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BIOLOGICS

FY 2012 WORKPLAN CHANGES
WORKPLAN [ WORKPLAN FTE
FTEs FTEs |DIFFERENCE]
FY 2014 FY 2012
PAC PROGRAM/ASSIGNMENT
Inspection of Human Cells, Tissues, and Celluler and Tissue Based
41002B,C.D Products {(HCT/Ps) 31.0 31.0
41808 Good Laboratory Practices ! ’
41809 Institutional Review Board ’ '
41810 | Sponsors, CROs, Moniors ‘ '
41811 Clinical Investigators 5.0 5.0
4 184&&-D.F,G Licensed Blood Stem Cells, Cell Therapy (CBER Therapeutics) 1
41 Human Gellular, Tissue, & Gene Therapies 36.0 36.0
42001F,G |Bigod Banks 54.5 545
42002A.F.G Source Plasma Establishments 11.9 119
42007¢ Imporied CBER-Regulated Products 40 4.0
42008,A |Licensed Viral Marker Test Kits 25 25
42809 Institutional Review Board ' '
42810 Sponsors, CROs, Monitors ’ ' .
42811 Clinical Investigators 4.4 4.4
42811 |Foreign BIMO Inspection _ 1 1
42846A.B,.C Medical Device Manufacturers (Biologics} 05 0.5
42848A-DF,.G _ |Plasma Derivalives of Human Origin, Recombinant Analogues 35 3.5 =l
42 " |Blood & Blood Products 81.3 B1.3
45809 Institutional Review Board
45810 Sponsors, CROs, Monitors
145811 Clinical Investigators 7.0 7.0
45848A F.G Licensed Allergenic Products 0.7 0.7
458488 C,.DH |Licensed Vaccing Products 6.0 6.0
45 Vaccines & Allergenic Products 13.7 13.7
Total Mission Direct: Pre and Annual Planned FTEs 131.0 131.0

* BIMO: 41808, 41809, and 41810 are planned under 41811; 42809 & 42810 are planned under 42811, 45809 & 45810
are planned under 45811.

T ForFY 2012, rescurces for 41848 PACS will continue 1o be planned with Plasma Derivatives of Human Origin, however
some resources have been planned scparately under PAC 41848F for these products in anticipation of an increasing

inventory.

§ Other PACs include 42RB33, 42RB24, 41R824, 45RE24, B9RB3S.
{ Foreign BIMO Inspections include GLPs and Clinical Investigators in PPS 41, 42, & 45 and are planned under 42811.



HUMAN DRUGS

FY 2012 WORKPLAN CHANGES
WORKPLAN| WORKPLAN FTE
FTEs FTEs DIFFERENCE
FY 2011 FY 2012

PAC PROGRAM/ASSIGNMENTS
46832B,C NDA Pre-Approval Inspections/Investigations {Domestic) 9.5 8.5
46832B,C.D INDA Pre-Approvel Inspections/Investigations (Foreign) 13.0 13.0
46832M BLA Pre-License/Approval Inspections (Domestic & Foreign) 2.0 2.0
46832P Positron Emission Tomography (PET) 0.5 0.5
46 New Drug Evaluation 25.0 25.0
48001,A In Vivo Bioequivalence (Domestic) 6.0 6.0
48001,A.D,E_|Foreign Inspections {In Vivo, GLP, Cl) 5.0 5.0
48808 Good Laboratory Praclices 3.0 3.0
4B800,A Institutional Review Boards 7.8 7.8
48810 Sponsors, Contract Research Orgs, Monitors 5.3 5.3
48811,A B |Clinical investigators (Domestic) 29.9 34.5 46
48811.D Clinical Investigators (Foreign) 16.2 16.2
48 Biorasearch Monitoring 73.2 77.8 4.6
52832 B,C  |ANDA Pre-Approval Inspections/Investigations {Domestic) 5.0 4.0 -1.0
52832.B.C.E_|ANDA Pre-Approvai inspeciions/investigations (Foreign) 11.0 8.0 2.0
52832P |Positron Emission Tomography (PET) 1.0 24 1.4
52 Generic Drug Evaluation 17.0 154 -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
53001B Initiated) 1.0 1.0
53001C Risk Evaluation Mitigation System (REMS) 20 2.0
53 Postmarket Surv. & Epidemiology 11.0 11.0
56002A,B.0 |Drug Process Inspections-Domaestic 64.9 54.0 -10.9
56002A-D  |Foreign Drug Inspections 42.0 53.0 11.0
56002E Drug Process Inspections - Gas Manufacturers 90 10.0 1.0
56002F Drug Process Inspeclions APl Manufs (Dom/For) 13.0 8.0 -44
56002M Drug Process In ions - Biotach Manufacturers 6.0 5.0 -1.0
56002P Positron Emission Tamography (PET) 0.5 3.0 __25
56008A Drug Product Surveillance (Domestic) 185 18.5
56008H |Drug Product Surveillance (Import) 37.9 379
56021A,B Drug Quality Reporiing Systems-DQRS 45 4.5
56022 A Enforcement of Rx Drug Marketing Act 2.0 2.0
58843 Posl-Approval Inspections/Investigations (Domestic) 2.0 2.0
56843 Posi-Approval Inspections/Invesligations (Foreign) 2.0 2.0
560015 Pharmacy Compounding Assignmenis 5.0 2.0 -3.0
56R838 Forensic Evaluation and Sampie Analysis 10.0 10.0
56 Drug Quality Assurance 217.3 2129 4.4
63001A internet, Health Fraud, & OTC Monographs 6.5 10.4 3.9
63002 Lhlew Drugs (Prescription) Not Covered by Approved NDAs 5.0 3.0 2.0
63 Unapproved & Misbranded Drugs 11.5 13.4 1.8

— helf Life Extension Projects : X

g lsn_t;ragencyﬁoperatiw Activities g,g }g_g

Total Mission Direct: Pre and Annual Planned FTEs 367.0 | 367.5 0.5









































































RESOURCE SUMMARY BY PROGRAM CATEGORY

FY 2012

OPERATIOMAL FTES TOTAL
OPERATIONAL
FTEs
COMESTIC IMPORT FOREIGN

TOTAL ALL PROGRAMS 1415.9) 804.8 184.8 2215.5
FOODS AND COSMETICS 7727 475.2 44.2] 1292.1
BIOLOGICS 126.7 4.0 6.3] 1310
{HUMAN DRUGS 2249 37.¢ 1047 367.5
ANIMAL DRUGS AND FEEDS 108.2 17.8‘ 6.2 132.2
MEDICAL DEVICES AND RADIOLOGICAL HEALTH 180.0 640.6§ 334 274.0
TOBACCO 8.4 Sﬁl 18.7










































































































































































































FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Viral Marker Test Kits

2. PPS PROJECT NAMEANUMBER
Blood and Blood Products - 42

3 PROGRAM/ASSIGNMENT CODE(S)
42008, A Domestic & Foreign (1)

4. WORK ALLOCATION

PLANNED BY

ORA [ ] cenER

235

5. OPERATIONAL FTE POSITIONS

ZO-omaA

DISTRICT/
SPECIALIZED
LABORATORY

1 1 2

DOMESTIC
INSPEC-
TIONS

FOREIGN
INSPEG-
TIONS

DOMESTIC
INVESTT
GATIONS

(Hours)

TOYAL FIELD

NE

HEADQUARTERS
|_:ﬂe_s_!.om STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

|REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

| SAN JUAN
REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS
DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

| seATLE

PACIFIC REGIONAL L ABORATORY-SW

PACIFIC REGIONAL LABORATORY-NWY |
HOURS PER OPERATION

141,01 174.0]

TOTAL HOURS

1260 696]

421

|F‘ersonnel TIE Required: Investigator, Team Biolﬂics — —
ORA WORKPLANNING SHEET (Continued)

TOTAL OPERATIONAL FTEs

8. REMARKS

|CONVERSION FACTOR

850 850

1.34 0.734 0.44

FORM FDA 2621a (10/08)

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

(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 time is for District support to Team Biologics. Field Investigation Hours may be used for any
Team Biologics Program.

PAGE NO.

42-8












































































FY 2012 ORA WORKPLAN Qctober !, 2011

1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAMENUMBER
Guod Laboratory Practices; Institutional Review Board; Sponsors, Bioresearch Monitoring: Human Drugs - 48
Contract Research Org., Monitors (PDUFA)

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POBITIONS
48808, 48809, 488094, 48810 [ x ]cra [ Jcenter 16.1

z 1 1
DISTRIGT/ NAT'L EXPERT IRE (1) SPONSOR,
SPECIALIZED GLP INVESTI INSPEC.  [CRD, MONIT)
LABORATORY INSPEC- GATIONS TIONS INSPEC-
TIONS (Hours) 48308, TIONS
48358 48358 - GLP 4BBEZA (2} 48819

2

ZQ—om3

TOTAL FIELD 28] 112 1 46]

HEADQUARTERS

REGIONAL STAFF

[ NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPDLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

" sE [FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

Sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
AP AL e SR A

HOURS PER OPERATION [T | 61.0 110.3
Imm. HOURS 2744 112 7384 5074

ICQNVERSEON FACTOR 850 9508 850 950

2.89| 0.12] 777 534

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

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

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-3).

(1) - Institutional Review Board

(2) - 48809A: Resource (1 FTE) for the Radioactive Drug Research Committee (RDRC) is not planned separately. However, please
use above resources as needed and report RORC work under PAC 48809A.

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

FORM FDA 26212 (10/08) ORA WORKPLANNING SHEET (Continued-) PAGENO. 48-09













FY 2012
1. PROGRAM CATEGORY Z. PPS PROJECT NAME/MUMBER
Human Drugs Generic Drug Evaluation - 52
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT OPERATIONAL
CODE DOMESTIC | IMPORT FOREIGN FTEs
TOTAL 6.4 9.04 15.4
1 [|ANDA Pre-Approval Domestic (PDUFA) 52832,B,C 4.0 4.0i 52-12
2 |[|ANDA Pre-Approval Inspections/Investigations 52832,B,C,E 9.0 9.0" 52-13
- Forei
3 ||Positron Emission Tomography (PET) Pre-Approval 52832P 2.4 24 52-14
Inspections/Investigations
ICENTER PROJECT MANAGER/TELEPHONE ORA PLANMER/TELEPHOMNE
Brian Hass HFD-320, (301} 796-3279; Diane Raccasi, HFD-320, {301) 796-3927 Anita T. McCurdy 301-796-4395

FORM FDA 2622 (10/00) PAGE NO. 52-11










































FY 2012 ORA WORKPLAN October 1, 2011
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Drug Process Inspections - Dotnestic Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
56002, A-D, 56832, 56R359 [X7] ora [ ]cenTeER 54.0

©. 1 2 1 1 3 ] 7 7
DISTRICT/ CERTIFICA- DOMESTIC DOMEAnE | DOMANTC |  DOMESTIC DOMESTIC
SPECIALIZED INSPEC- TION CHEMIST ON | MICRO ON SAMPLE LamiPE [N LAB LAB
LABORATORY TIONS AUDITS INSFEC- INSFEC» coLL - 1% cow ANALYST ANALYST
TIONS TIONS {Hours) (Hours)
(&Ntb:;lurﬂ {Hours) {(Hours) S [ L CHEM MICRO

ZOoO—Om=Aa

TOTAL F:ELD 806! 1200 24994 1200 3104 a7 an| 5743 720
HEADQUARTERS
REGIONAL STAFF

NEW ENGLAND
NE | NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMCRE
CHICAGO
GINGINNATI

CE | DETROIT
MINNEAPOLIS |
NEW JERSEY !
PHILADELPHIA
FORENSIG CHEM. CTR
REGIONAL STAFF
ATLANTA

SE |FLORIDA

| NEW ORLEANS

SAN JUAN

REGIONAL LAB
REGIONAL STAFF
DALLAS
sw | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW -
| [PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 56.0] i 1 5.0}
TOTAL HOURS 380781 1500 2499 1200 1550} 5743 720
CONVERSION FACTCR 50 950 950} 950 950f ; 1180 1180
TOTAL OPERATIONAL FTEs 41.03 200} 2.62] 1.26 1.83f 4.87 0.61
9. REMARKS

—

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

{2) - DSCs not analyzed are documentary samples. District offices should be prepared to collect an increased number
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 laberatories for analysis.

Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGENO. 56-19

e










































FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE

Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAMENUMBER
Drug Quality Assurance - 56

3. PROGRAM/ASSIGNMENT CODE(S)
S56RB38, 56R&31

4. WORK ALLOCATION PLANNED BY

ORA [ center

5, OPERATIONAL FTE POSITIONS

10.0

DISTRICT/
SPECIALIZED
LABORATORY

ZC=-0mx

[]
FORENSIC
CHEM
{Hours)

FORENSIC
EVALUATION

TOTAL FIELD

1

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

[REGIONAL STAFF

BALTIMORE

CGHICAGO

CINCINNATI

CE | DETROIT

MINNEAPDLIS

NEWY JERSEY

PHILADELFHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

| SAN JUAN

REGIONAL LAB

REGICNAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW

IHOURS PER OPERATION
TAL HOURS

12050

1205§

IDONVERSION FACTOR

ITOTAL OPERATIONAL FTEs

10.00]

0. REMARKS

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

hLabomtory allocations were planned by DFS,

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 5B6-33
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FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE
NADA Pre-Approval Inspections

2. PPS PROJECT NAMENUMBER

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

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

4. WORK ALLOCATION

PLANNELD BY

ORA [ X ] cenTER

5. GPERATIONAL FTE PGSITIONS
4.9

TS,

DISTRICT/
SPECIALIZED
LABORATORY

ZO0-0m@o

FOREIGN
INBPEC-
THONS

1)

DOMESTIC

TIONS

| &

INEPEC-

1
CHEMIST
ON
INSP

TOTAL FIELD

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATY

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADEL FHIA

FORENSIC CHEM. CTR

IREGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIGNAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

| SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

£ 08 ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

OTAL HOURS

90.0'
3600

SO.BI
250

450

JCONVERSION FACTOR

as0]

950]

950

TOTAL GPERATIONAL FTEs

379]

026

0.89

7. REMARKS

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

J(1) - Foreign inspections spread by DF|. Use QOperation Gode 11 to report foreign inspections.

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

inspections and chemist on inspections.

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

Workload Source: FACTS database (registered firms in INC 56, 67, and 68; Workload Obligation is "Yes” and Status is "Operational’.)

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)

PAGENO. 68-2




FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE
}GLPs Sponsor-Monitors, Clinical Investigators (Pre-Market)

2 PPS PROJECT NAMENUMBER
Pre-Approval Evaluation of Animal Drugs and Food Additives - 68

3. PROGRAM/ASSIGNMENT CODE(S)

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

4. WORK ALLOCATION

[X] ora

PLANNED BY

] center

5.0

5. OPERATIONAL FTE POSITIONS

Z0—-Om3x

DISTRICT/
SPECIALIZED
LABORATORY

0
FOREIGN
INSPEC-
TIONS
68810

FOREIGN
INSPEC-
TIONS
68511

1
OOMESTIC
INEPEC-
TIONS
68411

TOTAL FIELD

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

| DETROIT
MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

IREGIONAL STAFF

ATLANTA

FLORIDA

| NEW ORLEANS
SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

[ KaNSAS CITY

SCUTHWEST IMPORT DIiSTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

3 30| 44

|HOURS PER OPERATION

70.0]

70.0

70.04

62,0

TOTAL HOURS
CONVERSION FACTOR

140§

210

2100

2288

50

g50] 950

850

TOTAL OPERATIONAL FTEs

0.15

0.22] 2.21

2.41

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

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET {Continued)

Foreign inspections are for sponsor/monitors (68810) and clinical investigators (68811}

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

Workload Source: FACTS database (BIMO firms in IND &7, 88, and 89 with Status of "Operational™).

Resources for Generic Good Laboratory Practices (68808G) and Generic Sponsors, Contract Research Organizations & Monitors
{68810G) are planned under 88808. Reporl Inspections under the appropriate PAC.

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

PAGE NO.

68-3








































FY 2012 ORA WORKPLAN October 1, 2011

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

. Remarks
Inspection Prigrities.

The first inspectional priority under this program is o inspect those firms that have a violative history classifed by the FDA "Official Action
Indicated" or QAl. 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 io correct the violations. 21 CFR 589.2000 and 589.2001 address a wide variety of firms and animal
product operations that involve the manufacture, distribution, fransportation, 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. Inspectional resources for surveillance are to be spent covering those firms or industries potentially
having the most adverse affect on BSE prevention efforts should non-compliance with regulations be encountered. CYM has developed

a mathematical system for priotitizing inspections, which ORA has used the last several years to help with the annual work-planning.

The following list of firm/industry types generally describes our priorities, in descending order:

Follow-up to OAl inspections

Firms with a viclative history

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

Protein Blendars

Commercial feed mills {licensed and unlicensed)

Pet foodflivestock feed salvage operations

Haulers/transporters of animal feeds

Animal feed distributors/retailers

On-farm feed manufacturers {with ruminant and non-ruminant animals, or only ruminants}

Ruminant feaders

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

{10/09) PAGE NO, 71-13






FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE

Forensic Evaluation and Sample Analysis

2. PPS PROJECT NAMENUMBER

Monitoring of Market Animal Drugs, Feeds and Devices- 71

3. PROGRAM/ASSIGNMENT CODE(S}
71R838

4. WORK ALLOCATION PLANNED BY

ORA [ Xx_] center

&, OPERATIONAL FTE POSITIONS

1.0

2 DISTRICT!
SPECIALIZED
LABORATORY

Z0—-om@x

ANALYSIS
CHEM

{Hours}

TOTAL FIELD
S s L A e

1208/

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

DALTIMORE

CHICAGO

CINCINNATI

cE [DETROM

MINNEAPOLIS

NEW JERSEY

PHILADEL PHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

REGIONAL LAB

SOUTHWEST IMPORT DISTRICT

REGICGNAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGICNAL L ABORATORY-SW |

PACIFIC REGICGNAL LABORATORY-NW

|HDURS PER OPERATION
TOTAL HOURS

1205

lconVERSION FACTOR

TOTAL OPERATIONAL FTEs

1mjl
1.00)

7. REMARKS

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

7115

R ]






























PROJECT SUMMARY SHEET
FY 2012
1. PROGRAM CATEGORY 2. PPS PROJECT NAMENUMBER
iIMedical Devices and Radiological Health Compliance: Devices - 82
3. NO| 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE |
ASSIGMMENMT OPERATIONAL
C:ODE DOMESTIC} IMPCRT FOREIGN FTEs
TOTAL 107.2 521 26.0) 1835.3
1 |Monitoring Devices of Foreign Origin - Import 82008* 43.0 43.0 82-4-5
2 (Inspection of Medical Device Manufacturers: oR.6 26.0 124.6 62-6-8
GMP [nspections 82845A-8 (97.3) (26.0) (123.3)
Accredited Persons Audit Investigations 82845] (0.3} {0.3)
Accredited Persons Audit Inspections 82845p {1.0) (1.0)
3 [|Condom Assignment $22002 3.6 3.6 82-9
4 UManufacturers and Importers of Surgical, Examination Gloves 8272003 2.0 5.5 7.5 82-10
5 ||Center Initiated Assignments ||82280[) 4.3 4.3 B82-11
6 [Methods Validation/Development Program "32R816 2.0 2.0 82-12
7 "Forensic Evaluation & Sample Analysis |82R838 0.3 0.3 82-13
* In addition to PAC 82008, includes reporting
PACs §2RE24 §2RE33, and 99RE33.
[CENTER PROJECT MANAGER/TELEPHONE RA PLANNER/TELEPHONE
Steven Silverman 301-796-5500 John Aydinian 301-796-43%4

FORM FDA 2622 (10/09) PAGE NO. 82-3


















FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAMIASSIGNMENT TITLE

Inspection of Medical Device Manufacturers

2. PPS FROJECT MAMEMNLMBER
Compliance: Devices - 82

3. PROGRAM/ASSIGNMENT GODE(S)

82845A,B,C.G,H,), P, S,81845R T,81011

4. WORK ALLOCATION

PLANNED BY
ORA

[ Jeenter

5. OPERATIONAL FTE POSITIONS

1246

[3.3]

0.
DISTRICT/
SPECIALIZED
LABORATORY

ZO—0mum

DL 3T
AL L

STERRITY

T T
DOAESTIC DOMESTIC
LAB LAB
AMALYST BANALYST
(Hours) {Hours}

ENG MICRO
BIB4SC B2B45C

7 7 7
DOMESTIC DOMESTIC DOMESTIC
LAR LAB
ANALYST ANALYST
(Hours) {Hours)
BIDBURDEN
B2848S

ANALYST
{Hours)
CHEM

7
DOMESTIC
LAB
ANALYST
{Hours)
STERILITY
828453

TOTAL FIELD

|

HEADQUARTERS

REGIOMAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

|REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW CRLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

REGIONAL LAB

SOUTHWEST IMPORT DISTRICT

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

[ seaTTLE

PACIFIC REGONAL LABORATORY-SW

1HOURS PER OPERATION

L PACKIC RECIONAL LABORATORYING,

1612

228 1060 250

148}

L L

IFOTAL HOURS

800y 1612

228 1060 2500

148

JCONYERSION FACTOR

1180] 1180

1180 1180 1180]

11804

TOTAL OPERATIONAL FTEs

=]

i

1.37

ossj

G.18 0.20

0.21%

0.13:

5. REMARKS

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

at WEAC and DEN Lab,

ICHEM Sample Analyses: Test Kit or Reagant Testing to support GMP observations at WEAC; Sporicidal and Tuberculocidal at WEAC
1

and DEN Lab.

!Laboratory allocations were planned by DFS.

FORM FDA 2621a (10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

82-8

=









FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE
Center Initiated Assignments

2 PPS PROJECT NAME/NUMBER
Compliance: Devices - 82

3. PROGRAMIASSIGNMENT CODE(S)

827005, 82Z800

4. WORK ALLOCATION PLANNED BY

[x ] ora

[Jcenter

5. OPERATIONAL FTE POSITIONS

43

Z0—-Gma

DISTRICT/
SPECIALIZED
LABORATORY

INSPEC-
TIONS
CENTER-
INITIATED )

DOMESTIC
SAMPLE
COoLL

7
DOMESTIC
Lag
AMALYST
(Mours)
CHEM (2)
822800

7
DOMESTIC
LAB
ANALY BT

(Hours)
STERILITY (3)
827800

7 9
DOMESTIC OTHER
LAB IOPERATIONS
ANALYST ANALYST {Hours)
(Hours) {Houry) METH DEV
lﬂﬂw} ENG ENG (5)

7
DOMESTIC
LAB

TOTAL FIELD

33

e |

e

#2273 822300
i mtn = mmmn i
~ s00] 11qu 087

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

| REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

[REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

| DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

| SAN FRANCISCO

| SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

JHOURS PER OPERATION

4321

s.0]

I |

TOTAL HOURS

250

500 1100 987

CONVERSION FACTOR

14z§|
950

:
950

1180

1180 1180} 1180,

[TOTAL OPERATIONAL FTEs

1500

0.34)

75
1180
0.06

021]

9,42 0.93] 0.84

. REMARKS
Planned BSE Inspections (82Z005) were cancelled in FY 2008; PAC will remain aclive for reporting purposes and any Cenier-Initiated

Assignments invoiving BSE should be reported in PAC 82Z005.

{1 }Includes Documentary Samples and Analytical Samples.
{2)-WEAC-Ad Hoc testing of test kits or reagents.
(3)-WEAC--Sterility samples.

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

(8)-WEAC—Misc hours for engineers; ncludes Voluntary Standards Assessment and Methods Development.

Laboratory allocations were planned by DFS.

FORM FDA 2621a {10/09)

ORA WORKPLANNING SHEET (Continued)

PAGE NC. 82-11


































PROJECT SUMMARY SHEET

FY 2012

1. PROGRAM CATEGORY
Medical Devices and Radiological Health

2. PPS PROJECT NAMENUMBER
Science: Devices - 84

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

TOTAL = 57 5.7

1 |[Test Method Development and Evaluation |s4z002 37 37| 8448

2 [Methods Validation/Development Program R4RB16 2.0 2.0 84-19

CENTER PRO.JECT MANAGER/TELEFHONE ORA PLANNER/TELEPHONE
15r. Steven Pofiack 301-796-2476 John Aydinian 301-796-4394

FORM FDA 2622 (1009}

PAGE NO.

84-17




























FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE

ammography Facilities Inspection Program

2. PPS PROJECT NAMEMNUMBER
Mammography Quality Standards Act (MQSA) Authority - 85

3. PROGRAM/ASSIGNMENT CODE(S)
85014 A,C,F

4. WORK ALLOCATION PLANNED BY

[X] ora

[ center

5. OPERATIONAL FTE POSITIONS
146 [44)

& DISTRICT/
SPEGIALIZED
LABORATORY

ZOoO-GQmaD

OTHER

TIONS

(Hours)

85014C
(19)

OPERA-
TIONS
(Hours}
85014C
{11}

TOTAL FIELD

HEADQUARTERS

IREGM STAFF
NEW ENGLAND

NE | NEW YORK

| REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

| CINCINNATI
CE | DETROIT

MINNEAPOLIS

NEW JERSEY

| PHILADELPHIA
FORENSIC CHEM CTR

|REGIONAL STAFF

ATLANTA

SE [FLORIDA .
NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sw | DENVER

| KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

| SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

TOTAL HOURS

5025]

CONVERSION FACTOR

[TOTAL OPERATIONAL FTES

I

|

1180) 1160
4.33 0.06

[8. REMARKS

FORM FDA 2621a (10/09)

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

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 85-22



















FY 2012 ORA WORKPLAN

October 1, 2011

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

[Products Authority - 86

Inspection &nd Field Testing of Radiation-Emitting Electronic Radiation Control and Health Safety Act (RCHSA)

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY
86001, 86002, 86004 [X] ora [ ]center

5. OPERATIONAL FTE FOSITIONS
60 [L3]

1B ? ]
DISTRICT/ OTHER OTHER
SPECIALIZED OPERA- OPERA-
LABORATORY TIONS TIONS
(Hours) (Hours)
86001 86002

2l

ZO0—@mzm

TOTAL FIELD 1187 75

HEADQUARTERS

|REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

| CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY

| SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

[REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

[HOURS PER OPERATION |

lroraL HoOURS 1107 75}

[CONVERSION FACTOR 950 950
1.26 0.08

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

Counter Terrorism PAC 88R845 is no longer used for planning purposes, but is slill active for reporting purposes.

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

PAGE NO. 86-25
























FY 2012 ORA WORKPLAN October |, 2011
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMENUMBER

Imported Electronic Products Radiation Control and Health Safety Act (RCHSA)

Authority - 86

3. PROGRAMASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86007, 86R824, 86RB33, 99RR33 [ X ] orA [ center 85

[} 2 2 4 r) [
DISTRICT/ {MPORT IMFORT WMPORT
SPECIALIZED ENTRY IMPORT FIELD MPORT LAB
LABORATORY REVIEW Ny EXAMS BAMPLE AMALYST
(Hours) (Hours} COMNGRESS- coLL {Hours)
IONAL ENG
(L] TARGET

TOTAL FIELD 8877 1400} 400 25| 1000
HEADQUARTERS

Zo—-@Gm3

REGIONAL STAFF
NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA
FORENSIC CHEM. CTR

[REGIONAL STAFF

ATLANTA

SE | FLORIDA
NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF
DALLAS

SW | DENVER

KANSAS CITY

SOUTHWEST MPORT DISTRICT
REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION | 0.7 5.71

OTAL HOURS 6877 1400] 280] 143] 1000

CONVERSION FACTOR 1200 ssul o50] 950 1180
OTAL OPERATIONAL FTEs 5.73) 147 0.28] 0.16 0.85

. REMARKS
1) - Import investigation hours are for field exams (non-Congressional Target), filer evaluations, follow-up to refusals, label exams,

and other operations as required by the District to cover program priorities. Districts should report time under the appropriate
operation and PAC for the activities performed. Field Exams to meet Congressional Targets are planned in a separate column.

Reporting Guidance:

Import Entry Reviews (Electronic and Manual--operation code 14, PAC 86RB33)
Filer Evaluations (operation code 95, PAC 99R833); and

Follow-up to Refusals (PAC 86RB824).

Laboratory allocations were planned by DFS.

FORM FDA 26212 (10/08) ORA WORKPLANNING SHEET (Continued) PAGE NO.  86-33






FY 2012 ORA WORKPLAN Ogctober 1, 2011

CONTINUATION SHEET
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Radiological Health Control Activities Radiation Conirol and Health Safety Act (RCHSA)
Authority - 86

9. Remarks
FOCTNOTES 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 aclivities and use consultation to conduct this program.

This block of time also includes cooerdination, technical assistance, and other activities performed by RRIHRs under the following
programs:

Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended (PAC 86002);

Field Compliance Testing of Diagnostic X-Ray Equipment {PAC 86003);

Field Compliance Testing of Cabinet X-Ray Equipment {(PAC 86004);

Medical Device and Radiological Health Use Control and Policy Implementation {(PAC 86008),

Emergency Planning and Response Activities (PAC 86009);

Any time in excess of 0.5 hours used for these programs should be reported into FACTS against the appiicable PAC.
FOOTNOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009):
Technical Assistance hours will be performed by RRHRs.

IPrngram 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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PROJECT SUMMARY SHEET

FY 2012
1. PROGRAM CATEGORY J2. PPS PROJECT NAMENUMBER
Tobacco Tobacco- 96
3. NO. 4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONAL FTE 7. TOTAL 8. PAGE
ASSIGNMENT DPERATIONAL
CODE | DOMESTIC] MPORT | FOREIG | FTEs
e TOTAL 9.4 8.3 18.7
1 1chul ated Tobacco Products: Domestic and Import 96R.300,96T800 9.4 9.3 18.7] 9623
96R824,96R833
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
IVale:ie Whipp 301-796-9296 ‘Lnseten Kamas 301-796-4391
FORM FDA 2622 (10/08) PAGE NO. 96-1










FY 2012 ORA WORKPLAN October 1, 2011
1. PROGRAMWASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER

gulated Tobacco Products: Domestic and Import Tobacco - 96

3. PROGRAM/ASSIGNMENT CCDE(S) 4. WORK ALLOCATION PLANNED BY §. OPERATIONAL FTE POSITIONS
96R800, 96T800, 96R824, I6R833 orA [ cenmr 187  [5.6)

53. H 7 7 8 ]

DISTRICT/ FIELD DOMESTIC LAB IMPORT METHODS
SPECIALIZED EXAMS/ LAB AMALYST LAB VAL/DEY
LABORATORY TESTS ANALYST CHEM ANALYST CHEM
(Howrs) ASSIGN (Hours) {Hours)
CHEM {Hoars) CHEM

4) (5)

TOTAL FIELD | s 501 591 4820}

Z0—Omax

|HEADQUARTERS

IREGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC

REGICNAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE | DETROIT

MINNEAPOLIS

NEW JERSEY
f—

PHILADELPHIA

FORENSIC CHEM. CIR

REGIONAL STAFF

ATLANTA

SE { FLORIDA

| NEW ORLEANS

SAN JUAN

REGIONAL LAB

[REGIONAL STAFF

DALLAS

SW | DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

RECGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE
PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 2.0]

§

OTAL HOURS 120] 591 591 501

s
i

lcONVERSION FACTOR 950 1180 1180 1180

»
2

TOTAL OPERATIONAL FTES 0.13] 0.50 0.50 0.50

7. REMARKS

rdj - Lab Analyst Hours are linked to Inspeclions 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 planned by DFS.

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. 963
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Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Time 10:09:24 AM “’0fkplal’l 0 - 20]2 (20'2 WORKPLAN} ?age 22 of 120
Report Type: Complete
Region: NE REGN I 2 3 A 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS QPR FTE'S
REGION TOTAL 1926 85.20 0 46.69 1286 7.56 7505 2030 492 0.47
FOOD SAFETY/COS 897 34.53 0 23.39 767 5.04 6886 18.64 2 0.29
a3 884 3430 0 23.23 270 29 3855 1069 154 016
04 0 000 0 0.00 295 |21 19660 516 10 n ol
07 0 000 0 000 84 035 220 46 0 000
09 0 000 0 000 0 000 347 o5l 0 0 00
18 0 004 ] 016 20 008 0 000 { n 0o
21 a 000 0 000 90 040 386 163 278 012
2 13 023 0 000 8 004 118 019 0 000
BIOLOGICS 181 9.47 0 0.88 0 0.00 0 0.00 0 0.00
41 61 3R 0 000 0 000 0 000 0 000
42 114 553 0 070 0 000 0 0 00 0 000
45 6 062 0 017 0 000 0 000 0 0 00
HUMAN DRUGS 336 1833 0 10.50 138 0.76 67 0.20 0 0.00
46 29 146 0 000 i 001 0 0 0o 0 000
4 54 an 0 123 0 000 0 000 i 000
2 24 078 0 0.02 6 004 18 0 06 ] 000
53 23 1.57 0 000 0 000 0 000 0 000
56 182 £ 88 0 907 101 054 49 014 0 000
63 24 090 0 019 30 017 0 000 i 000
a8 0 000 0 (100 0 000 0 o0 a 000
ANIMALD & ¥ 124 395 0 3.68 352 1.58 295 0.78 0 0.00
& 6 037 0 000 0 000 0 0 00 0 000
7 118 159 0 365 352 I 58 205 07 e 0a0
DEVICES & RAD H 382 18.67 o 4.83 19 0.13 234 0.55 15 0.17
81 13 027 1] 000 k! 003 ] 000 0 000
2 232 12 96 0 29) 15 010 232 054 0 000
33 56 415 0 000 0 000 0 0 00 0 000
84 0 000 0 0 0D 0 000 n 000 0 000
85 52 037 i} 075 0 000 0 000 @ o0
86 29 092 o 116 | 0.00 2 00 45 017
TOBACCO PROD 5 0.25 ] 345 10 0.06 23 0.15 5 0.01
95 6 025 0 345 ] 006 23 0.15 5 0ol



WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2012 (2012 WORKPLAN)

Report Type: Complete

Date; 13-SEP-2011
Time 10:09:26 AM

Report: FWF118C
Page 23 of 120

Region: NE REGN 6 7 ;] 9 14
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
Sy
REGION TOTAL 50174 27.36 25 57.68 0 7147 224 27.94 297 17,44
FOOD SAFETY/COS 44986 13.68 0 3845 0 55.97 224 14.02 102 3.76
03 37516 1975 0 2730 0 40 69 0 144 102 376
o 2237 118 0 719 0 903 0 050 a 000
07 0 000 o 070 0 189 n 008 D 000
09 1413 074 0 000 0 291 0 000 o 0 00
18 iy noo I o4 a 000 224 10 00 y 0 00
1 3005 158 0 100 0 000 0 000 0 000
19 815 43 0 012 0 145 0 000 0 000
BIOLOGICS ¢ 0.00 0 0.00 0 0.00 0 0.00 2 0.08
a1 0 000 0 .00 0 000 0 000 0 000
42 0 Qo0 0 000 0 000 0 000 2 008
45 0 000 0 000 0 000 0 000 0 000
HUMAN DRUGS 1511 1.59 0 9.23 ) 358 0 0.79 128 9.37
46 0 000 0 1.00 0 000 0 000 21 130
48 0 000 0 0.0 0 000 0 000 28 257
52 0 000 0 148 0 207 0 000 7 04s
53 a 000 0 0.00 0 000 0 0.00 1 621
56 1511 159 0 594 b | 48 0 079 69 484
63 0 000 0 080 0 000 0 000 0 000
59 0 000 0 000 0 000 0 0 00 0 000
ANIMALD & F 1286 0.5 0 137 0 1.76 0 0.77 13 0.9z
68 0 000 0 008 0 000 0 000 6 057
7 1286 058 0 129 0 176 0 077 7 035
DEVICES & RAD H 2391 1.51 25 8.64 0 10.18 0 12.36 52 3.31
81 0 000 0 008 0 000 0 000 0 ¢ oo
82 2362 149 0 451 0 934 0 484 3 137
83 0 000 0 000 0 000 0 000 1 870
84 0 000 0 000 0 000 0 572 0 .00
85 0 000 0 000 0 000 0 077 5 003
86 29 002 25 405 0 085 0 104 3 021
TOBACCO FROD 0 0.00 0 0.00 ] 0.00 0 0.08 0 0.00
96 ) 0o 0 060 0 000 0 000 0 000



Region: NE REGN

REGION TOTAL
FOOD SAFETY/COS

03
04
07
09
18
11
29

BIOLOGICS

41
4
45

HUMAN DRUGS

46
48
52

2222

ANIMALD & F
68
n
DEVICES & RAD 1l
fl
82
k]
84
85
3

TOBACCO PROD
9%

Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time 10:09:28 AM Werkplan0=3012 2812 WORKELAN) Page 24 of 120

Report Type: Complete

Total
OFR FTE'S PERSNHRS

3621 384797 .40
117.78 23469580
166.27 177062.60
2427 26912.50
348 3924.00
4.17 4630.30
10.38 12391.00
6.72 T075.70
246 2696.70
10.43 9908.60
an 3157.90
6.32 5995.90
0.79 750.50
54.30 545B7.50
3.77 3580.60
8.53 8101.40
4.9 5384.60
1.78 1688.70
33.28 13597.60
1.05 1134.60
0.00 0.00
1535 1610%.7¢
1.01 963.00
14.34 15146.70
60.35 65351.80
0.39 383.90
39.05 419210.40
4.85 4605.60
572 6750.00
1.93 2242.00
842 9459.90
3.9 4144.00
an 414400




















































































WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Workplan 0-2012 (2012 WORKPLAN)

Date: 13-SEP-2011

Time 10:10:09 AM Page 52 of 120
Report Type: Complete
Region: CE REGN | 2 k| 1 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL [MP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS QPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTES
REGION TOTAL 5968 252.74 o 67.96 4367 28.42 5240 14.27 1368 1.39
FOOD SAFETY/COS 2593 10932 ¢ 1125 2257 18.65 4744 12.91 1199 0.81
03 2561 109,34 0 4098 941 1293 3186 884 483 s
04 0 0.00 0 0.00 678 297 923 243 0 000
07 0 000 0 0.00 328 | 38 175 037 0 000
09 0 000 0 000 0 000 200 029 0 000
18 0 000 0 026 44 018 0 000 0 000
21 0 000 0 0.00 247 109 214 090 e 30
19 32 057 0 000 19 009 46 007 0 000
BIOLOGICS 642 34.11 0 1.21 0 1.00 0 0.00 0 0.00
41 198 1109 0 000 0 000 0 000 0 000
) 423 2086 0 0.99 0 000 0 0.00 0 000
45 21 216 0 023 0 000 0 000 n 000
HUMAN DRUGS 73 47.49 0 13.31 348 1.92 127 038 0 0.00
4% 88 144 0 000 13 008 0 000 0 000
48 139 1245 0 142 0 000 0 000 0 000
=2 62 201 0 006 16 010 57 018 0 000
53 50 402 0 000 0 000 0 6 00 0 000
56 499 2334 0 969 306 | 66 70 020 0 000
63 26 1123 0 015 13 007 0 000 0 000
88 0 000 0 0.00 0 000 0 000 ¢ 0 00
ANIMALD & F 833 18.10 0 1.95 1679 7.28 204 0.54 0 0.00
68 26 167 0 000 0 000 0 000 0 000
n 807 1644 0 395 1679 728 204 054 i) 000
DEVICES & RAD H 1009 4235 0 7.13 45 0.34 152 0.37 150 0.54
81 3 006 0 006 0 000 0 000 0 000
82 487 2804 0 283 44 033 145 032 0 0.00
8 137 10 34 0 000 0 000 0 000 0 000
84 0 000 0 000 0 0.00 0 000 0 000
85 324 225 0 | 54 0 000 0 000 0 000
3 58 1 66 0 281 1 000 b 004 150 054
TOBACCO PROD 18 0.76 0 201 38 0.24 13 0.08 19 0.04
9% 1 076 0 201 3% 024 13 008 19 004



Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time 10:10:11 AM Werkpian 0-2012 (2012 WORKPLAN) Page 53 of 120
Report Type: Complete
Region: CE REGN 6 7 8 g 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S
REGION TOTAL 35687 19.97 0 46.16 0 1.99 458 3182 725 43.24
FOOD SAFETY/COS 31315 16.43 0 1498 0 1.26 458 20.88 273 10.06
03 27008 142 0 298 0 017 0 470 7 1006
04 1054 055 0 12 00 0 000 0 000 0 000
07 0 000 0 000 0 000 0 000 0 000
0 820 043 [i] 000 { 092 0 000 ] 000
18 0 Q00 0 000 0 000 458 1619 0 000
21 211 i1 0 0.00 0 0 00 0 000 0 000
29 322 017 0 000 0 018 0 000 0 000
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 2.50 6 0.34
a 0 000 0 000 0 0 00 0 000 0 000
Q 0 000 0 000 0 000 0 250 6 034
48 0 000 0 000 0 000 0 000 0 000
HUMAN DRUGS 2284 2.40 0 29.88 b 0.74 0 1.66 301 22,80
4% 0 000 0 181 0 000 0 000 313 204
48 0 000 0 000 0 000 0 000 68 622
52 0 000 0 045 0 000 0 000 21 136
3 0 000 0 000 0 0 00 0 000 3 021
56 2284 2.40 0 1717 0 074 0 1 66 17 1297
63 0 000 0 145 0 000 0 000 0 000
38 0 000 0 900 0 400 0 000 0 000
ANIMALD & F 1251 0.56 0 1.00 0 0.00 0 1.58 36 2.57
68 0 000 0 .00 0 000 0 000 18 166
0 1251 056 0 100 0 000 0 I 58 18 091
DEVICES & RADH 837 0.54 0 0.30 0 0.00 0 419 109 748
81 0 000 0 000 0 000 0 000 0 000
82 775 049 0 030 o 000 0 000 79 566
8 0 000 0 000 0 000 0 000 27 161
84 0 000 0 000 0 000 0 000 0 000
3 0 000 0 000 0 000 0 186 0 000
86 62 005 0 000 0 000 0 234 3 021
TOBACCO PROD 0 0.00 0 2.00 ¢ 0.00 0 1.00 0 0.00
9% 0 0100 0 000 0 0 00 0 1 00 0 000



Region: CE REGN

REGION TOTAL
FOOD SAFETY/COS

03
04
07
09
13
21
29
BIOLOGICS
41
42
45

HUMAN DRUGS
46

=228 s

ANIMALD & F

68
71

DEYICES & RAD H
L]

a2
83
84
85
86

TOBACCO PROD
9%

Date: 13-SEP-2011
Time 10:10:13 AM

Tolal
OPR FTE'S

507.97

247.19
204.73
17.95
1.75
1.64
16.63
341
1.08

38.16
11,09
24,68

139

120.58
838
22.0%
4.18
413
69.83
2.90
9.00

3458
3N
31.26

63.34
0.12
37.98
11.95
0.00
5.64
7.65

4.13
4.13

WORKPLAN SUMMARY / COMBINED OPERATIONS

PERSNHRS

504507.70

245356.00
197657.60
20117.50
1662.00
1770.00
19848.00
32353
1065.60

36254.10
10535.80
23450.50

1167.80

122270.30
£035.90
20980.90
3949.40
401520
T1579.70
3085.20
10620.00

33541.90
3162.00
30379.90

62700.40
115.00
3656240
11353.50
0.0
6555.00
s114.10

4385.00
4385.00

Workplan 0 - 2012 (2012 WORKPLAN)
Report Type: Complete

Report: FWF118C
Page 54 of 120

























































Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Report Type: Complete

Region: SE REGN ) 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD CXAM/TESTS
OPRNS OPR FTES OPRNS OPR FTES OPRNS OPR FTES OPRNS QPR FTES OPRNS OPR FTES
REGION TOTAL 2887 128.97 0 4374 2082 12.37 1266 6.25 697 0.80
ROADSAPLTYICOS 1225 4821 0 2154 1298 3,40 1855 509 565 0.38
03 1206 4787 0 2138 498 494 1290 3.59 24 024
04 0 000 0 000 540 235 335 088 0 000
07 0 000 0 000 9% 04 65 04 0 000
09 0 (00 ) 000 0 000 63 009 0 000
18 0 000 0 016 51 022 0 000 0 000
21 0 000 0 000 102 045 87 037 341 014
29 19 034 0 000 1 005 15 002 0 000
BIOLOGICS 454 1337 0 1.25 0 0.00 0 0.00 ) 0.00
41 124 6 84 0 000 0 000 0 000 0 000
a2 118 15 30 0 120 0 000 b 000 0 000
45 12 124 0 005 0 000 0 000 0 0.00
HUMAN DRUGS 562 29.57 ) 12.64 267 147 8 0.20 0 0.00
46 3l 151 0 060 3 002 0 000 0 000
48 9% 816 6 412 0 0.00 0 000 0 000
5 2 066 0 003 5 0.03 30 009 0 000
53 28 191 0 000 0 0 00 0 000 0 000
6 334 15 36 0 797 165 089 ETS 01l 0 000
63 59 198 0 52 94 054 0 000 0 000
23 0 000 0 000 0 0 00 0 000 0 000
ANIMALD & F 210 4.63 0 0.75 441 2.02 11 0.06 0 0.00
68 17 099 0 000 0 000 0 000 o 000
71 193 364 0 075 ) 202 31 006 0 000
DEVICES & RAD H 407 11,97 (] 5.64 14 0.08 311 0.83 101 0.35
81 5 011 0 0.00 0 000 0 000 0 000
32 256 1541 0 324 13 008 300 082 0 000
3 68 515 0 000 0 000 0 000 0 000
34 0 000 0 000 0 000 0 000 0 000
3s 43 031 0 ( 06 0 000 0 000 0 o0
36 35 099 0 134 | 000 2 001 101 035
TOBACCO PROD 29 1.22 ] 1.92 62 .39 1 0.07 3l 0.07
9% 29 122 0 192 62 039 1 007 31 007



Report: FWF118C
Page 74 of 120

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2012 (2012 WORKPLAN)

Report Type: Complete

Date: 13-SEP-2011
Time 10:10;37 AM

Region: SE REGN & 7 R 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS QPR FTE'S OPRNS OPR FTES OPRNS OPR FTES OPRNS OPRFTES OPRNS OPR FTE'S
REGION TOTAL 16935 9.66 " 65.41 0 14 19 17.69 394 23.79
FOOD SAFETY/COS 14487 7.62 [ 42.86 0 34.97 196 20.24 130 479
03 12816 675 0 20 56 0 2190 0 475 130 479
04 383 020 0 367 0 756 0 017 0 000
07 0 000 0 133 0 084 0 300 a 000
0 260 04 0 0on o 042 ] 000 ] 000
18 0 000 0 0 50 0 000 196 178 0 Do
71 917 048 0 1647 0 388 0 050 0 000
29 1 006 0 034 0 037 0 000 0 000
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 3 0.2
n 0 000 0 000 0 000 0 000 0 000
I} 0 000 0 0.00 0 000 0 000 3 nal
45 0 000 0 000 0 000 0 000 0 000
HUMAN DRUGS 1218 1.28 0 14.38 0 0.40 0 0.99 198 14.38
4% 0 000 0 1.53 0 000 0 000 30 1 86
m 0 000 0 000 0 000 0 000 38 348
52 0 000 0 a7 0 000 o 000 i1 071
8 0 000 0 000 0 000 0 000 3 021
56 1218 128 0 787 0 080 0 099 13 813
3] 0 000 0 128 0 000 0 000 0 D60
] 0 000 0 100 0 200 0 000 0 000
ANIMALD & F 167 0.08 0 7.18 0 0.97 0 0.92 15 122
68 0 000 0 015 0 000 0 000 " | 02
7 167 nos 0 703 0 097 0 092 1 D20
DEYICES & RAD H 1063 0.68 0 0.00 0 0.00 ] 253 51 320
81 0 000 0 0.00 0 000 0 000 0 000
8 1037 066 0 0.00 0 000 0 000 30 216
8 0 000 0 000 0 000 0 000 13 079
B4 0 000 0 000 0 000 0 000 0 000
85 0 000 0 0 00 0 000 0 124 5 003
86 2% 0.02 0 000 0 000 0 130 3 021
9 0 000 0 100 0 050 0 300 0 000



Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time 19:10:39 AM Workplan 0 - 2012 (2012 WORKPLAN) Page 75 of 120

Report Type: Complete
Region: SE REGN

Total
PR FTE'S PERSNHRS

REGION TOTAL 355.92 IARSS55.40
FOOD SAFETY/COS 194.10 207434.40
03 136.74 1469%0.00
04 14.83 16708.50
07 580 6725.00
09 0.65 T13.20
18 12.62 15036.00
21 2229 25984.30
19 1.18 1277.40
BIOLOGICS 24,83 23591.60
41 6.54 6495.40
42 16.71 15872.60
45 1.1% 1223.60
HUMAN DRUGS 75.71 74824.40
46 4.91 466160
48 15.76 14972.80
82 .23 2122.10
53 211 2008.20
56 43.39 43141.00
63 4,31 4388.70
1] 3.00 3540.00
ANIMALD & F 17.82 18800.60
68 216 2048.00
7 15.66 16752.60
DEVICES & RAD H 3829 34854.40
81 0.11 103.00
82 22.37 21673.20
83 5.94 5644.80
84 0.00 0.00
88 2.64 3074.00
86 4.22 4359.40
TOBACCO PROD B.17 S040.00

9% 317 9040.00

























































Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Time 10:11:01 AM Workplan 0 - 2012 (2012 WORKPLAN) Page 94 of 120
Report Type: Complete
Region: SW REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTE'S OPRNS OPR FTES OPRNS OPR FTES
REGION TOTAL 3138 125.08 0 59.57 222 13.41 7282 20.02 739 0.78
FOOD SAFETY/COS 1420 55.85 0 31.08 1163 8.48 6912 19,08 639 0.4
0 1406 5560 0 3008 a3s 537 5513 1548 27 028
04 0 000 0 (.00 426 1 81 583 153 7 0ol
07 0 000 0 000 140 059 153 032 0 0 0o
2 0 000 0 0.00 0 000 175 055 0 000
18 0 000 0 000 8 012 0 000 0 000
2 0 000 0 000 125 055 282 119 165 015
2 14 025 0 000 9 004 6 001 o 000
BIOLOGICS 402 21.81 0 0.58 0 0.00 0 0.00 0 0.00
a 131 707 0 000 0 000 0 000 0 000
£ 254 1300 0 055 0 000 0 000 0 0 00
45 17 175 0 003 0 000 0 000 0 000
HUMAN DRUGS 363 2007 0 543 127 0.70 51 0.15 9 0.60
45 17 0s 0 000 0 000 0 0.00 0 0.00
48 24 741 0 208 0 000 0 000 0 000
52 8 048 0 002 4 003 23 007 0 000
53 14 0.96 0 000 o 000 0 000 0 000
56 222 995 0 235 13 062 28 008 0 000
63 B 046 0 008 10 006 0 000 0 000
33 0 000 0 000 0 000 0 000 0 000
ANIMALD & F 552 10.43 0 1.14 914 4.13 3 0.10 0 1.00
68 21 136 0 000 0 000 0 000 0 000
1 531 907 0 114 914 413 39 010 0 000
DEVICES & RAD H 395 16.66 0 20.61 10 0.06 176 0.66 9 034
81 7 D15 0 000 0 000 ) 000 1] 0.00
82 186 10.76 0 1769 9 006 269 062 0 n 00
83 57 a3 0 000 0 000 0 000 0 000
34 0 000 0 0.00 0 000 0 000 0 000
35 122 085 0 062 0 000 0 000 0 . 000
%6 23 059 0 229 I 000 7 004 9% 034
TOBACCO FROD 6 0.25 0 0.75 8 0.05 4 0.03 4 .01
% 6 025 0 075 8 005 4 003 4 001



Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
e N Workplan 0 - 2012 (2012 WORKPLAN)

Page 95 of 120
Report Type: Cemplete
Region: SW REGN & 7 4 q 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S DPRNS OFR FTE'S OPRNS OFR FTE'S OPRNS OFR FTE'S QPRNS OPR FTE'S
REGION TOTAL 63759 34.90 0 95.96 ] 59.45 111 27.56 319 19.47
FODN SARERVAO8 54132 28.49 0 71.61 0 5814 211 20.46 108 3.98
03 48768 25 67 0 3169 0 3783 D 410 108 198
o 666 035 0 3526 0 1825 0 576 0 000
07 0 000 0 102 0 115 0 025 0 000
) 1532 08! 0 000 0 037 0 000 0 000
18 0 000 0 038 0 0 00 211 10 36 0 000
21 3126 I 65 0 300 0 0 00 0 000 0 000
19 40 002 0 026 0 036 0 000 a 0400
BIOLOGICS s 0.00 0 0.00 0 0.00 0 0.00 ) .00
41 ) 000 0 000 0 0 00 0 000 0 000
2 o 0.00 0 000 0 000 0 000 0 000
45 0 000 0 0 0n 0 000 0 0.00 0 000
HUMAN DRUGS 806 0.85 0 537 0 0.11 0 0.32 163 12.21
46 0 060 0 161 0 000 0 000 21 130
48 0 000 0 000 0 000 0 000 a2 388
52 0 000 o 0.9 0 000 0 000 8 052
53 0 000 0 000 0 000 0 0400 3 032
56 06 085 0 317 0 011 0 032 89 632
63 0 000 0 000 0 0.00 0 000 0 000
38 0 0o o 000 0 000 0 000 0 000
ANIMALD & F 161 0.08 0 18.39 0 1.20 0 5.00 10 0.67
8 0 000 ) 057 0 000 0 000 $ 043
7 161 0 08 0 1781 0 120 o 500 5 024
DEVICES & RAD H 8640 548 0 a.59 0 0.00 0 1.79 38 2.61
81 0 000 0 000 0 000 0 000 0 000
2 8538 539 0 059 o 0.00 0 000 23 169
23 0 000 0 000 0 000 0 000 12 072
34 0 000 0 000 0 000 0 000 0 000
35 0 000 0 000 o 000 0 056 0 000
96 122 009 0 000 0 000 0 123 3 021
TOBACCO PROD 0 0.00 0 9.00 o 0.00 0 0.00 0 0.00
96 0 000 0 000 0 000 0 000 0 000



Region: SW REGN

REGION TOTAL
FOOD SAFETY/COS

03
04
07
1]
18
21
29

BIOLOGICS

41
42
45

HUMAN DRUGS

46
48
h7
2
56
63
1]

ANIMALD & F

68
k|

DEVICES & RADH

81
82
83
84
a5
86
TOBACCO PROD

26

Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time 10:11:03 AM Workplan 0 - 2012 (2012 WORKPLAN) Page 96 of 120

Report Type: Complete

Total
OFR FTE'S PERSNHRS

456.21 432288.60
297.60 120670.40
211.06 220604.40
62.96 73462.40
333 3723.00
1.73 1723.00
10.85 12987.00
6,54 6902.00
1.14 1268.60
22.39 2127400
T.07 6717.00
13.55 12869.50
1.78 1687.60
45.21 43528.10
12 3539.40
14.27 13553.60
1.51 143110
116 1102.26
2396 2333590
0.60 565.9¢
0.00 0.00
41.12 44331.60
2.36 21241.00
38,76 42090.60
48.80 51369.40
0.15 140.00
36,79 38924.20
5.04 4786.00
0.00 0.00
.03 2357.00
479 §162.20
1.08 111500

1.08 1115.00

























































Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Repart: FWF118C
] Warkplan 0 - 2012 (2012 WORKPLAN)

Page 115 of 120
Report Type: Complete
Region: PA REGN 1 2 3 4 5
DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP $AMPL COLL FIELD EXAM/TESTS
OPRNS OPRFTE'S OPRNS OPR FTE'S OFRNS OPR FTES OPRNS OPR FTES OPRNS QPR FTES

REGION TOTAL 409 170.66 ) 41.32 3618 18.14 5836 15.89 1189 1.06
FOOD SAFETY/COS 2200 80.33 0 23.60 2271 12.06 5234 14.37 1100 0.72
' 2178 79,94 0 2328 1045 703 2586 717 392 04l
04 0 000 0 000 782 112 1508 476 B Dol
07 0 000 0 000 184 078 219 046 0 000
09 0 000 0 000 0 000 196 028 o 000
18 0 0 0o 0 032 ST 024 0 000 0 000
21 0 000 0 0.00 190 0 84 386 1 63 700 030
29 2 039 8 000 13 006 45 007 0 000
BIOLOGICS 366 19.45 0 1.06 ) 0.00 0 0.00 0 0.00
41 139 770 0 000 0 0 00 0 000 0 000
4 215 1052 0 101 0 0 00 0 000 0 000
45 12 124 0 005 D 0 00 0 000 0 000
HUMAN DRUGS 491 26.08 0 6.86 239 1.3 40 0.12 0 0.00
46 ED 150 0 0.00 0 0 00 0 000 0 000
48 86 802 0 386 0 000 0 000 0 000
52 28 091 0 002 10 006 23 0.07 9 060
E 23 1.57 0 000 0 0 00 0 0.00 9 000
56 258 12 18 0 213 102 055 17 005 0 000
64 181 0 065 127 072 0 000 o 000
38 0 0.00 0 000 0 000 0 0400 0 000
ANIMALD & F 376 9.65 0 2.60 1077 4.54 191 0.50 0 0.00
69 9 051 0 000 0 000 0 000 0 000
7 367 914 0 2 60 1077 454 191 050 0 000
DEVICES & RAD H 662 35.11 0 595 29 0.19 361 0.84 ad 0.35
3 12 025 0 000 0 000 0 000 ) 000
32 441 2572 0 257 28 019 355 080 0 000
33 98 715 0 800 v 000 0 000 0 000
84 0 000 0 000 0 0.00 0 000 ) 000
35 51 0.36 0 101 0 0 00 0 0400 ] 000
86 60 163 0 217 I 000 ] 004 88 035
TOBACCQ PROD 1 0.04 0 1.26 1 0.01 9 0.06 1 0.00
9% ] 004 0 126 2 001 9 066 | 000



Report: FWF118C
Page 116 of 120

WORKPLAN SUMMARY / COMBINED OPERATIONS
Workplan 0 - 2012 (2012 WORKPLAN)

Report Type: Complete

Date: 13-SEP-2011
Time 10:11:26 AM

Region: PA REGN g 7 8 9 10
IMPORT FIELD EXAMS DOM SAMPL ANALYSIS IMP SAMPL ANALYSIS MISC FOREIGN INSPECTIONS
OPRNS OPR FTE'S OPRNS OFR FTE'S OPRNS QPR FTE'S OPRNS OPR FTES OPRNS OPR FTES
REGION TOTAL 33738 18.07 0 53.15 0 71.97 219 27.53 309 17.05
FOOD SAFETY/COS 31238 16.44 ) 44.19 0 §7.66 219 2342 136 501
(%} 26031 1370 0 3769 0 4890 0 834 136 501
04 2066 1.09 0 72 0 1278 0 058 0 000
07 ) 000 0 118 0 1 06 0 109 0 000
09 779 04l 0 000 0 435 0 000 0 000
18 0 000 0 040 0 000 219 1241 0 000
21 2050 108 0 1 00 0 000 0 | 00 0 0 00
29 312 016 0 020 0 057 0 000 0 0 00
BIOLOGICS 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
41 1] 000 0 000 0 000 0 [{R{}] 1] 00
41 0 000 (] 000 (1] 000 0 000 0 0,00
45 0 000 0 000 0 000 0 000 0 000
HUMAN DRUGS 381 0.40 0 6.93 0 0.55 0 0.20 120 B.6)
46 0 000 0 090 0 000 0 0 00 17 105
48 0 000 0 000 0 000 0 0.00 29 264
52 0 000 0 038 0 0 00 0 000 9 058
53 0 a 00 0 000 6 0 00 0 000 3 021
56 381 0430 0 533 0 055 0 020 62 413
63 0 000 0 032 0 000 0 000 0 000
88 0 000 0 000 0 000 0 000 0 000
ANIMALD & F 738 .33 0 2.02 0 1.43 0 1.50 1 0.77
[1] ] G 10 b} 0 0 000 ] 0 Do ] n47
71 735 033 0 193 0 143 0 150 L] 030
DEVICES & RAD H 1384 0.89 0 0.00 0 233 0 241 a2 2.66
81 000 0 0.00 0 000 0 000 0 000
82 1223 077 0 000 0 233 0 000 23 172
83 0 000 0 0.00 0 000 0 080 il 069
84 0 000 0 000 0 000 0 000 0 000
a5 0 000 0 000 0 000 0 0% 5 003
86 161 012 0 000 0 000 0 145 3 021
TOBACCO PROD 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00
96 0 000 0 000 0 000 0 000 0 0 00



Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C

Report Type: Complete
Region: PA REGN

Toisl
OPH FTE'S PERSNHHRS

REGION TOTAL 434.54 450525.20
FOOD SAFETY/COS 287.80 306383.70
03 23148 243340.90
04 26.05 28684.60
07 4.57 5107.00
0% 5.04 578550
18 13.37 15898.00
21 5.84 5007.00
19 1.46 1560.70
BIOLOGICS 20.51 19484.30
41 7.70 731330
42 1L52 14947.40
d5 1.29 1223.60
HUMAN DRUGS 51.09 49612,10
46 3.55 3370.00
48 14.52 13794.50
52 2.02 192220
53 .77 1684.20
%6 1572 2544200
63 3.50 3399.20
18 0.00 0.o0
ANIMALD & F 23.3 23517.70
63 108 1024.00
- 2227 224%3.70
DEVICES & RAD H 50.73 50068.40
81 0.25 242.00
by N 33231.50
83 7.85 454,50
34 0.00 0.00
95 .36 274500
3 6.16 6395.40
TOBACCO PROD .37 1459,00

9 1.37 1459.00


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 / COMBINED OPERATIONS Report: FWF118C

Time 10:11:28 AM Workplan 0 - 2012 (2012 WORKPLAN) Page 118 of 120
Report Type: Complete
1 2 3 4 5
TOTAL FIELD DOMESTIC INSPECTIONS INVESTIGATIONS DOM SAMPL COLL IMP SAMPL COLL FIELD EXAM/TESTS
OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS OPR FTE'S OPRNS QPR FTE'S QOPRNS OPR FTE'S
GRAND TOTAL 18184 774.41 0 291,91 13575 79.90 28137 76.77 4485 4.51
FOOD SAFETY/COS 8443 33181 0 167.85 17756 5263 25639 7011 3945 163
03 8343 331.03 0 166 96 3189 nn 16430 4577 1520 160
04 0 0.00 0 000 2721 1145 5609 1476 25 002
07 ] 0.00 0 000 B32 150 832 175 0 0.00
09 0 000 0 000 0 000 175 173 0 000
18 0 000 0 0% 200 084 [ 000 0 000
21 0 000 0 ¢ oD 754 313 1363 574 2400 101
29 100 179 0 600 60 028 230 036 ) 000
BIOLOGICS 2084 114.53 0 71.71 0 0.00 0 0.00 0 0.00
41 653 3602 0 0.00 0 000 U 000 0 0 b
42 1347 6830 0 7.18 0 000 ¥} 000 0 nng
45 B4 10.21 0 153 0 000 0 000 0 000
HUMAN DRUGS 2644 143.01 0 49.00 119 6.18 353 1.08 0 0.00
46 197 982 0 000 17 oIl 0} 000 0 000
48 453 4099 0 15 60 0 000 0 000 0 000
52 153 505 0 015 41 0.26 151 048 0 000
53 147 1003 0 000 0 000 0 000 0 000
56 1510 0 74 1] 3167 787 4136 202 058 0 000
63 184 638 1] 158 21 1 56 [}] 000 0 0
88 ] oon 0 0.00 0 000 0 000 ] noo
ANIMAL D & F 2095 46.76 0 11.09 4463 19.54 750 1.97 0 0.00
68 79 4 88 0 000 0 000 0 0400 0 000
71 2016 41588 4] 109 4463 1954 7501 j 97 0 000
DEYICES & RAD H 2855 134.76 0 46.89 17 0.80 1335 3.28 480 .75
L1 40 084 0 0.06 3 o0 0 0.00 0 000
2 1602 92 89 0 il 87 109 075 1310 i 0 000
FE) 416 3l 0 000 0 000 0 000 0 00
A4 1] 000 (1] 000 0 000 ] 000 0 0 00
a5 592 413 0 498 0 000 0 000 0 000
86 205 579 o 997 5 002 25 0I5 480 175
TOBACCO PROD 60 2.53 0 9.38 120 0.76 60 0.38 60 0.13
9% &0 253 0 918 120 D76 60 038 60 N3



TOTAL FIELD

GRAND TOTAL
FOOD SAFETY/COS

03
04
07
09
18
21
29
BIOLOGICS

41

42

45
HUMAN DRUGS

46
48
52
53
56
63
88
ANIMALD & F

(1]
n
DEVICES & RADH

81
82
83
84
85
B6
TOBACCOPROD

96

Date: 13-SEP-2011
Time 10:11:28 AM

6

IMPORT FIELD EXAMS

OPRNS

204293

176158
152139
6406

0

4804

o
11209
1600

0
0
0
0

6200

OPR FTE'S

109.96
92.72
80 07

13
000
253
0on
550
084
0.00
0 00
000
000
6.53
000
0.00
000
000
6353
000
000
162
000
1 62
9.10
000
880
000
000
000
030
0.00

000

WORKPLAN SUMMARY / COMBINED OPERATIONS

Workplan 0 - 2012 (2012 WORKPLAN)
Report Type: Complete

7

DOM SAMPL ANALYSIS

OPRNS OFR FTE'S

318.36
212.09
120,22
6184
423
000
142
2347
092
0.00
000
000
000
£5.79
685
000
34z
000
3969
384
1200
29.95
090
2905
9,53
008
540
0.00
000
0.00
405
1.00
100

2

h

[ I T - T - S — T — T — ]

L
h O DS OO OO 0D o o e =2

b
Fee R~ S . - T o o R e == |

]
IMP SAMPL ANALYSIS

OPRNS

24212
218.00
149 49
4762
494
%96
000
388
3z
0.00
400
0.00
000
575
000
000
207
000
368
000
000
538
000
535
12.52
0.00
11.67
0.00
000
000
0.85
0.50
050

o B D DD o Do s OO e D DD DD o D e DDDe oo DD Do oS 2

OPR FTE'S

Report: FWF118C
Page 119 of 120

9
MISC

OPRNS

o9 Do oo Do @LhoooooGo Ooon Do

OPR FTE'S

142.70
99.19
2549

71.00
4.51
000
60 69
150
0og
2.50
0 Oh
250
0.00
3.95
000
0.00
¢ 00
(.00
395
000
000
977
000
977
23.29
000
4 84
000
572
538
135
4.00
4 00

10

FOREIGN INSPECTIONS

OFPRNS

a7
1200

12

oo o o

1229
133
23]

-
ra

13
788

85
45
40

493

380
3

15
15

OPR FTES

175.30
44.21
44 21
0 D0
000
ano
000
000
0o
6.35
000
136
298
B6.44
82)
2123
401
103
5194
0ao
000
6.15
414
200
3L16
0400
2596
307
000
010
103
0.00
000



Date: 13-SEP-2011 WORKPLAN SUMMARY / COMBINED OPERATIONS Report: FWF118C
Time 10:13:29 AM Workplan 0 - 2012 (2012 WORKPLAN) Page 120 of 120

Report Type: Complete

TOTAL FIELD
Total
OPRFTE'S PERSNHRS
GRAND TOTAL 121594 2291373.80
FOOD SAFETY/COS 1292.23 1366692.30
03 998.04 1031775.50
04 146.05 165886.50
07 18.93 21141.00
09 13.22 14622.00
18 63.85 76162.00
21 44,33 49236.38
29 7.31 7869.00
BIOLOGICS 131.09 124529.10
41 36,02 34219.40
42 81.34 77276.80
45 13,72 13032.90
HUMAN DRUGS 367.70 364599.00
46 25.01 23838.30
48 77.83 73932.40
52 15.43 15392.60
53 11.05 10498.50
56 213.02 213203.60
63 13.36 13573.60
B8 12.00 14160.00
ANIMALD & F 132,21 136301.50
68 9.93 9438.00
7 122,28 126863.50
DEVICES & RAD H 274.04 279108.90
a1 1.02 983.90
82 185,29 186545.70
'] 36.17 34365.30
B4 57 £750.00
L1 14.60 16973.00
86 324 33491.00
TOBACCO PROD 18.67 20143.00

9% 18.67 20143.00
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REGION: NE REGN

REGION TOTAL

FOOD SAFETY/COS

03

04

07

09

1]

1

19
BIOLOGICS

4

42
45
HUMAN DRUGS

46

48

(5]

53

56

63

88
ANIMALD & F

68

m
DEVICES & RAD H

81

82

33

a4

8%

86
TOBACCO PROD

96

Date: 13-SEP-2011
Time: 10:27:35 AM

INVEST
218.66

120,67
96 21
755
a2
126
10,24
in
089
10.43
132
632

WORKPLAN SUMMARY / POSITION CLASS (SEFERATE LAB RESOURCES)

2
ANALYTICAL
CHEM

60.16

43.99
18 58
1622
258
291
002
300
068
0.00
nng
000
000
12.60
1 00
000
156
000
115
0 80
000
1.67
0ons
159
1.90
003
| &7
000
n0o
000
000
0.00
000

Workplan 0 - 2012 (2012 WORKPLAN)
Output Reflects: OPR FTE'S (Complete)

3
ANALYTICAL
MICRO

56.98

51.43
04t
ann
a0
0w
012
N
0eu

0.00
000
000
000
0.57
nao
050
0o
000
097
ao
o
146
(L1
46
ER K]
n.az
3
onn
0 0o
000
0o
.00
o0

4
ANALYTICAL
ENG/PHY
20.36

0.00
000
000
000
000
ao00
000
0 00
0.00
000
a00
000
0.00
000
000
0 00
000
000
000
000
0.00
000
0.00
20.36
003
17
060
in
000
490
0.00
0.00

&
METHODS
YAL/DEY
3.95

1.66
108
050
008
000
000
104t
oo
0.00
00
oo
01
0.00
an
ann
o o0
O oo
0 nn
(00
{00
.29
0112
029
2.00
000
200
0.00
0.0
adn
i
0.00
{1

Page B ol 40
Report: FWFI06C

3

TECH
CENTER
.00

0.00
000
0 (1}
000
000
Q00
000
0oo
0.00
0o
00no
noo
.00
000
0oo
0noe
non
060
000
000
0.00
0 0o
D oo
.00
0o
0 o0
000
200
HRL
o000
0.00
ono

TOTAL
OPRFTE'S
6211

21778
166.27
24.27
3.48
417
10.38
6.72
.46
10.43
i
632
0.79
54.31
377
5.53
490
1.78
33.28
.08
0.00
15.35
101
1434
§0.35
0.39
39.05
485
572
193
8.42
3.92
392

TOTAL

PERSNHRS
JA797.40

134695.80
177062.60
26913.50
J924.00
4630.30
12393.00
75T
2696.70
9908.60
3157.90
§999.90
750.80
S4587.50
3580.60
410040
5384.60
1688.70
33697.60
2134.60
0.00

16109.70
963.00
15146.70
65351.80
383.90
4191040
46015.60
6750.00
242.00
9459.90
4144.00
414400






























REGION: CE REGN

REGION TOTAL

FOOD SAFETY/COS
IR}
04
07
09
18
11
19

BIOLOGICS
dl
41
45

HUMAN DRUGS
46

ANIMALD &F
68
71

DEVICES & RAD H
81
82
83
84
85
i6

TOBACCO PROD
96

Date: 13-SEP-2011
Time: 10:27:48 AM

INVEST
451.17

230.96
1 58
596
175
073
1663
341
090
38.16
1109
24 69
239
88.30
657
2109
in
423
5027
145
000

33.59
333
30 26
63.04
0.12
J768
1195
000
564
765
ERE
313

WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)
Workplan 0 - 2012 (2012 WORKPLAN)

Output Reflects: OPR FTE'S (Complete)

2
ANALYTICAL
CHEM

46.92

13.34
035
1200
0o
092
200
ooo
018
0.00
0o
0G0
000
3228
181
000
045
000
1957
145
900
1.00
000
1 00
0.30
000
030
000
000
000
0no
0.00
000

3
ANALYTICAL
MICRO

2.90

2.90
290
0100
000
000
006
000
00U
0.00
000
000
0o
0.00
an
000
a0
000
000
000
000
0.00
000
000
00
0o
000
0.00
0.0
000
aon
0.00
000

4
ANALYTICAL
ENG/PHY

0.00

G.00
000
0t
000
000
000
000
000
.00
000
PREL
oo
0.00
000
00
0no
100
000
000
000
0.00
000
000
0.00
(00
000
o000
000
000
000
b.00
000

.1
METHODS
VAL/DEV
1.00

0.00
(.00
000
nan
000
000
000
0 00
0.00
G0
0400
000
0.00
0 00
0 00
0o
000
oo
000
00D

0.00
000
000
0.00
000
¢00
000
000
00
000
1.00
L0

Page 18 of 40
Report: FWF106C

TECH
CENTER
0.00

0.00
000
00U
000
000
000
0ou
000
0.00
000
000
000
0.00
0o
aon
000
000
200
000
000
0.00
000
000
0.00
000
000
0a0
nan
000
o0
0.00
600

TOTAL
OPR FTE'S
507.99

247.19
204.73
17.96
L78
164
16.63
341
1.08
38.16
1109
24.69
139
120.58
838
12.07
4.16
4.23
69.84
190
9.00

34.59
333
326
63.34
0.12
RYA
11.9%
1,00
5.64
7.65
4.13
4.13

TOTAL
PERSNHRS
50450770

245356.00
197657.60
20117.50
1662.00
I770.00
19848.00
323530
1065.60
36254.10
10535.80
23450.50
2267.80
122270.30
8039.90
2098090
3949.40
4015.20
T1579.70
3085.20
10620.00

3354190
3162.00
30379.90
£2700.40
115.00
3656240
1135390
0.00
655500
§114.10
4385.00
4385.00





















REGION: SE REGN

REGION TOTAL

FOOD SAFETY/COS
n3
04
07
oy
18
1§
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48

ANIMALD & F
68
1

DEVICES & RAD I
31
32
83
a4
85
i6

TOBACCO PROD
96

Date;
Time:

13-SEP-2011
10:27:57 AM

INVEST
243.41

111.10
G2 87
343
054
023
1212
1 44
047
24.83
6 84
16 71
128
59.55
338
1578
152
211
3373
o
000
9.38
201
738
35.19
011
22137
594
nog
2064
423
3.66
166

WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

2
AMNALYTICAL
CHEM

62.23

39.70
690
1123
218
04z
003
- 1882
012
0.00
000
060
060
i5.31
1 53
0 o0
071
0 00
380
128
oo
572
013
37
0.00
0 o0
PRV
0non
000
000
000
1.50
1 50

Workplan 0 - 2012 (2012 WORKPLAN)
Qutput Reflects: OPR FTE'S (Complete)

3
ANALYTICAL
MICRO

42.42

39.13
36,56
a0
000
000
047
153
058
0.00
000
000
0 00
0.86
000
000
0.00
000
0.86
000
000
242
RN
242
0.00
000
000
000
000
000
000
0.00
000

4
ANALYTICAL
ENG/PHY

190

0.00
000
0100
060
000
000
000
000
0.90
000
000
000
0.00
000
000
000
000
000
aon
000
0.00
a0
ano
.00
00
000
000
0og
0.00
000
0.00
0 oo

5
METHODS
VAL/DEY
4.46

.17
042
017
008
LRS!
(.00
150
400
0.00
000
[eR Y]
000
0.00
000
oon
000
000
{1 00
oo
000
0.29
aon
029
0.00
0 oo
000
000
000
000
(00
3.00
300

Page 25 of 40
Report: FWF106C

fi

TECH
CENTER
3N

100
0o
0 o
jon
0 00
000
000
000
0.00
0400
040
040
.00
00
LR
Ga0
04400
000
400
000
400
000
000
0.00
0naa
000
040
000
0040
000
0.00
040

TOTAL
OPR FTE'S
355.91

194.10
136.75
14.82
5.80
0.65
12.62
22.29
1.17
24.83
6.84
16.71
1.29
.71
491
15.76
123
2.11
43.39
4.3]
.04
17.82
218
15.66
35.29
0.11
22.37
594
0.00
.64
4.23
8.17
817

TOTAL
PERSNHRS
I6B555.40

207434.40
140990.00
16708.50
6725.00
712.20
15036.00
15984.30
1277.40
23591.60
6495.40
15872.60
1223.60
7483440
4661.60
14972.80
2122.10
2008.20
43141.00
4388.70
3540,00
1B800.60
2048.00
16752.60
34B54.40
103.00
21673.20
5644.80
0.00
3074.00
4359.40
9040.00
9040.00





















REGION: SW REGN

REGION TOTAL

FOOD SAFETY/COS
03
1)
a7
09
18
n
29
BHOLOGICS
41
42
45
HUMAN DRUGS
46
48
51
53
56
63
88
ANIMALD & F
68
71
DEVICES & RADH
81
B2
a3
B4
85
6
TOBACCO PROD
9%

Date: 13-SEP-2011
Time: 10:28:04 AM

INVEST
289.44

160.85
140 55
370
091
136
1047
354
032

707
1355
I 7R
19.42
212
1427
it
116
2016
060
000
17.49
179
1570
48.20
015
620

nao
203
479
1.09
109

WORKFPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)
Workplan 0 - 2012 (2012 WORKPLAN)

Output Relects: OPR FTE'S (Complete)

2
ANALYTICAL
CHEM

10189

79.53
20049
5381
217
037
olo
3t
030
0.00
000
000
00
531
1 61
000
039
000
130
oo
000
16.99
ns7
1642
.06
no
006
omo
000
000
noo
0.00
000

3
ANALYTICAL
MICRO

5514

51.22
5043
{104}
onn
000
028
00
052
0.00
000
[ R{lY]
0.00
0.49
00
000
000
0400
049
00
oou
2.90
000
290
0.53
0o
033
aon
000
000
000
0.00
0.00

4
ANALYTICAL
ENGPHY

0.00

0.00
000
00
000
000
000
aou
oo
0.00
0ot
000
000
0.00
non
000
0.00
a00
000
ow
000
0.00
fnon
ano
0.00
000
(HH
000
000
000
000
0.00
000

§
METHODS
VAL/DEV
1.25

100
(1
076
025
0 00
000
(i3]
oo
0.00
nno
00
00
0.00
00
(000
000
a0
0
000
000
0.25
0K
n2s
0.00
000
om
Do
(tH11]
{1 ()
000
.00
000

Page 32 of 40
Report: FWF106C

TECH
CENTER
B.50

500
000
50
00a
n 0o
000
000
000
0.00
nog
000
114
.00
000
000
000
0on
oon
oo
000
.50
000
150
0.00
000
oon
o000
noo
000
oon
0.00
a0

TOTAL
OPR FTE'S
156.22

297.61
21107
62.96
333
1.73
10.85
6.54
[ME]
22.3%
7.07
13.5%5
L78
45.21
373
14.27
L5l
1.16
13.96
0.60
0.00
41.12
1.36
18.76
48.79
015
36.79
5.04
(.00
.03
479
L9
1.09

TOTAL
PERSNHRS
482288.60

320670.40
220604.40
TI6L.40
371300
1723.00
12987.00
6902.00
1268.60
2127410
6717.00
12869.50
1687.60
43528.10
3539.40
13553.60
143110
1102.20
2333590
£65.90
0.00
44331.60
2241.00
42090.60
51369.40
140.00
38924.20
4786.00
0.00
2357.00
5162.20
111500
1115.00





















REGION: PA REGN

REGION TOTAL

FOOD SAFETY/COS
03
04
07
0%
18
a1
19

BIOLOGICS
41
42
45

HUMAN DRUGS

ANIMALD &

22T RoRrLEE S

DEVICES & RAD H
81
82
3
84
85
86
TOBACCO PROD
56

Date: [3-SEP-2011
Time: 10:28:10 AM

INVEST
299.67

166.77
138 38
897
124
069
1297
334
069

20.51
770
1152
129
43.40
264
14 52
.64
177
19.64
JIR
009
19.22
nes
1824
48.39
025
3177
7485
000
236
616
137
137

WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

2
ANALYTICAL
CHEM

S5.52

44.47
2008
16 49
224
433
0035
100
02%
0.00
0D
000
000
6.82
09
000
038
000
522
032
000
1.89
010
i 80
.33
[LRTH]
233
000
000
000
a0
0.00
000

Workplan 0-2012 (2012 WORKPLAN)
Qutput Relects: OPR FTE'S {Complete)

3
ANALYTICAL
MICRO

70.30

6838
6755
000
000
000
.35
040
048

0.00
000
000
000
0.86
000
000
000
009
0 86
0on
000
1.56
000
156
0.00
000
00
000
140
.00
0.00
0.00
0 ok

4
ANALYTICAL
ENG/PHY

0.0

0.00
000
000
000
000
000
000
{00
0.00
000
(1 00
(2 00
0.00
400
000
000
000
000
000
000
0,00
000
000

0.00
AL
000
000
000
000
000

0.00
00

5
METHODS
YALDEV
233

216
1 50
058
(.08
000
0on
000
000
0.00
000
000
000
0.00
0.00
000
000
0 oo
000
000
000
0.17
(.00
017
0.00
0.00
0.00
0.00
000
0ot
0o
0.00
000

Page 19 of 40
Repart; FWF106C

&

TECH
CENTER
6.51

6.01
400
900
1 a1
00
0400
100
000
0.00
000
000
000
0.006
000
000
000
400
000
000
(00
0.50
ooo
050
0.00
Qoo
000
000
[LELY]
400
000
100
000

TOTAL
OFPR FTE'S
434,83

287.79
231.48
26.04
4.57
5.04
13.37
584
Ld6
20.51
.10
11.52
1.29
51.09
3.55
14.52
2.02
1.77
25.72
350
0.00
3.4
108
1227
50.72
0.25
JLlo
7.45
(.00
2.36
6.16
1.37
1.37

TOTAL
PERSNHRS
45052520

30638370
243340.90
28684.60
5107.00
5785.50
15898.00
6007.00
1560.70
19484.30
7313.30
10947.40
1223.60
4561218
3370.00
13794.50
1922.20
1684.20
25442.00
3395.20
0.00
2351770
1024.00
22493.70
5006840
242.00
Jazn.se
TASLLS0
0.00
2745.00
639540
1459.00
1459.00



TOTAL FIELD

GRAND TOTAL

FOOD SAFETY/COS
03
04
(7]
09
18
11
29

BIOLOGICS
11
42
45

HUMAN DRUGS
46
48

52
53
56
63
88
ANIMALD & F
68
i
DEVICES & RAD H
81
82
83
B4
85
1.1

TOBACCO PROD
96

Date: 13-SEP-2011
Time: 10:28:11 AM

INVEST
1607.65

834.13
71734
2960
525
426
6243
1598
127
131.09
36 02
&1 34
1372
19112
18 16
77 82
995
11035
16571
932
00
21.61
904
8257
241.43
094
163 37
3617
a6o
14 60
26135
.17
1317

WORKPLAN SUMMARY / POSITION CLASS (SEPERATE LAB RESOURCES)

1
ANALYTICAL
CHEM

3267

221.03
05 B6
109 46
917
§96
020
582
156
0.00
00
000
000
7232
6 85
000
549
000
414
3 84
12 00
27.27
090
26 37
4.59
003
4 56
000
000
000
000
1.50

| 50

Workplan 0-2012 (2012 WORKPLAN)
Qutput Reflects: OPR FTE'S (Complete)

3
ANALYTICAL
MICRO

228.24

213.07
207 &5
e
aoe
Iy
122
153
248
0.00
0
000
200
318
060
00
000
0
118
000
000

8.34
00¢
8
368
ooz
364
o
ooy
000
ooo
0.00
Dog

d
ANALYTICAL
ENG/PHY
20.36

0.00
000
000
000
00
000
000
100
0,00
000
oM
000
0.60
ood
000
000
a00
000
000
000
0.00
(1801
000
20.36
003
1
0o
302
(00
4490
n.o
000

-
METHODS
VAL/DEV
13.00

6.00
3100
200
050
G 00
[{RLE
050
0.00
0.00
.06
0.00
0 0n
0.00
o0
00
0 oo
000
00
000
000
1.00
1100
1 00
.00
00
210
000
(100
aon
oo
3.00
40

Page 40 of 40
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6

TECH
CENTER
20.01

14.01
400
500
401
000
n oo
1 00
000
0.0
ooa
000
000
0.00
00t
000
0 (X
0o
000
0 no
000

4.00
0o
400
00
0G0
000
000
200
000
100
0.00
0

TOTAL
OPR FTE'S
211595

129223
998.04
146.05

18.93
13.22
63.85
4483
.0
131.09
36.02
81.34
13.72
3617
5.0
77.81
1544
11.05
213.03
13.36
12.00
13212
9.93
12228
274.03
1.0z
185.28
36.17
A72
14.60
324
18.67
18.67

TOTAL
PERSNHRS
229137380

1366692.30
1031775.40
165886.50
21141.00
14622.00
T6162.00
49236.30
7869.00
124529.10
3421940
17276.80
13032.90
364599.00
23838.30
7393240
15392.60
10498.50
213203.40
13573.60
14160.00

136301.50
9438.00
126861.50
179108.90
983.90
186545.70
34365.30
6750.00
16973.00
33491.00
20143.00
20143.00




































Date:
Time:

REGION: NE REGN

REGION TOTAL

FOOD SAFETY/COS
03
04
07
09
18
z1
29

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
51
53
56
63
88

ANIMALD& F
63
n

DEYICES & RAD H
L1
8z
83
84
85
36

TOBACCO PROD
%6

13-SEP-2011
10:19:45 AM
| 2
METH VAL &
ANALYTICAL
INVEST CHEM
218.67 62.03
120.6% 44.57
9621 1857
755 1672
0 R2 267
126 291
1024 an2
in 100
D89 068
10.42 0.00
in o000
631 000
079 000
40.73 12.60
2.77 100
853 00
134 355
178 000
2506 725
125 080
000 000
11.94 1.96
0.94 008
11.00 1 BR
30,97 .90
031 003
2036 257
4 B5 000
00k 000
193 000
3s2 0 oo
392 0,00

i 000

3
METH VAL &
ANALYTICAL

MICRO

59.05

52,49
5148
000
000
o
012
0
089

0.00
000
000
o0

0.97
000
000
L0
0 0u
097
000
(100

1.46
000
146

4.13
002
4l
000
000
000
000

0.00
000

4
METH VAL &
ANALYTICAL

ENG/PHY

20.35

489

0.00
000

6
APPLIED
TECH
CENTER

Warkplan Summery / Postion Class (Combined Anal & District Resources)
Waorkplan ¢ - 2012 (2012 WORKFLAN)

OQutput Reflects: OPR FTE'S  (Complete)

.00

0.00
000
U 00
000
t 00
000
000
.00

0.00
000
000
000

000
(00
000
oo
oon
0.0¢

0.00
LALY
00

.00
000
000

200
000

0.00
0

Report: FWF109C

Page 8 al 40
TOTAL TOTAL
OPRFTE'S PERSNHRS
362.10  384797.40
Z17.78 234695.80
166.26 177062.60
24.27 26913.50
3.49 3924.00
4.17 4630.30
10.38 12393.00
6.72 7075.70
2.46 2696.70
10.42 9908.60
3.32 3157.90
6.31 5999.90
0.79 750.80
54.30 54587.50
377 3580.60
8.53 8101.40
4.89 5384.60
1.78 1688.70
33.28 33697.60
2.05 2134.60
0.00 0.00
15.36 16109.70
102 963.00
14.34 15146.70
60.35 65351.80
39 383.90
3%.05 41910.40
4.85 4605.60
572 6750.00
1.93 2242.00
B4l 9459.90
3.9 4144.00
in 4144.00






























Workplan Summary / Postion Class (Combined Anal & District Resources) Report: FWF109C
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Qutput Reflects: QPR FTE'S (Complete)

Date: 13-SEP-2011
Time: 10:19:57 AM

REGION: CE REGN

1 2 3 4 [
METH VAL & METH VAL & METH VAL & APPLIED
ANALYTICAL ANALYTICAL ANALYTICAL TECH TOTAL TOTAL

INVEST CHEM MICRO ENG/PHY CENTER OPRFTE'S PERSNHRS

REGION TOTAL 45717 479 2.90 0.00 0.00 507.99  504507.70
FOOD SAFETY/COS 230.98 13.34 2.90 0.00 0.00 247.22 24535600
03 20 60 024 260 000 00 204.74 197657.60

04 595 12 00 000 000 000 17.95 20117.50

07 175 000 000 000 000 1.78 1662.00

09 n32 092 oo 000 000 1.64 1770.00

18 1665 000 000 000 0 16.65 19848.00

21 341 000 (L) 000 o060 3.41 323530

29 090 018 o0 000 000 1.08 1065.60

BIOLOGICS IR 0.00 0.00 0.00 0.00 3818 36254.10
41 1109 000 000 000 000 11.09 10535.80

42 24 70 000 000 Q00 000 24.70 23450.50

45 239 000 noo 000 000 2.39 2267.80

HUMAN DRUGS 88.30 3228 0.00 0.00 0.00 120.58 122270.30
46 6 56 182 000 000 000 8.38 8039.90

48 22.09 000 06N 000 000 22.09 20980.90

52 37 045 000 000 000 417 3949.40

53 423 000 000 000 000 4,23 4015.20

56 5026 19 56 0o 000 000 69.82 71579, 0

63 144 145 0on 000 o 00 289 3085.20

88 000 900 (00 000 0.00 9.00 10620.00

ANIMALD & F 33.59 1.00 0.00 0.00 .00 34.59 33541.90
68 313 0o noo 000 (10 333 3162.00

71 3026 100 000 0 noo 31.26 30379.90

DEVICES & RAD H 63.00 0.30 100 0.00 0.00 63.30 62700.40
81 012 000 000 000 00 0.1z 115.00

82 1767 030 noo 060 0.00 37.97 36562.40

83 1195 000 00 000 000 11.95 11353.90

84 0 00 000 000 000 000 0.00 0.00

L] 563 000 U0 000 000 5.63 6555.00

86 763 000 000 000 000 7.63 114,10

TOBACCO PROD 312 100 0.00 0.00 0.00 4.12 4385.00

96 112 100 (000 000 100 4.12 4385.00





















Date:

Time:

REGION: SE REGN

REGION TOTAL

FOOD SAFETY/COS
3
04
07
09
18
11
13

BIOLOGICS
41
41
45

HUMAN DRUGS
46

ANIMALD & F
68
71

DEVICES & RADH
a1
.71
83
id
85
85

TOBACCO FROD
%

13-SEP-2011
10:20:06 AM

INVEST
243.88

111.14

92 B8
343
055
024
12 12
| 45
047

24.83
6384
1670
1.29

59.56
138
1576
153
212
33173
joa
000

9.3%9
2
738

35.30
011
2237
5 94
000
264
424

3.66
366

Workplan Summary / Postion Class (Combined Anal & District Resources)

2

METH VAL &
ANALYTICAL

CHEM
66.26

40.45
690
1140
226
042
003
1932
012

0.00
000

000

15.30
152

070
0ao
830
128
300

6.01
015
56

.09
000
000
000
000
000
000

4.50
4 50

Workplan 0~ 2012 (2012 WORKFPLAN)
Output Reflects: OPR FTE'S  (Complete)

3
METH VAL &
ANALYTICAL
MICRC

42.84

19.5¢6
3698
uoo
000
000
047
153
0158

0.00
0.00
0.00
0.00

0.86
000
000
000
a0
{1 86
(R 1]
0.00

2.42
242
0.00
000
000
0.00
000
000
000

0.00
000

ENG/PHY

4
METH VAL &
ANALYTICAL

000

0.00

0.00
Q00
000
000
000

0.00
000

6

APPLIED

TECH
CENTER

3.00

3.00

BELY
ino
nno
(100
(.00
0aa

0.0
000
000
000

0.00
0nn
000
0ao
000
004
000
n.og

0.00
noe
noo

0.00
oon
000
0 0o
000
0ao
0.00

0.00
000

Report: FWF109C
Page 25 0l 40

TOTAL TOTAL
OPR FTE'S PERSNHRS

35598  36B555.40

194.15 207434.40
136,76 14099000

14.83 16708.50
5.81 6725.00
0.66 T13.20

12.62 15036.00

22.30 25984.30
117 1277.40

24.33 1359160
6.84 6455.40

16.70 15872.60
1.29 1223.60

T8.72 T4R34.40
4.90 4661.60

1576 14972.80
.13 Z122.10
.12 2008.20

43.39 43141.00
432 4388.70
3.00 3540.00

17.82 18800.60
2,16 Z{148.00

15.66 16752.60

3530 3485440
0.11 103.00

22.37 21673.20
594 S644.50
0.00 0.00
2.64 3074.00
4.4 4359.40
8.16 2040.00
8.16 2040.00





















Date:
Time:

REGION: SW REGN

REGION TOTAL

FOOD SAFETY/COS

03
04
o7
09
13
1]
19

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
52
53
56
63
88

ANIMALD & F
(1]
71

DEVICES & RAD H

81
82
83
LL]
85
86

TOBACCO PROD
96

13-SEP-2011
10:20:13 AM

INVEST
289.46

160.88
140 56

091
136
1049
354
032

22.40
707
13 56
177

39.41
211
14 27
111
116
2017
059
000

17.49
179
1570

48.20
014
36 20
504

203
47

1.08
108

Workplan Summary / Postion Class (Combined Anal & District Resources)
Waorkplan ¢ - 2012 (2012 WORKPLAN)

1

METH VAL &
ANALYTICAL
CHEM

103.15

8054
2009
5427
241
037
010
300
030

.00
000
000
000

532
161
000
040
000
313l

000

[7.23
057
16 66

Output Reflects: OPR FTE'S

3

METH VAL &
ANALYTICAL

MICRO

55.15

SL23
5043

a6
000
028
0 60
052

0.00

000
000

0.49
000
00
040
0 0o
049
100
00

.90
000
190

0.53
000
0353

000
oo
b oo

0.00
00

{Complete)

4

METH VAL &

ANALYTICAL
ENG/PHY

0.00
000

6

APPLIED
TECH
CENTER

5.00
000
500
[LRE]
000
0.00
(100
000

0.00

Report: FWF109C
Page 32 ol 40

TOTAL TOTAL
OPR FTE'S PERSNHRS

456.26  482288.60

297.65 3206T0.40
211.08 220604.40
62.97 73462.40

i 3723.00
L7 1723.00
10.87 12357.00
6.54 6902.00
.14 1268.60
12.40 21274.10
7.07 6717.00
13.56 12869.50
1.77 1687.60
45.22 43528.10
32 3539.40
14.27 13553.60
1.51 1431.10
1.16 1102.20
23.97 13335.90
0.59 565,90
0.00 0.00

4102 44331.60
1,36 2241.00
38,76 42090.60

48.79 51369.40
0.14 140.00
36.7% 3892420
5.04 4786.00
0.00 0.00
2.03 2357.00
4.79 S162.20
1.08 1115.00
1.08 1115.00





















Date:
Time:

REGION: PA REGN

REGION TOTAL

FOOD SAFETY/COS

BIOLOGICS
41
42
45

HUMAN DRUGS
46
48
51
53
56
63
a8

ANIMALD&F
68
T1

DEVICES & RAD H

81
82
83
84
83
86

TOBACCO PROD
96

13-SEP-2011
10:20:21 AM

INVEST
299.68

166.76
138 38
297
124
069
12 96
383
69

20.51

1152
129

4341
165
14 52
I 64
178
1964
3
00k

19.23
0098
1825

48.40
D.26
3176
785
000
237
6 16

1.37
137

Workplan Summary / Pestion Class (Combined Anal & District Resources)

2
METH VAL &
ANALYTICAL

CHEM

56.34

15,12
2005
1707
232
4135
005
100
028

0.00

197

2.3
000
233
000
000
000
000

0.00
000

3
METH VAL &
ANALYTICAL

MICRO

72.28

69.87
69 04
000
oo
000
035
0.00
.48

0.00
000
0on
000

0.86
000
0on
oo
000
086
00
000

1.55
0.00
1.55

0.00
0on
000
000
000
000
000

0.00
000

Waorkplan 0- 2012 (2012 WORKPLAN)
Output Reflects: OPR FTE'S (Complete)

4

METH VAL &

ANALYTICAL
ENG/THY

0.00

0.00
000

6
APPLIED
TECH
CENTER

6.51

6.01

000
1M
000
000
100
00

0.00

0.00
ono

0.00
000

(100
(00
000
00
000

0.50
000
{50

0.00
00n
000
000
ooo
U oo
(00

0.00
000

Report: FWF109C

TOTAL
OFR FTE'S

434.81

287.76
23147
26.04
4.57
5.04
13.36
5.83
1.45

20.51
1.70
11.52
1.29

5L10
3.58
14.52
02
1.78
18713
3.50
0.00

23.34
147
22.27

50.73
0.26
34.09
7.85
0.00
237
6.16

1.37
137

Page 39 ol 40

TOTAL
PERSNHRS

450525.20

30638370
243340.90
28684.60
5107.00
S785.50
15898.00
6007.00
1560.70

19484.30
7313.30
10947.40
1223.60

49612.10
3370.00
13794.50
1922.20
1684.20
25442.00
3399.20
0.00

23517.70
1024.00
22493.70

50068.40
242.00
33231.5%0
7454.50
0.00
2745.00
6395.40

1459.00
1459.00



TOTAL FIELD

GRAND TOTAL

FOOD SAFETY/COS
03
04
07
09
13
11
29

HIOLOGICS
41
42
4

HUMAN DRUGS

S

ANIMALD & F
68
71

DEVICES & RAD H
81
82
83
R4
85
86

TOBACCO PROD
9%

Date: 13-SEP-2011
Time: 10:20:22 AM

INVEST
1607.75

838.24
N7 a9
29 60
527
427
62 46
1598
327

131.10
360
&1 36
1372

292,21
1B 15
TI83
965
11.07
165.71

950
o0on

9164
905
8259

24141
(2]
163.35
G618
nop
14 60
26 34

13.15
1315

Workplan Summary / Pustion Class (Combined Anal & District Resources)

2
METH VAL &
ANALYTICAL
CHEM

335.70

124.02
65 B3
11146
9 66
89
020
26 32

156

0.00
000
000
000

7233
685
Q00
548
000

44 15
385

(200

28.26
08/%
21737

5.59
003
3356
000
0nan
000
000

5.50
550

3
METH VAL &
ANALYTICAL

MICRO

23222

216.05
21083
0.0
D00
0.00
122
1583
247

0.00
0060
060
044

318
(100
000
o
000
318
0ao
000

833
000
8133

4.66
ooz
464
.00
000
000
000

0.00
000

Warkplan § - 2012 (2012 WORKPLAN)
QOutput Reflects: OPR FTE'S

4
METH VAL &
ANALYTICAL

ENG/PHY

20.35

0.00
000
000
000
000
000
000
000

0.00
000
000
000

0.00
000
000
000
000
000
000
000

.00
000
000

20,35
003
17
000
n
000
4 89

0.00
000

(Complete)

6
APPLIED
TECH
CENTER

20.01

14.01
400
50
401
o0
060
1060
0G0

000
000
300
000

0.00
000
0.00
000
000
0.00
0.00
000

4.00
000
4 00

.00

and .

100
(100
200
000
00

0.00
000

Report: FWF109C

TOTAL
OPRFTE'S

2216.03

1292.32
998.07
146.06

18.94
12.24
63.88
44.83

7.30

13110
36.02
81.36
13,72

367.72
15.00
77.83
15.43
11.07

213.04
13.35
12.00

132.23
9.94
122.2%

274.01
102
185.26
36.18
572
14.60
31.23

18.65
18.65

Page 40 of 48

TOTAL
PERSNHRS

1291371.84

1366692.30
1031775.50
165886.50
2114100
14622.00
76162.00
49236.30
7869.00

124525.10
34219.40
77276.80
13032.90

364599.00
2383830
73932.40
15392.60
10495.50

213203.60
13573.60
1416000

136301.50
943800
126863.50

279108.30
983.90
1B6545.70
34365.30
§750.00
16973.00
33491.00

20143.00
20142.00
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1. PROGRAMIASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Acidified & Low Acid Canned Foods Foodbome Biclogical Hazards - 03

PACs 03003,A

3. PROGRAM TYPE COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] assicNMENT

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 the source of sporadic problems from improper processing (e.g., under-
processing, inadequate pH or Aw control, leakage). Inspections of foreign firms have shown many firms (and their products) to be
out of compliance with CFR Parts 108, 113, and 114,

The number of foreign AF/LACF firms submitting registration has been increasing significantly each year.

I6. FIELD OBLIGATIONS

The Field is responsible for the detention of Acidified and Low-Acid Canned Foods that appear to be improperly processed or
packaged through the examination of lots or sample analysis. Additionally, products in this category are defained if they are from
firms that do not comply with registration and filing requirements.

All import field exams are to routinely include: pH determination, can examination and verification (hat the imported producl is the
same as thal which was declared (reconciliation exam); an assessment of security concerns related to labeling & source country (incl-
uding container integrity, signs of intentional adulteration, etc); and traditional safety concems. See the full program for more detail.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

B [ ey pistrcT ofFice [ svcenter [ |sveorH
BASTREION TS [ ] compreHENsIVE [ ] aeBrREVIATED [ ] oireereo
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S}
Refer to Compliance Program (7303.003) 03, 04, 09, 12-18, 20-25, 27, 29, 30, 31, 33-4]

e EXAM TYPE CHEMICAL MICROBIOLOGIGAL || pHysicAL [ | ENGINEERING

E MICROANALYTICAL I:I QTHERS (SPECIFY)

f. CHECK THE FOLLOWING ATTRIBUTES
pH, Water Activity, Salinity, Soluble Solids.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (10/09) PREVIOUS EDITICN 1S 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 COMPLIANCE PROGRAM [} ProGRAM CIRCULAR [ assienment
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 lake appropriate action on imported Jots and domestically produced cheese
when viclations are encountered.

Inspection and analytical resources have been planned separately lor outbreak and emergency operations (PAC 03R839).

5. PROGRAM JUSTIFICATION
Cheese and cheese products have been demonstrated to contain pathogenic micrcorganisms that can cavse human illness.
Also, a number of deaths have been associaled with the consumption of certain cheeses. Due to continuing microbiological

problems associated with cheese and cheese products, the Compliance Program covers domestic and imported cheese and cheese
products for microbiological as well as phosphatase and filth analysis.

j6. FIELD OBLIGATIONS

The field is requested to conduct inspections of domestic and foreign cheese manufacturers and, as necessary, sample collections
fand analyses to document & support inspectional findings. The field is also requested to conduct sample collections and analyses of

imported cheese focusing on scft cheese as high priority. Refer to the guidance in the Compliance Program regarding the coliection
of domestic samples not resulting from inspections.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

BY DISTRICT OFFIGE _:l BY CENTER D BY BOTH
L ECTION TYPE
s [ ] comprexensive [_| AsBReViATED DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Hard and soft cheeses. 12
e, EXAM TYPE
CHEMICAL MICROBIOLOGICAL |:, PHYSICAL I__—I ENGINEERING

E MICROANALYTICAL |:| OTHERS (SPECIFY)

f. CHECK THE FOLLOWING ATTRIBUTES

Salmonella , Listeria , E. coli , Enterotoxigenic E. Coli (ETEC), Enterohemmorhagic £, Coli EHEC 0157:H7 - S. aureus,
Phosphatase, and Filth.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (10/08) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-2



1. PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER
Domestic Acidified & Low-Acid Canned Foods Foodborne Biological Hazards - 03

PAC 03803A

3. PROGRAM TYPE COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] AssiGNMENT
4. OBJECTIVES

To deteriine if the firnns comply with 21 CFR, Part 108, 113 and 114 and other requirements of the FD&C Act,
To perform annual inspections to ensure compliance of interstate marketing of acidified and low-acid canned foods.

A continued priority will remain with out—of-compliance firms and special situation firms (e.g. newly registered, firms operating
lunder Emergency Permit, 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
fare needed 1o 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 menitor 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.

8. FIELD OBLIGATIONS
Special situation firms are 1o be inspected according to the guidance in the Compliance Program (see program). State contract
Jinspections are to be used to increase finn 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 IOM) at domestic processors. See full program for more detail.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

[ X | ey pistricT ofFice |__avcenter [ ]evsom
EX TVPE
b. INSPECTION COMPREHENSIVE [ ] aeBrEViaTED [ ] oirecren
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
See Compliance Program. 16, 20-22, 24, 25, 27, 35, 37, 38,40, 41
“EXAM TYPE
BTN CHEMICAL mcroBioLoGicAL || prysicaL || EnciNeERING

|:| MICROANALYTICAL D OTHERS (SPECIFY)

f. CHECK THE FOLLOWING ATTRIBUTES
Waler Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Determination.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-3




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

Domestic Food Safety Foodbome Biological Hazards - 03

PACs 03803,B,C,D.E

3. PROGRAM TYPE COMPLIANCE PROGRAM ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4. OBJECTIVES

To assure that domestic establishments involved in the production, storage and distribution of food products are in complhiance with
i(he FD&C Aclt and regulations promulgated under the Act. Resources to conduct foreign inspections of food establishments are
also planned here.

Non-clinical Good Laboratory Praclices inspections, which will be direcled by CFSAN, with the appropriate District will also be
lcovered by the resources planned in this program. Utilize available state contract inspections to augment district coverage under
ﬂthis 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 of domestic firms for FDA E.U. certification will be taken from this program.
Food security issues are (0 be covered during all inspections (See I1OM).

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
Iproduce these producis 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. Districis with state coniract food inspections are to utilize
them in program coverage of high-risk and non-high-nsk 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

[ X ] ay pisTRICT OFFICE J BY CENTER [ _eveom
: N TYPE
B COMPREHENSIVE [ assreviateD ] orecten
¢. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All Food Products (except Industry Code 12, 16) 02-11, 13-15, 1741, 45, 46, 50, 54
. EXAM TYPE
- CHEMICAL MICROBIOLOGICAL || prysicAL || ENGINEERING

MICROANALYTICAL | oTHERS (SPECIFY)

. CHECK THE FOLLOWING ATTRIBUTES
UFiIlh. Decomposition and Microbiological Contamnination (See Compliance Program)

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-4



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Foods - General - |Foodborne Biological Hazards - 03

PACs 03819,A,B,C

3. PROGRAM TYPE COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4. OBJECTIVES

To examine imporied foods to determine if they are in compliance with Lhe requirements of the FD&C Act and the regulations
promulgated under this Act, To prevent the entry into the United States of imporied foods that are found 1o be out of compliance,
and to pursue appropriaie regulatory remedies, including compliance actions as well as proactive siralegies, (e.g., DWPE, other
broad-based actions) o ensure that future entries of producis are in compliance.

5. PROGRAM JUSTIFICATION

Imported products must comnply with the provisions of the FD&C Act and the reguiations/action level guidelines, concerning
microbiological contamination and filth related 1o health hazards and disease vectors. FDA must assure that such products found to
be adulterated or misbranded are removed from the marketplace. Articles offered for impon are subject to refusal of admission into
the U.S., if they appear to contain a poisonous and deleterious subslance, which may render them injurious to health, or are not in
compliance with the FD&C Act, PHS Acl, and regulations promulgated there under.

6. FIELD OBLIGATIONS

To conduect activities directed by CFSAN, identified through compliance programs, assignments, and import alerts and bulletins,
To conduct import field examinations of products most likely to be out of compliance. To collect samples for determination of
fmicrobiological 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 of products that are not consistent with pricrities noted in the list. See full Program for more details.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

| BY DISTRICT OFFIGE BY CENTER [ Jevsom
JON TYP
B RPERTIGR TS [ ] comprerensive [ ] aBBREVIATED [ ] birecTeD
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All Food Products ( except Industry Code 12, 16, 40, 41) 02-09, 13-15, 17-39, 45-54
“EXAM TYPE
i CHEMICAL mcropioLosicaL || prvsical [ encineering

MICROANALYTICAL ‘:' OTHERS (SPECIFY)

f. CHECK THE FOLLOWING ATTRIBUTES
Microbiological Contamination, Filth, and Decomposition (See Compliance Program)

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
See Compliance Program

FORM FDA 2621 (10/09) PREVIOUS EDITION 1S OBSOLETE PAGE NO. FC_5



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Fish and Fishery Products [nspection Program |Foodborne Biological Hazards - 03
PACs 03842,B,C.D.H

3. PROGRAM TYPE COMPLIANCE PROGRAM [ ] PROGRAM CIRCULAR [ ] ASSIGNMENT
4. OBJECTIVES

To ensure thal domestic establishments involved in the production, storage and distribution of fish and fishery producis 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 separalely for outbreak and emergency operations (03R839),

5. PROGRAM JUSTIFICATION

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.

IColicction 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

[ X ] sy pistricT oFFice [ oy center [ sysoru
b. INSPECTION TYPE
COMPREHENSIVE ] Asereviaten ] oirecren
¢ PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Domestic Fish and Fishery Products 16
& EXAM TYPE
CHEMICAL MICROBIOLOGICAL PHYSICAL || ENGINEERING

MICROANALYTICAL OTHERS (PSP, ASP, Standards, Economic Deception, Laheling)

I. CHECK THE FOLLOWING ATTRIBUTES

Refer to the Fish & Fishery Products Hazards & Contrals Guidance Manual (most recent edition) for hazards associated with each
Ispecific seafood product.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/09) PREVIOUS EDITION 1S 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 COMPLIANCE PROGRAM [ ] PROGRAM GIRCULAR [ ] assiGnmeNT

4. OBJECTIVES

To ensure a safe and wholesome imported seafood supply in the U, §., by enforeing importer compliance with the secafood HACCP
regulation, and to direct coverage of imported seafood products, in order to determnine their compliance with the FD&C Act and
regulations promnulgated under the Act.

I5. PROGRAM JUSTIFICATICN

Imported products must comply with the provisions of the FD&C Act and its regulations. The Agency approach incorporates both
sample collection/analysis and HACCP review by investigators, specially trained in HACCP, of imporiers’ 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 of seafood is to be consumed raw.

See full program for more detail.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

BY DISTRICT OFFICE [ sy cener [ Jevsom
L B
b INSPECTION TYPE
R COMPREHENSIVE [ ] AssrEVIATED ] orecten
¢, PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Seafood Products 16
e. EXAM TYPE
CHEMICAL MICROBIOLOGICAL PHYSICAL || ENGINEERING

MICROANALYTICAL QOTHERS (PSP, ASP, Standards, Labsling)

f. 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 HANDLING
See Compliance Program

FORM FDA 2621 (10/08) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-7






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

Import and Domestic Produce Assignments Foodborne Biological Hazards - 03

PACs 03F098, 03F100

3. PROGRAMTYPE [ | COMPLIANCE PROGRAM | PROGRAM CIRCULAR ASSIGNMENT
4. OBJECTIVES

To collect and analyze selected types of produce of domestic and foreign origin for pathogenic microorganisms as needed and
ldirected by CFSAN assignments.

15. PROGRAM JUSTIFICATION

The number of ilinesses and deaths related to foodbome illness, due to the presence of microbial pathogens have reached an
funacceptably high level in the U.S. The President and Congress have recognized this problem and proposed and funded a Food
Safety Initiative to better define the exlent of the problem, and to promote an effective approach to ameliorate il.

{Produce continues to be one of the major contributors 1o outbreaks.

6. FIELD OBLIGATIONS
To collect samples and perform analyses as specified in the FY |2 Produce Assignments issued by CFSAN,

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED

BY DISTRICT OFFICE [ oy center X | syBoTH
TINGPECTION TYPE
Be (e ] compreHENSIVE [_] aeeReviaTED DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Fresh fruits and vegetables as specified in the assignment. 20-22, 24, 25
e. EXAM TYPE :|
CHEMICAL MICROBIOLOGICAL pHYSICAL || ENGINEERING

D MICROANALYTICAL I:] OTHERS (SPECIFY}

f. CHECK THE FOLLOWING ATTRIBUTES
IPresence (and for specified pathogens, quantity) of microbial pathogens listed in the assignment,

g. SPECIAL EQUIPMENT, METHQDS, AND HANDLING

FORM FDA 2621 {10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-9
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