assess compliance with current regulations. 

6. FIELD OBLIGATIONS 

Conduct inspections ofsponsorS, contract research organizations, and monitors for the !NDINDAs identified in the 
assignrnenls. Forward reports directly to the Division of Scientific Investigations, CDER, for final classification, including 
District recommendations for compliance follow-up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE m BY CENTER D BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PROOUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-9 



FORM FDA 2621 {10109) PREVIOUS EDITION IS OBSOLETE 

1 PROGRAM/ASSIGNMENT TITLE 

Clinical Investigators • Domestic and Foreign 

PAC 48811, A, B 

2. PPS PROJECT NAME/NUMBER 

Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE [8] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assess through audit procedures whether data submitted to FDA in 11 specific study are substantiated by source 
documents and whether clinical inves1igators have complied \\-lth regulations (21 CFR 312). 

5. PROGRAM JUSTIFICA'TION 

Clinical dato are submitted Lo FDA in support of a marketing permit (IND. NDA). The clinical studies that generated the data 
are evaluated for accuracy, completeness. and regulsnory compliance. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward EIRs directly Ia the Division of Scientific Investigations, COER. 
Disrrict may make classification and recommend compliance actions. 

?a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE I X IBY CENTER D BYBOTH 

b . INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED Oo1RECTEO 

c. PRODUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY] 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-10 



FORM FDA 2621 (10JOg) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

ANDA Pre-Approval [nspectionsflnvestigations 

PAC 52832,B,C 

2. PPS PROJECT NAMEJNUMBER • 
Generic Drug Evaluation  52 

3. PROGRAM TYPE [8] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their application. To (jctcnninc 
compliance of manufacturing establishments with GMPs prior to approval of pending ANDAs. 
ANDA bulk products are collected for profile analysis. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacturing establishments must be assessed before ANDA approvals. 

6. FlEW OBLIGATIONS 

Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research. 

7a. SELECTION OF' ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE [KJ BY CENTER D BY BOTH 
b, INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TI DIRECTED 

c. PRODUCT($) 

Human Drugs 

d. INDUSTRY/PRODUCT COOE(S) 

All Human Drug Codes 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, MET"HODS, AND HANDLING 

PAGE NO. H0-11 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

ANDA Pre-Approval lnspectionsllnvcstigations • 

Foreign, PAC 52832,B,C,E 
Generic Drug Evaluation - 52 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D W 
4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their application. To detem1ine 
complionce offoreign manufacturinl_! establishments witl1 GMPs prior to approval ofpending ANDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of foreign manufacturing establishments must be as..c;c.o;sed before ANDA approvals. 

6. F IELD OBUGATIONS 


Conduct pre-approval inspectio11s of foreign establishments as requ.c:sted by Center for Drug Evaluation and Research. 


7a, SELECTION OF ESTABUSHMENTS TO BE COVERED 


D BY DISTRICT OFFICE []] BY CENTER ITJ BY BOTl-1 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED m DIRECTED 

d. INDUSTRY/PRODUCT CODE(S) c. PRODUCT(S) 

All Human Drug CodesHuman Drugs 

e. EXAM TYPE 0 D D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANALYTICAL D OiHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, ANO HANDLING 

PAGE NO. HD-12 



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

PET ANDA Pre-Approval lnspectionsllnvcstigations 

PAC 52832P 

Generic Drug Evaluation - 52 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4, OBJECTIVES 

To verify tl1at ANDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 

compliance ofmanufacturing establishments with GMPs prior lo approval of pending ANDAs. 

ANDA bulk products are collecled for profile analysis. 


5, PROGRAM JUSTIFICATION 

Compliance or manufacturing establishments must be assessed before ANDA approvals. 

6, FIELD OBLIGATIONS 

Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE CKJ BY CENTER D BYBOTH 

t>. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [I] DIRECTED 

d. INDUSTRY/PRODUCT CODE(S}c. PRODUCT(S) 

All Human Drug Codes Human Drugs 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENG~NEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE fOlLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safety precautions as instructed by the IOM and by the 
inspected establishment. 

FORM FDA 2621 (10109) PREVIOUS EDrTION IS OBSOLETE PAGE NO. HD-13 



FORM FDA 2621 (10/0V) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Enforcement of the Adverse Drug Experience 
Reporting Regulations, PAC 53001 A,B 

2. PPS PROJECT NAME/NUMBER 

Posrmarkcting Surveillance & Epidemiology: Human Drugs- 53 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide assignments, guidance and instructions to licld offices for 1nspecting drug linns to detennine compliance with the 
ADE reporting requirements of21 CFR 310.305,314.80 and 31~.9R and Section 760 of the FDCA (21 U.S.C. 379aa. Regula· 
tory and/or administrative follow-up will be coordinated between the f1eld and headquarters in cases where significant 
following guidances arc detected. The Program should ttlso promote voluntary compliance with regulations and guidance by 
violation~ of reporting regulations or deficiencies in following guidances are detected. The Program should also promote 
volunrory compliance with regulations and guidance by responsible parties, including npplicants, manufacturers, 
packers and distributors. 

5. PROGRAM JUSTIFICATION 

The postmarkcting adverse drug experience (ADE} regulations (21 CFR 310.305,314.80 and 314.98) became effective on 
August 22, 19&5, September 2, 1986 and June 29, 1992 and cover prescription drugs. The regulations also apply to OTC drugs 
that have approved applications. including those initially marketed as prescription drugs under approved applications (i.e., Rx 
to OTC switched drugs). Section 760 of the FDCA applies to nonprescription drug products mttrketerl without un approved 
application. This pan of the Act became effective on December 22, 2007. The purpose of postmarketing ADE surveillance is 
to obtain information on rare, latent or long tenn drug effects not identified during pre-market testing. Accurate, complete, 
and timely n:porting of ADE information is essential to the safety evaluation of marketed drug products. It enables FDA to act 
when intonnation concerning the use and safety of marketed drug products suggests that new labeling, market withdrawal 
or other !let ion is required. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward reports directly to tlte Division of Compliance Risk Management and Surveillance (DCRMS)/ 
Ollie!! of Compliance/COER, including n:commendations for any indicated regulatory follow-up. 
Issue rcgul:ltory lct1crs a!' approved by DCRMS. Notify DCRMS of findings from other inspections! progrdm activities which arc 
relevant to ADE reporting. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER m BYBOTH 
b . INSPECTION TYPE m COMPREHENSIVE D ABBREVIATED D oiRECTED 

c. PRODUCT{$) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 54, 56, 60-66 

e. EXAM TYPE D CHEMICAl D MICROBIOLOGICAl D PHYSICAL D ENGINEERING 

D MICROANAlYTICAL D OTHERS (SPECIFY} 

r. CHECK THE FOLLOWING A TIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. H0-14 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Risk Evaluation and Mitigation Strategy (REMS) 

(PDUFA), PAC 53001 C 
Postmarketing Surveillance & Epidemiology: Human Drugs - 53 

3. PROGRAM TYPE [TI COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide assignments, guidance and specific instructions to field offices for inspecting drug finns to dctennine complionce 
with the Risk Evaluation and M11igat1on Slratcgies (REMS) required under Federal Food, Drug, and Cosmetic Act (FDCA) 
section 505-1. Regulatory andior administrative follow-up will be detem1ined by COER headquarters. 

5. PROGRAM JUSTIFICATION 

On September 27,2007, the Food and Drug Administration Amendments Act (FDAAA) (Public Law 110-85) was enacted. 
Title IX, Subtitle A, section 901 ofthis statute created new section 505-l of the FDCA, which authorizes FDA to require a 
REMS if the FDA dctcmtines that a REMS ill necessary to ensure that the bene tits of a drug outweigh the risks of the drug. 
Section 505-1 applies to applications for approval ofprescription drugs submitted under sections :'i05(b) or 505(j) of the Act 
and applications submitted under section 351 of the Public Health Service Act. This subtitle of FDAAA took effect on 
March 25, 2008, 1 SO days aficr enactment of FDAAA. The purpose of this program is to ensure that the required REMS 
pro&>rams arc being implemented. 

6. FIELD OBLIGATIONS 

Conduct inspections and forward EIRs directly to the Division of Risk Management and Surveillance, COER. There will 
be no Field- iniriated inspections in this program. At this time, all regulatory actions will be detennined by CDER 
headquarters. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 0 DBY DISTRICT OFFICE BY CENTER BYBOTH 
b. INSPECTION TYPE 0 D DCOMPREHENSIVE ABBREVIATED DIRECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PROOUCT(S) 

Industry Codes: 54, 55, 56, 57, 59, 60-66, 99Human Drugs 

e. EXAM TYPE D 0 D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANALYTICAL D OTHERS {SPECIFY} 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. H0-15 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

Drug Process Inspections 
1. PROGRAM/ASSIGNMENT TITlE 

PAC 56002A-D,F 

2 PPS PROJECT NAME/NUMBER 

Drug Quality Assurance  56 

0 COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 3 PROGRAM TYPE 

4 . OBJECTIVES 

To minimize the consumer's risk ofaposure to defective drug products by preventing the marketing of. or removing from the 
market, violative drug products thut arc observed as a rcsuh ofactivities perfonned under this program. 
To assess the adequacy of the CGMP regulations. guidelines and agency regulatory policies by gathering indu!'try-wide data on 
changing practices and technology. 

5. PROGRAM JUSTIFICAliON 

The Drug Process Inspections program is FDA's primary means for evaluating the conditions under which drug products are 
manufactured, tested, packaged ami held. 

6. FIELD OBLIGATIONS 

The field will conduct drug process inspections and maimain profiles or othermonitoring systems which will insure that each drug 
firm receives the inspection coverage provided for in the inspcctional strategy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [!] BYBOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED OoiRECTED 

c. PRODUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S} 

Industry Codes: 50, 54-56, 60-66 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAl D ENGINEERING 

D MICROANALYTICAl D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, ANO HANDUNG 

PAGE NO. HD-16 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Foreign Drug Inspections 
PAC 56002A-D,F 

2 PPS PROJECT NAMEJNUMBER 

Drug Quality Assuranc~ - 56 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

lnspectional work is to minimize the consumer's risk of ~::<posure to defective drug products by preventing the marketing 
of or removing from the market, violative drug products that are observed as a rcsuh Qf inspections pcrfonncd under this Program. 

5. PROGRAM JUSTIFICAnON 

r-he international Drug Process Inspection program is fDA's primary means for evaluating the conditions under which fQreign 
drug products are manufactured, tested, packaged and held. 

6. FIELD OBLIGATIONS 

The field will conduct drug process inspections and maintain profiles of foreign drug manufacrurcrs. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

CJ BY DISTRICT OFFICE 0 BYCENTER D BYBOTf, 
b. INSPECTION TYPE D COMPREHENSIVE D ABBRE\IIATE.O 0 DIRECTED 

c. PRODUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

All Human Drug Codes 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAl D PHYSICAL D ENGINEERING 

D MICROANALYTICAL ~ OTHERS(SPEC~ 
f. CHECK THE FOLLOWING AITRISUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. HD-17 



FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Drug Prol:css Inspections: Inspections of Licensed 
B iological Therapeutic Drug P roducts. PAC 56002M 

2. PPS PROJECT NAME/NUMBER 

Drug Quality Assurance - 56 

J. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer's risk ofexposure to defective licensed biological therapeutic dru~:.rs by preventing the marketing of, or 
removing from the markel, violative licensed biological therapeutic drugs that ore observed as a result of activities perfonued under 
this prognun . To assess the adequacy of the CGMP n:gulations, guidelines 01ml agency regulatory policies by gathering 
industry-wide data on changing practices and technology. 

5. PROGRAM JUSTIFICATION 

The l)rug 1-'rocess Inspections program, Inspections of Licensed Biological Therapeutic Drug Products, is .FDA's primary 
means for evaluating the conditions under which licensed hiologkal thcrapentic drugs arc manufactured, rested, packaged 
and held. 

6. FIELD OBLIGATIONS 

The field will conduct drug process inspections and maintain profiles or other monitoring systems which will insure that each 
drug firm receives the inspection coverage provided tor in the inspectional strategy. CDER will maintain the Biological Product 

Defect Report system. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D SYCENTER 0 BY BOTH 
b. INSPECTION TYPE 

[]] COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PROOUCT(S) 

Human Drugs; specifica lly, Licensed Biological 
Therapeutic Drugs 

d. INDUSTRY/PRODUCT CODE{S) 

£ndustry Code: 57 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERII'.'G 

0 MICROANAL VTICAL 0 OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-18 



FORM FDA 2821 (10109) PREVIOUS EOITION IS OBSOLETE 

1 PROGRAM/ASSIGNMENT TITLE 

Drug Procc::;s Inspections  PET Domestic 

PAC 56002P 

2. PPS PROJECT NAME/NUMBER 

Dmg Quality Assurance • 56 

3. PROGRAM TYPE (2] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer's risk of exposure to defective drug protlucts by preventing the marketiu~ ot: or removin¥ from the 
market, violative drug products that arc observed as a result ofactivities pcrfonnctl under this program. 
To assess the adequacy of the CGMP regulations, guidelines and agency rCl,'Uiatory policies by gathering industry-wide data on 
changing practices and technology. 

5. PROGRAM JUSTIFICATION 

The Drug Process Inspections program is FDA's primary means for evaluatmg the conditions under which drug products are 
manufactured, tested, pnckoged and held. 

6. FIELD OBLIGATIONS 

The field will conduct drug process inspections and mainlain profiles or other monitoring systems which will insure that each 
drug firm receives the inspection coverage provided for in the inspectional strategy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[_J BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE c===J ABBRE~TEO OoiRECTED 

c. PROOUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT COOE(S) 

lndllstry Codes: 50, 54-56, 60-66 

e. EXAM TYPE m CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safery precautions as instructed by the IOM and by the 
inspected establishment. 

PAGE NO. H0·19 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROG RAM/ASSIGNMENT TITLE 

Drug Product Surveillance 

PAC 56008A,L 

2 PPS PROJECT NAME/NUMBER 

Drug Quality Assurance - 56 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To obtain information about the quality ofthe nation's drug supply through analyses ofsckcted domestic and imported 
finished dosage form products and active phannaceutical ingredients (APls). 
To direc\ analytical coverage towards drug products, flnns, and countries which pose a heightened risk to the consuming 
public relative to the risk-hascd management :system. 
To obtain information ilbout the identifying characteristics (forensic testing) of APls from domestic/foreign sources in order to 
establish a forensic database to evaluate formulation changes and uncover possible counterfeiting. 

5. PROGRAM JUSTIFICATION 

FDA has the mandate to assure that the nation's drug supply is safe and eti"ectivc. The Drug Product Surveillance program is 
FDA's primary means for monitoring 1he quality of finished drug products and APls through sampling and analysis. 

6. FIELD OBLIGATIONS 

To collect samples and perfonn laboratory examinations. Upon assignment from CDER, conduct inspections to obtain specific 
inlonnation, slll:h as analytical results, production data, and formulation. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFF ICC r=J BY CENTER 0 BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED m DIRECTED 

c. PROOUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT COOE(S) 

Industry Codes: 50, 54-56 and 60-66 

e. EXAM TYPE m CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

0 MICROANALYTICAL D OTHERS (SP£CIFY) 

f. CHECK THE FOLLOWING AITRIBUTES 

Potency, content uniformity, disintegration, dissolution, time release patterns, identification, microbial contamination, and other 
selected analyses arc directed in Drug Surveillance Requests at COER/District assignments. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDUNG 

PAGE NO. HD-20 



FORM FDA 21121 (10/0~) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TrfLE 

Drug Quality Reporting System - DQRS NDA-Field 
Alert Reporting, PAC 56021A,B 

2. PPS PROJECT NAME/NUMBER 

Drug Quality Assurance- 56 

3. PROGRAM TYPE [TI COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To establish and operalc a structured system for accumulating and evaluating data gcnerntcd by Drug Quality Reponing System 
(DQRS) a voluntary reporting program, and NDA Field Alert Reports (FARs), a program mandated by 21CFR 314.81 
for reporting by Jrug manufacturers. 
To mainlain n flexible capability for rapid investigations and product corrections ofany drug product quality problems :~scertaincd 
from health professionals, consumers and drug product manufacturers. 

5.. PROGRAM JUSTIFICATION 

The DQRS and FAR programs respectively, provide a means for centralizing drug quality repons received by FDA 
from hcallh profes~ional:;;, consumers and drug product manufacturers 

6. FIELD OBLIGATIONS 

Each FDA distri<:t Office will appoint a DQRSIFAR program coordinator(s) who will monitor the District' s activity/follow-up 
activity and. serve as a contact person. Districts will per!onn inspections, sample colk-ction.s, analy"'e samples and 
perform other assignments genernted by CDER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRIC'I OFFICE D BYCENTER 0 BYBOTH 
b. INSPECTION TYPE [I] COMPREHENSIVE D ABBREVIATED Oo1RECTED 

c. PRODUCT(S) 

Human Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

All Human Drug Codes 

e . EXAM TYPE D CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

I IMICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK lHE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. HD-21 



FORM FDA 2821 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TinE 

Enforcement of the Prescription Drug Marketing 
Act (PDMA), PAC 56022 

2. PPS PROJECT NAME/NUMBER 

Dmg Quality Assurance  56 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide general guidance in conducting inspections and investigations ofindividuals. prescription drug manufacturers. distributors, 
and other parties that may be involved in the diversion of prescription drug samples. American Goods Returned, or the resale ofdrugs 
by hospitBls or other health care entities, thereby disrupting legitimate domestic prescription drug distribution channels. 

5. PROGRAM JUSTIFICATION 

FDA has the mandate to enforce the Prescription Drug Marl;eting Act amendments to the Federal Food, Drug and Cosmetic Act. 
These amendments are designed to curtnil diversion ofprescription drug products from legitimate channels of distribution. 

6. FIELD OBLIGATIONS 

To follow-up on routine reports referred from CDER during regularly scheduled inspections; upon COER assignment to perfonn 
inves tigations of possible drug diversion reports; and to collect samples and perfonn laboratory examinations as appropriate to support 
regulatory activities. 

7a. SELECTION OF E.STABLISHMENTS TO BE COVERED 

D BY DISlRICI Of-FICE D BYCENTER 0eY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED CJ oiRECTED 

c. PRODUCT(S) 

Human Drugs 

d. INDUStRY/PRODUCT CODE(S) 

All Human Drug Codes 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPI!CIFY) 

f. CHECK THE FOLLOWING A TIRIBUTES 

Analysis as directed i.n COER/district assignments. 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. H0-22 



1. PROGRAM/ASSIGNMENT TITLE 

Post-Approval Inspections/Investigations 

(Domestic and Foreign), PAC 56843 

2 PPS PROJECT NAMEJNUMBER 

Drug Quality Assurance  56 

3. PROGRAM TYPE ~~ COMPL~NCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimi7.e the r;onsumer" s risk of exposure to defb:tive drug products due to significant process design and control issues by 
preventing the marketing of, or removing from the market, violative drug products that are observed as a result ofactivilies performed 
under this prog.rmn. To assess the adequucy of the a!lsociated agency regulatory policies by gathering industry-wide data on changing 
practices and technology for specific drug products. 

5. PROGRAM JUSTIFICATION 

The Post-Approval Inspections/Investigations program is designed to detect significant process design and control prohlems at a drug 
manufacturer early in a product lifecycle. The post-approval inspection is planned for six to eighteen months after approval/marketing 
of the drug product or biotech product. Focused objectives for inspections/investigations include issues related 10 ongoing events and 
evolving agency priorities, including supplier qualification/materials handling, process validation, stability program and laboratory 
data, and conformance to the application/license commitments. 

6. FIELD OBLIGATIONS 

The field will conduct post-approval inspections as assigned by the Center. Inspection assignments will typically include the area that 
the investigator should foclL'> on during the inspection. The field will also recommend firms to inspect to ensure that the highest risk 
product<> are targeted. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER ~ BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [8JDIRECTED 

c. PROOUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

lrldustry Codes: 50, 54-56, 60-66 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-23 



FORM FDA 2t21 { 10/011) PREVIOUS EDIT/ON IS OBSOLETE 

Pharmacy Compounding Assignments 
PAC 560015 

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

Drug Quality Assurance - 56 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR IT] ASSIGNMENT 

Monitor, investigate and take regulatory oction, (including working jointly with state regulatory officials), on 
complaints involving phannacy compounded drug products and pharmacy compounding operations that are in violation of 
applicable sections uf the Federal Food, Drug. and Cosmetic Act (the Act). 

~· OBJECTIVES 

5. PROGRAM JUSTIFICATION 

FDA ensures th(! availability of compounded drug products as a component uf individualized therapy, while limiting the scope 
ofcompounding so as to prevent manufacturing under the guise of compounding. The agency investigates complaints 
reports of illnesses associated with compounded drug products. The agency will consider regulatory action, where 
necessary. to protect the public he<~lth and address applicable violations of the Act. 

6. FIELD OBLIGATIONS 

Disuicts will conduct inspections and investigations, collect evidence, samples and develop cases in accordance with 
Assignmen1s from CDERJOC/DNDLC. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [8] DIRECTED 

c. PRODUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 50, 54, 56 and 60-66 

e. EXAt.ITYPE [8] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D E"NGINEERING 

D MICROANAL YTlCAL c===J OTHERS(SPE~ 
I. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-24 



1. PROGRAMIASSIGNMENT TtTLE 2. PPS PROJECT NAMEJNUM8ER 

Forensic Evaluation and Sample Analysis 

PAC 56R838 
Drug Quality Assurance- 56 

3. PROGRAM TYPE IN/A I COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 


Forensic evaluation and Forensic sample analysis activities are lo provide sound scientilic support tor the investigations oflht: 

Office ofCriminal Investigations. 

This includes sample analysis of physical samples reliltcd to incidents of tampering, counterfeiting, fraud, adulteration und other 

violations of the FD&C otld rclo.ted nets so thnt the findings are suitnble to be presented as technical evidence in a coun oflaw. 

It also includes forensic evaluation of mel hods and the generation of scientific data to identify, characterize and assess the 

public health impact ofpossible adulterants, or intentional violation of the law regarding regulated products to assist FDA in its puhlic 

health mission. 


5. PROGRAM JUSTIFICATION 


lnc idents of tampering, fraud, and adulteration with known and potentially l1armful substances make it clear that FDA needs to be 

able to conduct sample analyses to reliably determine the chemical identity ofsuspected substances and support its findings in 

the courts. FDA's unique public health mission makes it interested in types offorensic evaluation and method studies for which 

there are few customers and few cxlcmal funding sources. To protect the public health FDA needs to continue to develop an 

arsenal of techniques which \\'ill permit it to determine the nature and so11rce of risks through criminal investigations. 


6. FIELD OBLIGATIONS 

Appropriate scientific analysis of official physical samples in support of investigations are to be perfonned so that the findings are 
suitable. to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or 43, 
domestic or import sample analysis under the appropriate Forensic activities PAC 56R838 or OCl PAC 56R831. 
Conduct operations supporting methods refinement, development, or general forensic studies that may be applied to 13horatory 
evaluations to support the fDA mission. Report time spent on these activities as PODS Operation Code 03, PAC 56R838 
Petition Validation, Methods Development, nr Forensic Evaluation. Please consult DFS and/or DPEM for additional reporting 
guidance. 
7a. SElECTION OF ESTABLISHMENTS TO BE COVERED 

D D Dev DISTRICT OFFICE BYCENTER BY BOTH 

b. INSPECTION TYPE D DCOMPREHENSIVE ABBREVIATED DoiRECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PRODUCT(S) 

e. EXAM TYPE 
CHEMICAL MICROBIOLOGICAL PHYSICAl ENGINEERING 

D MICROANALYTICAL D l Oll'ERS (SPECIFY) 

0 D D D 

I. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621110109) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-25 



FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Internet, Health Fraud, and OTC Monographs 

PAC 6300LJ\, 630012 

2. PPS PROJECT NAME/NUMBER 

Unapproved and Misbnmded Drugs- 63 

3. PROGRAM TYPE 0 COMPLLANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

To identify and evaluate OTC drug products and to assure their compliance with specific OTC drug monographs or other regulations; 
2} to detect. investigate and take action against fraudulent drug products that present the public with a direct and indirect health hazard 
and economic fraud; and, 3) to monitor, investigate and take regulatory action on the illegal promotion, distribution and sales of 
prescription and non-prescription drug product'> via the Internet, including illegal off-shore phannacy operations associated with 
approved and unapproved drug products promoted for approved and unapproved treatment ofdiseases. 

5. PROGRAM JUSTIFICATION 

I ) In the Federal Register of 1/5172, the Commissioner announced a proposed review of the safety, effectiveness and labeling ofall 
OTC drugs by independent advisory panels. As a result, final monographs arc published (21 CFR Part 330 through Pan 358} which 
establish conditions under which OTC drugs can be generally recognized as safe and effective and not misbranded; 2) to combat the 
deceptive and misleading .sale of fraudulent drug products; and, 3) FOA must monitor the promotion and sale ofdrug products on the 
Internet to identify activities which violate the law and pose a risk to the public health. 

6. FIELD OBLIGATIONS 

The Field conducts inspections and investigations, develops evidence, collects and analy-Les samples, evaluates product labeling, 
perfonns surveillance activities, and recommends compliance actions concerning OTC drugs, fraudulent drugs and drugs sold on the 
Internet as set forth in applicable compliance programs and COER guidance and requests for follow-up. 

7a, SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE IBY CENTER IT] BY BOll-i 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0oiRECTED 

c. PROOUCT(S) 

!Iuman Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

lndustry Codes: 50, 54, and 60-66 

e. EXAM TYPE 0 CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. HD-26 



FORM FDA 2(;21 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

New Drug (Prescription) Without Approved NDAs 
PAC 63002 

2 PPS PROJECT NAME/NUMBER 

Unapproved and Misbranded Drugs - 63 

3. PROGRAM TYPE IT] COI\.4PUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To establ ish unifonn procedures for removal from the market of all prescription drug products described by FDA to be new 
drugs not covered by approved New Drug Applications consistent with the enforcement policy articulated in Compliance 
Po licy Guide {CPG) 440.100 "Marketed Unapproved Drugs:· 

5. PROGRAM JUSTIFICATION 

The Drug Amendmentli of 1962 to the FD&C Act require that all marketed drug products be safe and effective. For historical 
reasons, some drugs are available in the United State.<; that lack the required FDA~approval. In June 2006, the fDA announced 
a new drug safety initiative to remove unapproved drugs from the market, including a final guidance entitled "Marketed Un
approved Drugs-Compliance Policy Guide {CPG}." outlining its enforcement policies aimed at efliciently and rationally 
bringing all such drugs into the approval process. The FDA uses a risk~ased enforcement program in order to concentrate 
its resources on t110se products that pose the highest threat to public healtll and without imposing undue burdens 
on consumers, or unnecessarily disrupting the mArket. For nil unapproved drugs, the CPG gives highest cnforccmcm priority 
to the following: 

l) Drug!> with potential safety risks, 2) Drugs thai lack evidence ofefTectiveness, 3) Health fraud drugs, 
4) Drugs lhal present direct challenges to the new drug approval ond OTC drug monograph systems, 5) Unapproved new 
drugs that arc nlso violative ofthe Act in other ways, and 6) Drugs that are rcfonnu1ated to evade an fDA enforcement action. 

6. FIELD OBLIGATIONS 

~Assign District Coordinator, whose name shaH be supplied to C DERJOC/DNDLC. 
~Maintain records of all activities under this program, including a li!it ofdrug products voluntarily removed from the market in 
compliance with the warning letters, products removed by recall, etc. 
-lnitiute regulatory actions, where appropriate. to assure compliance with program. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

U BY DISTRICT OFFICE U BY CENlE;R ITJ BYB0ll1 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TI DIRECTED 

c. PROOUCT(S) 

Human Prescription Drugs 

d. INDUSTRY/PRODUCT COOE(S) 

Industry Codes: 54, 56 and 60-66 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAl D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO HD-27 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1 PROGRAMfASSIGNMENT TITLE 

Shelf Life Extension Projects 
PAC 88 SHELF 

2. PPS PROJECT NAME/NUMBER 

hncragency Cooperative Activities - 88 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASStGNMENT 

4. OBJECTIVES 

To develop an effective program for extending the shelf Life of about-to expire drugs and medical devices. 

5. PROGRAM JUSTIFICATION 

Congress has placed a high priority on maintaining the military in a slate orreadiness. This includes purchosing and storing 
for contingency use sufficient quantities of medical products needed to sustain our military forces under wartime conditions. 
This project is established to assist DOD in reducing the cost ofreplacement stocks as the stockpiled materialj; expire. 

6. FIElD OBLIGATIONS 

Selected laboratories, on assignment from MPQAS. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BYCENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBRfVlATEO @DIRECTED 

c. PRODUCT(S) 

Human Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 50, 54, 56, and 60-66 

e. EXAM TYPE m CHEMICAL m MtCR0810LOGICAL D PHYSICAl D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

Environmental chambers used to scress drug products. 
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Center for Veterinary Medicine 

PROGRAM DESCRIPTIONS 


FY2012 


PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO 

68001 ,G NAOA PrG-AOprovallf'lspections AD~t 

68808,G Good Laboratory Praotlce (Non-cttnlcal Laboratory) AD·2 
68810,G Sponsors, Contact Research OrgamzaUons, and Monitors AD-3 
68811 ,G Clinical Investigators A0-4 
:71001 ,A,B Animal Drug Mar,uractuflng lnspections{Type A Medicated Artloles A0-5 
71003Ar-K Feed Conlomlrlants AD·6 
71004.A Feed Manufact!Jring AD-7 
71006 Illegal Drug Residues 1n Meal and Poultry AO.S 
11009 BSE1Rumlnant Feed Ban Inspections A0·9 
71R.816 Methods Valldalion/Developh1ent Program A0-10 
71R838 FO(ensie Evaluation and Sample Analvsls AD-11 
71V800 Center Initiated Assignments, Pandemic Preparedness A0-12 
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FORM FDA 2821 (10/09) PREVIOUS EDITION IS OBSOLETE 

1 . PROGRAM/ASSIGNMENT TITLE 

NADA Pre-Approval lnspt:ctions 

PAC 68001,680010 

2 PPS PROJECT NAME/NUMBER 

Pre-Approval Evaluation of Animal Drugs and Food Additives 

68 

3. PROGRAM TYPE 0 COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that nprlicants for New Animal Drug Application (NADA) approv~tls have the required capabilities to fulfill their NADA 
commitments to manufacrure, process, and pack new animal drugs that are safe and effective for their intended u.~e. 

Increase the number of cooperative activities related to this program. 

5 PROGRAM JUSTIFICATION 

Domestic and foreign plant inspections are necessary to determine whether the establishment can produce the new animal drug in 
accordance with current good manufacturing practice regulations and comply with the commitments in the NADA. Inspections will be 
issued by assignment. Priority will he specified by CVM. 

Outcome: Reduce new animal drug development and review time. 

6. FIELD OBLIGATIONS 

The Field v,rill conduct NADA Pre-Approvallnspections at domestic and foreign plants in accordance with the assignment. 
Establishment inspection reports will be submitted to the New Animal Drug Evaluation (NADE) Program Manager(HFV-140) 
according to the pr-ocedures outlined for field reporting requirements in the compliance program. 

Field labor.uorics on an nssignment basis will validate methodology submitted with NADAs. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE r=J BYCEN IER ITJ BYBOTH 
b. INSPECTION TYPE 0 COt.APREHENSIVE D ABBREVIATED DoiRECTED 

c. PRODUCT($) 

Animal Drugs, Type A Medicated Feed Articles 

d. INDUSTRY/PRODUCT CODE(S) 

57,67,68 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAl D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Petition validation work 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-1 



FORM FDA 2611 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Good Laboratory Practice (Non-dinical Laboratory) 
PAC 68808, G 

2 PPS PROJECT NAME/NUMBER 

Pre-Approval Evaluation ofAnimal Drugs and Food Additives 
68 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To conduct inspections of facilities and non-clinical laboratories engaged in the collection of data to dctennine whether the GLP 
regulations (21 CFR 58) are followed. To take appropriate action whenever a situation involving a serious violation of the GLPs 
is encountered or when fraud or other deliberate falsificntions of test data has occurred. 

5. PROGRAM JUSTIFICATION 

FDA n:quires that extensive animal and other types of testing be carried out before approving new animal drug applications or animal 
food petitions. The FDA's reliance on the hasic accuracy ofdata submitted is essential to the review and approval of Agency-regulated 
products. The submission of faulty, erroneous, or distorted dala increases the potential for wrong decisions and makes it difficult, if 
not impossible, !0 draw conclusions regarding the heallh hazards oflhe tested product. 

Outcome: Assure dota integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

ORA will perfom\ the inspections and submit EJRs in accordance with established procedures set forth in the basic complio.nce 
program 7368.808. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OHIC£ m BV CENTE.R D BY BOTH 

b. INSPECTION TYPE [8] COMPREHENSIVE D ABBREVIATED DOIRECTED 

c. PRODUCT(S) 

Animal Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

67,68 and 69 

e. EXAM TYPE D CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAl. c===J OTHERS(SPEC~ 
I. CHECK THE FOLLOWING ATIRISUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-2 



FORM FDA 2621 (10109) PREVIOUS EDITION JS OBSOLETE 

1. PROGRAMfASSlGNMENT TITLE 2 PPS PROJECT NAME/NUMBER 

Sponsors, Conlract Research Organi7.ations, and Monitors

PAC 68810, G 
 Pre-Approval Evaluation of Animal Drugs and Food Additives 
68 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES 

To assure the adherence of sporlSO(S, contract research org:mizations and monitors to the regulations 
(21 CFR 5 I I. I) New Animnl Drugs for investigational usc. 

5. PROGRAM JUSTIFICATION 

As n result ofSenate committee hearings and a GAO investigation, Conb'fess din:·cted FVA to develop and implement a program of 
inspecting non-clinicollaboratories and an intensified program of monitoring clinical investigations. Pan of this comprehensive 
program was directed to sponsors, monitors, and clinical investigators under the above stated objective. 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

Conducl inspections of sporu~ors, contract resc::arch organizations, and monitors, identified by the Center in accordance with the 
guidnnce set forth in !he basic compliance program 736X.lH 0. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE IT] BY CENTER D BYBOTH 

b. INSPECTION TYPE 0 COMPREHENSivE D ABBREVIATED [8JDIRECTED 

d. INDUSTRY/PRODUCT CODE(S)c. PROOUCT(S) 

67, 68 and 69Animal Drugs 

e. EXAM TYPE D D D DCHEMICAl MICROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANAL YfiCAL D OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. AD-3 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT nTLE 

C linical Investigators 

PAC 688 11,0 

2. PPS PROJECT' NAME/NUMBER 

Pre-Approval Evaluation of Animal Drugs and Food Additives 
68 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4 . OBJECTIVES 

To assess through audit procedures (21 CFR 51 t .1 (b)) whether data submitted by clinical investigators to FDA in a specific 
clinical study are substantiated by records. 

5. PROGRAM JUSTIFICATION 

As a result of Senate conunittee hearings and a GAO investigation, Congress directed FDA lo develop and implement a program of 
inspecting non-clinicaJ labonttorics and an intensified program of monitoring clinical investigations. The program determines the 
validity ofdata submitted to FDA by inspecting clinical investibraton;' records. 

O utcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

Conduct inspections ofclinical investigators identified by the Center in accordance with the guidance set forth in the basic compliance 
program 736R.8 I I. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY OISTR[CT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE [ZJ COMF'REHENSIVE D ABBREVIATED D DIRECTED 

c. PROOUCT(S) 

Aoirnal Drugs 

d. INDUSTRY/PRODUCT COOE(S) 

67, 68. and 69 

e EXAMlYPE D CHEMfCAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK T HE FOLLOWING AlTRIBUTES 

g. SPECIAl EQUIPMENT, METHODS, AND HANDLING 

P AGE NO. AD-4 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1, PROGRAM/ASSIGNMENT TITLE 

Animal Drug Manufacturing Inspections 

Type A Medicated Articles PAC 71001 , A , B, 71005, A 

2. PPS PROJECT NAME/NUMBER 

M onito ring of Marketed Animal Drugs, Feeds and Devices 

71 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that regist<:red animal drug establishments manufacture animal drugs in compliance with CGMPs 21 CFR 211 for 
approved and unapproved finished dosage fonn products and 21 CFR 226 for the Type A Medicated Articles. To obtain 
accumte listing and labeling infonnation for animal drug establishments. To check and verify the existence and scope of:;tabllity 
testing programs, protocols and commitments. nnd the validity ofstorage conditions, testing criteria and methodology together 
with reponing of results in the Dntg Experience Report (DER} as specified in the approved New Animal Drug Application (NADA)/ 
Abbreviated New Animal Drug Application (ANAOA). 

5. PROGRAM JUSTIFICAnON 

Section 5lO(h) of the Act obligates the Agency to inspect (pursuant to 704 of the Act) drug establisJunent:; required to register with 
FDA. In addition, it is one ofthe primary purposes of establishment inspections to Assure that the drug product is being manufactured, 
processed, controlled, etc. under the same conditions as approved and that it maintains the same stability profile as originally 

demonstrated. 

Outcome: Ensure the safety and eJTectiveness of animal drugs. 

6. FIELD OBLIGATIONS 

The field will conduct CGMP inspection$ ofregistered animal drug establishments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER m BY BOTH 
b. INSPECT ION TYPE m COMPREHENSIVE D ABBR~VIATED OoiREcreo 

c. PRODUCT($) 

All Animal Drug Dosage fonns and Type A Medicated 
Articles. Medicated feeds or blocks are not included. 

d. INDUSTRY/PRODUCT COOE(S) 

54, 56,60-66,67,68 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL 0: ENGfNEER_ING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

t. CHECK THE FOLLOWING ATIRIBUTES 

Purity, identity, potency, decomposition 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-5 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Feed Contaminants 
PAC 71003 A-K 

Monitoring of Marketed Animal Drugs, Feeds and Devices 
71 

3 PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTNES 


To monitor domestic and imported animal feed and feed ingredients to prevent Wldespread contamination of the notion's food supply. 


Increase the number of cooperative activities related to this program. 

5. PROGRAM JUSTIFICA110N 

~'he use of contaminated feed ingredients has resulted in adulterated animal feeds and in economic losses to producers and processors 
when food-producing animals consume adulterated feeds. A haznni to human health may result from subsequent deposition 
of residues in meat.. poultry, eggs, fish and dairy products. The.c;e foods constitute a significant ponion of the human diet and fraud. 

Outcome: Prevention or containment of potential hum~n or animal heahh hazard. 

6. FIELOOBLIGATIONS 

To conduct inspections and investigations and sample collectiom;/analysis to implement this program. Doth finished feed and feed 

ingredients for major food unimals -will be collected for analysis. 


Field activities will cover misuse, industrial accidents, diversion ofseed grain Lo feed use, industrial by-product conversion to feed 

and similar activities. 


7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 


D BY DISTRICT OFFICE =:J BY CENTER m BY BOTH 


b. INSPECTION TYPE D D WCOMPREHENSIVE ABBREVIATED DIRECTED 

d. INDUSl RYIPRODUCT CODE(S)c . PRODUCT(S) 

54 and 69-72 Complete animal feeds and feed ingredients. 

e. EXAM TYPE 0 CHEMICAL m MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANAlYTICAL c===J OTHERS(SPECJF~ 
f. CHECK THE FOLLOWING A TIRIBUTES 

Mycotoxins, Pesticides, Industrial Chenticals, Metals, Microbiologicals, Antibiotics and Dioxins. 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. AD-6 



FORM FDA 2621 f10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Feed Manufacturing 
PAC 71004, A 

2. PPS PROJECT NAMEJNUMBER 

Monitoring of Marketed Animal Drugs, Feeds and Devices 
71 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To dettmnine complianct! with GMP ckments ofTcgistercd establishments producing medicated feeds. To delennine whether a finn 
has the appropriate approved applications to make medicated feeds. To initiate appropriate administrative andior regulatory action. 

5. PROGRAM JUSTIACATION 

Under Sec. 51 O(h) of the Act, the Agency is obligated to inspect registered medicated teed establishments. 

Outcome: Ensure the safety and effectiveness of animal feeds. 

6 , FIELD OBLIGATIONS 

To conduct inspections of registered medicated feed establishments and Srate audit inspections as needed. Districts will collect and 
llnalyze samples when appropriate. Field will coordinate federaVstate operations. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER []] BYBOTH 

b. INSPECTION TYPE m COMPREHENSIVE D ABBREVIATED O o1RECTED 

c. PR:ODUCT(S) 

Medicated feeds 
tl. INDUSTRY/PRODUCT CODE(S) 

69 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

0 MICROANALYTICAL D OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING AiTRIBUTE.S 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. A0-7 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

l . PROGRAM/ASSIGNMENT TITLE 

Illegal Drug Residues in Meat and Poultry 

PAC 71006 

2. PPS PROJECT NAME/NUMBER 

Mon itoring of Marketed Animal Drugs, Feeds and Devices 
71 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To conduct inspections when illegal residues are reported to FDA by the USDA's Food Safety and 
Inspection Service. To collect milk samples under the CVM milk sampling assignment. 
To initiate regulatory sanctions against those finns causing tissue or milk residues. 
To reduce future residues in edible animal tissues. FDA will partner witlt f"S IS and will develop educational initiatives, 
nnd , as necessary, regulatory actions. 

5. PROGRAM JUSTIFICATION 

FDA is charged Y.ith the responsibility to ensure that food is free of adulterants which may render it injurious to health. FDA conducts 
inspections as a follow-up to USDA residue findings in meat and poultry to identify the source of adulleration and take corrective 
action to prevent it from re-occurring. ll1is is a cooperative program involving FDA, USDA, EPA, and a number of state 
governments. 

Outcome: To provide n safe human food supply. 

6. FIELD OBLIGATIONS 

To conduct inspections and collect milk samples in accordance with the compliance program requirements and sample assignments 
based on the Memoranda of Undersmnding (MOU) between FDA, USDA, and EPA. Coordinate state activities with states having 
MOUs, informal and formal agreements or contracts with FDA to conduct inspections and coJlect milk samples at establishments 
below the Risk Score ·nucshohJ lor FDA inspections. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER m BY BOT H 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [8] DIRECTED 

c. PRODUCT(S) 

Meat and Poultry, Animal Feeds and Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

16, 17, 67, 68, and 69 

e. EXAM "TYPE W CHEMICAL 0 MICROBIOlOGICAL D PHYSICAL D ENGINEERING 

m MICROANALYTICAL c==J OTHERS~PEaF~ 
t. CHECK THE FOLLOWING A TIRIBUTES 

Tissue Sample analysis by Denver laboratory when required. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-8 



FORM FDA 2821 (10109) PREVIOUS EDlnON IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

SSE/Ruminant Feed Ban Inspections 

PAC 7 1009, 71 R844, 7 JR843 

2 PPS PROJECT NAME/NUMBER 

Mo mtoring of Marketed Animal Drugs, Feeds and Devices 

71 

3. PROGRAM TYPE (]] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To enh:mce the FDA's uniformity in inspection and compliance of firms subject to the regulation prohibiting the use of 
specified an imal proteins in ruminant feeds. 21 CFR 589.2000. A second rule 21 CFR 589.200 I, prohibiLS the usc ofcertain cattle 
origin-materials in all animal feed. 

To ensure that specified animal proteins do not enter the U.S. from HSE-at-risk counlries. 

5. PROGRAM JUSTIFICATION 

Bovine Spongifonn Encephalopathy {BSE) i!'i the bovine fonn ofa group o f unifonnly fatal neurological diseases known as 
Transmissible Spongiform Encephalopathies (TSEs). DSE appears to be spread tluough the feeding of infected material to cattle. 
BSE is a public health issue for the U.S. TI1is disease has been linked lo the human TSE known as variant Creutzfeldt-Jakob 
Disease (vCJD), presumably through people con!'iuming ruminant tissues infected with the BSE agent In addition, BSE has had a 
devastating economic effect on the livestock industry in countries where it has been identified or suspected. 

Outcome: To prevent the establishment and amplification of DSE through feed in the United States. 

6. FIELD OBLIGATIONS 

To conduct inspections, investigations, and sample collections/analyses to implement this program. All firms that handle animal 
feed and feed ingredients that may ~.:ontain rwninant-based material arc the subject of this program. 

ifo provide guidance concerning the importation ofanimal feeds and feed ingredients li-om a SE at-risk countries, in accordance 

\\-ith Jmpon Alert #99-25. 
See full program for more detail. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D evcemER 0 BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED []] DIRECTED 

c. PRODUCT(S) 

All feeds and feed ingredients 

d. INDUSTRY/PRODUCT CODE(S) 

67-72 

e. EXAM TYPE 0 CHEio!ICAL []] MICROBIOLOGICAL 0 PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 

PAGE NO. AD-9 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Methods Validation/Development Program 
PAC 71R816 

Monitoring of Marketed Animal Drugs, Feeds and Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improv'-'<1 melhodology in suppon ofregulatory analysis. 

S. PROGRAM JUSTIFICATION 

Validated anal}1ical methods are essential to support enforcement activities. 

6. FIELD OBUGATIONS 

Conduct activities under this program as directed by the Division offield Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE r=J BY CENTER D BY 80TH 
b. INSPECTION lYPE D COMPREHENSIVE D ABBREVIATED D DIRECTEO 

c. PRODUCT($) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS ($PECIFY} 

I. CHECK THE FOLLOWING ATIRI8UTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. AD-10 



FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Forensic Evaluation and Sample Analysis 

PAC 71R838 

Z. PPS PROJECT NAME/NUMBER 

Monitoring of Marketed Animal Dmgs, Feeds and Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCUlAR IT] ASSIGNMENT 

4, OBJECTIVES 

To 11nalyzc domestic and imported animal feed and reed ingredients in ~upport of criminal investigations. 

To prevent widcspr~ad abuses by the nation's food !;Uflpliers. 

5. PROGRAM JUSTIFICATION 

6. FJELD OBLIGATIONS 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER D BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(Sl d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL c==J OTHERS(SPECf~ 
f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. AD-11 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1~ PROGRAM/ASSIGNMENT TITLE 

Center lnitiatcd Assignments, Pandemic Preparedness 
PAC 7 JV800 

2. PPS PROJECT NAME/NUMBER 

M(mitoring ofMarketed Animal Drugs, Feeds and Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR m ASSIGNMENT 

4. OBJECTIVES 

Investigate emerging problems not covered by specilic -programs and de,•elop approaches for dealing with such problems. 

5~ PROGRAM JUSTIFICATION 

A number ofpotential or emerging problems which cannot be predicted must be handled. The resources for these Center 
initiated assignments are planned under this umbrella pro~:ram. 

6. FIELD OBLIGATIONS 

Conduct inspections, investigations, sample collections and analyses as directed by Center assignments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE LJ BYCENTER m BYBOTH 

b- INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All veterinary products 

d. INDUSTRY/PRODUCT CODE{S) 

54, 5(1, 67-72 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANAl.YTICAL D OTHERS(SPECfFYJ 

r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANOUNG 

PAGE NO. AD-12 
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Center for Devices & Radiological Health 

PROGRAM DESCRIPTIONS 


FY2012 


PAC CODE FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS PAGE NO.

81 010 Medical Oevfce Problem Reportlng - MDR Follow-up OE-1
82008 Monitoring Devices of Foreign Ongin - Import DE-2 
82845 Inspection of Merncal Devlca Manufaeturers DE·3 
82Z002 Condom Assignment OE-4
82Z003 Manufacturers and Importers of Surgical/Examtnation Gloves oe~

82Z800 Center IMialed Asstgnments OE-6 
82R816 Methods Validation/Development Program OE-7 
82R838 Forensk. Evaluation and Sample Analysis OE-8 
83001 Medlcal De11ice Premari<et Approval and Postmarkellnspectlons OE-9 

83808.83809, 
83810, 83811 

Bioresearch MonitOflng DE-10 

84Z002 Tesl Method Development and Evaluation OE-11 
84R816 Methods Validation/Development Program DE-12 
85014 Mammography Faclllbes lr1Specbon Program oe~1 3

86001 , 86002. 
86004 

lnspect10n and Aeld Testjng of Radtation-Emltltng Electroruc Products OE-14

86003 
lospeclion of Manufacturers (Foreign and Domestic) & Field Compliance 
Testing of Diagnostic X-Ray Equipment 

OE-15

86006 Compliance Testing of Electronic Products at WEAC DE-16 

86007 
86008, 86009 

lmpotted Electronic Products DE·17 
Radiological Heallh Control Act/yllles OE· 18 
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FORM FDA 262.1 (10/ctg) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 
Medical Device Problem Reporting- MDR Follow-up 
PAC 81010 

2 PPS PROJECT NAMEJNUMBER 
Poslmftl'kt:t Assurance: Devices- 81 

3. PROGRAM TYPE [TI COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNJ.IENT 

~- OBJECTIVES 
Rapidly identify immediate hazards to h~:alth; 

Identify significant problems by analyzing recurring problems and perfonning trends analysis; 
Provide data on complaints, significant problems and potential hazards so that corrt:ctivt: action can b«e initiated for hazardous 
producLS in the marketplace. 

5. PROGRAJ.I JUSTIFICATION 
Early detection of device problems is necessary to protect the puhlic from health hazards. Reports of device defects are often the first 
warning ofmanufacturing or other problems. When the Center receives notices from manufacturers that a device has been associated 
with a death or seriow injury, it may issue a priority assignment to the field for follow-up at the manufacturer reporting site (usually a 
medical facility). When the Center's evaluation of the problem report suggests that there is an actual or potential health hazard it 
issues an assignment to the field for immediate follow-up. 

6. FIELD OBLIGATIONS 
On asl>ignment, follow up on MDR reports either at the medical facility or manufacturer. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 
[_J BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TioiRECTEO 

c. PAODUCT(S) 
All Medical Devices 

d. INDUSTRY/PRODUCT CODE(S) 
73-91 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL 0 ENGINEERING 

D t.IICROANALYTtCAL D OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATTRIBUTES 
Sterility Perfonnancc 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 
Engineering Samples: Subs/sample will vary depending on cost, size, etc. Contact Center for guidance. 

PAGE NO. OE-1 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Monitoring Devices of Foreign Origin- lmpon 

PAC 82008 

2 PPS PROJECT NAME/NUMBER 

Compliance: Devices- 82 

3. PROGRAM TYPE IT.) COMPLIANCE PROGRAM D PROGRAM CIRCUlAR D ASSIGNMENT 

4. OBJECTIVES 

Detennine compliance of imported devices with the medical device registration and listing requirements, and other general controls. 

5. PROGRAM JUSTIACATION 

There are indications that :;orne foreib'll manufacturers are not registered or listed. Foreigtl manufacturers of Class ll and lll de\-ices 
must be identified for scheduling GMP inspections. In addition, because foreign device manufacturers cannot be inspected as readily 
as domestic manufacturers, their products must be monitored at the port of entry. 

6. FIELD OBLIGATIONS 

TI1e field will conduct electronic examinations and/or examine entry documentation for medical devices ond ascertain, in conjunction 
with information provided by CDRH, whether the manufacturer is listed and the initial distributor is registered with CDRH. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[8] BY DISTRICT OFFICE D BY CENTER [ I BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED IT] DIRECTED 

c . PRODUCT(S) 

All Medical Devices 

d. INDUSTRY/PRODUCT CODE(S) 

73-91 

e. EXAM TYPE D CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL m ENGINEERING 

D MICROANAI..YTICAL D OTHERS (SPECIN} 

f. CHECK THE FOUOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Refer to Compliance Program for procedures to handle initial distributors and/or foreign establishments which are not registered. 

PAGE NO. DE-2 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Inspection of Medical Device Manufacturers 

PAC 82845 

2. PPS PROJECT NAMEJNUMBER 

Compliance: Devices • B2 

3. PROGRAM iYPE ITJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manutacturing processes used tor general and radiation-emiuing medical devices and in vitro diab'liOstic products. 
including sterilization. To identify potential problem areas and dercnninc compliance with the GMP and MDR regulations. 

5. PROGRAM JUSTIFICATION 

The Center's inspectional strategy requires that all manufacturers of Class II and Ill devices be inspected under the GMP Compliance 
Program on a biennial basis. t-=01\ !lelecrs certain establishments for intensive GMP coverage. Establishments with a history of good 
GMP systems are subject to less-intensive inspections. All establishments arc subject to complninl file reviews to assess co1npliance 
with the MDR regulation. 

6. FIELD OBLIGATIONS 

Under the Quality Systems/GMP strategy, the field should conduct biennial inspections ofhigh-risk device manufacturers and 
Class Ill device manufacturers that are not considered to be high risk. The remaining manufactur~ (Class Ill. 11, and I devices) 
jshould be inspected as each district' s resources allow, and scheduled according to the priority outline described in Part II of the 
compliance program. For more detailed instructions on QSIT/GMP inspections as they relate to device manufacturers, refer to the 
Workplanning Sheet's Remarks section. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

U BY DISTRICT OFFICE D BY CENTER m BVBOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE. 0 ABBREVIATED D DIRECTED 

c. PRODUCT($) 

All Class II and UI Devices and all Class I Devices which 
have been iinally classified for one year. 

d. INDUSTRY/PRODUCT CODE($) 

73-9 1 

e. EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAl D PHYSICAL [8_J ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECI.AL EQUIPMENT, METHODS. AND HANDLING 

Engineering Samples: Subs/Sample will vary depending on cost, size. etc. Contact Center for guidance if the device presents such 
problems. 

PAGE NO. DE·3 



FORM FDA 2621 (101091 PREVIOUS EDITION IS OBSOLETE 

2. PPS PROJECT NAME/NUMBER 

Condom Assignment Compliance: Devices- 82 
PAC 82Z002 

1. PROGRAMIASSIGNME:NT TITLE 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Detennine Ole extent to which manuJacturers orcondoms comp)y with the Device GMP requirements; Assure that both domestic nnd 
imported condoms comply with the FDA standards. 

5. PROGRAM JUSTIFICATION 

The Surgeon Gt..'tteral has recommended the use ofcondoms to reduce lhc spread of AIDS. Consequemly, fDA is committed to 
assuring th:ac condoms arc snfc and effective. 

6. FIELD OBLIGATIONS 

Districts ...,;11, upon assignment, conduct GMP inspections ofdomestic condom manufacture11i and major repackcrs. Districts will also 
sample both domestic and imported condoms and conduct tests to assure conformance with the FDA standard. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRIGT OFFICE L_j BY CENTER 0 BY BOTH 

b. INSPECTION TYPE m COMPREHENSIVE D ABBREVIATED O oiRECTEo 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

85 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL 0 PHYSICAl.. D ENGINEERING 

D MICROANAlYTICAl D OTHERS (SPECIFY) 

r, CHECK THE FOLLOWING AnRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 

PAGE NO. OE-4 



FORM FDA 2621 (10/09) PREV10US EDfTION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Manufacturers and Importers of Surgical/Examination 

Gloves PAC 82Z003 

2 PPS PROJEC'f NAME/NUMBER 

Compliance: Devices· 82 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [8] ASSIGNMENT 

4. OBJECTIVES 

Detenninc the extent to which manufacturers ofboth surgical and examination gloves comply with the Device GMP req\tirements; 
Assure that both domestic and imported gloves comply with the applicable FDA standard. 

5. PROGRAM JUSTIFICATION 

Healthcare providers rely heavily on gloves to prevent the transmission of the AIDS virus. Consequently, FDA is committed to assure 
that both surgical and examination gloves comply with published standards. 

6. FIELD OBLIGATIONS 

Districts will, upon assignment, conduct GMP inspections of domestic manufacturers. Districts will also .sample gloves for testing by 
the designated laboratories. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BVCENTER [8] BY BOTH 

b. INSPECTION TYPE rn COMPREHENSIVE D ABBREVIATED OotRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

85 

e. EXAM TYPE III CHEMICAL D MICROBIOLOGICAL 0 PHYSICAL 0 ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

f. Ct-iECt< THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLlNG 

PAGE NO. DE·5 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

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

Center Initiated Assignments 
PAC 82Z800 

Compliance: Devices· 82 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR 0 ASSIGNMENT 

4. OBJECTIVES 

Investigate emerging problems not covered by specific programs and devdop approaches for dealing with such problems. 

5. PROGRAM JUSTIFICATION 

A number of potential or emerging problems which cannot be predicted must be handled rapidly. This workplan activity provides 
resources for Center 3Ssignments which cnn rnpidly nddr~s potential or emerging problems. 

6. FIELD OBLIGATIONS 

Conduct inspections and investigations as directed by Center assignments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 

b.. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PROOUCT(S) 

All Medical Devices 

d. INDUSTRY/PRODUCT CODE(S) 

73-91 

e. EXAM TYPE m 
D 

CHEMICAL 0 
D 

MICROBIOLOGICAL D PHYSICAL m ENGINEERING 

MICROANALYTICAL OTHERS (SPECJFY) 

r. CHECK THE FOLLOWING A.TIRtBUTES 

Sterility/Pcrfonnance 

g. SPECIAL EQUIPME:NT. METHODS. AND HANDUNG 

PAGE NO. DE-6 



FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1, PROGRAM/ASSIGNMENT TITLE 

Melhocls Validation/Development Program

PAC 82R816 

 
2. PPS PROJECT NAMEJNUMBER 

Compliance: Devices - 82 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [KJ ASSIGNMENT 

4 . OBJECT~VES 

Develop new and/or improved methodology in support ofregulatory analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to support enforcement acti\'ities. 

6. FIELD OBLIGATIONS 

Conduct activities under thi s program as directed by lhe Division of field Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

-D. BY DISl RICTOFFICE D BY CENTER D SYBOTI-' 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D 

D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAl OTHERS (SPECIFY) 

I. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. DE-7 



FORM FDA 2621 (10109) PREVIOUS E.DITION IS OBSOLETE 

1 PROGRAMJASSIGNMENT TITLE 

Forensic Evaluation and Sample Analysis 

PAC 82R838 

2. PPS PROJECT NAMEJNUMBER 

Co mpliance: Devices  82 

3. PROGRAM TYPE D COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Forensic evaluation and Forensic sample analysis activities are to provide sound scientific suppon for the investigalions of the Office 
of Criminal Investigations. This includes sample analysis of physical samples related to incidents of tampering, counterfeiting, fraud, 
adulteration and other violations of the FD&C and rela1ed Acts so that the findings are suitable to be presented as technical e..-idencc 
in a court oflaw. Jt also includes forensic evaluation of methods and the generation ofscientific data to identify, characterize, and 
assess the public healch impact of possible adulterants, or intentional violation of the law regarding regulated products to assist FDA 
in its public health mission. 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration with known and potentially hannf'ul substances make it clear that H>A needs to be able 
to conduct sample analyses to reliably determine the chemical identity ofsuspected substances and support its findings in the couns. 
FDA 's unique public health mission makes it interested in types offorensic evaluation and method studies for which there are few 
customers and few external funding sources. To protect the public health FDA needs to continue to develop an arsenal oftechniques 
which will permit it to determine the narure and source ofrisks through criminal investig:ltions. 

6. FIELD OBLIGATIONS 

Appropriate scientific analysis ofofficial physical samples in support of investigations arc: to be performed so that the findings are 
suitable to he presented in a court of lilw. The time spent on these activities is to be repoT1erl as PODS Oper:uion Code 41 or 43, 
domestic or import somple analysis under the appropriate Forensic Activitie.s PAC 82R838 or OCI PAC 82R83 l. Conduct operations 
suppoT1ing methods refinement, development, or general forensic studies t.h11t may be applied to laboratory evaluations to support the 
FDA mission. Report the time spent on these activities as PODS Operation Code 03, PAC 82R838: Petition Validation, Methods 
Development, or Forensic Evaluation. Please consult DFS and/or the DPEM for additional reponing guidance. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BY CENTER D
D

 BY BDTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED  DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D
D

 CHEMICAL D 
D

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

 MICROANALYTICAL  OTHERS(SPEC~ 
r. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. DE-8 



1. PROGRAM/ASSIGNMENT TITLE 

Medical Device Premarket Approval and Postmarkct 

Inspections PAC 8300 I 

2. PPS PROJECT NAMEJNUMBER 

Produc1 Evaluation: Devices- 83 

3. PROGRAM TYPE [8J COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that both prior to and subsequent to approval of a PMA application, the manufacturer has lhc capabilily of manufacturing 
the PMA device in accordance with (1) the conditions specified in the PMA application and (2} rhe requirements of the device GMP 

reguJatjon. 

5. PROGRAM JUSTIFICATION 

Section 515 of the Acl requires that devices subject to Premarket Approval must be manufactured in conformance with the 
requiremenrs of rhe device GMP regulation. Consequently, no PMA applicalion can be approved unlillhc Center has inspectional 
evidence that the manufacturer complies with the requirements set forth in the Premarket Approval application. 

6. FIELD OBLIGAliONS 

The field will conduct pre-approval inspcclions on assignment and submit an EIR to dte Center along with the Di!>trict's 

recommendation. The field will be responsible for scheduling 
Under ccnain conditions, a post-approval inspection will not be necessary. The Center will advise the district 

when a post-approval ins~tiort is not necessary. 

7a. SE.LECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE II] BY CENl ER D BYBOTH 

b. INSPECTION TYPE [8] COMPREHENSIVE D ABBREV~ATED D DIRECTED 

c . PRODUCT(S) 

All Medical Devices 

d. INDUSTRY/PRODUCT CODE(S) 

73-9 1 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDL!NG 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-9 



FORM FDA 2621 (101091 PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Bioresearch Monitoring 
PAC 83808,83809. 83810,838 11 

2. PPS PROJECT NAME/NUMBER 

Product Evaluation: Devices - 83 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure the quality, reliability and integrity ofdata and infonnation supporting device 11pplications (PMAs, 51O(k)s or IDEs) and 
their claims of safety and effectiveness; 
To ensure that human suhjects taking part in clinical trials involving medical d~viccs are protected from undue hazard or risk; 
To coordinate, implement and enforce the provisions of the Agency's Applic<~tion Integrity Policy (AlP) fur medical devices; 
To enforce the prohibition against promotion and/or commerciali7.ation ofinvestigational de ..;ces. 

5. PROGRAM JUSTIFICATION 

Congress has mandated that the Agency maintain close surveillance ofbioresearch activities done in support ofapplication. 

CDRH issues II.Ssignments and provides inspectional/investigational support documents fur transmission to the field through ORA's 
Office of Enforcement (HfC'-230). The Center n:vicws and evaluates all Establishment Inspection Reports (EIRs) from the field and 
is responsible for the final classification ofall bioresearch monitoring inspection reports and rhe issuance of all associated 
corrcspondenc e. 

6 . FIELD OBLIGATIONS 

To conduct inspections, investigations and other activities related to the bioresearch monitoring programs or the Agency's Application 
Integrity Policy lor medi(;al devices and to submit EIRs to the Center for review, evaluation a.nd final classification. 

The field is encouraged to review and initially classify inspection reports generated under the bioresearch monitoring program. 
However, final classificntion authority rests with the Center and decisions will be communicated promptly to the field. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTI-t 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

All Medical Devices 

d. INDUSTRY/PRODUCT CODE(S) 

73/.., 74Z and 947.., 9SZ 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY} 

I. CHECK THE FOLLOWING A TIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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FORM FDA 2621j10f091 PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Test Method Development and Evaluation 
PAC 84Z002 

2. PPS PROJECT NAME/NUMBER 

Science: Devices - 84 

3 . PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To (!valuate the: qualily of devices through product analysis and data evaluation. 

5, PROGRAM JUSTIACATION 

Product evaluation study projects provide comprehensive postmarkct surveillance infonnation about devices. 

6. FIELD OBLIGATIONS 

Conduel laborntory analysis using te.st methods from a variety of sources. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE CKJ
D 

 BY CENTER D 
D 

BY' BOTH 
b. INSPECTION TYPE. 

COMPREHENSIVE ABBREVIATED l DIRECTED 

c. PRODUCT(S) 

To be assigned 

d . INDUSTRY/PRODUCT CODE(S) 

73-91 

e. EXAM lYPE D 
D 

CHEMICAL 0 
D 

MICROBIOLOGICAL D PHYSICAL 0 ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 

PAGE NO. DE-11 



FORM FDA 2121 (10101) PREVIOUS EDITION IS OBSOLETE 

Methods Validation/Development Program 
PAC 84R816 

1. PROGRAM/ASSIGNMENT TIT\.E 2 PPS PROJECT NAME/NUMBER 

Science: Devices - 84 

IJ.PROGRAM 'TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR ITJ ASSIGNMENT 

4. OBJECTIVES 

Develop new nod/or improved methodology in suppor1 ofregulatory annlysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical mc:thods arc essential to support enforcement activities. 

6. FIELD OBLIGATIONS 

Cor)duct activities under this program as directed by the Division of Field Science. 

7e. SELECTION OF ESTABLISHMEN'TS TO BE COVERED 

D 
D 

BY DISTRICT 01-I'ICf D 
D 

BY CE;,NTER D 
D

BYBOTH 

b. INSPECTION TYPE 
COMPREHENSIVE 1\BBREVIAlEO oiRECTED 

c PRODUCT($) d. INDUSTRY/PRODUCT CODE(SJ 

e. EXAM TYPE D 
D 

CHEMICAL D 
D

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANA.LYTICAL  OTHERS(SPEC~ 
r. CHECK THE FOLLOWING ATIRIBUTE.S 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Mammography Facilities Inspection Program 

PAC 85014 

2. PPS PROJECT NAMEJNUMBER 

Mammography Quality Standards Act (MQSA) Authority- 85 

3. PROGRAM TYPE m COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To inspect certified mammography facilities for compliance with the Mammo~:,rraphy Quality Standards Act (MQSA); 
To bring uncertified facilities into compliance with MQSA. 

5. PROGRAM JUSTIFICATION 

MQSA (Public Law 102-539) establishes unifonn, national quality standards for manuuography. It establishes a 
comprehensive statutory mechani~m for certification and inspection of all mammography facilities under lhe regulatory 
jurisdiclion ofthe United States. Under the MQSA, only certified facilitie$ that are in compliance with unjfonn Federal 
s landards tor safe, high-quality mammography services may lawfully continue operation stming October I, 1994. 
Operation after that date is contingent on receipt of a certificate from the FDA. The authority to implement the MQSA was 
delegated by the Secretary ofHealth and Human Services (HHS) to FDA in June 1993. 

6. FIELD OBLIGATIONS 

Inspect certified mammogrdphy facilities in accordance with procedures specified in the compliance program. Conduct 
follow up inspections 10 detennine whether the facility has complied with the tenns of their corrective action plan, based on 
noncompliances found during a prior inspection. Perfonn on-site qual)l)• assurance audits of FDA and State MQSA 
inspectors to ensure their proficiency in conducting mammography facility inspections. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

BY DISTRICT OFFICE D 
D 

BYCENli:R 0 
[I

BY I30TH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED ] DIRECTED 

c. PRODUCT{S) 

Mammography equipment 

d. INDUSTRY/PRODUCT CODE{S) 

90 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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FORM FOA2621 (10109) PREVIOUS EDITION IS OBSOLETE 

Inspection and Field Testing of Radiation-Emitting 

Electronic Products PAC 8600 l , 8600 2, 86004 

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

Radiation Control and Health Safety Act (RCHSA) 

Authority - 86 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

The objectives of inspections and tests conducted under this progrnm are 
• To evaluate an electronic product manufacturer's quality control testing program for its ability to ensure such product 
compliance and radiation safely; 
• 
·

To identify certified electronic products which fail to comply with the requirements ofapplicable performance standards; 
To obtain correction ofdeficient quality control testing programs and noncompliant products identilicd by initiating 

appropriate administrative/regulatory action; 
• To provide guidance to manufacturers rcga.rding compliance with the laws and regulations administered by FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control {EPRC) requirements protect the public from unnecessary exposure to electronic product 
radiation. Manufacturers are responsible for producing products thot do not emit hazardous or unnecessary radiation and that 
comply with all applicable radiation safety perfonnance standards. All electronic product manufaciU.rers mu:~t comply with 
opplicable requirements in Title 21 CFR 1000, 1002, 1003, 1004 and I OOS. If a mandatory radiation safety performance 
standard applies to a manufacturer' s product. then the manufacturer must also comply with Title 21 CFR 1010 and the 
product must comply with the requirements of the specific standard found in 21 CFR l020- I050. Manufacturers are 
required to self-certify their own products to be compliant with an applicable standard, based on a quality control testing 
program as described in 21 CFR 1010.2. EPRC inspections ano field tests verify thnt electronic products comply Ytith 
perfonnance standards, and that manufacturer quality control testing programs ensure product compliance and radiation 
safety. 

6. FIELD OBLIGATIONS 

Field personnel will initiate and schedule inspections of electronic product manufacturers as instructed in Compliance Program 
7386.001 . CDRH is generally responsihle for the fino I review of inspections and field tests made under this program and for 
the issuance ofletters resulting from inspections and field tests perfonncd by field radiological health staff. Exceptions where 
the district has direct reference authority arc noted in Compliance Program 7386.001. Joint EPRC/medical device (QSIT) 
inspections may be conducted under both Compliance Program 7386.00 I and 7382.845. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
m

BY DISTRICT OFFICE D 
D 

BYCENTER 0 
[Tiot

BY BOTH 
b. INSPECTION TYPE  COMPREHENSIVE ABBR.EVIATEO RECTED 

c . PRODUCT(S) 

Lasers and laser products, Sunlamp and sunlamp products 
Cabinet x-ray products, Televisions and Microwave Ovens 

d. INOUSTRYJPRODUCT CODE(S) 

94-RXX, 95-RXX 
See Compliance Program 7386.001 for complete listing 

e. EXAM TYPE D 
D 

CHEMICAl D 
D 

MICROBIOLOGICAL D PHYSICAL D t;NGINEERING 

MICROANAL VTICAL OTHER$ ($P~CIFY} 
f. CHECK THE FOLLOWING ATIRIBUTES 

Specific product inspcchon and field lest checklist or forms, ifavailable, are included as Compliance Program Attachments. 
These checklists may be used to the extent practicable to record inspection and test observations. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Caution: laser product may be dangerous or hazardous. Only personnel trained on both instrumentation use, as well as type of 
lasers should test equipment. 
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FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 
Insp. of Manuf. (For and Dom) and Field Compliance 
Testing ofDiag. X-Ray Equipment. PAC 86003 

2 PPS PROJECT NAME/NUMBER 
Radiation Control and Heahh Safety Act (RCJISA) 
Authority- 86 

3 PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 
The objectives of inspections and tests conducted under this program are: 

1. To ensure 1ha1 the regulated products and manufacturer qual icy control programs confonn to EPRC reguliltions; 
2. Tc identify diagnostic x.-ray products wl1ich fail to comply with the applicable performance standard requirements; 
J. To obtain correction of noncompliant products identified in I and 2 above by initiating appropriate administrative and! or 

regulatory action when necessary; and 
4. To provide guidance to manulacrurers regarding compliance with applicable EPRC laws and rcgula1ions administered by 

FDA. 

5. PROGRAM JUSTIFICATION 
Electronic product radiation control (EPRC) requirements prolect the public from unnecessary exposure to electronic product 
radiation. Diagnostic x-roy manufacturers are responsible for producing equipment that do not emit hazardous or unnecessary 
x-radiation and that comply with applicable radiation safety performance standards. All electronic product manufacturers 
must comply with requirements in Title 21 CFR I 000, 1002, I 003, I 004 and 1005. Because diagnostic x-ray equipment is 
also subject to pcrfonnance standards, the manufacturer must also comply with Title 21 CFR 10 I 0 and the equipmem must 
comply with the specific standards found in 21 CFR I 020.3 0- 1020.33. Manufacturers are required to sel f-cenify their 
products comply with the applicable slandard, based on a quality control testing program as described in 21 CFR 1010.2. 
EPRC inspec1ions and fteld tests verify that electronic products comply with performance standards, and that the 
manufacturer's quality control testing program ensures product compliance and radiation satcry. 

6. FIELD OBLIGAT10NS 
Field personnel will initiate and schedule inspections of diagnostic x.-ray manufacturers and field tests ofdiagnostic x-ray 
equipment as instru~ted in Compliance Programs 7386.003 and 73S6.003a. CDRH is generally responsible tor the final review 
of inspections and field tests made under this program and for the issuance of letters res.ulting from inspections and field tests 
perConned by field radiological health staff. Exceptions where the district has direcl reference authority are noted in 
Compliance Program 7386.003 and 7386.003a. Joint EPRC!tnedical device (QSIT) inspections may be conduclcd under both 
Compliance Programs 7386.003a and 7382.845. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

C_]
D 

 BY DISTRICT OFFICE D 
IT

BY CENTER L~
Oot

BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ] ABBREVIATED RECTED 

c. PRODUCT(S) 
Diagnostic X-Ray Equipment 

d. INDUSTRY/PRODUCT CODE(S) 
94DS--

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERI!'Ki 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT. METHODS. AND HANDLING 
Field tests will be performed by consumer safety officers who have received specialized training which includes 
approximately two weeks ofon-the-j ob training with a qualified auditor. 
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FORM FDA 2621 (10109) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITlE 

Compliance Testing of Electronic Products at WEAC 

PAC 86006 

2. PPS PROJECT NAME/NUMBER 

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

3. P.ROGRAM TYPE [KJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

The objectives of laboratory tests conducted under this program are: 
I. To ensure that the regulated products confonn to EPRC regulations: 
2. To idootify products which fail to comp•y with the applicable perfonnance standard requirements; 
3. To obtain correction of noncompliant products identified in I and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 
4. To provide guidance to manufacrurers regarding compliance with applicable EPRC Jaws and regulations administered by 

FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control {EPRC) requirements protect the public from unnecessary exposure to electronic product 
radiation. Electronic product manufacturers are responsible for producing equipment that do not emit hazardous or 
unnecessary radiation and that comply with applicable radiation safety performance standards. All electronic product 
manufacturers mus t comply with requirements in Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Products also subject to 
pcrfonnance standards must comply with the specific standards found in 21 CFR I020- I 050. EPRC laboratory tests verity 
that electronic products comply with perfonnancc standards at the point ofmanufacture, and that the manufacturer's quality 
control testing program ensures product compliance and radiation safety. 

6. FIELD OBLIGATIONS 

WEAC will test all products in accordance with the appropriate Compliance Program and/or test methods. Products will be 
identified for testing by both WEAC and CDRH for either routine or for cause testing. WEAC will request sum pies for direct 
shipment from manufacturer or distributor ofproduct. WEAC will retain products tested until all compliance actions have 
been completed or upon notif1cation from CDRH. WEAC will also c.:onduct all foreign inspections for electronic product 
manufacturers, other than diagnostic x-ray manufacturers. Sec Compliance Program for joint EPRC/medical device (QSIT) 
inspections. COR.H is responsible for the finn) rc.,.iew of inspections and lab tests conducted under this program. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
D 

av DISTRICT orF'ICE C
D 

J BYCENTER m
[K]oi

 8Y BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE ABBREVIATED RECTEO 

c. PRODUCT(S) 

Lasers, sunlamps, mercury vapor lamps, x-ray systems, 
uJtrasound therapy products , 1clevisions, and microwaves. 

d. INDUSTRY/PRODUCT CODE(S) 

96MS, 94VS, 940S, 95US, 97US 

e. EXAM TYPE D 
D 

Ct-EMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL 0 ENGINEERING 

MICROANALYTICAL OTliERS (SPECIFY) 

f. CHECK THE FOLLOWING A TIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS. AND HANDLING 
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FORM FDA 2621 (10/09} PREVIOUS EDITION IS OBSOLETE 

2. PPS PROJECT NAME/NUMBER1. PROGRAM/ASSIGNMENT TITLE 

Radiation Control and Health Safety Act (RCHSA) 

Authority- 86 
Imported Electronic Products 
PAC 86007 

3. PROGRAM TYPE COMPLIANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT0 D D 
4. OBJECTIVES 

The objectives of laboratory tests conducted under this program are: 
l. To ensure that the regulated products confonn to EPRC regulations; 
2. To idt:ntify products which fail to comply with the applicable performance standard requirements; 
3. To obtain correction of noncompliant products identified in 1 and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 
4. To provide guidance to manufacturers regarding compliance with appli<.:able EPRC laws and regulations administered by 

fDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requirements protect the public from unnecessary exposure to electronic product 
radiation. Electronic product manufacrurers are responsible for producing equipment that do not emit hazardous or 
unnecessary radiation and that comply with applicable radiation safely performance standards. All electronic producl 
manufacturers must comply with requirements in Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Products also subject to 
performance standards must com pi)' with the specific standards found in 21 CFR 1020- I050. EPRC imports entry reviews 
verify that electronic products subject to performance standards have been reported to FDA as required. 

6. FIELD OBLIGATIONS 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 D DBY DrSTRICT OFFICE BY CEr>ITER BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED C]oiRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

AJI radiation emitting electronic products that arc subject to 
a perlbnnance standard contained in 21 CFR 1020- 1050. 

94-97 

e. EXAM TYPE D D D DCHEMICAL MICROBIOLOGICAL PHYSICAL ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY} 

f. CHECK THE FOLLOWING ATIRIBUTES 

ll· SPECIAL EQUIPMENT. METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 

Radiological Health Control Activities 
PAC 86008, 86009 

2. PPS PROJECT NAME/NUMBER 

Radiat ion Control and Health Safety Act (RCHSA) 
Authority- 86 

3. PROGRAM TYPE 0 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

Use Contro l: 
PrO\·ide technical assistance to State and Federal radiological health programs implementing FDA use control progn1ms. 
including DENT (see the ..:ompliance program for a more complele statement ofobjectives and laboratory support): Maintain 
liaison with State radiological health progr1uns; Provide suppon for regional training activities and regional \ideotape library; 
Promote implementation of programs to optimizt: radiation exposure; Communicate FDA policies to State and local hc:ahh 
agencies. 

Emergency Planning & Response Activities: 
To act as a focal point for emergency readiness response planning by States. 

5. PROGRAM JUSTIFICATION 

Medical Device and Radiological Health Usc Control and Policy implementation: 
Rapidly changing technology requires that the FDA develop use control programs whose effective implementation will require 
training beyond that possessed by most State radiological health program ~rsonnel. 

Emergency Planning & Response Activities: 
The Agency has been assigned responsibilities by the Fcderel Emergency Management Agency to review radiological 
emergency response plans prepared by the States. 

6. FIELD OBLIGATIONS 

Usc Control: RRHRs will maintain liaison and provide technical assistance to State/Federal radioJo~:ical health program 
personnel; assist in the planning and presentation of quality assurance training with the region; help select State panicipants in 
new usc control programs; serve as managers of the regional videotape library; and attend the following meetings: National 
Conference of State Program Directors; Regional meetings with stale and local radiological health agencies; and HQ annuill 
meetings with CORH, ORA and other FDA onlcials. WEAC will provide Laboratory Support for the DENT programs. 
Emergency Planning & Response Activities: Provide consul tation to stales and attend regional emergency planning meetings. 
1a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER m BYBOTii 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED DoiRECTEo 

c. PROOUCT(S) d. INDUSTRY/PRODUCT COOE(S) 

Emergency Planning & Response Activities: 94YN-99 

e. EXAM TYPE D 
D 

CHEMICAL D 
D 

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT. METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 

Regulated Tobacco Products - Domestic and lrnpon 

PACs 96R800, 96T800, 96R824, 96R833 

2. PPS PROJECT NAME/NUMBER 

Tobacco - 96 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [KJ ASSIGNMENT 

4. OBJECTIVES 

To inspect domestic manufacturers ofregulntc=d o.nd imponerl tobacco to detenninc compliance with 
the Federal Food, Drug, and Cosmetic Act as amended by the Family Smoking Prevention and Tobacco Control Act and its 
implementing regulations. 
To take administrative and/or enforcement action when violations are observed. 

5. PROGRAM JUSTIFICATION 

The Family Smoking Prevention and Tobacco Control Act amended the Federal Food, Dmg, and Cosmetic Act and 
requires the agency to conduct inspections at least once in the two-year period beginning with the date of registration 
ofsuch establishment and at least every successive two-year period thcre;~ft~'T. 

6. FIELD OBLIGATIONS 

CTP plans on issuing a multi-district inspection assignment at the bebrinning of the fiscal year. The scope of the inspections 
wi ll cover all stanJtory and regulatory rrovisions in effect. CTP antidpntcs approximately half rhe universe of registered 
tobacco manufacturers to be inspected during the fiscal year. further, CTP anticipates the collection ofdomestic 
samples for laboratory anlllysis to support enforcement actions as well as samples for other laboratory analysis (samples 
collected to develop laboratory methodology or ingredient identifications, etc.). CTP plans to develop import alerts and 
assignments for imported tobacco products. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D 
[TI

BY DISTRICT OFFICE 0 
D 

BY CENTER D 

DoiR

BY BOTH 

b. INSPECTION TYPE  COMPREHENSIVE ABBREVIATED ECTED 

c. PRODUCT(S) 

Cig~rettes, cigarette tobacco, nJll-your-own tobacco, and 
smokeless tobacco 

d. INDUSTRY/PRODUCT CODE(S) 

All tobacco cocles 

e. EXAM TYPE [TI

D 
 CHEMICAL D 

[KJ

MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

MICROANALYTICAL  OTHERS (Label, Labeflrtg, Advertising Re11/ews) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Characledzing flavor 
Labeling/promotion infonnalion as requested in each assignment 
g. SPECIAl EQUIPMENT, METHODS. AND HANIJUNG 

Gas Chromatography coupled with Mass Spectrometer and Gerstel autoanalyzer 
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