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OPERATIONAL FTES TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC FOREIGN


TOTAL 109.5 30.8 140.3
CBER


41   HUMAN CELLULAR, TISSUE AND GENE THERAPIES 5.0 5.0


42   BLOOD AND BLOOD PRODUCTS 4.4 4.4


45   VACCINE AND ALLERGENIC PRODUCTS 8.0 8.0


CVM
68   PRE-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD ADDITIVES 6.8 0.4 7.2


CDRH
83   PRODUCT EVALUATION: DEVICES 23.5 1.2 24.7


CDER
48   BIORESEARCH MONITORING HUMAN DRUGS 61.2 29.2 90.4


CTP
98   REGULATED TOBACCO PRODUCTS: BIORESEARCH MONITORING /


  CLINICAL INVESTIGATORS 0.6 0.6


CFSAN
03   RESPONSIVE INVESTIGATIVE/LABORATORY OPERATIONS (BIMO INSPECTIONS) N/A N/A N/A


Bioresearch Monitoring Programs
RESOURCE SUMMARY


FY 2017







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 
    CODE DOMESTIC FOREIGN FTEs


TOTAL  17.4 17.4


1 Bioresearch Monitoring Programs * 5.0 5.0 41-3


  Good Laboratory Practices (Nonclinical Labs) 41808 *


  Institutional Review Boards 41809 *


  Sponsors, Monitors, and Contract Research Organizations 41810 *


  Clinical Investigators  * 41811 [5.0]


   *  All resources are planned under PAC 41811.


2 Bioresearch Monitoring Programs  * 4.4 4.4 42-10


  Good Laboratory Practices (Nonclinical Labs) 42808 *


  Institutional Review Boards 42809 *


  Sponsors, Monitors, and Contract Research Organizations 42810 *


  Clinical Investigators   * 42811 [4.0]


  National Experts 42808, 42811 [0.4]


45808, 45811


* All domestic & foreign resources are planned under domestic  PAC 42811.


   Foreign resources to cover PPS 41, 42, 45. 


3 Bioresearch Monitoring Programs  * 8.0 8.0 45-14


  Good Laboratory Practices (Nonclinical Labs) 45808 *


  Institutional Review Boards 45809 *


  Sponsors, Monitors, and Contract Research Organizations 45810 *


  Clinical Investigators * 45811 [8.0]


 *  All domestic & foreign resources are planned under domestic PAC 45811.


ORA PLANNER/TELEPHONE
Travis Parsley 301-796-4630


 PAGE NOs. 41-1, 42-5, 45-13FORM FDA 2622 (02/16)


Biologics
Human Cellular, Tissue and Gene Therapeutics - 41                                                                    
Blood and Blood Products - 42


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE


      PROJECT SUMMARY SHEET - CBER BIMO
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Carrie Mampilly 240-402-2973







  ORA  CENTER 17.4


R 6.
E INSPEC-
G TIONS
I 41808-811
O (1)
N


48 55 86
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


98.7 76.0 88.4
4738 4180 7602
950 950 950


4.99 4.40 8.00
9. REMARKS


(1) - Resources for PACs 41808, 41809, 41810, and 41811 are planned under PAC 41811 Clinical Investigators.  
(2) - Use above resources for Foreign Inspections as needed. Resources for PACs 42808, 42809, 42810, and 42811 are planned under PAC 42811 Clinical Investigators.  
(3) - Use above resources for Foreign Inspections as needed.  Report Foreign Inspections under Operation Code 11.
Resources for PACs 45808, 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators.  


Inspections are to be conducted only when assignments are received from CBER.
Report accomplishment hours under appropriate PAC.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET                                                               PAGE NOs. 41-3, 42-10, 45-14


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators CBER


Human Cellular, Tissue and Gene Therapeutics - 41
Blood and Blood Products - 42
Vaccines and Allergenic Products - 45


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


41808, 42808, 45808:-GLPs, 
41809, 42809, 45809:-IRBs,                                                            
41810, 42810, 45810:-Spon/Mon/CROs
41811, 42811, 45811:-Clinical Investigators


INSPEC- INSPEC-


ORGANIZATION
TIONS TIONS


42808-811 45808-811


TOTAL ORA


(2) (3)


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATI


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


X


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC FOREIGN FTEs
TOTAL  6.8 0.4 7.2


1 Bioresearch Monitoring 6.8 0.4 7.2 68-3


    * (Pre-Market) GLP 68808 [4.3] [4.3]


  * (Pre-Market) Spon/Mon/Con 68810 [0.2] [0.2]


      (Pre-Market) Clinical Investigators 68811 [2.5] [0.2] [2.7]


* PAC 68808 includes resources for domestic PAC 68810.


ORA PLANNER/TELEPHONE
Sudha Komaragiri 240-402-6493


 PAGE NO. 68-1


      PROJECT SUMMARY SHEET - CVM BIMO
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


  Jeremy Robbi 240-276-9227


FORM FDA 2622 (2/16)


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


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE







X   ORA  CENTER 7.2


R 6.
E DOMESTIC FOREIGN
G INSPEC- INSPEC-
I TIONS TIONS
O 68808 68811
N


30 3
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


137.0 74.0
4110 222


950 950
4.33 0.23


Inspections are to be conducted based on CVM issued assignments. District allocations may change based on assignments.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 68-3


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


CVMGLPs Sponsor-Monitors-CROs, Clinical Investigators (Pre-Market)
Pre-Approval Evaluation of Animal Drugs and Food Additives - 68


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


DOMESTIC FOREIGN
ORGANIZATION INSPEC- INSPEC-


68808; 68810; 68811


TIONS TIONS
68811 68810


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 44 2
HEADQUARTERS


 NEW YORK


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 SOUTHEAST REGIONAL LAB


 SEATTLE


TOTAL HOURS 2376 180
CONVERSION FACTOR 950 950


ESTIMATED HOURS PER OPERATION 54.0 90.0


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 WEAC


TOTAL OPERATIONAL FTEs 2.50 0.19
7. REMARKS


PAC 68808 includes resources for PAC 68810 Sponsors, Monitors, & Contract Research Organizations


(b) (5), (b) (7)(E)







1. PROGRAM CATEGORY 2.  PPS PROJECT NAME/NUMBER


Medical Devices and Radiological Health Product Evaluation: Devices - 83


5.   PROGRAM TOTAL
3.            4.    FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL 8.


No.                               AND ASSIGNMENTS     CODE DOMESTIC FOREIGN FTEs PAGE
                                 TOTAL  23.5 1.2 24.7


1 Bioresearch Monitoring (Pre-Market) 23.5 1.2 24.7 83-12


  Good Lab Practice Prgm (Nonclinical Labs) 83808 0.3 0.3


  Institutional Review Board (IRB/ IRC) Prgm 83809 3.4 3.4


  Sponsor,Monitor, Contract Research Org.Prgm 83810 4.2 0.2 4.5


  Clinical Investigators 83811 15.6 1.0 16.6


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Zack Showman 301-796-5818 Archana Mathur 301-796-4393


  FORM FDA 2622 (2/16) PAGE NO. 83-10


      PROJECT SUMMARY SHEET - CDRH BIMO
FY 2017


 6.  OPERATIONAL FTE 







X   ORA  CENTER 24.7


R 6.
E DOMESTIC DOMESTIC FOREIGN
G INSPEC- INSPEC- INSPEC-
I TIONS TIONS TIONS
O 83808 83811 83811
N


5 200 11  
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


60.00 74.24 84.00
300 14848 924
950 950 950


0.32 15.63 0.97


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 83-12


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Bioresearch Monitoring Product Evaluation: Devices - 83


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


ORGANIZATION
INSPEC- INSPEC- INSPEC-
TIONS TIONS TIONS


83808, 83809, 83810, 83811


83809 83810 83810


DOMESTIC DOMESTIC FOREIGN


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 58 51 3


 NEW YORK


HEADQUARTERS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


CONVERSION FACTOR 950 950 950
TOTAL OPERATIONAL FTEs 3.36 4.22 0.23


ESTIMATED HOURS PER OPERATION 55.00 78.54 72.00
TOTAL HOURS 3190 4006 216


7. REMARKS


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC FOREIGN FTEs
TOTAL  61.2 29.2 90.4


1  In Vivo Bioequivalence Pre-Approval (ANDA/ Pre-Approval) 48001 7.4 7.6 15.0 48-04


 In Vivo Bioequivalence Pre-Approval (NDA- PDUFA) 48001A 2.3 3.2 5.5


2 Bioresearch Monitoring 51.5 18.4 69.9 48-05


Good Laboratory Practices (Non-Clinical Lab) 48808 [3.6] [3.6]


Institutional Review Board 48809, 48809A [7.3] [7.3]


Sponsors, Contract Research Organizations, and Monitors 48810 [6] [0.7] [6.7]


Clinical Investigators 48811 [22.4] [22.4]


Clinical Investigators & Follow Up & Complaints 48811, D, F [12.2] [17.7] [29.9]


 PAGE NO. 48-03


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Sharon Turner-Rinehardt (301)796-2254; Nicola Fenty-Stewart (301)796-3394; Allen Lou (301) 796-5652
FORM FDA 2622 (02/16)


Human Drugs Bioresearch Monitoring:  Human Drugs - 48


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE







X   ORA X  CENTER 20.5


6.
DOMESTIC FOREIGN


INSPECTIONS INSPECTIONS
ANDA NDA
48001 48001A


100 32
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


70.3 95.4
7030 3053


950 950
7.40 3.21


FORM FDA 2621a (02/16) PAGE NO. 48-04


(NDA - PDUFA; ANDA - Non PDUFA)
3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
In Vivo Bioequivalence Pre-Approval Bioresearch Monitoring: Human Drugs - 48


    48001, 48001A


R
E
G
I
O
N


DOMESTIC FOREIGN


ORGANIZATION


INSPECTIONS INSPECTIONS
NDA ANDA


48001A 48001


TOTAL ORA 29 100
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


 CHICAGO


 NEW YORK
 REGIONAL STAFF
 BALTIMORE


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


CE


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


LA
B


S


 SAN FRANCISCO


 FORENSIC CHEM. CTR


 SEATTLE


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW


 WEAC
ESTIMATED HOURS PER OPERATION 75.0 72.0


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB


TOTAL HOURS 2175 7200
CONVERSION FACTOR 950 950


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


Planned Resources and Reporting Guidance:
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001 and should be reported under 48001D and 48001E, respectively.


Note:  Foreign inspections are planned at the National level and include resources for Cadre, National Experts, Districts and OIP staff.


TOTAL OPERATIONAL FTEs 2.29 7.58
9. REMARKS


ORA WORK PLANNING SHEET


Note: District allocations may change based on assignments issued by the Center.


(b) (5), (b) (7)(E)







X   ORA X  CENTER 69.9


6.
DOMESTIC DOMESTIC FOREIGN FOREIGN DOMESTIC DOMESTIC


INSPEC- INSPEC- INSPEC- INSPECT- INVESTI- INVESTI-
TIONS TIONS TIONS IONS GATIONS GATIONS
48808 48811 48810 Follow-Up & (Hours) (Hours)


(2) Complaints 48808 48811
48811D (3)


31 244 6 125 361 532
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


100.0 85.2 104.0 134.4
3100 20789 624 16800 361 532
950 950 950 950 950 950
3.26 21.88 0.66 17.68 0.38 0.56


FORM FDA 2621a (02/16) PAGE NO. 48-05


Contract Research Org., Monitors (PDUFA). Clinical Investigators (PDUFA)
3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Good Laboratory Practices; Institutional Review Board; Sponsors, Bioresearch Monitoring: Human Drugs - 48


   48808, 48809, 48809A, 48810
48811, D, F


R
E
G
I
O
N


DOMESTIC DOMESTIC DOMESTIC


48809A (2) Complaints
(1) 48811F


ORGANIZATION


INSPEC- INSPEC- INSPECT-
TIONS TIONS IONS
48809, 48810 Follow-Up &


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 116 57 100
HEADQUARTERS


 NEW YORK


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 FORENSIC CHEM. CTR


LA
B


S


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB


TOTAL HOURS 6960 5700 11580
CONVERSION FACTOR 950 950 950


 WEAC
ESTIMATED HOURS PER OPERATION 60.0 100.0 115.8


Planned inspections include Center-initiated and directed assignments that will cover surveillance inspections and studies associated with IND's and NDA's.


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


TOTAL OPERATIONAL FTEs 7.33 6.00 12.19
9. REMARKS


ORA WORK PLANNING SHEET


(2) 48810: Sponsors, Contract Research Organizations, and Monitors
48808: Resources planned for Inspections may also be used for DSCs


(3) Domestic Investigation hours are planned for National Experts


Note: District allocations may change based on assignments issued by the Center.


(b) (5), (b) (7)(E)







3.  NO. 4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


CODE DOMESTIC FOREIGN FTEs
TOTAL  0.6 0.6


1 Regulated Tobacco Products: Bioresearch Monitoring / Clinical Investigators 98T800, 98811 0.6 0.6 98-4


 PAGE NO. 98-3


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Lillian Ortega 240-402-9041


FORM FDA 2622 (2/16)


Regulated Tobacco Products:Bioresearch Monitoring / Clinical Investigators Tobaccor Pre-Market Activities - 98


6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE







X   ORA  CENTER 0.6


R 6.
E DOMESTIC
G PRE-
I APPROVAL
O INSPEC-
N TIONS


(1)


10
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


60.0
600
950
0.63


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 98-4


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Regulated Tobacco Products: Bioresearch Monitoring/Clinical Investigator Tobacco Pre-Market Activities - 98


98T800, 98811


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


TOTAL ORA


DISTRICT/SPECIALIZED 
LABORATORY


CE


 REGIONAL STAFF
 BALTIMORE


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


 CHICAGO
 CINCINNATI


 NEW YORK


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 NEW ORLEANS
 SAN JUAN


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


SW


 REGIONAL STAFF
 DALLAS
 DENVER


 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 WEAC
ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB


PA


 REGIONAL STAFF
 LOS ANGELES


9. REMARKS


(1) Domestic Pre-Market Authorization Inspections represent the Center's potential need for Inspections.  There may not be any Pre-Market Authorization
Inspections conducted in the FY.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


(b) (5), 
(b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC FOREIGN FTEs
TOTAL  


1 Responsive Investigative/Laboratory Operations 03F813 * N/A N/A N/A 03-10


(10 BIMO Inspections)


*  This PAC is for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC.


 PAGE NO. 03-1


      PROJECT SUMMARY SHEET - CFSAN BIMO
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Mallory Kelly 240-402-2401


FORM FDA 2622 (02/16)


Food and Cosmetics Foodborne Biological Hazards- 03


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE







X   ORA X  CENTER 179.5 (N/A)


R 6.
E BIMO
G INSPECTIONS
I ORGANIZATION (1) (2) (3)
O
N


TOTAL ORA 10
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


TOTAL OPERATIONAL FTEs


(2) - 8275 Hours are planned under 'Emerging Issues Inspections'.  Includes resources for Registration Verification, Emerging Issues, and 10 BIMO inspections.


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 03-10


Responsive Investigative/Laboratory Operations Foodborne Biological Hazards - 03


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


03F813


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


HEADQUARTERS


 NEW ENGLAND
REGIONAL STAFF
TOTAL FIELD


 BALTIMORE
REGIONAL STAFF
 NEW YORK


 DETROIT
 CINCINNATI
 CHICAGO


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS


 FLORIDA
 ATLANTA
REGIONAL STAFF


REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS


 KANSAS CITY
 DENVER
 DALLAS


 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT


 SEATTLE
 SAN FRANCISCO


DETROIT LAB
DENVER LAB


LA
B


S


ARKANSAS REGIONAL LAB


NORTHEAST REGIONAL LAB
KANSAS LAB
FORENSIC CHEM CTR


PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW


SAN JUAN LAB
SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB


TOTAL HOURS
ESTIMATED HOURS PER OPERATION


WEAC


7. REMARKS


CONVERSION FACTOR


(3) - Include both foreign and domestic inspections


(1) - Includes resources for 10 BIMO Inspections (3 GLP, 3 Human Subjects Protection, 3 IRB, and 1 additional of the above categories). 


NOTE: 03F813 is for planning purposes only. Accomplished work must be reported against the appropriate program or assignment PAC.  
Please see BIMO PAC list for a listing of compliance programs and corresponding reporting PACS.


(b) (5), (b) 
(7)(E)





		BIMO Resource Summary

		CBER BIMOSummary

		41-45BIMO

		CVM BIMOSummary

		68BIMO

		CDRH BIMOSummary

		83BIMO

		CDER BIMOSummary

		48BIMO1

		48BIMO2

		CTP BIMOSummary

		98T800 & 98811BIMO

		CFSAN BIMOSummary

		03BIMO










TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN


TOTAL 131.0 4.3 7.7 143.0


41   HUMAN CELLULAR, TISSUE AND GENE THERAPIES 44.7 0.3 45.0


42   BLOOD AND BLOOD PRODUCTS 74.5 4.0 3.9 82.4


45   VACCINE AND ALLERGENIC PRODUCTS 11.8 3.8 15.6


CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
RESOURCE SUMMARY


FY 2017


OPERATIONAL FTES







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  44.7 0.3 45.0


1 Inspection of Human Cells, Tissues and Cellular & Tissue-
41002 B,C,D, 
41R824 38.7 0.3 39.0 41-2


Based Products (HCT/Ps) 


2 Bioresearch Monitoring * 41808-41811 5.0 5.0 41-3


3 Inspection of Cell and Gene Therapy Products ** 41848 A-D,FG 1.0 1.0 41-4


   *  All resources are planned under PAC 41811.


   * * All resources are planned under PAC 41848F.


Biologics Human Cellular, Tissue and Gene Therapeutics - 41


 6.  OPERATIONAL FTE 


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







 PAGE NO. 41-1


Carrie Mampilly 240-402-2973 Travis Parsley 301-796-4630


FORM FDA 2622 (02/16)


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA  CENTER 39.0


6.
R DOMESTIC IMPORT
E INSPEC- INVESTI-
G TIONS GATION
I (1) (HOURS)
O (4)
N 41R824


689 285
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


39.8
27422 285


950 950
28.87 0.30


 (1) C.P. 7341.002 - Inspection of Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps)


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 41-2


 (4) Follow-Up to refused import entries - PAC 41R824.


* Domestic Investigation hours can be used for foreign inspections and for other CBER programs as needed. 


9. REMARKS


     (covers HCT/Ps recovered on or after 5/25/2005)
     C.P. 7341.002A - Inspection of Tissue Establishments (covers human tissue recovered before 5/25/2005)
 (2) Refer to CBER's memo for inspectional priorities dated 7/20/16. These inspections are included in the total inspection numbers.
 (3) Domestic Investigation Hours includes time for Follow-Up Inspections.


CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 9.87


 WEAC
ESTIMATED HOURS PER OPERATION
TOTAL HOURS 9378


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 9378


(2) (HOURS)
(3)


CBER DOMESTIC


ORGANIZATION


PRIORITY INVESTI-
ESTABS GATION


41002 B,C,D, 41R824


46


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), (b) (7)(E)







X   ORA  CENTER 5.0


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


48
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


98.7
4738


950
4.99


9. REMARKS


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


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


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 41-3


Report accomplishements under appropriate PAC.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


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


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Bioresearch Monitoring Human Cellular, Tissue and Gene Therapies - 41


(b) (5), 
(b) (7)
(E)







X   ORA  CENTER 1.0


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


5
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


195.0
975
950


1.03


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 41-4


9. REMARKS


(1) Resources for all 41848 PACs are planned under PAC 41848F.  
Report time under appropriate PAC and Operation Code. 
All inspections will be performed by Team Biologics.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


      41848 A-D,F,G


(Domestic & Foreign)


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), 
(b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  74.5 4.0 3.9 82.4


1 Inspection of Licensed & Unlicensed Blood Banks 42001 F,G,H 53.3 0.2 53.5 42-6


2 Inspection of Source Plasma Establishments 42002 A,F,G 12.9 12.9 42-7


3 Imported CBER - Regulated Products
42007,42R833, 
42R824, 99R833 4.0 4.0 42-8


4
Inspection of Licensed In-Vitro Diagnostic (IVD) Devices  Regulated by 
CBER (Team Biologics) 42008 A,F,G 2.2 1.0 3.2 42-9


5 Bioresearch Monitoring  * 42808-42811 4.4 4.4 42-10


6 Inspection of Medical Device Manufacturers 42845 A,B,C 0.5 0.5 42-11


7 Inspection of Plasma Derivatives of Human Origin  (Team Biologics) 42848 A-D,F,G 1.2 2.7 3.9 42-12


 


* All domestic & foreign resources are planned under domestic


 PAC 42811.


Biologics Blood and Blood Products - 42


 6.  OPERATIONAL FTE 


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







CENTER PROJECT MANAGER/TELEPHONE


Carrie Mampilly 240-402-2973


FORM FDA 2622 (02/16)  PAGE NO. 42-5


Travis Parsley 301-796-4630


ORA PLANNER/TELEPHONE







X   ORA  CENTER 53.5


6.
R DOMESTIC DOMESTIC
E INSPEC- INVESTI-
G TIONS GATION
I (1) (HOURS)
O (3)
N


900 6755
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


41.2
37080 6755


950 950
39.03 7.11


9. REMARKS


(1) Domestic Blood Bank Inspections: All AIDS related activities should be reported under the appropriate compliance program  and PAC. There will be no separate reporting of
 AIDS time.  
(2) Domestic Investigation Time is for National Expert Domestic Investigations, Follow-Up Inspections, Resources for foreign inspections may be used as needed for other CBER 
 programs. 
(3) Domestic Investigation Hours includes time for washout inspections and OEI Clean-Up.


CBER will perform pre-license and pre-approval inspections.


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-6


TOTAL OPERATIONAL FTEs 0.21 7.11


TOTAL HOURS 196 6755
CONVERSION FACTOR 950 950


 SOUTHWEST REGIONAL LAB
 WEAC


ESTIMATED HOURS PER OPERATION 28.0


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA 7 6755
HEADQUARTERS


(HOURS)
(2)


FOREIGN DOMESTIC


ORGANIZATION


INSPEC- INVESTI-
TIONS GATION


42001 F,G,H


(Domestic and Foreign)


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42


(b) (5), (b) (7)(E)







X   ORA  CENTER 12.9


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O 42002 FG
N


197
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


50.1
9870


950
10.39


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-7


All AIDS related activities will be reported under the appropriate Compliance Program and PAC.
CBER will perform pre-license and pre-approval inspections.


Source Plasma PACs:
  42002A  Pre-License Inspection,
  42002F  Level 1  CGMP Inspection,


(1) Includes resources for 42002F and 42002G. Resources are planned under PAC 42002F.
(2) Resources planned under PAC 42002A.
 Use resources as needed to accomplish this compliance program.


Report time under appropriate PACS.


TOTAL OPERATIONAL FTEs
9. REMARKS


TOTAL HOURS
CONVERSION FACTOR


 SOUTHWEST REGIONAL LAB
 WEAC


ESTIMATED HOURS PER OPERATION


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 KANSAS CITY


 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CINCINNATI
 DETROIT


2.51


CE


 REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


119.3


950
2386


NE
 REGIONAL STAFF


 CHICAGO


SW


TOTAL ORA
HEADQUARTERS


(2)
42002A


DOMESTIC


ORGANIZATION
INSPEC-
TIONS


42002 A,F,G


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


20


  42002G  Level 2  CGMP Inspection.


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Inspections of Source Plasma Establishments Blood and Blood Products - 42


(b) (5), (b) (7)(E)







X   ORA  CENTER 4.0


6.
R IMPORT
E INVESTI-
G GATION
I (HOURS)
O (1)
N


3800
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


3800
950
4.00


Resources include time for Mail Courier and International Mail Facilities reviews. 


Report accomplishments under appropriate PAC and Operation Code. 


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


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-8


(1) All resources are planned under PAC 42007 as Import Investigation Hours. 
Planned Resources are to cover ALL Import Operations: Entry Review 42R833; Follow-Up to Refusals 42R824, 45R824; Filer Evaluations (Operation Code 95, 99R833),


TOTAL OPERATIONAL FTEs
9. REMARKS


TOTAL HOURS
CONVERSION FACTOR


 SOUTHWEST REGIONAL LAB
 WEAC


ESTIMATED HOURS PER OPERATION


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA
HEADQUARTERS


ORGANIZATION


42007, 42R833, 42R824, 99R833


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Imported CBER-Regulated Blood Products Blood and Blood Products - 42


(b) (5), (b) 
(7)(E)







X   ORA  CENTER 3.2


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


15
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


106.8
1602


950
1.69


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-9


 42008F - Level 1  Inspection - Licensed IVDs;
 42008G - Level 2  Inspection - Licensed IVDs.
(2) Domestic investigation hours may be used for any Team Biologics program and by any district to support Team Biologics.


Team Biologics will perform all post market inspections; CBER will lead pre-license and pre-approval inspections.


9. REMARKS


(1) No separate resources are planned for Pre-License Inspections, use above resources as needed.
PACs include:
 42008A  Pre-License Inspection - IVDs;


CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 1.03 0.48


ESTIMATED HOURS PER OPERATION 196.0
TOTAL HOURS 980 456


 SOUTHWEST REGIONAL LAB
 WEAC


 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


LA
B


S


 FORENSIC CHEM. CTR


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW ENGLAND
 NEW YORK


NE
 REGIONAL STAFF


TOTAL ORA 5 456
HEADQUARTERS


(HOURS)(1)
(2)


FOREIGN DOMESTIC 


ORGANIZATION
INSPEC- INVESTI-
TIONS GATIONS


42008 A,F,G


Regulated by CBER


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Inspection of Licensed In Vitro Diagnostic (IVD) Devices Blood and Blood Products - 42


(b) (5), (b) (7)(E)







X   ORA  CENTER 4.4


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


55
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


76.0
4180
950


4.40
9. REMARKS


(1) Resources for PACs 42808, 42809, 42810, and 42811 are planned under PAC 42811 Clinical Investigators.  


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


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-10


Report accomplishment hours under appropriate PAC.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


42808-GLPs, 42809-IRBs, 42810-Spon/Mon/CROs,
42811 Clinical Investigators


(PDUFA Domestic & Foreign)


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Bioresearch Monitoring Blood and Blood Products - 42


(b) (5), 
(b) (7)(E)







X   ORA  CENTER 0.5


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


12
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


45.5
546
950
0.50


9. REMARKS


(1) All Resources are planned under PAC 42845. 
Report all operations under appropriate PAC and Operation Code. Number of domestic inspections includes resources for a maximum of 6 foreign inspections, if needed.
Work plan will be updated to reflect foreign inspections, if and when planned.


PACs include:
42845A Level 1 Inspection;
42845B Level 2 Inspection;
42845C Level 3 Inspection or follow-up inspection, as needed.


Note: Inspections of Manufacturers of Blood Bank Software should be reported under this program. Inventory provided by CBER.


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-11


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


     42845 A,B,C  


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), 
(b) (7)(E)







X   ORA  CENTER 3.9


6.
R DOMESTIC
E LICENSED
G INSPEC-
I TIONS
O (1)
N


8
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


147.3 256.4
1178 2564


950 950
1.24 2.70


9. REMARKS


(1) No separate resources are planned for Pre-License Inspections, use above resources as needed.
All resources are planned under PAC 42848F. 
Report all Accomplishments under appropriate PAC and Operation Code.
    42848A  Pre-Licensed Inspection - Plasma Derivatives;  
    42848F  Level 1 CGMP Inspection - Plasma Derivative; 
    42848G  Level 2 CGMP Inspection - Plasma Derivatives.  
    42848B Pre-Licensed Inspection - Recombinant Analogues;
    42848C Level 1 CGMP Inspection - Recombinant Analogues;
    42848D Level 2 CGMP Inspection - Recombinant Analogues.


Team Biologics will perform all post market inspections; CBER will lead pre-license and pre-approval inspections.


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 42-12


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF


TOTAL ORA 10


TIONS
(1)


FOREIGN


ORGANIZATION


LICENSED
INSPEC-


    42848 A-D,F,G 


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  11.8 3.8 15.6


1 Bioresearch Monitoring  * 45808-45811 8.0 8.0 45-14


2 Licensed Allergenic Products 45848 A,F,G 1.0 0.5 1.5 45-15


  (Team Biologics)


3 Licensed Vaccine Products 45848 B,C,D 2.8 3.3 6.1 45-16


  (Team Biologics)


 *  All resources are planned under PAC 45811.


Biologics Vaccines and Allergenic Products - 45


 6.  OPERATIONAL FTE 


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







 PAGE NO. 45-13


Carrie Mampilly 240-402-2973 Travis Parsley 301-796-4630


FORM FDA 2622 (02/16)


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA  CENTER 8.0


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


86
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


88.4
7602


950
8.00


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 45-14


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


9. REMARKS


(1) Use above resources for Foreign Inspections as needed. 
Resources for PACs 45808, 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators. Report accomplishment hours under appropriate PAC.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SOUTHWEST REGIONAL LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


45808, 45809-IRBs, 45810-Spon/Mon/CROs,
45811 Clinical Investigators


(PDUFA Domestic & Foreign)


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Bioresearch Monitoring Vaccines and Allergenic Products - 45


(b) (5), 
(b) (7)
(E)







X   ORA  CENTER 1.5


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


9 4
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


105.7 126.7
951 507
950 950


1.00 0.53
9. REMARKS


(1) Resources are planned under PAC 45848F.  Use resources as needed for Domestic or Foreign inspections, and report under appropriate PAC and Operation code.  


  45848A  Pre-License Inspection - Allergenics;
  45848F  Level 1 CGMP Inspection - Allergenics;
  45848G  Level 2 CGMP Inspection - Allergenics.   


All inspections performed by Team Biologics.


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 45-15


TOTAL OPERATIONAL FTEs
CONVERSION FACTOR


 SOUTHWEST REGIONAL LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA
HEADQUARTERS


(1)


FOREIGN


ORGANIZATION
INSPEC-
TIONS


45848 A,F,G 


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), (b) (7)(E)







X   ORA  CENTER 6.1


6.
R DOMESTIC
E INSPEC-
G TIONS
I (1)
O
N


12 14
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


220.7 224.6
2648 3144


950 950
2.79 3.31


9. REMARKS


(1) Resources are planned under PAC 45848C.  Use resources as needed and report under appropriate PAC.


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


All Inspections will be performed by Team Biologics.


FORM FDA 2621a (10/17)        ORA WORK PLANNING SHEET PAGE NO. 45-16


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


 SOUTHWEST REGIONAL LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA
HEADQUARTERS


(1)


FOREIGN


ORGANIZATION
INSPEC-
TIONS


45848 B,C,D


(Post-Market & Pre-License)


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


 Licensed Vaccine Products Vaccines and Allergenic Products - 45


(b) (5), (b) (7)(E)





		CBER SUMMARY

		Project 41 Summary

		PAC 41002

		PAC 41808-41811

		PAC 41848 A-D,F,G

		Project 42 Summary

		PAC 42001

		PAC 42002

		PAC 42007

		PAC 42008

		PAC 42808 - 42811

		PAC 42845 

		PAC 42848 A-D,F,G 

		Project 45 Summary

		PAC 45808-45811

		PAC 45848 A,F,G

		PAC 45848 B,C,D










TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN


TOTAL 256.7 49.9 141.4 448.0


46 NEW DRUG EVALUATION 11.0 16.5 27.5


48 BIORESEARCH MONITORING HUMAN DRUGS 61.2 29.2 90.4


52 GENERIC DRUG EVALUATION 5.9 2.0 16.6 24.5


53 POSTMARKETING SURVEILLANCE AND EPIDEMIOLOGY HUMAN DRUGS 7.2 0.5 7.7


56 DRUG QUALITY ASSURANCE 150.5 46.3 78.6 275.4


63 UNAPPROVED AND MISBRANDED DRUGS 8.9 1.6 10.5


88 INTERAGENCY COOPERATIVE ACTIVITIES 12.0 12.0


CENTER FOR DRUG EVALUATION AND RESEARCH
RESOURCE SUMMARY


FY 2017


OPERATIONAL FTES







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  11.0 16.5 27.5


1 NDA Pre-Approval - (PDUFA) 46832, B, C 9.0 14 23.0 46-02


2 Pre-License Biotech (BLA) -  (PDUFA) 46832M 1.5 2.5 4.0 46-02


3 Positron Emission Tomography (PET) Pre-Approval 46832P 0.5 0.5 46-02


 PAGE NO. 46-01


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Russ Wesdyk (301) 796-1552;  Beth Philpy (301) 796-3334 Andrew Slarve (510) 337-6777


FORM FDA 2622 (02/16)


Human Drugs New Drug Evaluation - 46


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA X  CENTER 27.5


6. CHEMIST
ON DOMESTIC DOMESTIC


FOREIGN SAMPLE SAMPLE DOMESTIC FOREIGN DOMESTIC
DOMESTIC INSP ANALYSIS ANALYSIS INSP INSP INSP


INSP (Hours) PROFILE PROFILE (BLA) (BLA) (PET)
(1) CHEM CHEM (3)


46832 46832 46832B,C 46832B,C 46832M 46832M 46832P
135 4500 2 2 12 13 13


HQ
TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


54.8 248.0 10.0 118.0 180.7 39.0
7398 4500 496 20 1416 2349 507


950 950 1180 1180 950 950 950
7.79 4.74 0.42 0.02 1.49 2.47 0.53


FORM FDA 2621a (02/16) PAGE NO. 46-02ORA WORK PLANNING SHEET


CHEMIST


DOMESTIC
INSP


(Hours)


ON


NE


ORGANIZATION


TOTAL ORA


R
E
G
I
O
N


FOREIGN


PA


SW


SE


(2)
46832


CE


190


 CHICAGO


INSP


SAMPLE
COLL
CHEM


40
10.046.3


DOMESTIC


46832B,C


703


46832, B, C, M, P


5. OPERATIONAL FTE POSITIONS


HEADQUARTERS


(1)


4


FY 2017 ORA WORK PLAN  October 1, 2016


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


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


New Drug Evaluation - 46NDA Pre-Approval- (PDUFA), Pre-Licensed Biotech (BLA) - (PDUFA), Positron Emission 
Tomography (PET) Pre- Approval


 BALTIMORE


 NEW YORK


703


 REGIONAL STAFF


 REGIONAL STAFF


 NEW ENGLAND


 FLORIDA
 NEW ORLEANS


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CINCINNATI
 DETROIT


 REGIONAL STAFF
 ATLANTA


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN LAB


 SAN JUAN


 SOUTHEAST REGIONAL LAB


 REGIONAL STAFF
 DALLAS


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


0.74
950 950


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 WEAC


 PACIFIC REGIONAL LAB-NW


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs
9. REMARKS


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 8797


0.049.26
950


LA
B


S


(3) Inspections are to verify that the NDA applicant has facilities, equipment, controls, etc. as specified in the application.


Use PAC 46832D to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR).


(1) Includes Microbiologists on Inspections.


(2) Resources available as needed for any district.


Note:  District allocations may change based on assignments issued by the Center.


46832


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  61.2 29.2 90.4


1  In Vivo Bioequivalence Pre-Approval (ANDA/ Pre-Approval) 48001 7.4 7.6 15.0 48-04


 In Vivo Bioequivalence Pre-Approval (NDA- PDUFA) 48001A 2.3 3.2 5.5


2 Bioresearch Monitoring 51.5 18.4 69.9 48-05


Good Laboratory Practices (Non-Clinical Lab) 48808 [3.6] [3.6]


Institutional Review Board 48809, 48809A [7.3] [7.3]


Sponsors, Contract Research Organizations, and Monitors 48810 [6] [0.7] [6.7]


Clinical Investigators 48811 [22.4] [22.4]


Clinical Investigators & Follow Up & Complaints 48811, D, F [12.2] [17.7] [29.9]


 PAGE NO. 48-03


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Andrew Slarve (510) 337-6777
FORM FDA 2622 (02/16)


Human Drugs Bioresearch Monitoring:  Human Drugs - 48


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Sharon Turner-Rinehardt (301)796-2254; Nicola Fenty-Stewart (301)796-3394; Allen Lou (301) 796-5652







X   ORA X  CENTER 20.5


6.
DOMESTIC FOREIGN


INSPECTIONS INSPECTIONS
ANDA NDA


48001 48001A


100 32
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


70.3 95.4
7030 3053


950 950
7.40 3.21


FORM FDA 2621a (02/16) PAGE NO. 48-04ORA WORK PLANNING SHEET


48001


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
In Vivo Bioequivalence Pre-Approval
(NDA - PDUFA; ANDA - Non PDUFA)
3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FOREIGN


NDA


TOTAL ORA 29 100
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


CONVERSION FACTOR 950


ESTIMATED HOURS PER OPERATION 75.0 72.0
TOTAL HOURS 2175 7200


48001A


R
E
G
I
O
N


950
TOTAL OPERATIONAL FTEs 2.29 7.58


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


Bioresearch Monitoring: Human Drugs - 48


    48001, 48001A, 48001S


DOMESTIC
INSPECTIONS


ORGANIZATION


INSPECTIONS
ANDA


9. REMARKS


Planned Resources and Reporting Guidance:
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001 and should be reported under 48001D and 48001E, respectively.


Note:  Foreign inspections are planned at the National level and include resources for Cadre, National Experts, Districts and OIP staff.


Note: District allocations may change based on assignments issued by the Center.


(b) (5), (b) (7)(E)







X   ORA X  CENTER 69.9


6.
DOMESTIC FOREIGN DOMESTIC DOMESTIC


INSPEC- DOMESTIC FOREIGN INSPECT- INVESTI- INVESTI-
TIONS INSPEC- INSPEC- IONS GATIONS GATIONS


TIONS TIONS 48811 (Hours) (Hours)
48808 48811 48810 48808 48811


(2) (3)
31 244 6 173 361 532


HQ
TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


100.0 85.2 104.0 97.3
3100 20789 624 16833 361 532
950 950 950 950 950 950


3.26 21.88 0.66 17.72 0.38 0.56


FORM FDA 2621a (02/16) PAGE NO. 48-05


Contract Research Org., Monitors (PDUFA). Clinical Investigators (PDUFA)
3. PROGRAM/ASSIGNMENT CODE(S)


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Good Laboratory Practices; Institutional Review Board; Sponsors, Bioresearch Monitoring: Human Drugs - 48


4.  WORK ALLOCATION PLANNED BY


R
E
G
I
O
N


48810


DOMESTIC


5. OPERATIONAL FTE POSITIONS


48809A
(1)


INSPEC-


ORGANIZATION


INSPECT-
IONS


DOMESTIC
INSPEC-
TIONS


ORA WORK PLANNING SHEET


57 100


Follow-Up &
Complaints


DOMESTIC


NE
 REGIONAL STAFF
 NEW ENGLAND


CE


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATI


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 LOS ANGELES
 SAN FRANCISCO


60.0


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


PA


 REGIONAL STAFF


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


Use PAC 48811D to report work conducted under the President's Emergency Plan for AIDS Relief (PEPFAR).
Planned inspections include Center-initiated and directed assignments that will cover surveillance inspections and studies associated with IND's and NDA's.


(3) Domestic Investigation hours are planned for National Experts


Note: District allocations may change based on assignments issued by the Center.


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


115.8


PAC 48809A.


5700 11580
100.0


TIONS
48809,


116


 NEW YORK


HEADQUARTERS


(2) 48811F
TOTAL ORA


   48808, 48809, 48809A, 48810
48811, D, F, S


CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 7.33


6960


(2) 48810: Sponsors, Contract Research Organizations, and Monitors
48808: Resources planned for Inspections may also be used for DSCs


6.00 12.19


TOTAL HOURS
950


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  5.9 2.0 16.6 24.5


1 ANDA Pre-Approval 52832, B, C, E 5.4 2.0 16.6 24.0 52-07


Positron Emission Tomography (PET) Pre-Approval 52832P 0.5 0.5 52-08


 PAGE NO. 52-06


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Russ Wesdyk (301) 796-1552; Beth Philpy (301) 796-3334 Andrew Slarve (510) 337-6777


FORM FDA 2622 (02/16)


Human Drugs Generic Drug Evaluation - 52


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA X  CENTER 24.5 [24.0]


6.
FOREIGN DOMESTIC IMPORT


DOMESTIC CHEMIST ON SAMPLE IMPORT SAMPLE FOREIGN
INSPECTIONS INSPECT- ANALYSIS SAMPLE ANALYSIS INVESTI-


ANDA IONS BIOTEST COLL CHEM GATIONS
(Hours) CHEM (3) (Hours)


52832 52832 52832C 52832B,C 52832B,C 52832
79 2974 26 105 105 466


HQ
TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


54.7 9.4 3.0 18.8
4321 2974 244 315 1974 466
950 950 1180 950 1180 950


4.55 3.13 0.21 0.33 1.67 0.49


(3) NRL analyzes all Profile/Biotest ISCs and methods development ISAs.


FORM FDA 2621a (02/16) PAGE NO. 52-07ORA WORK PLANNING SHEET  (Continued)


9. REMARKS


(Hours)
ORGANIZATION


CHEMIST ON FOREIGN
INSPECTION INSPECT-


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


DOMESTIC


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


 NEW ENGLAND


52832 52832 52832B,C
TOTAL ORA 475 220 26


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


 SEATTLE


475 12320 146
950 950


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


TOTAL OPERATIONAL FTEs 0.50 12.97 0.15


ESTIMATED HOURS PER OPERATION 56.0 5.6
TOTAL HOURS


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


R
E
G
I
O
N


SAMPLE
COLLIONS


(1) (2)


CONVERSION FACTOR


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


 52832, B, C, E, P, S


DOMESTIC


(1) Includes Microbiologists on Inspections.


950


Note: District allocations may change based on assignments issued by the Center.


(b) (5), (b) (7)(E)







X   ORA X  CENTER 24.5 [0.5]


6.


ANDA
(PET)


INSPEC-
TIONS
52832P


10
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


50.0
500
950


0.52


FORM FDA 2621a (02/16) PAGE NO. 52-08ORA WORK PLANNING SHEET


9. REMARKS


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK
NE


 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


ORGANIZATION


R
E
G
I
O
N


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


 52832, B, C, E, P


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
ANDA Pre-Approval, Positron Emission Tomography (PET) Pre-Approval Generic Drug Evaluation - 52


3. PROGRAM/ASSIGNMENT CODE(S)


HEADQUARTERS (b) (5), (b) 
(7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  7.2 0.5 7.7


1 Enforcement of the Adverse Drug  Experience Reporting Regulation 53001A 6.3 0.5 6.8 53-10


2 Risk Evaluation and Mitigation System REMS (PDUFA) 53001C 0.9 0.9 53-11


.


 PAGE NO. 53-09


Andrew Slarve (510) 337-6777


FORM FDA 2622 (02/16)


Human Drugs Postmarketing Surveillance and Epidemiology:  Human Drugs - 53 


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Allen Lou (301) 796-5652


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER 6.8


6.


DOMESTIC
INSPECTIONS


88
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


67.5
5940


950
6.25


FORM FDA 2621a (02/16) PAGE NO. 53-10ORA WORK PLANNING SHEET 


Foreign inspections include planned resources for Cadre, National Experts, Districts, and OIP staff.


District allocations may change based on assignments issued by the Center.


9. REMARKS
TOTAL OPERATIONAL FTEs


TOTAL HOURS 530


0.56
CONVERSION FACTOR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 53.0


950


 SAN FRANCISCO
 SEATTLE


PA


 REGIONAL STAFF


LA
B


S


 FORENSIC CHEM. CTR


 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA 10
HEADQUARTERS


ORGANIZATION


FOREIGN
INSPECTIONS


R
E
G
I
O
N


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


53001A


3. PROGRAM/ASSIGNMENT CODE(S)


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Enforcement of the Adverse Drug Experience Reporting Regulation Postmarketing Surveillance and Epidemiology: Human Drugs - 53


(b) (5), (b) (7)(E)







X   ORA X  CENTER 0.9


6.


DOMESTIC
INSPECTIONS


15
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


57.0
855
950
0.90TOTAL OPERATIONAL FTEs


9. REMARKS


Safety Compliance (CDER/OC/OSI).  
Because of the complexity and individuality of each REMS program, contact CDER at least 2 weeks before conducting inspection. Forward EIRs directly to CDER's Division of 


TOTAL HOURS
CONVERSION FACTOR


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA
HEADQUARTERS


ORGANIZATION


53001C


R
E
G
I
O
N


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Risk Evaluation and Mitigation System  (REMS) Postmarketing Surveillance and Epidemiology: Human Drugs - 53


(b) (5), (b) 
(7)(E)







FORM FDA 2621a (02/16) PAGE NO. 53-11       ORA WORK PLANNING SHEET 







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  150.5 46.3 78.6 275.4


1 Drug Process Inspections 56002, A-D, F-Q 76.4 76.6 153.0 56-13


2 Drug Process Inspections - Compressed Medical Gases 56002E 1.0 1.0 56-14


3 Drug Quality Sampling and Testing Program 56008A, L 25.0 25.0 56-15-16


4 Drug Product Surveillance - Imported Drugs 56008H 46.3 46.3 56-17


5 Drug Quality Reporting System - DQRS 56021A, B 8.0 8.0 56-18


6 Enforcement of the Prescription Drug Marketing Act (PDMA) 56022, A 0.9 0.9 56-19


7 Post-Approval Inspections/Investigations 56843 2.0 2.0 4.0 56-20


8 Pharmacy Compounding Assignments 56D015, 56D017 27.2 27.2 56-21


9 Forensic Evaluation and Sample Analysis 56R838 10.0 10.0 56-22


 PAGE NO. 56-12


Russ Wesdyk (301) 796-1552;  Beth Philpy (301) 796-3334; Allen Lou (301) 796-5652 Andrew Slarve (510) 337-6777; Michael Chasey (301) 796-
4516


FORM FDA 2622 (02/16)


Human Drugs Drug Quality Assurance - 56


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER


6.
CHEMIST ON MICRO ON DOMESTIC DOMESTIC DOMESTIC DOMESTIC


INSPECT- DOMESTIC FOREIGN INSPECT- INSPECT- SAMPLE SAMPLE SAMPLE SAMPLE METHOD 
IONS INSPECT- INSPECT- IONS IONS COLL COLL ANALYSIS ANALYSIS DEV


(1) IONS IONS (Hours) (Hours) (CHEM) (MICRO) CHEM MICRO MICRO
(2) (3)


1654 653 1001 12996 1197 156 80 156 80 3540
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


72.7 40.7 25.9
120246 12996 1197 6349 2072 3540


950 950 950 1180 1180 1180
126.57 13.68 1.26 5.38 1.76 3.00


FORM FDA 2621a (2/16) PAGE NO. 56-13


ORGANIZATION


TOTAL ORA


R
E
G
I
O
N


5.5
1298


       ORA WORK PLANNING SHEET 


950
1.37


(4) Resources may be used to collect DOC samples by districts as needed.


5. OPERATIONAL FTE POSITIONS


153.0


236


Note: Shaded columns are a subset of the total inspections.


(2) Foreign inspections will be completed by National Experts, Cadre, OIP and the districts.  


(3) Includes Microbiologists on inspections.


(1) District allocations may change as a result of CDER's final site selections. The Surveillance List is available with the FY17 Work Plan on the ORA Work Plan website. 


9. REMARKS                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     


FY 2017 ORA WORK PLAN  
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Drug Process Inspections Drug Quality Assurance - 56


October 1, 2016


4.  WORK ALLOCATION PLANNED BY3. PROGRAM/ASSIGNMENT CODE(S)


56002, A-D, F-Q, S


DOMESTIC


 REGIONAL STAFF


SAMPLE
COLL


(4)


 NEW YORK
 REGIONAL STAFF


 CINCINNATI
 DETROIT


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 NEW ENGLAND


HEADQUARTERS


 BALTIMORE


 ATLANTA
 FLORIDA


 PHILADELPHIA
 REGIONAL STAFF


 KANSAS CITY


 DALLAS


 NEW ORLEANS


CONVERSION FACTOR


 WEAC
HOURS PER OPERATION


 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


TOTAL OPERATIONAL FTEs


 SEATTLE


 LOS ANGELES
 SAN FRANCISCO


 DENVER


 SAN JUAN LAB
 SOUTHEAST REGIONAL LAB


LA
B


S


TOTAL HOURS


NE


CE


SE


SW


PA


 SAN JUAN
 REGIONAL STAFF


 CHICAGO


 MINNEAPOLIS
 NEW JERSEY


(b) (5), (b) (7)(E)







X   ORA X  CENTER 1.0


6.


DOMESTIC
INSPECTIONS


MEDICAL
GAS


30
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


32.1
963
950


1.01
CONVERSION FACTOR


9. REMARKS


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


TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


56002E


ORGANIZATION


R
E
G
I
O
N


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Drug Process Inspections - Compressed Medical Gases Drug Quality Assurance - 56


(b) (5), 
(b) (7)(E)







FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-14







X   ORA X  CENTER 25.0 [11.3]


6. DOMESTIC DOMESTIC
DOMESTIC IMPORT IMPORT DOMESTIC DOMESTIC


INVESTI- SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
GATIONS COLL COLL COLL ANALYSIS ANALYSIS


(Hours) MICRO CHEM MICRO CHEM MICRO


56008A 56008A 56008L 56008L 56008A 56008A
247 202 187 163 80 202


HQ
TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


40.4 28.6
247 3232 5777
950 1180 1180
0.26 2.74 4.90


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET  (Continued) PAGE NO. 56-15


Drug Quality Sampling and Testing Program


56008A, L 


DOMESTIC
SAMPLE


350


COLL


56008L


Reporting Guidance: Report domestic sample collections and sample analyses under 56008A.  Report import sample collections and sample analyses under 56008L.


Note: Shaded columns are a subset of the total domestic sample collected and import sample collected.


TOTAL OPERATIONAL FTEs 1.78 1.66
9. REMARKS


4.5
TOTAL HOURS 1692 1575
CONVERSION FACTOR 950 950


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 6.0


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


SW


 REGIONAL STAFF
 DALLAS


 SAN JUAN


 DENVER


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


 NEW JERSEY
 PHILADELPHIA


 CINCINNATI
 DETROIT
 MINNEAPOLIS


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


COLL


56008A


SAMPLE


CHEM
COLL


DOMESTIC
IMPORT
SAMPLE


56008A


DOMESTIC


5. OPERATIONAL FTE POSITIONS3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY


TOTAL ORA 282


R
E
G
I
O
N


80


ORGANIZATION


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Drug Quality Assurance - 56


(b) (5), (b) (7)(E)







X   ORA X  CENTER 25.0 [13.6]


6. DOMESTIC
IMPORT
SAMPLE


ANALYSIS
CHEM


56008L
187


HQ
TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


48.6
9088
1180
7.70


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-16


Drug Quality Sampling and Testing Program


CHEM


CONVERSION FACTOR 1180 1180
3097 3941


9. REMARKS
3.34


ESTIMATED HOURS PER OPERATION 19.0


IMPORT
SAMPLE


ANALYSIS
VAL/DEV


(Hours)


R
E
G
I
O
N


TOTAL OPERATIONAL FTEs 2.62


TOTAL HOURS


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 163 3941


MICRO


56008L


METHODS


ORGANIZATION


5. OPERATIONAL FTE POSITIONS


56008A, L 


 October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Drug Quality Assurance - 56


FY 2017 ORA WORK PLAN


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


DOMESTIC


(b) (5), (b) (7)(E)







X   ORA  CENTER 46.3


6.
INTERNATIONAL IMPORT IMPORT


IMPORT MAIL FACILITY IMPORT SAMPLE SAMPLE
ENTRY REVIEWS SAMPLE ANALYSIS ANALYSIS


REVIEW INV  COLL API FIN-DOSAGE
(Hours) (Hours) CHEM CHEM


18828 9336 304 177 125
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


1.0 17.9 19.6
18828 9336 304 3168 2450


1200 1200 950 1180 1180
15.69 7.78 0.32 2.69 2.08


- Filer Evaluations (operation code 95) PAC 99R833; 
- Import Entry Reviews (electronic and manual - operation code 14) PAC 56R833;  


Drug Product Surveillance - Imported Drugs


        56008H, 56R833, 56R824, 99R833


IMPORT
INVESTIGA-


TIONS


9. REMARKS


to these activities are to be reported under the LEX.


  Reporting Guidance: 


- Use CT PAC 56R845 when specific CT work is performed.
- Report finished dosage form drugs and APIs collected at the site of entry under 56008H.
- Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001/X;
- Follow-Up to Refusals 56R824, 63R824


(Hours)


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs 7.02


TOTAL HOURS 6669


1.56
950


(2) All Label Exams should be reported as LEX/LBL/56008H - Op Code 52. All routine label exams should include reconciliation exams and time associated


9.11
950 1200


0.5


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER


 FLORIDA
 NEW ORLEANS


 DETROIT


SE


 REGIONAL STAFF
 ATLANTA


 CINCINNATI


 MINNEAPOLIS


 PHILADELPHIA


CE


 REGIONAL STAFF
 BALTIMORE


 NEW JERSEY


 NEW YORK


 CHICAGO


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA 6669 17309 1872


ORGANIZATION


MAIL 
IMPORT


REVIEWS


R
E
G
I
O
N


EXAM


(Hours)
(1)


COURIER


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


8655 1872
ESTIMATED HOURS PER OPERATION


Drug Quality Assurance - 56


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


(2)


 SAN JUAN LAB


(b) (5), (b) (7)(E)







FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-17







X   ORA X  CENTER 8.0


6.
DOMESTIC


SAMPLE
INSPECTIONS ANALYSIS


CHEM


160 62
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


22.4 32.5
3584 2015
950 1180


3.77 1.71


56021A, 56021B


Drug Quality Reporting System (DQRS)/NDA-Field Alert Reporting


FARS
INVESTI-
GATIONS


DQRS


(Hours)


DOMESTIC


9. REMARKS


Note: Contact DPEM if additional hours are needed for any of the above operations.


TOTAL OPERATIONAL FTEs 2.03 0.49


TOTAL HOURS 1929 465
CONVERSION FACTOR 950 950


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 7.5


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


SW


 REGIONAL STAFF
 DALLAS
 DENVER


 SAN JUAN


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 NEW ORLEANS


 CINCINNATI
 DETROIT
 MINNEAPOLIS


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


NE
 REGIONAL STAFF
 NEW ENGLAND


HEADQUARTERS


 NEW YORK


R
E
G
I
O
N


5. OPERATIONAL FTE POSITIONS


TOTAL ORA 1929 62


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Drug Quality Assurance - 56


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


ORGANIZATION
COLL


SAMPLES 


District allocations may change based on assignments issued by the Center.


(b) (5), (b) (7)(E)







FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-18







X   ORA X  CENTER 0.9


6.


INSPECTIONS
(1)


32
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


20.0
640
950


0.67


If yes, per CPGM 7356.022 conduct a full inspection per PDMA & report all time to 56022. District allocations may change based on assignments issued by the Center.
(1) Every surveillance GMP inspection of a FDF Rx manufacturer should include time reported against this PAC for inquiring if they utilize the drug samling program.


(2) 56022A should only to be used for Center/HQ-directed investigations, and not part of surveillance inspections.


56022, 56022A


GATIONS
(Hours)


(2)


 WEAC


R
E
G
I
O
N


LA
B


S  NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB


228


SW


ESTIMATED HOURS PER OPERATION


PA


TOTAL HOURS 228


Sample collection and associated analysis is not required unless requested by Center/HQ.


CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 0.24


SE


 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF


9. REMARKS


 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF


 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS


 NEW ENGLAND
 NEW YORK
 REGIONAL STAFF
 BALTIMORE


TOTAL ORA


 CINCINNATI
 DETROIT


NE


CE


ORGANIZATION


 October 1, 2016
2. PPS PROJECT NAME/NUMBER


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN


3. PROGRAM/ASSIGNMENT CODE(S)


1. PROGRAM/ASSIGNMENT TITLE
Enforcement of the Prescription Drug Marketing Act (PDMA) Drug Quality Assurance - 56


HEADQUARTERS


 REGIONAL STAFF


 CHICAGO


INVESTI-


(b) (5), (b) (7)(E)







FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-19







X   ORA  CENTER 4.0


6.


DOMESTIC
INSPECTIONS


41
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


46.3
1898


950
2.00


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-20


TOTAL OPERATIONAL FTEs 2.00
9. REMARKS


TOTAL HOURS 1909
CONVERSION FACTOR 950


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 51.6


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA 37
HEADQUARTERS


ORGANIZATION


FOREIGN
INSPECTIONS


56843


R
E
G
I
O
N


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Post-Approval Inspections/Investigations  
 Drug Quality Assurance - 56


(b) (5), (b) (7)(E)







X   ORA X  CENTER 27.2


6.


DOMESTIC
INSPECTIONS SAMPLES


COLL
56D015 56D015


92 86
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


147.0 6.0
13524 516


950 950
14.24 0.54


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-21


Note: District allocations may change based on assignments issued by the Center.


Pharmacy Compounding Assignments


  56D015, 56D017


TOTAL OPERATIONAL FTEs 9.92 0.21 2.29
9. REMARKS


TOTAL HOURS 9427 200 2704
CONVERSION FACTOR 950


ESTIMATED HOURS PER OPERATION 171.4


950 1180


 SEATTLE


 SAN JUAN LAB
 WEAC


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS


 SAN JUAN


 DENVER


 NEW ORLEANS
 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 NEW YORK


CE


 REGIONAL STAFF


NE
 REGIONAL STAFF


 BALTIMORE


 DETROIT


 CHICAGO
 CINCINNATI


TOTAL ORA


INSPECTIONS INVESTI-


55


(Hours)


200


ANALYSIS


 NEW ENGLAND


2704


56D017


DOMESTIC


GATIONS
(Hours)


HEADQUARTERS


ORGANIZATION SAMPLE


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


R
E
G
I
O
N


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Drug Quality Assurance - 56


(b) (5), (b) (7)(E)







X   ORA  CENTER 10.0


6.
FORENSIC


CHEM
(Hours)


FORENSIC
EVALUATION


12050
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


12050
1205
10.00


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 56-22


Forensic Evaluation and Sample Analysis


56R831, 56R838


Report Forensic activities under the appropriate  PAC 56R838; Op code 03, Petition Evaluation, Methods Development or Forensic Evaluation;
Op code 41 or 43 domestic or import sample analysis, 56R838.  Report OCI related work to 56R831.
 


9. REMARKS


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SW


 REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA
HEADQUARTERS


ORGANIZATION


R
E
G
I
O
N


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Drug Quality Assurance - 56


(b) (5), 
(b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  8.9 1.6 10.5


1 Internet, Health Fraud, & OTC Monographs 63001A, 63D012 6.9 1.6 8.5 63-24


2 New Drugs Prescription without approved NDAs 63002 2.0 2.0 63-25


 PAGE NO. 63-23


Allen Lou (301) 796-5652 Andrew Slarve (510) 337-6777


FORM FDA 2622 (02/16)


Human Drugs Unapproved and Misbranded Drugs: - Human Drugs - 63


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 8.5


6.


INSPEC- IMPORT DOMESTIC
TIONS SAMPLE SAMPLE


COLL ANALYSIS
CHEM


71 72 131
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


22.0 2.0 28.9
1562 144 3786


950 950 1180
1.64 0.15 3.21


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 63-24


R
E
G
I
O
N


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Internet, Health Fraud, & OTC Monographs 


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


63001A, 63D012


ANALYSISCOLL


IMPORT
SAMPLEGATIONS


(Hours)


INVESTI-


(2)


DOMESTIC


(1)


214 99
HEADQUARTERS


 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE


NE
 REGIONAL STAFF


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


SE


 REGIONAL STAFF
 ATLANTA


 SAN JUAN


 FLORIDA


 PHILADELPHIA


 DALLAS
 DENVER


 NEW ORLEANS


SW


 REGIONAL STAFF


 LOS ANGELES
 SAN FRANCISCO


PA


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 NORTHEAST REGIONAL LAB


 REGIONAL STAFF


CONVERSION FACTOR


17.9


TOTAL OPERATIONAL FTEs


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


856


 PACIFIC REGIONAL LAB-NW


4.0


1.15 0.90 1.50
9. REMARKS


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION
1772


ORGANIZATION


 CHICAGO


TOTAL ORA 1093


TOTAL HOURS 1093


 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


950 1180


SAMPLE


950


Unapproved and Misbranded Drugs - 63


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


(2) Internet/health fraud samples to be collected by OEIO, Health Fraud Team and the districts.


(b) (5), (b) (7)(E)







X   ORA  CENTER 2.0


6.


INSPEC-
TIONS


45
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


38.0
1710


950
1.80


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 63-25


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Unapproved and Misbranded Drugs - 63New Drugs Prescription without approved NDAs


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


63002


R
E
G
I
O
N


ORGANIZATION


INVESTI-
GATIONS


(Hours)
(1)


TOTAL ORA 190
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT


SE


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 FLORIDA


 PHILADELPHIA


 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER


PA


 REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY


 SAN FRANCISCO


 SOUTHWEST IMPORT DISTRICT


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


CONVERSION FACTOR 950


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 190


 SEATTLE


LA
B


S


TOTAL OPERATIONAL FTEs 0.20
9. REMARKS


(1) Resources available as needed for any district.


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  12.0 12.0


1 Shelf Life Extension Projects 88R046 12.0 12.0 88-27


 PAGE NO. 88-26


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Donna  A. Porter (301) 796-6583 Andrew Slarve (510) 337-6777


FORM FDA 2622 (02/16)


Human Drugs ICA (Interagency Cooperative Activities) - 88


 6.  OPERATIONAL FTE 







X   ORA  CENTER 12.0


6.
DOMESTIC


SAMPLE
ANALYSIS


CHEM
(Hours)


14160
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


14160
1180
12.00


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 88-27


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


R
E
G
I
O
N


ORGANIZATION


TOTAL ORA
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES


 SOUTHEAST REGIONAL LAB


 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


9. REMARKS


Samples are not collected by FDA.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


Shelf Life Extension Projects


88R046


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


Interagency Cooperative Activities - 88


(b) (5), 
(b) (7)(E)





		CENTER SUMMARY

		46 Project Summary

		46832, B, C, M, P

		48 Project Summary

		48001, A

		48808, 09, A - 11,11F

		52 Project Summary

		52832, B, C, E, P

		53 Project Summary

		53001A

		53001C

		56 Project Summary

		56002, A-D, F-Q

		56002E

		56008A, L

		56008H

		56021A, B

		56022, A

		56843

		56D015 & 17

		56R838

		63 Project Summary

		63001A & 63D012

		63002

		88 Project Summary

		88R046










PPS
NO.


81


82


83


84


85


86


     
 


 







PROJECT TITLE
TOTAL


POSTMARKET ASSURANCE: DEVICES


COMPLIANCE: DEVICES


PRODUCT EVALUATION: DEVICES


SCIENCE: DEVICES


MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA) AUTHORITY


RADIATION CONTROL AND HEALTH SAFETY ACT (RCHSA) AUTHORITY


CENTER FOR DEVICES AND R  
RESOURCE SU


FY 201







TOTAL
OPERATIONAL


FTEs
DOMESTIC FOREIGN IMPORT DOMESTIC FOREIGN IMPORT


155.8 50.7 46.2 15.7 0.8 11.1 280.3


1.5 0.1 1.6


96.2 45.0 37.9 2.2 10.2 191.5


29.2 3.8 33.0


9.9 9.9


14.5 0.1 14.6


14.4 1.8 8.3 3.5 0.8 0.9 29.7


INSPECTIONAL FTES ANALYTICAL FTES


    RADIOLOGICAL HEALTH
 UMMARY


 7







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  1.6 1.6


1 Medical Device Problem Reporting- MDR Follow- up 81010 0.6 0.6 81-2


2 Enforcement Of The Medical Device Reporting (MDR) Regulation 81011 1.0 1.0 81-3


      PROJECT SUMMARY SHEET
FY 2017


2. PPS PROJECT NAME/NUMBER


Postmarket Assurance: Devices- 81


1. PROGRAM CATEGORY


Medical Devices and Radiological Health


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE
Brandi Stuart 301-796-6573 Archana Mathur 301-796-4393


ORA PLANNER/TELEPHONE







 PAGE NO. 81-1FORM FDA 2622 (02/16)







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


X   ORA  CENTER 0.6


6.
R
E DOMESTIC DOMESTIC DOMESTIC
G INSPEC- SAMPLE SAMPLE
I TIONS COLL ANALYSIS
O ENG ENG
N (1) (4)


79 1 1
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


5.00 8.20 37.00
395 8 37
950 950 1180
0.4 0.01 0.03


(3) Sterility testing to confirm reports of defective packaging and gross bacterial contamination of filth.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 81-2


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


81010


ORGANIZATION
DOMESTIC DOMESTIC DOMESTIC


INVESTI- SAMPLE SAMPLE
GATIONS COLL ANALYSIS


 (Hours) STER STER
(3)


TOTAL ORA 29 1 1


 NEW YORK


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


(2)


 DETROIT
 MINNEAPOLIS


 CINCINNATICE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW ORLEANS
SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DENVER


 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS


 SEATTLE


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


8.20 20.00
TOTAL HOURS 29 8 20


(4) MDR samples to confirm reported defects.


CONVERSION FACTOR 950 950 1180
TOTAL OPERATIONAL FTEs


(1) Inspections may be based on direct Center assignment, as a result of receiving problem reports which are significant, 


7. REMARKS


     or when a defect, injury, or death that has been reported directly to a district requires follow-up.
(2) Investigational hours for MDR followup at medical facilities.


0.03 0.01 0.02


ESTIMATED HOURS PER OPERATION


(b) (5), (b) (7)(E)







Enforcement Of The Medical Device Reporting (MDR) Regulation Postmarket Assurance: Devices - 81


X   ORA  CENTER 1.0


6.
R
E DOMESTIC
G INSPEC-
I TIONS
O
N


310
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


3.00
930
950


0.98


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 81-3


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


81011


ORGANIZATION


TOTAL ORA
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


7. REMARKS


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


(b) (5), 
(b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  98.4 48.0 45.0 191.5


1 Monitoring Devices of Foreign Origin - Import 82008 * 48.0 48.0 82-5


2 Inspection of Medical Device Manufacturers 82845, A- S 92.1 45.0 137.1 82-6-7


3 Center Initiated Assignments 82Z800 6.0 6.0 82-8


5 Forensic Evaluation and Sample Analysis 82R838 0.3 0.3 82-9


* In addition to PAC 82008, includes reporting


   PACs 82R824, 82R833, and 99R833, 82R320


 PAGE NO. 82-4


Brandi Stuart 301-796-6573 Archana Mathur 301-796-4393


FORM FDA 2622 (02/16)


Medical Devices and Radiological Health Compliance: Devices- 82


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







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


X   ORA  CENTER 48.0


6.
R ENTRY IMPORT IMPORT IMPORT IMPORT IMPORT
E REVIEW SAMPLE LABEL PRIVATE SAMPLE SAMPLE
G HOURS COLL EXAMS LAB ANALYSIS ANALYSIS
I (Physical) REVIEW MICRO ENG
O (Hours) MICRO (Hours) (Hours)
N (3)


26000 172 5220 590 172 400
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


2.00 21.90 19.07
26000 344 5220 590 3767 7628


1200 950 950 1180 1180 1180
21.67 0.36 5.49 0.50 3.19 6.49


- Filer Evaluations (operation code 95, PAC 99R833)


7. REMARKS


(1)  Import investigation hours are for filer evaluations, follow-up to refusals and other operations.
(2)  Import field exams (FEX) should be reported using Operation Code 21.
(3)  Import label exams (LEX) should be reported using Operation Code 52. 


- Int'l Mail Facility Review hours now consolidated with Entry Review hours, per DIO


950


0.30
TOTAL HOURS 4900 800 4110


TOTAL OPERATIONAL FTEs 5.16 0.84 4.33


ESTIMATED HOURS PER OPERATION 2.00


CONVERSION FACTOR 950 950


 SAN JUAN LAB
 WEAC


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


SW


 REGIONAL STAFF
 DALLAS
 DENVER


SE


 REGIONAL STAFF
 ATLANTA


 SAN JUAN


 FLORIDA
 NEW ORLEANS


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


TOTAL ORA 4900 400 13700


(Hours) ENG


ORGANIZATION


INVESTI- SAMPLE FIELD
GATION COLL EXAMS


 (Physical) 


IMPORT IMPORT IMPORT


(1) (2)


82008, 82R824, 82R833, 99R833, 82R320


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(b) (5), (b) (7)(E)







-  Follow-up to Refusals (PAC 82R824)


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 82-5







Inspection of Medical Device Manufacturers Compliance: Devices - 82


X   ORA X  CENTER 137.0 [134.3]


6.
R DOMESTIC FOREIGN DOMESTIC FOREIGN DOMESTIC FOREIGN
E INSPEC- INSPEC- FOR CAUSE FOR CAUSE FOR CAUSE FOR CAUSE
G TIONS TIONS INSPEC- INSPEC- HIGH RISK HIGH RISK
I LEVEL I LEVEL II TIONS TIONS INSPEC- INSPEC-
O CLASS 1 TIONS TIONS
N 82845A 82845B 82845G 82845G 82845H 82845H


250 594 152 15 95 74
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


32.00 61.65 71.24 60.00 62.04 70.00
8000 36620 10828 900 5894 5180


950 950 950 950 950 950
8.42 38.55 11.40 0.95 6.20 5.45


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET (CONTINUED) PAGE NO. 82-6


      as appropriate. 


7. REMARKS


(1) Please use the Risk Based Prioritized list provided by CDRH to inspect these firms, which is approximately 75% of the total goal. The risk based prioritized list is posted with
      the work plan on the WPB website. These operations have been planned using planning PAC 82845.  Please report all accomplishments using either  PAC 82845A or 82845B 


TOTAL OPERATIONAL FTEs 47.26 16.04
CONVERSION FACTOR 950 950
TOTAL HOURS 44901 15239
ESTIMATED HOURS PER OPERATION 37.70 93.49


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SEATTLE
 SAN FRANCISCO
 LOS ANGELESPA


 REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS


SW


 REGIONAL STAFF
 SAN JUAN


 FLORIDA
 ATLANTA


SE


 REGIONAL STAFF


 NEW ORLEANS


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT


 CHICAGO
 BALTIMORE


CE


 REGIONAL STAFF


 CINCINNATI


 NEW YORK
 NEW ENGLANDNE
 REGIONAL STAFF


HEADQUARTERS
TOTAL ORA 1191 893 163


(82845)  (1) 82845C
82845B 82845B LEVEL III


Class 2, 3 Class 2, 3 INSPEC-ORGANIZATION


TIONS TIONS COMPLIANCE


    82845A, 82845A, TIONS


INSPEC- INSPEC- DOMESTIC
DOMESTIC DOMESTIC


82845, A,B,C,G,H,L,M,S


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(b) (5), (b) (7)(E)







X   ORA X  CENTER 137.0 [2.7]


6.
R DOMESTIC DOMESTIC DOMESTIC DOMESTIC
E STERIL- INVESTI- SAMPLE SAMPLE
G IZATION GATIONS COLL ANALYSIS
I INSPEC-  ENG
O TIONS (Hours) 82845 82845
N 82845S 82845B (2) (3)


20 840 18 9  
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


10.0 7.58 45.05
200 840 136 405
950 950 950 1180


0.21 0.88 0.14 0.34


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET  PAGE NO. 82-7


7. REMARKS


(2) Domestic Sample Collections are planned using the new planning PAC (82845). Accomplishments for this operation should still be reported under the appropriate sub PAC. 
(3) Domestic Sample Analysis are planned using the new planning PAC (82845). Accomplishments for this operation should still be reported under the appropriate sub PAC.


950 1180
TOTAL OPERATIONAL FTEs 0.50 0.50 0.14
CONVERSION FACTOR 950


17.94
TOTAL HOURS 479 479 161
ESTIMATED HOURS PER OPERATION


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SEATTLE
 SAN FRANCISCO
 LOS ANGELESPA


 REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS


SW


 REGIONAL STAFF


 NEW ORLEANS
 SAN JUAN


 FLORIDA


 REGIONAL STAFF
 ATLANTA


SE


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS


 CINCINNATI
 DETROIT


 CHICAGO


 REGIONAL STAFF
 BALTIMORE


CE


 NEW YORK


 REGIONAL STAFF
 NEW ENGLANDNE


479 9
HEADQUARTERS


TOTAL ORA 479


82845L 82845M (3)


MDSAP MICRO
(Hours) (Hours) 82845


INVESTI- SAMPLE
GATIONS GATIONS ANALYSISORGANIZATION


INVESTI-


MDSAP


AUDITS/ AUDITS/ DOMESTIC


82845, A,B,C,G,H,L,M,S


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


Inspection of Medical Device Manufacturers Compliance: Devices - 82


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(b) (5), (b) (7)(E)







X   ORA  CENTER 6.0


6.
R DISTRICT/
E SPECIALIZED INSPEC- DOMESTIC
G LABORATORY TIONS SAMPLE
I CENTER- ANALYSIS
O INITIATED MICRO
N


24 8
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


60.00 53.80  
1440 430


950 1180
1.52 0.36


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 82-8


 WEAC


 PHILADELPHIA


 CHICAGO
 CINCINNATI


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN LAB


 PACIFIC REGIONAL LAB-NW


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 BALTIMORE


 SAN JUAN


 NEW YORK


 DETROIT


 REGIONAL STAFF


HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


8.00


 REGIONAL STAFF


 ATLANTA
 FLORIDA
 NEW ORLEANS


 MINNEAPOLIS
 NEW JERSEY


 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


1.04 3.01
7. REMARKS


(1) This operation is to be primarily used for in-lab methods and accompanying research that is performed in response to an emerging Center need or request. 
      (e.g.  gowns testing research. Silimed methods and sample analysis).
(2) Please use OP code 92 (Technical Assistance) to report accomplishments for Alternate Path Activities.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


64 1225 2860
950 1180 950
0.07


ACTIVITIES
(Hours) (Hours)


(1)


DOMESTIC DEVELOP- ALTERNATE
SAMPLE MENT PATH


COLL


 REGIONAL STAFF


 DALLAS


METHOD


ENG


LA
B


S


NE


PA


SW


SE


(2)


5. OPERATIONAL FTE POSITIONS


82Z800


4.  WORK ALLOCATION PLANNED BY


CE


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Center Initiated Assignments Compliance: Devices - 82


3. PROGRAM/ASSIGNMENT CODE(S)


8TOTAL ORA 1225 2860


(b) (5), (b) (7)(E)







X   ORA  CENTER 0.3


6.
R DISTRICT/ FORENSIC
E SPECIALIZED ANALYSIS
G LABORATORY CHEM
I (Hours)
O
N


362
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 
362


1205
0.30


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 82-9


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Forensic Evaluation and Sample Analysis Compliance: Devices - 82


 REGIONAL STAFF
 DALLAS


 PACIFIC REGIONAL LAB-NW


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


 REGIONAL STAFF


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


82R838


 REGIONAL STAFF


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


 SAN JUAN LAB
 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-SW


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN


 BALTIMORE


 NEW YORK


HEADQUARTERS
TOTAL ORA


 CHICAGO
 CINCINNATI
 DETROIT


 NEW ENGLANDNE


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


CE


LA
B


S


PA


SW


SE


 WEAC


7. REMARKS


(b) (5), 
(b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  29.2 3.8 33.0


1 Medical Device Premarket Approval and Postmarket Inspections:


   Premarket Approval Inspections 83001 4.2 1.6 5.8 83-11


   Postmarket Approval Inspections 83001A 1.5 1.0 2.5 83-11


Bioresearch Monitoring


2 Good Lab Practice Prgm(Nonclinical Labs) 83808 0.3 0.3 83-12


3 Institutional Review Board(IRB/ IRC) Prgm 83809 3.4 3.4 83-12


4 Sponsor,Monitor, Contract Research Org.Prgm 83810 4.2 0.2 4.5 83-12


5 Clinical Investigators 83811 15.6 1.0 16.6 83-12


 PAGE NO. 83-10


Zack Showman 301-796-5818 Archana Mathur 301-796-4393


FORM FDA 2622 (02/16)


Medical Devices and Radiological Health Product Evaluation: Devices- 83


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 8.3


6. DOMESTIC FOREIGN
R DISTRICT/ INSPEC- INSPEC-
E SPECIALIZED TIONS TIONS
G LABORATORY PRE- POST-
I APPROVAL APPROVAL
O 83001 83001A
N  


90 21
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


44.19 44.00
3977 924


950 950
4.19 0.97


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 83-11


 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 SAN JUAN LAB
 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-SW


 WEAC


 PACIFIC REGIONAL LAB-NW


 REGIONAL STAFF
 LOS ANGELES


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 NORTHEAST REGIONAL LAB


7. REMARKS


If additional resources are needed by any particular district, please contact Archana Mathur at DPEM for possible re-allocation of inspectional resources. 


50.00 47.66
1550


950 950CONVERSION FACTOR
TOTAL OPERATIONAL FTEs 1.63 1.51


1430
ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SAN JUAN
 REGIONAL STAFF
 DALLAS


 REGIONAL STAFF


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


 PHILADELPHIA


 BALTIMORE


 MINNEAPOLIS
 NEW JERSEY


 NEW YORK


31
HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


30


SW


SE


TOTAL ORA


 CHICAGO
 CINCINNATI


LA
B


S


PA


NE


83001


CE
 DETROIT


83001A


PRE- POST
APPROVAL APPROVAL


FOREIGN DOMESITC
INSPEC- INSPEC-
TIONS TIONS


5. OPERATIONAL FTE POSITIONS


83001, A


3. PROGRAM/ASSIGNMENT CODE(S)


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Medical Device Premarket Approval and Postmarket Inspections Product Evaluation: Devices - 83


4.  WORK ALLOCATION PLANNED BY


(b) (5), (b) (7)(E)







X   ORA  CENTER 24.7


6.
R DOMESTIC DOMESTIC FOREIGN
E INSPEC- INSPEC- INSPEC-
G TIONS TIONS TIONS
I
O 83808 83811 83811
N


5 200 11  
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


60.00 74.24 84.00
300 14848 924
950 950 950


0.32 15.63 0.97


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 83-12


DOMESTIC


PA


SW


SE


INSPEC-
TIONS


INSPEC-
FOREIGNDOMESTIC


INSPEC-


51 3


NE


83810 83810


TIONS TIONS


CE


 REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


ORGANIZATION


TOTAL ORA


 CHICAGO
 CINCINNATI
 DETROIT


83809


58


78.54 72.00


5. OPERATIONAL FTE POSITIONS


 BALTIMORE


 NEW YORK


HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


FY 2017 ORA WORK PLAN  October 1, 2016


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


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


Bioresearch Monitoring Product Evaluation: Devices - 83


 REGIONAL STAFF
 ATLANTA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 SAN JUAN


 SOUTHEAST REGIONAL LAB


 REGIONAL STAFF
 DALLAS


 PACIFIC REGIONAL LAB-SW


950


55.00
3190


 SOUTHWEST IMPORT DISTRICT


 SAN JUAN LAB


 NORTHEAST REGIONAL LAB


 SEATTLE


 FORENSIC CHEM. CTR


0.234.223.36


216


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


950 950


83808, 83809, 83810, 83811


CONVERSION FACTOR


 WEAC


 DENVER
 KANSAS CITY


TOTAL OPERATIONAL FTEs
7. REMARKS


 PACIFIC REGIONAL LAB-NW


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 4006


LA
B


S


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  9.9 9.9


1 Test Method Development and Evaluation 84Z002 5.9 5.9 84-14


2 Methods Validation/Development Program 84R816 4.0 4.0 84-15


 


Medical Devices and Radiological Health Science: Devices - 84


 6.  OPERATIONAL FTE 


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







 PAGE NO. 84-13


Brandi Stuart 301-796-6573 Archana Mathur 301-796-4393


FORM FDA 2622 (02/16)


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







  ORA X  CENTER 5.9


6.
R DISTRICT/ METHOD
E SPECIALIZED DEVELOP-
G LABORATORY MENT
I ENG
O (Hours) 
N  (1)


6962
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


6962
1180
5.90


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 84-14


 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 WEAC
 SAN JUAN LAB
 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-NW


 REGIONAL STAFF
 LOS ANGELES


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


7. REMARKS


(1) Above resources are for participation in the development of test methods and testing protocol. Projects will be coordinated by the CDRH  Laboratory Staff.


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


CONVERSION FACTOR


LA
B


S


PA


SW


SE


 SAN JUAN
 REGIONAL STAFF
 DALLAS


TOTAL OPERATIONAL FTEs


 REGIONAL STAFF


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 BALTIMORE


 NEW YORK


HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


 CHICAGO
 CINCINNATI
 DETROIT


NE


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


CE


84Z002


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Test Method Development and Evaluation Science: Devices - 84


(b) (5), 
(b) (7)(E)







X   ORA  CENTER 4.0


6. APPLIED
R DISTRICT/ TECHNOLOGY
E SPECIALIZED CENTER
G LABORATORY METHOD
I DEVELOPMENT
O MIC
N (Hours) 


2360
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 
2360
1180
2.00


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 84-15


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 SAN JUAN LAB
 SOUTHEAST REGIONAL LAB


 WEAC


 PACIFIC REGIONAL LAB-NW


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


7. REMARKS
2.00


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


1205


LA
B


S


PA


SW


SE


 SAN JUAN
 REGIONAL STAFF
 DALLAS


 REGIONAL STAFF


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 BALTIMORE


2410


 NEW YORK


2410
HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


 CHICAGO
 CINCINNATI
 DETROIT


CE


ATION


NE


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


MIC
(Hours)


MENT/ 
VALID-


METHOD
DEVELOP-


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


84R816


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Methods Validation/Development Program Science: Devices - 84


3. PROGRAM/ASSIGNMENT CODE(S)


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  14.5 0.1 14.6


1 Mammography Facilities Inspection Program 85014 A,C,F 14.5 0.1 14.6 85-17


Kate Sheridan. 301-796-5714 Archana Mathur 301-796-4393


Medical Devices and Radiological Health Mammography Quality Standards Acts (MQSA) Authority - 85


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







 PAGE NO. 85-16FORM FDA 2622 (02/16)







X   ORA X  CENTER 14.6  


6.
R DISTRICT/ DOMESTIC DOMESTIC AUDIT OTHER TECHNICAL TECHNICAL
E SPECIALIZED INSPEC- VHA INVESTI- OPERA- ASSITANCE ASSISTANCE
G LABORATORY TIONS INSPEC- GATIONS TIONS NON-RRHR RRHR
I TIONS (Hours) (Hours) (Hours) (Hours) 
O 85014 85014 85014A 85014C 85014C 85014C
N (1) (2) (4) (5)


759 58 3185 1210 3880 1200
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


8.0 8.0
6072 464 3185 1210 3880 1200
1160 1160 1160 1160 1160 1200
5.23 0.40 2.75 1.04 3.34 1.00


FY 2017 ORA WORKPLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Mammography Facilities Inspection Program Mammography Quality Standards Act (MQSA) Authority - 85


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


85014 A,C,F


FOREIGN DOMESTIC DOMESTIC
INSPEC- FED FACIL INSPEC-
TIONS INSPEC- TIONS


TIONS FOLLOW-UP
85014 85014 85014F


TOTAL ORA 14 105 5
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 10.0 8.0 7.0
TOTAL HOURS 140 840 35
CONVERSION FACTOR 1160 1160 1160
TOTAL OPERATIONAL FTEs 0.12 0.72 0.03
7. REMARKS
Regional Radiological Health Representatives (RRHR) should report all technical assistance and coordination hours 
(1) Certified non-federal Mammography Facility not covered by state contracts
(2) Compliance Activities: Inspection Follow-Up Activities (Non-Warning Letter).
(3) Compliance Activities: Warning Letters.
(4) Technical Assistance and Coordination Activities: Non-RRHRs.
(5) Techical Assistance and Coordination Activities: RRHRs.
RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS 


(b) (5), (b) (7)(E)







FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 85-17







Radiation Control and Health Safety Act (RCHSA) Authority - 86


3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  18.8 8.3 2.6 29.7


1 Inspection of Manufacturers of Laser Products 86001 3.3 0.8 4.1 86-19


2 Field Implementation of Sunlamp Regs 86002 0.4 0.2 0.6 86-20


3 Field Compliance Testing of Diagnostic X-Ray Equipment 86003 5.2 0.8 6.0 86-21


4 Compliance Testing of Electronic Products at WEAC 86006 (A, D, E) 3.3 0.8 4.1 86-22


5 Imported Electronic Products 86007 0.9 8.3 9.2 86-23


6 Medical Device and Radiological Health Use Control Policy 86008 3.0 3.0 86-24


7 Emergency Planning and Response Activities 86009 2.0 2.0 86--24


8 Center Initiated Assignments- EPRC 86Z800 0.7 0.7 86-25


 PAGE NO. 86-18


Deniz Mackey 301-796-5908 Archana Mathur 301-796-4393


FORM FDA 2622 (02/16)


Medical Devices and Radiological Health


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 4.1


6.
R DISTRICT/   
E SPECIALIZED DOMESTIC DOMESTIC TECHNICAL OEI 
G LABORATORY INSPEC- SAMPLE ASSISTANCE/ IMPROVE-
I TIONS COLL TRAINING MENT
O DOC (Hours) (Hours)
N (1) (4) 86R876


95 17 751 760
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


10.00 5.50
950 94 751 760
950 950 950 950
1.00 0.10 0.79 0.80


(1) Inspections should be conducted on manufacturers of Class IIIb and Class IV products. For medical lasers, a joint QSIT and electronic product radiation control inspection


(4) To include all other activities such as technical assistance, coordination, and training.
     testing refers to testing at a fixed installation, while an inspection (1) of a non-fixed laser light show would be considered an inspection.


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


7. REMARKS
0.79 0.37


222
950


 LOS ANGELES


LA
B


S


(3) Field tests may be conducted for any laser products located at a user facility. (Class IIIb or IV medical, industrial and commercial lasers, including laser light show projectors). Field 


 PACIFIC REGIONAL LAB-NW


 FORENSIC CHEM. CTR


 WEAC
 SAN JUAN LAB


      should be conducted.
(2) Foreign inspections to be conducted by WEAC Analysts and other EOS Specialists. 


TOTAL OPERATIONAL FTEs
1180 950CONVERSION FACTOR


TOTAL HOURS 930 352
3.00


 SAN FRANCISCO
 SEATTLE


 SOUTHEAST REGIONAL LAB


 MINNEAPOLIS


31.00


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF


 REGIONAL STAFF
 DALLAS


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS


 REGIONAL STAFF


 NEW JERSEY
 PHILADELPHIA


 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT


 SAN JUAN


352TOTAL ORA


 NEW YORK


30
HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


CE


(2)


ESTIMATED HOURS PER OPERATION


(ENG) (Hours)


PA


SW


NE


SE


FOREIGN DOMESTIC


TIONS GATIONS
INSPEC- INVESTI-


86001


 Authority - 86


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Inspection of Manufacturers of Laser Products Radiation Control and Health Safety Act (RCHSA)


0.23


FIELD
EXAMS/
TESTS


(3)


74


(b) (5), (b) (7)(E)







FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 86-19







X   ORA  CENTER 0.6


6.
R DISTRICT/
E SPECIALIZED DOMESTIC TECHNICAL
G LABORATORY INSPEC- ASSIST-
I TIONS ANCE
O (Hours)
N (1) (3)


12 76
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


16.05
193 76
950 950
0.20 0.08


(3) To include all other activities such as technical assistance, coordination and training


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


Field Implementation of Sunlamp Regs Radiation Control and Health Safety Act (RCHSA)


 Authority - 86


86002


FOREIGN FIELD


TIONS TESTS
 


INSPEC EXAMS/


TOTAL ORA 5 30


(2)


NE
 REGIONAL STAFF


HEADQUARTERS


 NEW YORK
 NEW ENGLAND


CE


 REGIONAL STAFF


 CINCINNATI
 CHICAGO
 BALTIMORE


 ATLANTA


 MINNEAPOLIS
 DETROIT


 PHILADELPHIA
 NEW JERSEY


SE


 REGIONAL STAFF


 NEW ORLEANS
 SAN JUAN


 FLORIDA


SW


 REGIONAL STAFF


 KANSAS CITY
 DENVER
 DALLAS


 SOUTHWEST IMPORT DISTRICT


 SAN FRANCISCO
 LOS ANGELESPA


 REGIONAL STAFF


 SEATTLE


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB
 WEAC


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


TOTAL HOURS 180 132
ESTIMATED HOURS PER OPERATION 36.00 4.40


0.19 0.14
CONVERSION FACTOR 950 950


(1) Inspectional figures are only for biennial or for cause inspections of manufactures of sunlamp products (e.g. sunlamps, booths, or beds).  A joint QSIT and electronic productradiation 
control inspection should be conducted. Examination of sunlamp products at a user facility (e.g. tanning parlor, athletic club) are NOT counted as inspections because they are field tests.
(2) Each sunlamp product tested may be counted as a field test, even if located in a single facility. 


7. REMARKS
TOTAL OPERATIONAL FTEs


(b) (5), (b) (7)(E)







FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 86-20







X   ORA  CENTER 6.0


6  
R DISTRICT/ OEI TECHNICAL
E SPECIALIZED DOMESTIC IMPROVE- ASSIST-
G LABORATORY INSPEC- MENT ANCE
I TIONS (Hours) (Hours) 
O 86R876
N (1)


122 760 100
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


15.5
1891 760 100


950 950 950
1.99 0.80 0.11


FY 2017 ORA WORKPLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Field Compliance Testing of Diagnostic X-Ray Equipment Radiation Control and Health Safety Act (RCHSA)


Authority - 86


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


86003


DOMESTIC METHOD
FOREIGN INVESTI- DEVELOP-
INSPEC- GATIONS MENT
TIONS (Hours) (Hours)


TOTAL ORA 19 1986 248
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
SAN JUAN LAB
 WEAC


ESTIMATED HOURS PER OPERATION 39.0
TOTAL HOURS 741 1986 248
CONVERSION FACTOR 950 950 1180
TOTAL OPERATIONAL FTEs 0.78 2.09 0.21
7. REMARKS
(1) - Domestic inspections allocated as per firm listing received from CDRH. 


(b) (5), (b) (7)(E)







FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 86-21







  ORA X  CENTER 4.1


6. FOREIGN DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC 
R DISTRICT/ INSPEC- SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE 
E SPECIALIZED TIONS COLLECTION ANALYSIS ANALYSIS ANALYSIS ANALYSIS
G LABORATORY (ENG) NON-MED MICROWAVE X-RAY NON-MED SUN
I LASERS   LASERS LAMPS
O 86006E 86006A 86006D 86006E 86006G
N (1) (2)   (3)


10 50 70 4 50 20
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


88.07 4.00 13.5 287.8 19.8 19.8
881 200 944 1151 989 396


1180 1180 1180 1180 1180 1180
0.75 0.17 0.80 0.98 0.84 0.34


(1) Foreign inspections should be conducted at electronic product manufacturers. For any inspections of radiation- emitting medical device manufacturers, a joint QSIT and electronic product
     radiation control inspection should be conducted.
(2) Domestic Sample Collection of Sunlamps (WEAC) should be conducted under newly created PAC, 86006G. 


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 86-22


(3) Domestic Sample Analysis of Sunlamps (WEAC) should be conducted under newly created PAC, 86006G. 


SAMPLE
COLLECTION


SAMPLE
COLLECTION
MICROWAVE


 


0.12 0.01 0.07TOTAL OPERATIONAL FTEs


140 8 80
1180 1180 1180


TOTAL HOURS
CONVERSION FACTOR


7. REMARKS


2.00
 WEAC
SAN JUAN LAB


2.00 4.00


 SOUTHEAST REGIONAL LAB


ESTIMATED HOURS PER OPERATION


LA
B


S


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER


 BALTIMORE


 NEW YORK


70
HEADQUARTERS


TOTAL ORA


 CHICAGO


 REGIONAL STAFF
 NEW ENGLAND


PA


SW


SE


CE  CINCINNATI
 DETROIT


 REGIONAL STAFF


 REGIONAL STAFF
 ATLANTA
 FLORIDA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 NEW ORLEANS


NE


4
 


SUNX-RAY
LAMPS


20


DOMESTIC DOMESTIC


86006A 86006D 86006G
 


SAMPLE
COLLECTION


86006 A,D,E


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Compliance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA)


Authority - 86


DOMESTIC


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


(b) (5), (b) (7)(E)







X   ORA  CENTER 9.3


6.
R DISTRICT/ IMPORT IMPORT IMPORT
E SPECIALIZED ENTRY SAMPLE SAMPLE
G LABORATORY REVIEW COLL ANALYSIS
I (Hours) ENG
O 86R833
N


7000 110 110
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


2.00 9.88
7000 220 1087
1200 950 1180
5.83 0.23 0.92


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 86-23


(2) Import label exams (LEX) should be reported using OP code 52. 


-  Filer Evaluations (OP code 95, PAC 99R833)
-  Follow-up to Refusals (PAC 86R824)


TOTAL OPERATIONAL FTEs 1.68 0.39 0.21
7. REMARKS


(1) Import investigation hours are for filer evaluations, follow-up to refusals, and other operations.


TOTAL HOURS 1600 375 200
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3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(b) (5), (b) (7)(E)







  ORA X  CENTER 5.0


6. TECHNICAL
R DISTRICT/ ASSIST-
E SPECIALIZED  ANCE
G LABORATORY (Hours)
I RRHR
O 86008
N (1)
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 PHILADELPHIA LAB
 SAN FRANCISCO LAB


3600
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3.00


ESTIMATED HOURS PER OPERATION
TOTAL HOURS
CONVERSION FACTOR


(2) Regional Radiological Health Representatives (RRHR) for technical assistance to state and local agencies regarding emergency response planning, reviewing, 
     and evaluating emergency plans related to nuclear power plant.
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(1) Miscellaneous hours for Regional Radiological Health Representatives (RRHR) for  federal/state liaison activities includes coordination, technical assistance, and other 
      activities for following PAC codes: 86002, 86003, 86004, 86008 and 86009.
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3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA)


Authority - 86


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
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5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN  October 1, 2016


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


1. PROGRAM/ASSIGNMENT TITLE


Center Initiated Assignments - EPRC


2. PPS PROJECT NAME/NUMBER


Radiation Control and Health Safety Act (RCHSA) 


Authority- 86


9. REMARKS


(1) Inspections will only cover Electronic Product and Radiation Control (EPRC) requirements under existing compliance programs, with additional guidance to be provided 
     by CDRH. 


  - Inspectional resources have been planned at the national level in order to provide greater flexibility for the center to assign inspections to any district.
  - Districts may utilize resources as needed to perform inspections assigned by the Center.


(b) (5), 
(b) (7)(E)





		Summary

		PROJ81

		81010

		81011

		PROJ82

		82008

		82845

		82Z800

		82R838

		PROJ83

		83001

		83808-83811

		PROJ84

		84Z002

		84R816

		PROJ85

		85014

		PROJ86

		86001

		86002

		86003

		86006

		86007

		86008, 86009

		86Z800










TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN


TOTAL 923.9 442.7 60.8 1427.4


3 FOODBORNE BIOLOGICAL HAZARDS 657.7 301.6 60.8 1020.1


4 PESTICIDES AND CHEMICAL CONTAMINANTS 106.2 73.0 179.2


7 MOLECULAR BIOLOGY AND NATURAL TOXINS 19.7 10.6 30.3


9 FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 0.6 14.1 14.7


18 TECHNICAL ASSISTANCE: FOOD AND COSMETICS 78.7 78.7


21 FOOD COMPOSITION, STANDARDS, LABELING AND ECONOMICS 49.4 39.7 89.1


29 COLOR AND COSMETICS TECHNOLOGY 11.6 3.7 15.3


OPERATIONAL FTES


CENTER FOR FOOD SAFETY AND APPLIED NUTRITION
RESOURCE SUMMARY


FY 2017







3.  NO. 4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  657.7 301.6 60.8 1020.1


1 Foodborne Biological Hazards 03F810* 140.9 283.0 423.9 03-2-6


2 Domestic High Risk Inspections 03F811* 119.5 119.5 03-7


3 Domestic Non-High Risk Inspections 03F812* 72.9 72.9 03-8


4 Preventive Control Inspections 03014 15.9 1.4 17.3 03-9


5 Responsive Investigative/Laboratory Operations 03F813* 166.3 18.6 11.4 196.3 03-10-12


6 CFSAN Environmental Sampling Assignments 03F830* 142.1 142.1 03-13-14


7 Foreign Foods Inspections 03R233 48.0 48.0 03-15


*  These PACS are for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC.


 PAGE NO. 03-1


Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912


FORM FDA 2622 (02/16)


Food and Cosmetics Foodborne Biological Hazards- 03


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET


FY 2017
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER 423.9 [153.33]


6. IMPORT DOMESTIC FSVP IMPORT PRIOR
R ENTRY IMPORTER IMPORTER INVEST- NOTICE
E REVIEW INSP DOMESTIC IGATION REVIEW
G ORGANIZATION INSPECTION


I (HOURS) (HOURS) (HOURS)
O 03R833 03844H 03R878
N (1) (4) (5) (6)


TOTAL ORA 106971 356 600 14250 32400
HQ


NE


CE


SE


SW


PA


16.0 16.0
106971 5696 9600 14250 32400


1200 950 950 950 1200
89.14 6.00 10.11 15.00 27.00


(6) Import Investigation Hours: Resources are for Import Filer Evaluations (OP code 95, PAC 99R833), Follow-up to Refusals (marking and tracking the deposition of detained lots)
  and other operations as required by the District to cover program priorities. 


(7) Continuation of sample collection and analysis of micro greens and kale from FY16. District distributions will be provided at the end of FY16 based on accomplishments.
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TOTAL OPERATIONAL FTEs
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7. REMARKS


CONVERSION FACTOR 950 950


TOTAL LABORATORY
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TOTAL FIELD
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 NEW ENGLAND


3rd PARTY 


2850 75 280


DOMESTIC


(7)
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Foodborne Biological Hazards Foodborne Biological Hazards - 03


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


03F110, 03R833, 03R872


ACCRED-
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CERT
ACTIVITIES


EXPORTER 


  October 1, 2016


03F810, 03819, 03844/H, 03F860, 03R816,03R320, 03R843


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN


HEADQUARTERS


 CINCINNATI


 NEW YORK


 CHICAGO


REGIONAL STAFF


SAMPLE
COLLECTION


EMERG TREND


03F110


recognized Accreditation Bodies. 
(3) Exporter Listing Activities resources are to be used for EU (or other applicable countries) activties (including dairy, gelatin and seafood).


(1) Import Entry Review Hours: Resources for these activities cover all Import Foods/Cosmetic Programs.  Includes time for International Mail Facility and  Courier Review 


 BALTIMORE


(2) (3) 


NOTE: PAC 03F810 is for planning purposes only.  Accomplished work must be reported against the appropriate program or assignment PAC.  
Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


Hrs. Foods entry review work should be reported under PAC 03R833 and Cosmetics should be reported under 29R833 using operation 14 (Import Investigation).


(4) Resources for Importer Inspections. Importer Inspections are to ascertain if the importer has complied with Seafood HACCP, not to perform filer inspections. 


(2) Resources for activities include application reviews and on site evaluations of Accreditation Bodies that apply for the Third-Party Certification Program, and audits of 


(5) FSVP may include foreign and import activities: the verification activities could include annual onsite audits of a foreign supplier’s facility, sampling and testing of food, or a review 
of the supplier’s relevant food safety records. Work should be reported under appropriate PACs and Op codes. 


(b) (5), (b) (7)(E)
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X   ORA  CENTER 423.9 [52.2]


6. DOMESTIC DOMESTIC IMPORT IMPORT IMPORT
R SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
E COLLECTION COLLECTION COLL COLLECTION COLL
G ORGANIZATION TBD SEAFOOD ASSIGN


I CUCUMBER MICRO TBD
O 03F860  (HOURS) 03844 03819 03F860
N (8)(9) (8)


TOTAL ORA 64 10232 3300 5495 1160
HQ


NE


CE


SE


SW


PA


6.0 2.0 2.0 2.0
384 10232 6600 10990 2320
950 950 950 950 950


TOTAL OPERATIONAL FTEs 0.40 10.77 6.95 11.57 2.44


(8) Collection and analysis of Surveillance Sampling Commodities including: cucumber, hot pepper, and other TBD products aimed to establish baseline prevalence of selected pathogens


remaining work for each District. If a district completes this FY16 assignment in FY16, there will be no additional work assigned for FY17.
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Foodborne Biological Hazards Foodborne Biological Hazards - 03
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FY 2017 ORA WORK  PLAN   October 1, 2016


5. OPERATIONAL FTE POSITIONS


03F110, 03R833, 03R872
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2980


(9) This is a continuing assignment from FY16.  Any unaccomplished work from FY16 will carry over to FY17.  The FY17 Work Plan will be updated (after FY16 close out) to reflect the 


(8)(9) (8)


  Sampling Program. District distributions will be provided throughout FY17.
for the microbiolgical surveillance sampling program.  CFSAN will issue an assignment with instructions for sample collection/analysis.  Report time under 03F860- FDA Surveillance 


(b) (5), (b) (7)(E)
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X   ORA  CENTER 423.9 [71.8]


6. IMPORT IMPORT DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R SAMPLE FIELD SAMPLE SAMPLE SAMPLE SAMPLE 
E COLLECTION EXAMS ANALYSIS ANALYSIS ANALYSIS ANALYSIS
G ORGANIZATION TBD ASSIGN TBD


I CUCUMBER MICRO CUCUMBER HOT PEPPER MICRO
O 03F860 03F860 03F860 03F860  (HOURS)
N  (8)(9) (11)  (8)(9)  (8)(9)


TOTAL ORA 203 98394 2980 64 53 16063
HQ


NE


CE


SE


SW


PA


3.0 0.2 12.0 14.5 14.5
609 19679 35760 928 769 16063
950 950 1180 1180 1180 1180


TOTAL OPERATIONAL FTEs 0.64 20.71 30.31 0.79 0.65 13.61


(10) LACF/AF field exams are to include pH and canned seam evaluation. Field exams are to be reported under Op 53 and Label Exam/Review under Op 51.
(11) All routine Import Field Exam activities conducted during an exam should routinely include: reconcilliation exams, container integrity,  source country and exams, 


Label Exams/Reviews should be reported under PPS21 using appropriate PAC, and OASIS codes for work type (LEX), PAF (LBL/NIS), Activity Number (27/43).
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5. OPERATIONAL FTE POSITIONS4.  WORK ALLOCATION PLANNED BY


FY 2017 ORA Work Plan   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE


3. PROGRAM/ASSIGNMENT CODE(S)


 CHICAGO


 NEW YORK


 PHILADELPHIA


suspicions are raised while conducting routine work requiring follow-up, should an additional exam and time be reported under the CT PAC (03R845, 04R845, etc.). 


03F110


TOTAL FIELD


 (8)(9) (10) (7)


and intentional adulteration. These are to be reported as a single import field exam. Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism 


(b) (5), (b) (7)(E)
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4.  WORK ALLOCATION PLANNED BY


X   ORA  CENTER 423.9 [97.9]


6. IMPORT IMPORT IMPORT IMPORT IMPORT IMPORT SCREENING
R SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE STATION
E ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS IMPORT
G ASSIGN MICRO MICRO SAMP ANALYSIS


I MICRO CUCUMBER HOT PEPPER CHEM  MICRO  FILTH MICRO
O 03F860 03F860 03F860  03819  03819 03819 03R872
N  (8)  (8) (9)  (8) (9) (12)


TOTAL ORA 1160 203 213 1014 5495 695 300
HQ
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SE


SW


PA


12.0 14.5 14.5 6.8 10.0 6.8 12.0
13920 2944 3089 6895 54950 4726 3600


1180 1180 1180 1180 1180 1180 1180
TOTAL OPERATIONAL FTEs 11.80 2.49 2.62 5.84 46.57 4.00 3.05
7. REMARKS


(12) Includes resources for filth and decomp.
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FY 2017 ORA Work Plan   October 1, 2016
2. PPS PROJECT NAME/NUMBER      1. PROGRAM/ASSIGNMENT TITLE


Foodborne Biological Hazards - 03


5. OPERATIONAL FTE POSITIONS
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1. PROGRAM/ASSIGNMENT TITLE


Foodborne Biological Hazards


4.  WORK ALLOCATION PLANNED BY


X   ORA  CENTER 423.9 [48.7]


6. PRIVATE APPLIED METHODS FOOD TRAINING
R LAB TECHNOLOGY VAL/DEV CONTRACT AND
E REVIEW CENTER MICRO INSPECTION OUTREACH
G ORGANIZATION MICRO MICRO AUDIT MGT NATL. EXPERT


I (HOURS) (HOURS) (HOURS)
(HOURS)


(HOURS)
O 03R320 03R816 03R816 03R843
N (13)  (14) (17)


TOTAL ORA 8850 5638 10176 2850 7600
HQ


NE


CE


SE


SW


PA


8850 5638 10176 2850 7600.0
1180 1180 1205 950 950


TOTAL OPERATIONAL FTEs 7.50 4.78 8.44 3.00 8.00
7. REMARKS


(13) Time against Methods Validation and Development should be reported under Op Code 1.
(14) Time planned for Contract Management includes resources to conduct audits. Report Foods State Contract Inspection Audit time under operation 13 ( Domestic Investigation). 
(15) In preparation for any FSMA related activity, e.g. TAN (Technical Assistance Network).
(16) These resources are for Produce Safety Specialists to provide outreach/training, investigations and inspections to be performed in collaboration with state  and regional partners.
(17) These resources are under consideration and will be appropriately allocated in the work plan by the 1st Quarter of FY17.
(18) Technical Assistance may include, but is not limited to: Training, presentations, speeches, site visits, outreach, workshops, seminars or meetings with partnership groups, trade


associations, etc..
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TOTAL ORA 3167
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99444


950
104.68


(1) Inspections for high risk inventory are based on 'cover by' date (approximately 6262 firms) and subtracting expected State inspection numbers. The list of FSMA firms has been shared with the districts via
 email. Dashboard will soon be available. If the districts complete their HR inspections they may use these resources to complete NHR inspections or may continue with FY18 'cover by date' firms.


CFSAN of shell egg firms that are SEG only to get the FSMA risk identifiers removed.  
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03F836


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


370


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CHICAGO
 CINCINNATI
 DETROIT


 FLORIDA
 NEW ORLEANS
 SAN JUAN


REGIONAL STAFF
 ATLANTA


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


REGIONAL STAFF
 DALLAS


 SAN FRANCISCO
 SEATTLE


WEAC


REGIONAL STAFF
 LOS ANGELES


TOTAL HOURS 14060
CONVERSION FACTOR 950


ESTIMATED HOURS PER OPERATION 38.0


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB
SAN JUAN LAB


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


TOTAL OPERATIONAL FTEs 14.80
7. REMARKS


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


If a firm was covered during FY16, it does not need to be re-covered during FY17.  
There were some tweaks to the Industry Code criteria for what firms are considered HR vs. NHR since the last data run prior to FY14.  Also, any firms that were associated with Class 1 recalls, outbreaks,  


Shell-Egg only firms are exempt from the FSMA requirements so they don’t need risk identifiers.  However, identifying the SEG only firms in the inventory is very difficult.  Districts may notify 


OAI Inspections, Class 3 samples, or certain CMS actions within the last 5 years are automatically considered HR.  This means there will be some firms that switch risk categories.
Firms that are new to the inventory since the last FSMA run was done, have been given an extended period of time (beyond FY17) to be covered.  As we transition away from using cycles to track FSMA 


(2) FSMA HR inspections under HQ are planned for National Experts.


firms this will stop being an issue.


(b) (5), (b) (7)(E)







  ORA X  CENTER 72.9


6. DOMESTIC
R INSPECTIONS
E FSMA
G
I ORGANIZATION
O
N (1) (2)


TOTAL ORA 4381
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


15.8
69220


950
72.86


CFSAN of shell egg firms that are SEG only to get the FSMA risk identifiers removed.  


(2) After completing the firms for FY17 FSMA NHR any remaining resources should be used to accomplish the following work in this priority order:
1. Assist other districts  in the completion of their FY17 firms in order to ensure FDA FY17 FSMA goals are met: FDA & State (combined)  
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 Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


3.  Begin inspections for FSMA NHR FY 18-22 


TOTAL OPERATIONAL FTEs
7. REMARKS


NOTE:  PAC 03F812 is for planning purposes only.  Accomplished work must be reported against the appropriate program or assignment PAC. 


2. Inspect new (never been inspected) firms


(1) Inspections for non high risk inventory based on estimated remaining firms for FY17 (~8167 firms) and after subtracting the expected State inspections. 
If a firm was covered during FY16, it does not need to be re-covered during FY17.  
There were some tweaks to the Industry Code criteria for what firms are considered HR vs. NHR since the last data run prior to FY14.  Also, any firms that were associated with Class 1 recalls, outbreaks,  
OAI Inspections, Class 3 samples, or certain CMS actions within the last 5 years are automatically considered HR.  This means there will be some firms that switch risk categories.
Firms that are new to the inventory since the last FSMA run was done, have been given an extended period of time (beyond FY17) to be covered.  As we transition away from using cycles to track FSMA 
firms this will stop being an issue.
Shell-Egg only firms are exempt from the FSMA requirements so they don’t need risk identifiers.  However, identifying the SEG only firms in the inventory is very difficult.  Districts may notify 


TOTAL HOURS
CONVERSION FACTOR


SOUTHEAST REGIONAL LAB
SAN JUAN LAB
WEAC


ESTIMATED HOURS PER OPERATION


LA
B


S


KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB


 SAN FRANCISCO
 SEATTLE


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 DALLAS
 DENVER
 KANSAS CITY


 SAN JUAN
 REGIONAL LAB
REGIONAL STAFF


 ATLANTA
 FLORIDA
 NEW ORLEANS


 NEW JERSEY
 PHILADELPHIA
REGIONAL STAFF


 CINCINNATI
 DETROIT
 MINNEAPOLIS


REGIONAL STAFF
 BALTIMORE
 CHICAGO


REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


HEADQUARTERS


03F812


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Domestic Non-High Risk Inspections Foodborne Biological Hazards - 03


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


(b) (5), (b) 
(7)(E)







X   ORA X  CENTER 17.3


6. PREVENTIVE
R CONTROL 
E INSPECTIONS
G DOMESTIC
I ORGANIZATION
O
N (1) (2)


TOTAL ORA 240
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


21.9
5256


950
5.53
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FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Preventive Control Inspections Foodborne Biological Hazards - 03


MODERNIZED PREVENTIVE


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


GMP CONTROL
INSPECTIONS INSPECTIONS


DOMESTIC FOREIGN


03014, 03015


450 60
HEADQUARTERS


(1) (2) (1) (3)


REGIONAL STAFF
 BALTIMORE
 CHICAGO


REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


 NEW JERSEY
 PHILADELPHIA
REGIONAL STAFF


 CINCINNATI
 DETROIT
 MINNEAPOLIS


 SAN JUAN
 REGIONAL LAB
REGIONAL STAFF


 ATLANTA
 FLORIDA
 NEW ORLEANS


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 DALLAS
 DENVER
 KANSAS CITY


 SAN FRANCISCO
 SEATTLE


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


SOUTHEAST REGIONAL LAB
SAN JUAN LAB
WEAC


ESTIMATED HOURS PER OPERATION 21.9 21.9


KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB


TOTAL OPERATIONAL FTEs 10.41 1.38
7. REMARKS


(1) Resources for Preventive Control FSMA inspections to be reported under appropriate PACs; 03014 for GMP (03S014 for State), and 03015 for Comprehensive PC inspections (03S015 for State). 


TOTAL HOURS 9899 1314
CONVERSION FACTOR 950 950


(2) If State personnel are trained, they may also perform these inspections as per the assignments issued. 
CFSAN assignments to inspect large facilities will be issued in FY17. List of firms will be provided to the districts in the assignment. 


High Risk (FHR2) and FY11 to FY17 for Non-High Risk (FNR1)]
Districts will receive credit towards the FSMA HR/NHR numbers if the PC inspection or investigation is the first visit to the facility within the appropriate cycle [FY17 to FY19 for 


(3) Sixty (60) foreign inspections will only be conducted by the PC dedicated cadre when 21 CFR 117 Subpart C (PC) applies.


(b) (5), (b) (7)(E)







X   ORA X  CENTER 196.3 [111.76]


6. EMERGING ENVIRON- DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R ISSUES MENTAL SAMPLE SAMPLE SAMPLE SAMPLE
E INSPECTIONS SAMPLING COLL COLL COLL COLL
G ORGANIZATION INSP/COLL SEAFOOD JUICE LACF/AF FOOD
I F/U WORK HACCP SAFETY
O (HOURS) (HOURS) 03842 03847H 03803A 03803
N (1) (3)


TOTAL ORA 23756 10440 150 25 100 750
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


7.3 5.0 7.0 8.1
23756 10440 1095 125 700 6075


950 950 950 950 950 950
TOTAL OPERATIONAL FTEs 25.01 10.99 1.15 0.13 0.74 6.39


(2) Includes investigational hours for all domestic investigations, follow-up to RFR-RCR and Food Defense Assignments.
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(3) Resources may be used for Surveillance Sampling Program or other assignment follow up which may include inspections and environmental sampling.
District directed work (not CFSAN fup assignments) should be reported under PAC 03R800 Short Term assignments/ORA or Field Dir


(1) Includes resources for Registration Verification.


against the appropriate program or assignment PAC.  
Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


7. REMARKS
36.28 10.53 20.54


NOTE: 03F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues, OAI follow-ups.  Accomplished work must be  reported


CONVERSION FACTOR 950 950 950
TOTAL HOURS 34467 10000 19517
ESTIMATED HOURS PER OPERATION


WEAC


LA
B


S


PACIFIC REGIONAL LAB-NW


SAN JUAN LAB


PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


 SEATTLE


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB


 SAN FRANCISCO
 LOS ANGELES


 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY


REGIONAL STAFF


 DENVER
 DALLAS
REGIONAL STAFF


REGIONAL STAFF


 SAN JUAN
 NEW ORLEANS
 FLORIDA
 ATLANTA


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS
TOTAL FIELD


34467 10000 19517
(2)


(HOURS) 03R839 (HOURS)
(HOURS)


ACTIVITIES GATIONS
GATIONS RESPONSE INVESTI-
INVESTI- EMERGENCY ISSUES


DOMESTIC OUTBREAK EMERGING


03F813, 03842, 03847, 03803A, 03003A
03R839, 03F860, 03847H


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      


Responsive Investigative/Laboratory Operations Foodborne Biological Hazards - 03


(b) (5), (b) (7)(E)







X   ORA  CENTER 196.3 [40.54]


6. EMERGING EMERGING DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R ISSUES ISSUES SAMPLE SAMPLE SAMPLE SAMPLE
E SAMPLE SAMPLE ANALYSIS ANALYSIS ANALYSIS ANALYSIS
G ORGANIZATION COLL ANALYSIS ENV F/U JUICE/HACCP LACF/AF FOOD
I MICRO SAFETY
O MICRO (HOURS) MICRO MICRO CHEM
N (HOURS) (HOURS) (3) 03847H 03803A 03803


TOTAL ORA 8622 10972 2832 25 100 188
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


12.0 8.7 10.4
8622 10972 2832 300 870 1955
950 1180 1180 1180 1180 1180


TOTAL OPERATIONAL FTEs 9.08 9.30 2.40 0.25 0.74 1.66


(4) All routine Import Field Exam activities conducted during an exam should routinely include: reconcilliation exams, container integrity,  source country and intentional adulteration exams,


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 03-11


FORENSIC CHEM CTR
KANSAS LAB


 and are to be reported as a single import field exam. Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism suspicions are raised while  conducting routine 
work requiring follow-up, should an additional exam and time be reported under the CT PAC (03R845, 04R845, etc.). 
Label Exams/Reviews should be reported under PPS21 using appropriate PAC, and OASIS codes for work type (LEX), PAF (LBL/NIS), Activity Number (27/43).


7. REMARKS
2.87 10.08 4.16


CONVERSION FACTOR 950
TOTAL HOURS 2730


950 1180
9578 4903


ESTIMATED HOURS PER OPERATION 2.2 0.2
WEAC


DENVER LAB
DETROIT LAB


SAN JUAN LAB


 SEATTLE


LA
B


S


ARKANSAS REGIONAL LAB


NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 SAN FRANCISCO
 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS
REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS
 FLORIDA
 ATLANTA
REGIONAL STAFF
 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS
1241 47890 4903


03003A (4) (HOURS)
MICRO 03R839


EMERG
LACF/AF FIELD EXAM OUTBREAK


COLL IMPORT ANALYSIS
SAMPLE ISSUES SAMPLE
IMPORT EMERGING DOMESTIC


03F813, 03842, 03847, 03803A, 03003A
03R839, 03F860, 03847H


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      


Responsive Investigative/Laboratory Operations Foodborne Biological Hazards - 03


(b) (5), (b) (7)(E)







X   ORA  CENTER 196.3 [43.98]


6. DOMESTIC DOMESTIC OEI ENUME- INAUGUR- FSVP DOMESTIC
R SAMPLE SAMPLE COORDI- RATION ATION FOREIGN INSPECTIONS
E ANALYSIS ANALYSIS NATION ACTIVITES FOLLOW-UP OAI
G ORGANIZATION FOOD SAFETY SEAFOOD & FOLLOW-UP
I 03R876 FOR CAUSE
O MICRO MICRO (HOURS) (HOURS) (HOURS) (HOURS)
N 03803 03842 (5) (6) (7) (8)


TOTAL ORA 563 150 950 3100 950 10825 240
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


16.5 10.4 39.0
9290 1560 950 3100 950 10825 9360
1180 1180 950 1180 950 950 950


TOTAL OPERATIONAL FTEs 7.87 1.32 1.00 2.63 1.00 11.39 9.85


(7) Resources to be used for any follow up FSVP inspection or additional time needed to complete inspections.
(8) Resources to be used for OAI follow up domestic inspections as needed. District initiated inspections may be reported under an appropriate PAC from the following PACs: 
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SOUTHEAST REGIONAL LAB


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


 SEATTLE


 LOS ANGELES


03/04/07/09/18/21R800 Short Term assignments/ORA or Field Directed.


(5) OEI Coordination resources are planned for any CSO work related to OEI clean-up and maintenance.
(6) These resources have been planned for activities related to Presidential innauguration in FY17. 


7. REMARKS
5.68 3.24


6701 3820
1180 1180


WEAC


CONVERSION FACTOR
TOTAL HOURS
ESTIMATED HOURS PER OPERATION 5.4


SAN JUAN LAB


SAN FRANSISCO LAB


 SAN FRANCISCO


REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS


 NEW ORLEANS


REGIONAL STAFF


 ATLANTA


 SAN JUAN


 FLORIDA


REGIONAL STAFF
 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS
1241 3820


03003A
MICRO (HOURS)


LACF/AF (WGS)
ANALYSIS SEQUENCE
SAMPLE GENOME
IMPORT WHOLE


03F813, 03842, 03847, 03803A, 03003A
03R839, 03F860, 03847H


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      


Responsive Investigative/Laboratory Operations Foodborne Biological Hazards - 03


(b) (5), (b) (7)(E)







X   ORA X  CENTER 142.1 [107.4]


6. DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R INSPECTION SAMP COLL SAMP COL. INSPECTION
E ENVT SAMP ICE CREAM ENVT SAMP ENVT SAMP
G ORGANIZATION EGG RULE & NOVELTIES ASSIGNMENT ASSIGNMENT
I ASSIGN LM/SALMONELLA TBD
O 03F836 03F850 03F849
N (1) (HOURS)  (2) (HOURS) (3) (3)


TOTAL ORA 130 2300 11937 478 10994
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


38.0 64.0
4940 2300 11937 30592 10994


950 950 950 950 950
5.20 2.42 12.57 32.20


(2) Fy16 assignment carryover. 
(3) District allocations for FY16 continuation of the environmental sampling assignment for Listeria monocytogenes and Salmonella, and TBD Assignments will be provided either at the end of FY16  


or when they are issued.
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SAMP COLL


ASSIGNMENT


(HOURS) (3)


DOMESTIC


ENVT SAMP


TBD


4


7. REMARKS
NOTES:  PAC 03F830 is for planning purposes only.  Accomplished work must be reported against the appropriate program or assignment PAC.


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PAC.
The assignment inspection/sample numbers are estimates only- assignment parameters and district inventories will dictate the final number of firms to be covered.
Environmental sampling for follow-up on Outbreaks and Emergency Response activities is planned separately (See Page 03-10 on Responsive Investigative/Laboratory Operations Sheet).


CONVERSION FACTOR 950 950 950
TOTAL OPERATIONAL FTEs 1.78 6.74 34.96 11.57


(1) FY16 assignment carryover plus FY17 egg assignment are included.


WEAC
ESTIMATED HOURS PER OPERATION 64.0 64
TOTAL HOURS 1690 6400 33216


LA
B


S


SAN JUAN LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


REGIONAL STAFF
 DALLAS
 DENVER


 FLORIDA
 NEW ORLEANS
 SAN JUAN


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 BALTIMORE
 CHICAGO
 CINCINNATI


 NEW ENGLAND
 NEW YORK
REGIONAL STAFF


1690 100 519
HEADQUARTERS


REGIONAL STAFF
TOTAL FIELD


EGG RULE
& NOVELTIES


LM/SALMONELLA
03F836


ASSIGN
03F849


(HOURS) (1)
03F850


(3) (2)


SAMPLE
DOMESTIC


INSPECTION
COLLECTION


INSPECTION
ENVT SAMP


ENVT SAMP
ICE CREAM


ASSIGNMENT


03F830, 03F849, 03F836, 03F850


DOMESTIC DOMESTIC


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


CFSAN Environmental Sampling Assignments Foodborne Biological Hazards  - 03


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


(b) (5), (b) (7)(E)







X   ORA X  CENTER 142.1 [34.74]


6. DOMESTIC
R SAMP COLL
E ENVT SAMP
G ORGANIZATION ASSIGNMENT
I TBD
O MICRO ANALYST
N (HOURS)


TOTAL ORA 11799
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


11799
1180
10.00
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TOTAL OPERATIONAL FTEs 24.74
7. REMARKS


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 29193
CONVERSION FACTOR 1180


SAN JUAN LAB
WEAC


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB


 SAN FRANCISCO
 SEATTLE


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 DALLAS
 DENVER
 KANSAS CITY


 NEW ORLEANS
 SAN JUAN
REGIONAL STAFF


REGIONAL STAFF
 ATLANTA
 FLORIDA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CHICAGO
 CINCINNATI
 DETROIT


 NEW YORK
REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF
 NEW ENGLAND


29193
HEADQUARTERS
TOTAL FIELD


SAMPLING
MICRO


(HOURS)


SAMPLE
ANALYSIS


ENVT


03F830, 03F849, 03F850, 03F860


DOMESTIC


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


CFSAN Environmental Sampling Assignments Foodborne Biological Hazards  - 03


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


(b) (5), (b) (7)(E)







X   ORA  CENTER 48.0


6.
R FOREIGN
E INSPECTIONS
G ORGANIZATION
I
O
N (1)


TOTAL ORA 1590
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


28.7
45633


950
48.03
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 SEATTLE


SAN JUAN LAB
WEAC


TOTAL OPERATIONAL FTEs


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


7. REMARKS


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB


(1) Large firms that meet  criteria will be inspected under modernized GMP by personnel who has reviewed the modernized GMP webinar under appropriate Preventive Control PACs.  


FORENSIC CHEM CTR


SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB


LA
B


S


KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


ESTIMATED HOURS PER OPERATION
TOTAL HOURS
CONVERSION FACTOR


NOTE:  PAC 03R233 is for planning purposes only.  Accomplished work must be reported against the appropriate program or assignment PAC.  


REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


REGIONAL STAFF
 DALLAS
 DENVER


 NEW ORLEANS
 SAN JUAN


REGIONAL STAFF
 ATLANTA
 FLORIDA


 NEW JERSEY
 PHILADELPHIA


 NEW ENGLAND


 CINCINNATI
 DETROIT
 MINNEAPOLIS


REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Foreign Foods Inspections Foodborne Biological Hazards - 03


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


HEADQUARTERS (HQ/OIP/Cadre/NE)


REGIONAL STAFF


03R233


(b) (5), (b) 
(7)(E)







3.  NO.  4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  106.2 73.0 179.2


1 Pesticides and Chemical Contaminants 04F810 * 51.7 70.9 122.6 04-17-20


2 Responsive Investigative/Laboratory Operations 04F813* 35.6 2.1 37.7 04-21-22


3 Total Diet Study 04839 18.9 18.9 04-23


*  This PAC is for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC.


 PAGE NO. 04-16
Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912
FORM FDA 2622 (02/16)


Food and Cosmetics Pesticides and Chemical Contaminants - 04


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET


FY 2017
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER 122.6 [12.52]


6. DOMESTIC DOMESTIC SCREENING IMPORT IMPORT
R SAMPLE SAMPLE STATION SAMP COLL SAMPLE
E COLL COLL IMPORT TOXIC COLL
G ORGANIZATION PESTICIDE TOXIC ELE SAMP COLL ELEMENTS RADIO-
I CHEM NUCLIDES
O 04004A 04019A 04004U 04019A 04019C
N


TOTAL ORA 1200 440 300 1040 62
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


4.0 4.0 2.0 2.0 2.0
4800 1760 600 2080 124


950 950 950 950 950
5.05 1.85 0.63 2.19 0.13


NOTE: PAC 04F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or assignment PAC.  


(1) FY16 assignment will continue into FY17 and district allocations will be updated on the work plan at the end of FY16.
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(2) CFSAN spreads DSCs' based on location of nuclear power plants.  See compliance program for collection details.  


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACs.


CONVERSION FACTOR 950 950 950


7. REMARKS
TOTAL OPERATIONAL FTEs 1.48 0.84 0.35


ESTIMATED HOURS PER OPERATION 3.8 8.0 5.0
TOTAL HOURS 1402 800 335


WEAC


 SAN FRANCISCO
 SEATTLE


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 DALLAS


REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS


 CINCINNATI
 DETROIT


HEADQUARTERS


REGIONAL STAFF


 NEW YORK
REGIONAL STAFF


 CHICAGO


TOTAL FIELD


 BALTIMORE


 NEW ENGLAND


369 100 67


(1)  (2)
04018 04019C


ASSIGN NUCLIDES
HERBICIDE CHEMO RADIO-


COLL COLL COLL
SAMPLE SAMPLE SAMP


DOMESTIC DOMESTIC DOMESTIC


04F810, 04004A, 04018, 04019A/B, 04019C, 04004A/U
04F800


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


Pesticides and Chemical Contaminants Pesticides and Chemical Contaminants - 04


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


LA
B


S


 ATLANTA


 SAN JUAN
REGIONAL STAFF


 DENVER
 KANSAS CITY


 LOS ANGELES


SAN JUAN LAB


(b) (5), (b) (7)(E)







X   ORA X 122.6 [21.54]


6. IMPORT IMPORT DOM IMPORT
R SAMPLE SAMPLE FIELD FIELD
E COLL COLL EXAMS EXAM FORENSICS
G ORGANIZATION PESTICIDES HERBICIDE
I ASSIGN
O 04004A 04019B 04R838
N (1) (4) (HOURS)


TOTAL ORA 2720 81 19 6406 14460
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


1.5 1.7 2.9 0.3
4080 138 55 1922 14460


950 950 950 950 1205
4.29 0.14 0.06 2.02 12.00


(3) Instructions will be outlined in SCOPE.
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REGIONAL STAFF


 SAN FRANCISCO


REGIONAL STAFF


 KANSAS CITY
 DENVER


 ATLANTA


(4) Import Field Exams are for Toxic Elements in Foodware and should be reported under PAC 04019B with OASIS work type (FEX), PAF code not equal to LBL. Label Exams/Reviews should be 
reported under PPS21 using appropriate PACs, and OASIS codes for Work Type (LEX),  PAF (LBL/NIS), and Activity Number (27/43).


CONVERSION FACTOR 950
0.14
950


7. REMARKS
0.26TOTAL OPERATIONAL FTEs 2.63
950


ESTIMATED HOURS PER OPERATION 2.5 2.5
TOTAL HOURS 2500 250


SAN JUAN LAB
WEAC


 SEATTLE


 LOS ANGELES


 SOUTHWEST IMPORT DISTRICT


 DALLAS
REGIONAL STAFF
 SAN JUAN


 FLORIDA
 NEW ORLEANS


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS


 CINCINNATI
 DETROIT


 CHICAGO


REGIONAL STAFF


 BALTIMORE


 NEW YORK
REGIONAL STAFF


 NEW ENGLAND


1000 100
HEADQUARTERS


 (3)
04018


CHEMO HONEY
COLL COLL


SAMPLE SAMPLE
IMPORT IMPORT IMPORT


04F810, 04004A, 04018, 04019A/B, 04019C, 04004A/U
04F800


 CENTER


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


Pesticides and Chemical Contaminants Pesticides and Chemical Contaminants - 04


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


LA
B


S


SAMP
COLL


04019B


65


2.0
130


(b) (5), (b) (7)(E)







X   ORA X  CENTER 122.6 [36.8]


6. DOMESTIC DOMESTIC DOM SAMP SCREENING IMPORT IMPORT
R SAMPLE SAMPLE ANALYSIS STATION SAMPLE SAMPLE
E ANALYSIS ANALYSIS TOXIC IMPORT ANALYSIS ANALYSIS
G ORGANIZATION HERBICIDE DIOXINS ELEMENTS SAMPLE PESTICIDE RADIO-
I ANALYSIS NUCLIDES
O 04004D 04019A CHEM 04004A 04019C
N (1)  (7) 04004U


TOTAL ORA 369 230 440 300 2720 62
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


6.9 31.2 13.0 5.4 5.4 7.0
2546 7176 5720 1620 14688 434
1180 1180 1180 1180 1180 1180
2.16 6.08 4.85 1.37 12.45 0.37
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PACIFIC REGIONAL LAB-NW


KANSAS LAB
NORTHEAST REGIONAL LAB


PACIFIC REGIONAL LAB-SW


(5) Resources include radionuclide testing of domestic seafood 'under the Toxic Element/Radionculides Complaince Program. 
(6) Use resources planned under Emerging Issues, Outbreaks and Emergency Response or Private Lab Review if additional resources are needed.
(7) This includes resources for dioxin analysis under the TDS program.


CONVERSION FACTOR 1180


7. REMARKS
TOTAL OPERATIONAL FTEs 7.02 0.34 2.12


1180 1180


6.9 6.0 25.0
8280 402 2500TOTAL HOURS


ESTIMATED HOURS PER OPERATION


SAN JUAN LAB


PORT EVERGLADES SCREEN STATION
WEAC


LA
B


S


ARKANSAS REGIONAL LAB


 SAN FRANCISCO
 LOS ANGELES


 SEATTLE


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 KANSAS CITY
 DENVER
 DALLAS
REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS
 FLORIDA


REGIONAL STAFF
 PHILADELPHIA


 ATLANTA


 MINNEAPOLIS
 NEW JERSEY


 CINCINNATI
 DETROIT


 CHICAGO


 NEW YORK


REGIONAL STAFF


 BALTIMORE


 NEW ENGLAND


REGIONAL STAFF


1200 67 100
HEADQUARTERS


(5) (6)
04004A 04019C 04018


NUCLIDES CHEMO
PESTICIDES RADIO-
ANALYSIS ANALYSIS ANALYSIS
SAMPLE SAMPLE SAMPLE


DOMESTIC DOMESTIC DOMESTIC


04F810, 04004A, 04018, 04019A, 04019C, 04004U


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


Pesticides and Chemical Contaminants Pesticides and Chemical Contaminants - 04


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


(b) (5), (b) (7)(E)







X   ORA X  CENTER 122.6 [51.8]


6. IMPORT IMPORT METHODS IMPORT APPLIED
R SAMPLE SAMPLE VAL/DEV PRIVATE TECHNOLOGY
E ANALYSIS ANALYSIS LAB REVIEW CENTER
G ORGANIZATION TOXIC HERBICIDE 04R816 CHEM 
I ELEMENTS ASSIGNMENT CHEM (HOURS) CHEM
O 04019A CHEM (HOURS) 04R320
N (1) (8) (1)


TOTAL ORA 1040 81 2529 10620 6372
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


12.5 5.4
13000 437 2529 10620 6372
1180 1180 1205 1180 1180


11.02 0.37 2.10 9.00 5.40
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WEAC
SAN JUAN LAB


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


 DALLAS


 SAN JUAN


DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 KANSAS CITY


 SAN FRANCISCO


LA
B


S


NORTHEAST REGIONAL LAB


 SEATTLE


 LOS ANGELES


PACIFIC REGIONAL LAB-NW


ARKANSAS REGIONAL LAB


KANSAS LAB


(8) Review time must be reported under Operation Code 92  with "PL" in FACTS description field.


TOTAL OPERATIONAL FTEs
1180


7. REMARKS


CONVERSION FACTOR 1180 1180
2.12 21.19 0.62


11.3ESTIMATED HOURS PER OPERATION 25.0 25.0
TOTAL HOURS 2500 25000 735


 DENVER


REGIONAL STAFF


 NEW ORLEANS
 FLORIDA


REGIONAL STAFF


 MINNEAPOLIS
 NEW JERSEY


 ATLANTA


 PHILADELPHIA


 DETROIT


 CHICAGO
 CINCINNATI


 NEW YORK


REGIONAL STAFF


 BALTIMORE
REGIONAL STAFF


 NEW ENGLAND


HEADQUARTERS
100 1000 65


04018 04019B


HONEY
CHEM CHEMO CHEM


SAMPLE SAMPLE SAMPLE
ANALYSIS ANALYSIS ANALYSIS


IMPORT IMPORT IMPORT


04F810, 04004A, 04018, 04019A/B, 04019C, 04004A/U
04F800


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


Pesticides and Chemical Contaminants Pesticides and Chemical Contaminants - 04


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(b) (5), (b) (7)(E)







X   ORA X  CENTER 37.7 [11.52]


6. EMERGING EMERGING EMERGING EMERGING DOMESTIC DOMESTIC
R ISSUES ISSUES ISSUES ISSUES SAMPLE SAMPLE
E INSPECTIONS INVESTI- IMPORT SAMPLE ANALYSIS COLLECTION
G ORGANIZATION GATIONS FIELD ANALYSIS OUTBREAK EXPORTER
I EXAMS CHEM EMERG ACTIVITIES
O (HOURS) (HOURS) (HOURS) CHEM (HOURS)
N (2)  (3) (HOURS) (4)


TOTAL ORA 124 342 6683 3540 1555 2865
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


0.3
124 342 2005 3540 1555 2865
950 950 950 1180 1180 950


TOTAL OPERATIONAL FTEs 0.13 0.36 2.11 3.00 1.32 3.02


 PPS21 using appropriate PACs, and OASIS codes for Work Type (LEX), PAF (LBL/NIS), and Activity Number (27/43).
(3) Emerging Issues Sample Analysis Chem resources are for unplanned/for-cause work which also includes PAC 04019S Speciation Analysis (domestic/import) and extra Chemo resources 
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(2) Import Field Exams for emerging issues should be reported under appropriate PACs and OASIS work type (FEX), Activity (21), and PAF (not LBL). Label Exams/Reviews should be reported under


if needed for PAC 04018. 02/07/2017 These resources along with Outbreak resources, may also be used for the EU Assignment analysis.


NOTE: 04F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues.  Accomplished work must be reported against 
the appropriate PAC. Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACs.


7. REMARKS
0.61 0.53 0.44


(1) Includes investigational hours for all domestic investigations and follow-up to RFR-RCR.


CONVERSION FACTOR 950 950 950
TOTAL HOURS 578 500 414
ESTIMATED HOURS PER OPERATION


WEAC


LA
B


S


SAN JUAN LAB
SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB
PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW
NORTHEAST REGIONAL LAB
KANSAS LAB


DETROIT LAB
DENVER LAB
ARKANSAS REGIONAL LAB


FORENSIC CHEM CTR


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS
REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS
 FLORIDA
 ATLANTA
REGIONAL STAFF
 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF
TOTAL FIELD
HEADQUARTERS


578 500 414
(1)


(HOURS) (HOURS) (HOURS)
04R839


COLL
GATIONS RESPONSE SAMPLE
INVESTI- EMERGENCY ISSUES


DOMESTIC OUTBREAK EMERGING


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


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


Responsive Investigative/Laboratory Operations Pesticides and Chemical Contaminants - 04


04F813


(4) Resources planned for collection and analysis of products exported by US.  Assignment will be issued during FY17.


(b) (5), (b) (7)(E)







X   ORA  CENTER 37.7 [26.16]


6. DOMESTIC
R SAMPLE
E ANALYSIS
G ORGANIZATION EXPORTER
I ACTIVITIES
O CHEM 
N (HOURS)


TOTAL ORA 30869
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


30869
1180


TOTAL OPERATIONAL FTEs 26.16
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7. REMARKS


CONVERSION FACTOR
TOTAL HOURS
ESTIMATED HOURS PER OPERATION


WEAC
SAN JUAN LAB
SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB
PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW
NORTHEAST REGIONAL LAB
KANSAS LAB


DETROIT LAB
DENVER LAB


LA
B


S


ARKANSAS REGIONAL LAB


FORENSIC CHEM CTR


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS
REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS
 FLORIDA
 ATLANTA
REGIONAL STAFF
 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


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


Responsive Investigative/Laboratory Operations Pesticides and Chemical Contaminants - 04


04F813


(b) (5), 
(b) (7)(E)







X   ORA X  CENTER 18.9


6. DOMESTIC
R SAMPLE
E ORGANIZATION COLLECTION
G TOTAL DIET
I STUDY (TDS)
O
N (1)


TOTAL ORA 48
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


20.0
960
950


1.01
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(1) Each DSC represents a District's weekly collection of specified food items.  Each market basket collection is spread over a four week period and involves 3 Districts. 
 Four market baskets are planned annually.


(2) Represents the total number of hours to analyze the 4 market baskets.  This includes mycotoxin analysis for FY17. Resources for Dioxin analysis are planned under PAC 04F810.
(3) All TDS food items from two market baskets analyzed by WEAC for selected radionuclides


7. REMARKS


 SAN FRANCISCO
 SEATTLE


SAN JUAN LAB
WEAC


ESTIMATED HOURS PER OPERATION 14.0
TOTAL HOURS 13570
CONVERSION FACTOR 1180 1180
TOTAL OPERATIONAL FTEs 11.50 6.38


REGIONAL STAFF
 LOS ANGELES


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


REGIONAL STAFF
 DALLAS


 FLORIDA
 NEW ORLEANS
 SAN JUAN


 ATLANTA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF


 CHICAGO
 CINCINNATI
 DETROIT


 NEW YORK


CHEM NUCLIDES
(HOURS)


(2) (3)


13570 538
HEADQUARTERS


REGIONAL STAFF
 NEW ENGLAND


SAMPLE SAMPLE
ANALYSIS ANALYSIS


RADIO-


04839


DOMESTIC DOMESTIC


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Total Diet Study Pesticides and Chemical Contaminants - 04


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


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


7532


(b) (5), (b) (7)(E)







3.  NO.  4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE


ASSIGNMENT OPERATIONAL 


CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  19.7 10.6 30.3


1 Mycotoxins in Domestic and Import Foods 07001,07R816 18.4 10.6 29.0 07-25


2 Responsive Investigative/Laboratory Operations 07F813* 1.3 1.3 07-26


*  This PAC is for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC.


 PAGE NO. 07-24
Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912
FORM FDA 2622 (02/16)


Food and Cosmetics Molecular Biology & Natural Toxins - 07


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET


FY 2017
1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER 29.0


6. DOMESTIC IMPORT APPLIED APPLIED
R SAMPLE SAMPLE TECHNOLOGY TECHNOLOGY
E COLL ANALYSIS CENTER CENTER
G ORGANIZATION
I MICRO CHEM 
O CHEM  (HOURS) (HOURS)
N 07R816 07R816


TOTAL ORA 1000 1000 650 4130
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


5.0 10.0 10.0
5000 10000 650 4130


950 1180 1180 1180
5.26 8.47 0.55 3.50


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 07-25


CONVERSION FACTOR 950 1180 1205
TOTAL OPERATIONAL FTEs 2.11 8.47 0.68
7. REMARKS


WEAC
ESTIMATED HOURS PER OPERATION 2.0
TOTAL HOURS 2000 10000 823


LA
B


S


SAN JUAN LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


REGIONAL STAFF
 DALLAS
 DENVER


 FLORIDA
 NEW ORLEANS
 SAN JUAN


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 BALTIMORE
 CHICAGO
 CINCINNATI


 NEW ENGLAND
 NEW YORK
REGIONAL STAFF


1000 1000 823
HEADQUARTERS


REGIONAL STAFF


CHEM
CHEM  (HOURS)


07R816


SAMPLE SAMPLE VAL/DEV
COLL ANALYSIS


07001, 07R816


IMPORT DOMESTIC METHOD


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


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


(b) (5), (b) (7)(E)







X   ORA X  CENTER 1.3


6. EMERGING EMERGING
R ISSUES ISSUES
E INSPECTIONS SAMPLE
G ORGANIZATION ANALYSIS
I
O CHEM
N (HOURS) (HOURS)


TOTAL ORA 828 73
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


828 73
950 1180


TOTAL OPERATIONAL FTEs 0.87 0.06


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 07-26


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


CONVERSION FACTOR 950 950


NOTE: 07F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues.  Accomplished work must be reported
against the appropriate program or assignment PAC.  


7. REMARKS
0.24 0.08


WEAC
ESTIMATED HOURS PER OPERATION
TOTAL HOURS 228 73


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB
SAN JUAN LAB


PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


FORENSIC CHEM CTR


NORTHEAST REGIONAL LAB
KANSAS LAB


 SAN FRANCISCO
 SEATTLE


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 DALLAS
 DENVER
 KANSAS CITY


 NEW ORLEANS
 SAN JUAN
REGIONAL STAFF


REGIONAL STAFF
 ATLANTA
 FLORIDA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CHICAGO
 CINCINNATI
 DETROIT


 NEW YORK
REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF
TOTAL FIELD


 NEW ENGLAND


(HOURS) (HOURS)
228 73


HEADQUARTERS


SAMPLE
COLLECTIONS


07F813


DOMESTIC EMERGING
INVESTIGATIONS ISSUES


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


Responsive Investigative/Laboratory Operations Molecular Biology & Natural Toxins - 07


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


(b) (5), (b) (7)(E)







3.  NO.     4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE


ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  0.6 14.1 14.7


1  Food and Color Additive Petition Review & Policy  Development 09F810* 13.3 13.3 09-28


2 Responsive Investigative/Laboratory Operations 09F813* 0.8 0.6 1.4 09-29


* These PACs are for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC.


 PAGE NO. 09-27
Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912
FORM FDA 2622 (02/16)


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


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET


FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 13.3


6. IMPORT IMPORT IMPORT IMPORT
R SAMPLE SAMPLE SAMPLE LABEL
E COLLECTION ANALYSIS ANALYSIS EXAMS/
G FOOD FOOD COLOR ADD REVIEW
I ORGANIZATION ADDITIVES ADDITIVES ASSIGN
O CHEM CHEM 42
N (1) (2)


TOTAL ORA 310 310 117 8791
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


2.5 11.7 7.3 0.5
775 3627 854 4396
950 1180 1180 950


0.82 3.07 0.72 4.63


Assignment will be carryover from FY16. District allocations may be updated after FY16 closes out.
(2) All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and Activity Number (27/43) - Op Code 52. 


Routine field exam activities including reconcilliation exams, container integrity, source country and international adulteration exam. These are to be reported as a single import field exam


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 09-28


under OASIS work type FEX, and appropriate PAC, PAF (not LBL), and Activity Number (21).


CONVERSION FACTOR 950 950 1180
TOTAL OPERATIONAL FTEs 0.61 0.21
7. REMARKS
NOTE: PAC 09F810 is for planning purpose only. Accomplished work must be reported against the appropriate program or assignment PAC. Please see the Reporting Guidance for a listing of 
compliance programs and corresponding reporting PACs.


(1) Color Additive Assignment- collection and anlaysis to dtermine if illegal color additives are present in targeted commodities (palm oil and chili powder).  


WEAC
ESTIMATED HOURS PER OPERATION 1.5 1.7 10.0
TOTAL HOURS 575 199


LA
B


S


SAN JUAN LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


REGIONAL STAFF
 DALLAS
 DENVER


 FLORIDA
 NEW ORLEANS
 SAN JUAN


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 BALTIMORE
 CHICAGO
 CINCINNATI


 NEW ENGLAND
 NEW YORK
REGIONAL STAFF


HEADQUARTERS


REGIONAL STAFF
TOTAL FIELD


18 CHEM
(1)


383 117 383


SAMPLE SAMPLE
COLLECTION COLLECTION ANALYSIS


COLOR COLOR ADD COLOR  
ADDITIVES ASSIGN ADDITIVES


3830


3.25


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


Development - 09


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


09F810


IMPORT IMPORT IMPORT 
SAMPLE


(b) (5), (b) (7)(E)







X   ORA X  CENTER 1.4


6. EMERGING EMERGING EMERGING
R ISSUES ISSUES ISSUES
E INSPECTIONS IMPORT IMPORT
G ORGANIZATION LABEL SAMP ANALYSIS
I EXAMS CHEM
O (HOURS) (HOURS)
N (1) (3)


TOTAL ORA 558 40 83
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


0.5
558 20 83
950 950 1180


TOTAL OPERATIONAL FTEs 0.59 0.02 0.07


 Protection).
(2) Includes investigational hours for all imports investigations and follow-up to RFR-RCR. Planned under Op31.
(3) All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and Activity Number (27/43) - Op Code 52. 


Routine field exam activities including reconcilliation exams, container integrity, source country and international adulteration exam. These are to be reported as a single import field exam


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 09-29


(1) These resources are for emerging issues work and for 10 BIMO Inspections; 3 GLP, 3 Human Subjections Protection; 3 IRB and 1 additional (GLP/IRB/Human Subjections 


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


under OASIS work type FEX, and appropriate PAC, PAF (not LBL), and Activity Number (21).


CONVERSION FACTOR 950 950 950


NOTE: 09F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues.  Accomplished work must be reported
against the appropriate program or assignment PAC.  


7. REMARKS
0.42 0.24 0.09


WEAC
ESTIMATED HOURS PER OPERATION
TOTAL HOURS 401 228 83


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB
SAN JUAN LAB


PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


FORENSIC CHEM CTR


NORTHEAST REGIONAL LAB
KANSAS LAB


 SAN FRANCISCO
 SEATTLE


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 DALLAS
 DENVER
 KANSAS CITY


 NEW ORLEANS
 SAN JUAN
REGIONAL STAFF


REGIONAL STAFF
 ATLANTA
 FLORIDA


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


 CHICAGO
 CINCINNATI
 DETROIT


 NEW YORK
REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF
TOTAL FIELD


 NEW ENGLAND


(2)
401 228 83


HEADQUARTERS


GATIONS RESPONSE IMPORT
SAMPLE


(HOURS) (HOURS) (HOURS)
09R839 COLLECTION


09F813


IMPORT OUTBREAK EMERGING
INVESTI- EMERGENCY ISSUES


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


Responsive Investigative/Laboratory Operations Food & Color Additive Petition Review & Policy Development - 09


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


(b) (5), (b) (7)(E)







3.  NO.   4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE


ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  78.7 78.7


1 Technical Assistance - Food and Cosmetics 18F810* 11.2 11.2 18-31


2 Retail Food Protection - State Program 18002 27.0 27.0 18-32-33


3 Milk Safety Program (NCIMS) 18003 21.0 21.0 18-34-35


4 Molluscan Shellfish Evaluation 18004 16.0 16.0 18-36-37


5 Responsive Investigative/Laboratory Operations 18F813 3.5 3.5 18-38


* This PAC is for planning purposes only.


Accomplished work must be reported against the 


appropriate program or assignment PAC.


Please see the Reporting Guidance for a listing of


compliance programs and corresponding PACs.


 PAGE NO. 18-30


Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912 


FORM FDA 2622 (02/16)


Food and Cosmetics Technical Assistance: Food and Cosmetics -18


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







  ORA X  CENTER 11.2


6. DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R INSPECTIONS SAMPLE SAMPLE SAMPLE
E NON-FSMA COLLECTION ANALYSIS ANALYSIS
G HIGH RISK FOR CAUSE
I ORGANIZATION AIRCRAFT
O WATERING PT CHEM CHEM MICRO
N (1) 18029A (2)


TOTAL ORA 500 20 20 180
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


12.4 4.8 3.1 6.2
6200 96 62 1116


950 950 1180 1180
6.53 0.10 0.05 0.95


Resources may be used for servicing area inspections and other related work not sepecifically resourced in the work plan.


      Inspections are planned based on ~1/3 of aircraft watering points inventory.
(2) Potable water samples should be collected from potable water carts or trucks if available rather than from potable water cabinets at airports with municipal supplies or from


   other types of cabinets or spigots if the water source is a well.


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 18-31


7. REMARKS


CONVERSION FACTOR 950 950 950
TOTAL OPERATIONAL FTEs 2.09 0.53 0.91


WEAC
ESTIMATED HOURS PER OPERATION 12.4 10.0 4.8
TOTAL HOURS 1984 500 864


LA
B


S


SAN JUAN LAB


If a potable water cart or truck is not available at an airline then the watering cabinet at the gate should still be sampled.  Smaller airports may be getting their water from a well or a non-municipal 
supply and water quality may not be as high or may not be monitored as regularly as at larger airports.  EPA is expecting FDA to maintain its vigilance at the aircraft watering points in support of the 


NOTES: PAC 18F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or assignment PAC.  
Please see the Reporting Guidance for listing of compliance programs and corresponding reporting PACs.


(1) These planned resources do not include High Risk FSMA inspections of conveyance caterers which are planned under PACs 03F811/03F812. 


Aircraft Drinking Water Rule.


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 SAN FRANCISCO
 SEATTLE


 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


REGIONAL STAFF
 DALLAS
 DENVER


 FLORIDA
 NEW ORLEANS
 SAN JUAN


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 BALTIMORE
 CHICAGO
 CINCINNATI


 NEW ENGLAND
 NEW YORK
REGIONAL STAFF


160 50 180
HEADQUARTERS


REGIONAL STAFF


POINTS
MICRO


(2)


INSPECTIONS INSPECTIONS SAMPLE
NON-AIRLINE CONVEYANCE COLLECTION


WATERING IN OPERATION SURVEILLANCE


18F810


DOMESTIC DOMESTIC DOMESTIC


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


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


(b) (5), (b) (7)(E)







  ORA X  CENTER 27.0 [17.6]


6. NATIONAL TEAM REGIONAL NATL. RETAIL TECHNICAL CONFERENCE
R RETAIL FOOD LEADER SEMINARS FOOD PROG ASSISTANCE FOR FOOD
E PROG STDs. SCI/ STANDARDS PROTECTION
G ORGANIZATION SUPP FOR NATIONAL ENROLLMENT MEETING &
I  JURISDICTIONS OF NEW JURIS COMMITTEE
O WORK   
N (HOURS) (HOURS) (HOURS) (HOURS) (HOURS)  (HOURS)


(1) (4) (6) (7) (8) (9)


TOTAL ORA 3516 1200 1650 318 5732 720
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


3516 1200 1650 318 5732 720
1200 1200 1200 1200 1200 1200
2.93 1.00 1.38 0.27 4.78 0.60


(3) Re-standardization every three years for regulatory retail food inspection/training officers in the application of the FDA Food Code and methods in conducting risk-based inspections (ITP,STATE, and Local)
(4) Resources allocated for team leaders for retail food program planning, development, and coordination.
(5) Provides time for initiatives related to the Retail Food Program development of agency procedures, guidance documents, standards and initiatives of national importance.
(6) Includes resources for preparation work, coordination, and organization, as well as, the presentation delivered in conjunction with the Annual Regional Retail Food Seminars.
(7) Includes resources for meetings, presentations, workshops, conference calls and other direct contact with jurisdiction to facilitate their enrollment in the program standards.
(8) Includes providing assistance to external partners in interpreting and applying FDA's  guidance and regulations and the effective 'use of interventions, inspection and enforcement to reduce


 the occurrence of foodborne illness risk factors at the retail level.
(9) Includes preliminary work on issues/position papers development and attendance at Conference for Food Protection Biennial Meeting.


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 18-32


 in meeting the standards criteria.
(2)  Standardization of regulatory retail food inspection/training officers in the interpretation and application of the FDA Food Code and methods of conducting inspections (ITP,CDC,HIS, State and Local).


7. REMARKS
TOTAL OPERATIONAL FTEs 1.48 1.52 3.63


(1) Includes resources for meetings,  consultations, conference calls, and any other direct contact with jurisdictions currently enrolled in the program standards to facilitate their continuous improvement


TOTAL HOURS 1776 1824 4360
CONVERSION FACTOR 1200 1200 1200


 SEATTLE


SAN JUAN LAB
WEAC


ESTIMATED HOURS PER OPERATION


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB


REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 FLORIDA
 NEW ORLEANS
 SAN JUAN
REGIONAL STAFF


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 NEW YORK
REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF
 NEW ENGLAND


WORK
GROUP


STANDARD- RE-STANDARD- NATIONAL
IZATION IZATION TEAM


18002


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(HOURS)(HOURS)(HOURS)
(2) (3) (5)


4360


SOUTHEAST REGIONAL LAB


LA
B


S


HEADQUARTERS
1776 1824


(b) (5), (b) (7)(E)







  ORA X  CENTER 27.0 [9.4]


6. FOOD DEFENSE RETAIL SPECIALIST DATA NEW
R & OTHER RISK NAT. ENTRY TO HIRE
E ORGANIZATION CFSAN FACTOR STUDY SPECIAL SHAREPOINT TRAINING
G DIRECTED DATA SECURITY SITE
I PROJECTS COLLECTION EVENTS
O


(HOURS) (HOURS) (HOURS) (HOURS) (HOURS)
N (10) (13) (15) (16) (17)


TOTAL ORA 480 2036 1300 624 2600
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


480 2036 1300 624 2600
1200 1200 1200 1200 1200
0.40 1.70 1.08 0.52 2.17


(15) Includes resources for food protection efforts of the Federal, State, and local governments associated with the Presidential Inauguration.  Other National Security Special Events include Summits hosted by 


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 18-33


foodborne illness risk factors at the retail level.


U.S. Officials and attended by World Leaders.
(16) Includes resources for maining and contributing contents to the National Retail Food Team SharePoint Site.


(14) Includes resources of workgroup members responsible for developing the data collection tools, analyzing data and drafting a report on the occurrence of foodborne risk factors in the different retail facility types.


(17) Includes resources for recently hired Retail Food Specialists to attend trainings comprised of required courses, one-on-one field and office training with experienced specialists and superviosrs, preparation for the
 Specialists's initial field standardization with CFSAN, as well as Level 1 certification activities for new investigators.


(11) Includes support provided to DHRD in the development and delivery of DHRD training courses on topics such as the Food Code, Preparation for Standardization, Managing Retail Food Safety (HACCP), Conducting 
Risk-Based Inspections, Special Processes at Retail, Foodborne Illness Investigations, Plan Review, Trace-back Investigations, Regulations of Temporary Food Establishments.


(12) Includes development and delivery of regionally-coordinated training courses and workshops offered to state, tribal and local partners, excluding workshops related to program standards.


1.44 0.70


(13) Includes the collection and reporting of data from on-site assessments of roughly 400 full service and 400 fast food restaurant facilities as part of a 10 year (2013-2023) FDA study to assess the control of 


7. REMARKS


(10) Resources allocated for the presentation and distribution of FDA materials related to food defense. Also, includes Specialist activities related to CFSAN priority assignments in response to National Food Safety needs.


TOTAL OPERATIONAL FTEs 1.41


TOTAL HOURS 1696 840
CONVERSION FACTOR 1200 1200 1200


 SEATTLE


1728


SAN JUAN LAB
WEAC


ESTIMATED HOURS PER OPERATION


REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 FLORIDA
 NEW ORLEANS
 SAN JUAN
REGIONAL STAFF


 PHILADELPHIA
REGIONAL STAFF
 ATLANTA


 CHICAGO
 CINCINNATI
 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 NEW YORK
REGIONAL STAFF
 BALTIMORE


REGIONAL STAFF
 NEW ENGLAND


WORKSHOPS


COURSE TRAINING/ FACTOR STUDY
WORKSHOP COURSES WORKGROUP


DHRD REGIONAL RETAIL
TRAINING NON-DHRD RISK


18002


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


(HOURS) (HOURS) (HOURS)
(11) (12) (14)


1696 1728 840


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


LA
B


S


HEADQUARTERS (b) (5), (b) (7)(E)







  ORA X  CENTER 21.0 [16.8]


6. CHECK SINGLE STATE MILK STATE TECHNICAL RMS
R RATING SERVICE SANITATION PROGRAM ASSISTANCE STANDARDI-
E PLANT AUDITS RATING OFF EVALUATION ZATION
G ORGANIZATION CERT
I
O
N (1) (1) (2) (3) (4)


TOTAL ORA 166 75 31 17 51 7
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


24.0 8.0 40.0 120.0 90.0 50.0
3984 600 1240 2040 4590 350
1200 1200 1200 1200 1200 1200
3.32 0.50 1.03 1.70 3.83 0.29


(2) Activities include the initial and continuous certification (including Hazard Analysis Critical Control Point (HACCP) if applicable) of State Rating Officers and Sampling Surveillance Officers.
(3) State Program Evaluations conducted of 1/3 of the states (including Puerto Rico) every 3 years.
(4) Activities include the initial CFSAN Standardization and the Re-standardization (function or exercise) of Regional Milk Specialists (RMSs).


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 18-34


7. REMARKS
(1) Check ratings of plants, Receiving Stations and Transfer Stations (RS/TS) every 3 years;  Bulk Tank Units (BTU) every 4 years; and Single-Service Container/Closure Manufacturers 


TOTAL OPERATIONAL FTEs 0.32 4.83 0.98


every 5 years.


TOTAL HOURS 384 5800 1176
CONVERSION FACTOR 1200 1200 1200


ESTIMATED HOURS PER OPERATION 12.0 20.0 24.0


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF


(1) (1) (2)


32 290 49


RECEIVING


TRANSFER BTU SURV OFF
AND CERT


CHECK CHECK STATE
RATING RATING SAMPLING


18003


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(NCIMS) Milk Safety Program Technical Assistance: Food and Cosmetics - 18


PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB
SAN JUAN LAB
WEAC


(b) (5), (b) (7)(E)







  ORA X  CENTER 21.0 [4.2]


6. FOOD NATIONAL
R DEFENSE TEAM
E TECH TECH 
G ORGANIZATION ASSIST ASSIST
I
O
N (5) (8)


TOTAL ORA 21 27
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


10.0 50.0
210 1350


1200 1200
0.18 1.13


 routine field work and State program assessments.
(6) Activities include the Regional Milk Seminar/SST Training courses/Regional Training/ Workshops.
(7) Includes time for presentation and distribution of Food Safety Modernization Act (FSMA) guidance document for dairy products to the state regulatory agencies during check 
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(8) Activities include the National Steering Team Meetings and conference calls and time for team leader activities (2 RMSs with additional 150 hours each identified.)


7. REMARKS


ratings, routine field work, and state program assessments. Presentations may be made at local meetings and included in training sessions for all segments of the regulatory and 
industry coummmunity. Coordination of FSMA field activities. 


(9) National conference on Interstate Milk Shipments (NCIMS) hold their conference every other year 


(5) This includes presentation and distribution of the Food Defense guidance document for Dairy Products to the State Regulatory Agencies and industry during check ratings,


1200 1200
TOTAL HOURS 1600


TOTAL OPERATIONAL FTEs 1.33


210 1680
CONVERSION FACTOR 1200


0.18 1.40


WEAC
ESTIMATED HOURS PER OPERATION 40.0 10.0 80.0


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF


(6) (7) (9)


40 21 21


TRAINING FSMA ACTIVITIES
GIVEN


NCIMS
CONFERENCE


18003


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


(NCIMS) Milk Safety Program Technical Assistance: Food and Cosmetics - 18


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


LA
B


S


SAN JUAN


(b) (5), (b) (7)(E)







  ORA X  CENTER 16.0 [12.7]


6. GROWING TECHNICAL NATIONAL CENTER PLANT STANDARD-
R AREA ASSISTANCE TEAM INTIATIVES EVALUATION IZATION &
E EVALUATION REPS & LAB RE-
G ORGANIZATION EVALUATIONS STANDARD-
I IZATION 
O (HOURS)
N (1) (4) (6) (7) (8) (9)


TOTAL ORA 215 1805 2 9 207 13
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


20.0 180.0 40.0 10.0 40.0
4300 1805 360 360 2070 520
1200 1200 1200 1200 1200 1200
3.58 1.50 0.30 0.30 1.73 0.43


(2) Resources are allocated for planning, field evaluations, file reviews, growing area data reviews.
(3) Activities include mangement, technical assistance and evaluation of state shellfish programs.
(4) Includes interpretations and consultation on NSSP MO requirements.


(6) Includes resources for shellfish program planning, development and coordination.
(7) Resources allocated for CFSAN priority assignments in response to national shellfish safety and lab evaluations.
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(8) Includes resources for planning field evaluations of processing plants, file reviews, and final report writing.
(9) Standardization conducted every 5 years for all FDA and state standardization officers. Re-standardization training will be provided during evaluation and technical assistance work while 


working in shellfish processing plants with state and FDA Shellfish Standardization Officers(SSOs).


(5) Activities include planning, field evaluations, file reviews and report writing for countries with Memorandum of Understanding (MOU) or agreements with FDA.


7. REMARKS
(1) Resources are allocated for planning, field evaluations, file reviews to determine state program conformity to the requirements of National Shellfish Sanitation Program (NSSP) Model Ordinance (MO).


TOTAL OPERATIONAL FTEs 1.50 2.50 0.83


TOTAL HOURS 1800 3000 1000
CONVERSION FACTOR 1200 1200 1200


ESTIMATED HOURS PER OPERATION 90.0 200.0


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF


(2) (3) (5)


20 3000 5


(HOURS)


HARVEST MANAGEMENT


CONTROL VIBRO FOREIGN
OF SPECIES EVALUATION


18004


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18


PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB
SAN JUAN LAB
WEAC


(b) (5), (b) (7)(E)







  ORA X  CENTER 16.0 [3.3]


6. NATIONAL ISSC
R TEAM COMMITTEE
E WORKSHOP CONFERENCE
G ORGANIZATION
I
O
N (10) (13)


TOTAL ORA 15 22
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


40.0 90.0
600 1980


1200 1200
0.50 1.65


(11) Includes training workshops coordinated and delivered by the specialists.
(12) Includes resources for the Regional Shellfish Specialists to attend regional shellfish conferences.
(13) Resources allocated for the specialists to attend the biennial Interstate Shellfish Sanitation Conference to address program related issues and new ISSC proposals.


Program Priorities by Number Order:
 #1 Vibrio Activities                                        #8 National Team Workshops             
 #2 Growing Area                                           #9  FMSA  workgroups
 #3 Control of Harvest                                    #10  National Team Reps
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 #7 ISSC Committees                                     #14 Center Initiatives


 #4 Technical Assistance                                 #11 Training Workshops
 #5 Foreign Evaluation                                    #12 Standardization
 #6 Regional Seminars                                    #13 Plant Evaluation


(14) Resources allocated for participating and/or providing information to the workgroups for the Food Safety Modernization Act.


7. REMARKS
(10) Includes specialist initiatives related to shellfish program development of agency procedures, guidance documents, standards, initiatives of national importance.


1200 1200
TOTAL HOURS 540


TOTAL OPERATIONAL FTEs 0.45


780 80
CONVERSION FACTOR 1200


0.65 0.07


WEAC
ESTIMATED HOURS PER OPERATION 30.0 30.0 20.0


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF


(11) (12) (14)


18 26 4


TRAINING REGIONAL FSMA
WORKSHOPS SEMINARS WORKGROUP


18004


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


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Molluscan Shellfish Evaluation Technical Assistance: Food and Cosmetics - 18


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


LA
B


S


SAN JUAN LAB


(b) (5), (b) (7)(E)







X   ORA X  CENTER 3.5


EMERGING
R ISSUES
E ACTIVITIES
G
I
O (HOURS)
N (1)
TOTAL ORA 3325


HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


3325
950


TOTAL OPERATIONAL FTEs 3.50


Planned  under Domestic Inspections Op12 but to be reported under appropriate PAC and Op Codes.


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 18-38


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
Responsive Investigative/Laboratory Operations Technical Assistance- Food and Cosmetics - 18


09F813


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


HEADQUARTERS


 NEW ENGLAND
 NEW YORK


TOTAL FIELD
REGIONAL STAFF


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB


 SAN FRANCISCO
 SEATTLE


DETROIT LAB


NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW


FORENSIC CHEM CTR
KANSAS LAB


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


SAN JUAN LAB
WEAC


ORGANIZATION


6.


7. REMARKS
NOTE: 18F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues.  Accomplished work must be 
reported against the appropriate program or assignment PAC.  
Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


(1) These resources are for conveyance construction activities, Chem Water Collections and any other unplanned work to be used by Districts as needed. 


CONVERSION FACTOR


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


(b) (5), (b) 
(7)(E)







3.  NO.    4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE


ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  49.4 39.7 89.1


1  Food Composition, Standards, Labeling and Economics 21F810* 37.4 39.5 76.9 21-40-43


2 Responsive Investigative/Laboratory Operations 21F813* 12.0 0.2 12.2 21-44


*This PACis for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC. 


 PAGE NO. 21-39


Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912


FORM FDA 2622 (02/16)


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


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA X  CENTER 76.9 [10.36]


6. DOMESTIC DOMESTIC DOMESTIC DOMESTIC IMPORT IMPORT
R SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
E COLL COLL COLL COLL COLL COLL
G ORGANIZATION MEDICAL INFANT SPECIES DIETARY MEDICAL NLEA
I FOODS FORMULA SUBSTITUTION SUPPLEMENT FOODS
O 21002 21006 21842 ASSIGNMENT 21002 21005
N (3) (1)


TOTAL ORA 30 30 38 200 8 910
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


6.0 6.0 5.8 5.5 2.0 2.0
180 180 220 1100 16 1820
950 950 950 950 950 950


0.19 0.19 0.23 1.16 0.02 1.92


NOTE: PAC 21F810 is for planning purposes only. Accomplished work must be reported against the appropriate program or assignment PAC.  


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 21-40


(1) Resources include collection of documentary samples.


(3) Species Substituation Assignment is a continuation from FY16. District allocations may change subject to FY16 accomplishments. 


7. REMARKS


CONVERSION FACTOR 950 950 950
1.93


Please see the Reporting Guidance for a listing of compliance programs and corresponding PACs.


(2) Domestic Sample Collections  may be collected at packers/repackers, distributors or warehouse if the requested number of samples cannot be collected during the inspection.


TOTAL OPERATIONAL FTEs 2.57 2.15


TOTAL HOURS 2446 2040 1832
ESTIMATED HOURS PER OPERATION 8.1 6.0 5.5


WEAC
SAN JUAN LAB


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 KANSAS CITY
 DENVER


REGIONAL STAFF
 DALLAS


 SAN JUAN


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 PHILADELPHIA


 MINNEAPOLIS
 NEW JERSEY


 DETROIT
 CINCINNATI


 BALTIMORE
REGIONAL STAFF


 CHICAGO


 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS
TOTAL FIELD


302 340 333


(1) (2)
21003 21005 21008


SUPPL
ECONO NLEA DIETARY


DOMESTIC DOMESTIC DOMESTIC


COLL COLL COLL


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


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


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


21F810, 21002, 21003, 21004, 21005, 21006, 21008


SAMPLE SAMPLE SAMPLE


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


(b) (5), (b) (7)(E)







X   ORA X  CENTER 76.9 [34.2]


6. IMPORT DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
R SAMPLE FIELD SAMPLE SAMPLE SAMPLE SAMPLE
E COLL EXAMS ANALYSIS ANALYSIS ANALYSIS ANALYSIS
G ORGANIZATION INFANT MEDICAL MED FOODS DIETARY NLEA
I FORMULA FOODS MICRO  SUPPLEMENT CHEM   
O 21006 CHEM  21002 ASSIGN 21005
N (5) 21002


TOTAL ORA 15 2400 19 11 200 200
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


3.7 0.9 69.4 21.1 18.2 5.9
56 2160 1319 232 3640 1180


950 950 1180 1180 1180 1180
0.06 2.27 1.12 0.20 3.08 1.00


(5) Field exams will be reported under Op 53 and Label Exams/Review should be reported under appropriate PAC and Op code 51 


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 21-41


24.53
7. REMARKS


CONVERSION FACTOR 950


 CINCINNATI


 BALTIMORE


Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism suspicions are raised while conducting routine work requiring follow-up, should an 
record the time for the reconciliation, container integrity, source and international adulteration exams under the FEX.    


(4) Continuing Gluten Free Assignment from FY16 will target imported products, including cereals, grain/grain products and flours, for gluten free claims.


950 950
0.47TOTAL OPERATIONAL FTEs 1.50


TOTAL HOURS 1426 450 23299
ESTIMATED HOURS PER OPERATION 2.0 3.0 0.5


SAN JUAN LAB
WEAC


PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 KANSAS CITY
 DENVER


REGIONAL STAFF
 DALLAS


 SAN JUAN


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 PHILADELPHIA


 MINNEAPOLIS
 NEW JERSEY


 DETROIT


REGIONAL STAFF


 CHICAGO


 NEW YORK
 NEW ENGLAND
REGIONAL STAFF


HEADQUARTERS
TOTAL FIELD


713 150 46598


(4) (6)
21008 ASSIGNMENT


SUPPL FREE
DIETARY GLUTEN REVIEW


IMPORT 


EXAMS/
LABEL


IMPORT IMPORT
SAMPLE


COLL COLL


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


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


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


21F810, 21002, 21003, 21004, 21005, 21006, 21008


SAMPLE


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW


(6)  All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and      
Activity Number (27/43)-Op Code 52. All routine label exams should include reconciliation, container integrity, source  country and international adulteration exams. 


additional exam and time be reported under the CT PAC 29R845.


PACIFIC REGIONAL LAB-SW


All time associated to these activities are to be reported under the LEX. If a label exam and some type of field exam (e.g. filth) are being conducted on the same product,


(b) (5), (b) (7)(E)







X   ORA X  CENTER 76.9 [15.89]


6. DOMESTIC DOMESTIC DOMESTIC IMPORT IMPORT IMPORT
R SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
E ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS
G ORGANIZATION INFANT TOT DIET ECONO MEDICAL NLEA INFANT 
I FORMULA ST (TDS) FOODS FORMULA
O CHEM    CHEM   21003 CHEM  CHEM  CHEM  
N 21006 21839 21002 21005 21006


TOTAL ORA 16 1040 302 8 125 15
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


170.1 1.2 22.0 59.7 13.3 99.1
2722 1248 6644 478 1663 1487
1180 1180 1180 1180 1180 1180
2.31 1.06 5.63 0.41 1.41 1.26


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 21-42


ARKANSAS REGIONAL LAB


1180 1180


 SAN FRANCISCO


 DENVER


REGIONAL STAFF


7. REMARKS


1180
TOTAL OPERATIONAL FTEs 0.30 3.18 0.33
CONVERSION FACTOR
TOTAL HOURS 350 3749 395
HOURS PER OPERATION


SAN JUAN LAB


25.0 18.2 10.4
WEAC


 SEATTLE


 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY


 SAN JUAN


 DALLAS


 NEW ORLEANS


 ATLANTA
 FLORIDA


REGIONAL STAFF
 PHILADELPHIA


 MINNEAPOLIS
 NEW JERSEY


 DETROIT
 CINCINNATI
 CHICAGO


REGIONAL STAFF
 BALTIMORE


 NEW YORK
 NEW ENGLAND


HEADQUARTERS


REGIONAL STAFF


14 206 38


21006 21008 (3)
MICRO  CHEM   (21842)


FORMULA SUUPLEMENT SUBSTITUTION


DOMESTIC DOMESTIC DOMESTIC


ANALYSIS ANALYSIS ANALYSIS
INFANT DIETARY SPECIES


SAMPLE SAMPLE SAMPLE


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


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      
FY 2017 ORA WORK PLAN   October 1, 2016


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


21F810, 21002, 21003, 21004, 21005, 21006, 21008


LA
B


S


SOUTHEAST REGIONAL LAB


DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB
SAN FRANSISCO LAB


(b) (5), (b) (7)(E)







X   ORA X  CENTER 76.9 [16.46]


6. IMPORT METHODS APPLIED IMPORT DOMESTIC DOMESTIC
R SAMPLE VAL/DEVT TECHNOLOGY SAMPLE SAMP COLL SAMPLE
E ANALYSIS CENTER COLLECTION ALLERGEN ANALYSIS
G ORGANIZATION DIETARY CHEM CHEM ECONO ASSIGNMENT ALLERGEN
I SUPPLEMENTS  (HOURS)  (HOURS) TBD ASSIGN 
O CHEM  21R816 21R816 21004 TBD
N 21008 (7)


TOTAL ORA 114 932 910 455 281 281
HQ


TOTAL FIELD


NE


CE


SE


SW


PA


TOTAL LABORATORY


13.2 1.0 6.0 20.0
1505 932 910 455 1686 5620
1180 1205 1180 950 950 1180
1.28 0.77 0.77 0.48 1.77 4.76


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 21-43


NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW
PHILADELPHIA LAB


KANSAS LAB


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR


 SAN FRANCISCO
 LOS ANGELES


 SOUTHWEST IMPORT DISTRICT


(7) CFSAN will issue an assignment or something similar to identify products for collection under the economic adulteration resources for the FY17 work plan.


2.54
1180CONVERSION FACTOR


7. REMARKS
4.09TOTAL OPERATIONAL FTEs


1180


10.6
TOTAL HOURS 3000 4823
HOURS PER OPERATION 20.0


SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


WEAC


 SEATTLE


SAN JUAN LAB


REGIONAL STAFF


 DENVER
 KANSAS CITY


REGIONAL STAFF
 DALLAS


 SAN JUAN


 FLORIDA
 NEW ORLEANS


 ATLANTA


 PHILADELPHIA
REGIONAL STAFF


 NEW JERSEY


 DETROIT


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW YORK


REGIONAL STAFF
 NEW ENGLAND


HEADQUARTERS


CHEM 21004
(4) (7)


150


GLUTEN FREE ECONO
ASSIGN  


ANALYSIS ANALYSIS


IMPORT IMPORT 


5. OPERATIONAL FTE POSITIONS3. PROGRAM/ASSIGNMENT CODE(S) 4.  WORK ALLOCATION PLANNED BY


  October 1, 2015
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER      


FY 2016 ORA WORK PLAN


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


21F810, 21002, 21003, 21004, 21005, 21006, 21008


SAMPLE


455


SAMPLE


 MINNEAPOLIS


LA
B


S


(b) (5), (b) (7)(E)







X   ORA X CENTER 12.2


6. EMERGING EMERGING EMERGING EMERGING DOMESTIC
R ISSUES ISSUES ISSUES ISSUES SAMPLE
E INSPECTIONS INVEST- IMPORT SAMPLE ANALYSIS
G ORGANIZATION ISSUES IGATION LABEL ANALYSIS OUTBREAK
I EXAMS CHEM EMERG RESP
O (HOURS) (HOURS) (HOURS) CHEM 
N (2) (3) (HOURS)


TOTAL ORA 6114 1140 400 363 100
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


0.5
6114 1140 363 200 363 100


950 950 950 950 1180 1180
TOTAL OPERATIONAL FTEs 6.44 1.20 0.38 0.21 0.31 0.08


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 21-44


Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism suspicions are raised while conducting routine work requiring follow-up, 
record the time for the reconciliation, container integrity, source and international adulteration exams under the FEX.    
All time associated to these activities are to be reported under the LEX. If a label exam and some type of field exam (e.g. filth) are being conducted on the same product,


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


(1) Includes investigational hours for all domestic investigations and follow-up to RFR-RCR. Planned under Op14 (Import Investigation).
(2) All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and 
Activity Number (27/43)-Op Code 52. All routine label exams should include reconciliation, container integrity, source  country and international adulteration exams. 


should an additional exam and time be reported under the CT PAC 29R845.
(3) These resources may be used for ephedrine alkaloids testing as needed.


NOTE: 21F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues.  Accomplished work must
be reported against the appropriate program or assignment PAC.  


7. REMARKS
3.08 0.53


TOTAL HOURS 2929 500
CONVERSION FACTOR 950 950


WEAC
ESTIMATED HOURS PER OPERATION


LA
B


S


SOUTHEAST REGIONAL LAB
SAN JUAN LAB


SAN FRANSISCO LAB
PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW


KANSAS LAB
FORENSIC CHEM CTR


DENVER LAB
ARKANSAS REGIONAL LAB


NORTHEAST REGIONAL LAB


DETROIT LAB


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF
TOTAL FIELD


(1)
2929 500 363


COLLECTION


(HOURS) (HOURS) (HOURS)


GATIONS RESPONSE SAMPLE


21F813


DOMESTIC OUTBREAK EMERGING


FY 2017 ORA WORK PLAN   October 1, 2016


Responsive Investigative/Laboratory Operations Food Composition, Standards, Labeling and Economics - 21


INVESTI- EMERGENCY ISSUES


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


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


(b) (5), (b) (7)(E)







3.  NO.    4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE


ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs


TOTAL  11.6 3.7 15.3


1 Cosmetics: Domestic and Imports 29001 9.8 3.7 13.5 29-46-47


2 Responsive Investigative/Laboratory Operations 29F813* 1.8 ** 1.8 29-48


*This PACis for planning purposes only.


Accomplished work must be reported against the


appropriate program or assignment PAC. 


** 0.02 FTEs are planned for Import Work 


 PAGE NO. 29-45


Mallory Kelly 240-402-2401 Shilpa Sainath 240-402-9912


FORM FDA 2622 (02/16)


Food and Cosmetics Colors and Cosmetics Technology - 29


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET


FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 13.5 [12.3]


6. DOMESTIC DOMESTIC IMPORT DOMESTIC DOMESTIC IMPORT
R INSPECT- SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
E IONS COLLECTION COLLECTION ANALYSIS ANALYSIS ANALYSIS
G COSMETIC COSMETIC COSMETIC
I ORGANIZATION ORGANIC
O ASSIGNMENT MICRO MICRO
N (3) MICRO (2)


TOTAL ORA 75 200 200 75 200 95
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


16.5 7.0 2.0 30.2 25.0 18.0
1238 1400 400 2265 5000 1710
950 950 950 1180 1180 1180


1.30 1.47 0.42 1.92 4.24 1.45


(2) FY16 cosmetic assignment continuing into FY17.  Assignment is targeting non preservative/traditional cosmetics collection and analysis for micro.  District allocations will be updated 
by the closure of FY16.


(3) These resources planned in 29001 are to be used as needed.


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 29-46


See IOM Section 5.4.1.4.1. for additional information on Food and Cosmetic Securities Activities.


All routine label exams should include reconciliation, container integrity, source country and international adulteration exams.  


additional exam and time be reported under the CT PAC 29R845.


7. REMARKS
TOTAL OPERATIONAL FTEs 0.43 0.44 0.67


NOTES: Accomplilshed work must be reported against the appropriate program or assignment PAC. 
Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


SAN JUAN LAB


TOTAL HOURS 413


(1) Targeted firms list and assignment will be communicated through OFFO and district spread will be updated when assignment is issued.


950 950


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


420


All time associated to these activities are to be reported under the LEX. If a label exam and some type of field exam (eg filth) are being conducted on the same product, record the time for the 


ESTIMATED HOURS PER OPERATION 16.5 5.6 0.4
640


CONVERSION FACTOR 950


LA
B


S


ARKANSAS REGIONAL LAB
DENVER LAB
DETROIT LAB
FORENSIC CHEM CTR
KANSAS LAB
NORTHEAST REGIONAL LAB
PACIFIC REGIONAL LAB-NW
PACIFIC REGIONAL LAB-SW


WEAC


 SAN FRANCISCO
 SEATTLE


REGIONAL STAFF
 LOS ANGELES


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 DALLAS
 DENVER


 SAN JUAN
REGIONAL STAFF


 FLORIDA
 NEW ORLEANS


REGIONAL STAFF
 ATLANTA


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 CHICAGO
 CINCINNATI


REGIONAL STAFF
 BALTIMORE


 NEW ENGLAND
 NEW YORK


HEADQUARTERS


REGIONAL STAFF
TOTAL FIELD


(1) (2) (4)


25 75 1600


ORGANIC
ASSIGNMENT


INSPECTION EXAMS/
REVIEW


COLLECTION
COSMETIC


DOMESTIC IMPORT
TARGETED LABEL


DOMESTIC 
SAMPLE


(4) All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and Activity Number (27/43) - Op Code 52 


reconciliation, container integrity, source and international adulteration exams under the FEX.
Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism suspicions are raised while conducting routine work requiring follow-up, should an 


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Cosmetics: Domestic and Imports Colors and Cosmetics Technology - 29


PHILADELPHIA LAB
SAN FRANSISCO LAB
SOUTHEAST REGIONAL LAB


29001


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


(b) (5), (b) (7)(E)







X   ORA  CENTER 13.5 [1.2]


6.
R
E
G ORGANIZATION
I
O
N


TOTAL ORA
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 29-47


SAMPLE
IMPORT


Colors and Cosmetics Technology - 29Cosmetics: Domestic and Imports


2. PPS PROJECT NAME/NUMBER1. PROGRAM/ASSIGNMENT TITLE
  October 1, 2016FY 2017 ORA WORK PLAN


29001


5. OPERATIONAL FTE POSITIONS4.  WORK ALLOCATION PLANNED BY3. PROGRAM/ASSIGNMENT CODE(S)


ANALYSIS


HEADQUARTERS
105


CHEM


COSMETIC


 NEW ENGLAND
REGIONAL STAFF
TOTAL FIELD


 BALTIMORE
REGIONAL STAFF
 NEW YORK


 DETROIT
 CINCINNATI
 CHICAGO


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS


 FLORIDA
 ATLANTA
REGIONAL STAFF


REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS


 KANSAS CITY
 DENVER
 DALLAS


 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT


 SEATTLE
 SAN FRANCISCO


ARKANSAS REGIONAL LAB


WEAC


7. REMARKS


ESTIMATED HOURS PER OPERATION 13.0
TOTAL HOURS 1365


TOTAL OPERATIONAL FTEs 1.16
CONVERSION FACTOR 1180


SAN JUAN LAB
SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB


LA
B


S


PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW
NORTHEAST REGIONAL LAB
KANSAS LAB
FORENSIC CHEM CTR
DETROIT LAB
DENVER LAB


(b) (5), (b) 
(7)(E)







X   ORA X  CENTER 1.8


6. EMERGING EMERGING EMERGING EMERGING DOMESTIC
R ISSUES ISSUES ISSUES ISSUES SAMPLE
E INSPECTIONS INVESTI- IMPORT SAMPLE ANALYSIS
G ORGANIZATION GATIONS LABEL ANALYSIS OUTBREAK
I EXAM EMERG
O (HOURS) (HOURS) (HOURS) (CHEM) (CHEM)
N (2) (HOURS) (HOURS)


TOTAL ORA 124 342 19 109 100
HQ


NE


CE


SE


SW


PA


TOTAL LABORATORY


124 342 19 109 100
950 950 950 1180 1180


TOTAL OPERATIONAL FTEs 0.13 0.36 0.02 0.09 0.08


FORM FDA 2621a (02/16)        ORA WORK PLANNING SHEET PAGE NO. 29-48


All routine label exams should include reconciliation, container integrity, source country and international adulteration exams.  


(1) Includes investigational hours for all domestic investigations and follow-up to RFR-RCR. Planned under Op14 (Import Investigation)


Please see Reporting Guidance for a listing of compliance programs and corresponding reporting PACS.


(2) All Label Exams/Review work should be reported under LEX work type code in OASIS with appropriate PAC, PAF (LBL/NIS) and Activity Number (27/43) - Op Code 52 


All time associated to these activities are to be reported under the LEX. If a label exam and some type of field exam (eg filth) are being conducted on the same product, record the time for the 
reconciliation, container integrity, source and international adulteration exams under the FEX.
Only in the event of a pre-determined "for cause" counterterrorism exam, or in the event counterterrorism suspicions are raised while conducting routine work requiring follow-up, should an 
additional exam and time be reported under the CT PAC 29R845.
See IOM Section 5.4.1.4.1. for additional information on Food and Cosmetic Securities Activities.


NOTE: 29F813 is for planning purposes only. Resources are to be used for all outbreak, emergency activities, emerging issues, OAI follow-ups.  Accomplished work must be reported against
the appropriate program or assignment PAC.  


7. REMARKS
0.52 0.53 0.11


CONVERSION FACTOR 950 950 950
TOTAL HOURS 494 500 109
ESTIMATED HOURS PER OPERATION


WEAC


LA
B


S


ARKANSAS REGIONAL LAB


DETROIT LAB
DENVER LAB


SAN JUAN LAB
SOUTHEAST REGIONAL LAB
SAN FRANSISCO LAB
PHILADELPHIA LAB
PACIFIC REGIONAL LAB-SW
PACIFIC REGIONAL LAB-NW
NORTHEAST REGIONAL LAB
KANSAS LAB
FORENSIC CHEM CTR


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES
REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT
 KANSAS CITY
 DENVER
 DALLAS
REGIONAL STAFF
 SAN JUAN
 NEW ORLEANS
 FLORIDA
 ATLANTA
REGIONAL STAFF
 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
REGIONAL STAFF
 NEW YORK
 NEW ENGLAND
REGIONAL STAFF
TOTAL FIELD
HEADQUARTERS


494 500 109
(1)


(HOURS) (HOURS) (HOURS)


COLLECTION
GATIONS RESPONSE SAMPLE
INVESTI- EMERGENCY ISSUES


DOMESTIC OUTBREAK EMERGING 


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


FY 2017 ORA WORK PLAN   October 1, 2016


Responsive Investigative/Laboratory Operations Colors and Cosmetics Technology - 29


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


29F813


(b) (5), (b) (7)(E)





		CFSAN SUMMARY

		PROJSUM 03

		03F810

		03F811

		03F812

		03014

		03F813

		03F830 

		03R233 

		PROJSUM 04

		04F810

		04F813

		04839

		PROJSUM 07

		07001 

		07F813

		PROJSUM 09

		09F810 

		09F813

		PROJSUM 18

		18F810

		18002 

		18003 

		18004 

		18F813

		PROJSUM 21

		21F810 

		21F813

		PROJSUM 29

		29001 

		29F813










X   ORA  CENTER 24.9


6.
R DOMESTIC INVESTI- IMPORT IMPORT DOMESTIC DOMESTIC METHODS
E INSPEC- GATIONS EXAMS ENTRY SAMPLE SAMPLES VAL/DEV
G TIONS (Hours) REVIEW COLL TO BE CHEM
I (Hours) ANALYZED (Hours)
O 96R800 96R800 96R833 CHEM
N (1) (3) (5) (6) (7) (Hours) (8)


10 700 775 900 40 10030 12653
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


55.0 0.5 3.0
550 700 388 900 120 10030 12653
950 950 950 1200 950 1180 1205
0.58 0.74 0.41 0.75 0.13 8.50 10.50


(4) Represents Import assignments for follow-up on refusals and filer evaluations (Op 96, PAC 99R833)
(5) Includes Import Assignments for Label Exams (Op code 52) PAC 96R800
(6) Import Entry Review use PAC 96R833 


(8) Planned Methods Val/Dev Chem hours may be used for Sample Analysis, if needed. 


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 96-2


SE
 ATLANTA
 FLORIDA
 NEW ORLEANS


 MINNEAPOLIS


 BALTIMORE


 REGIONAL STAFF


CE


 CHICAGO
 CINCINNATI
 DETROIT


 NEW YORK


 SAN JUAN


 NEW JERSEY


 REGIONAL STAFF


 PHILADELPHIA


96R800, 96T800, 96R824, 96R833


(Hours)INSPECTIONS


FY 2017 ORA WORK PLAN  October 1, 2016


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


1. PROGRAM/ASSIGNMENT TITLE


 Regulated Tobacco Products: Domestic and Import


2. PPS PROJECT NAME/NUMBER


Tobacco Post-Market Activities - 96


5. OPERATIONAL FTE POSITIONS


DISTRICT/SPECIALIZED 
LABORATORY


CENTER-


(4)


INITIATED
DOMESTIC


96T800


INVESTI-
GATIONS


52
(2)


325


 DALLAS


 PACIFIC REGIONAL LAB-SW


 NORTHEAST REGIONAL LAB


SW


NE


IMPORT


 REGIONAL STAFF


HEADQUARTERS


 REGIONAL STAFF
 NEW ENGLAND


TOTAL ORA


3.01
950 950


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SAN JUAN LAB


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


 PACIFIC REGIONAL LAB-NW


ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 WEAC


2860


Forensic Chemistry Center work related to OCI investigations will be reported under PAC96R831.


(3) Represents assignments that include complaint follow-up, smokeless free sample events, and other similar investigative assignments. Consumer Complaints use PAC96R801


(1) Represents about half the registered tobacco facilities. FDA is required to inspect each registered facility at least once in a two year period. 


(7) Represents samples that may be collected during an Inspection, Investigation, or Sample Assignments. 


(2) These assignments represent the Center's potential need for inspections. These unspecified assignments may not be issued. Resources may be used for DOM INV, if needed.


55.0
325


PA


 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


LA
B


S


 SOUTHEAST REGIONAL LAB


9. REMARKS
0.34


(b) (5), (b) (7)(E)







TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN


TOTAL 24.0 1.5 25.5


96 REGULATED TOBACCO PRODUCTS: DOMESTIC AND IMPORT 23.4 1.5 24.9


98 TOBACCO BIORESEARCH MONITORING / CLINICAL INVESTIGATORS 0.6 0.6


CENTER FOR TOBACCO
RESOURCE SUMMARY


FY 2017


OPERATIONAL FTES







3.  NO. 4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  23.4 1.5 24.9


1 Regulated Tobacco Products: Domestic and Import 96R800, 96T800 23.4 1.5 24.9 96-2


96R824, 96R833


 PAGE NO. 96-1


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Lillian Ortega 240-402-9041 Claire McCormack 240-402-4218


FORM FDA 2622 (2/16)


Regulated Tobacco Products: Domestic and Import Tobacco Post Market Activities - 96


6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA WORK PLANNER/TELEPHONE







3.  NO. 4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  0.6 0.6


1 Regulated Tobacco Products: Bioresearch Monitoring / Clinical Investigators 98T800, 98811 0.6 0.6 98-4


 PAGE NO. 98-3


Lillian Ortega 240-402-9041 Claire McCormack 240-402-4218


FORM FDA 2622 (2/16)


Regulated Tobacco Products:Bioresearch Monitoring / Clinical Investigators Tobaccor Pre-Market Activities - 98


6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER







X   ORA  CENTER 0.6


6.
R DOMESTIC
E PRE-
G APPROVAL
I INSPEC-
O TIONS
N (1)


10
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


60.0
600
950
0.63


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 98-4


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


FY 2017 ORA WORK PLAN  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Regulated Tobacco Products: Bioresearch Monitoring/Clinical Investigator Tobacco Pre-Market Activities - 98


98T800, 98811


TOTAL ORA


DISTRICT/SPECIALIZED 
LABORATORY


CE


 REGIONAL STAFF
 BALTIMORE


HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND


 CHICAGO
 CINCINNATI


 NEW YORK


 NEW JERSEY
 PHILADELPHIA


 DETROIT
 MINNEAPOLIS


 NEW ORLEANS
 SAN JUAN


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA


SW


 REGIONAL STAFF
 DALLAS
 DENVER


 SAN FRANCISCO


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 WEAC
ESTIMATED HOURS PER OPERATION
TOTAL HOURS


 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB
 SAN JUAN LAB


PA


 REGIONAL STAFF
 LOS ANGELES


9. REMARKS


(1) Domestic Pre-Market Authorization Inspections represent the Center's potential need for Inspections.  There may not be any Pre-Market Authorization
Inspections conducted in the FY.


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


(b) (5), 
(b) (7)
(E)





		96R800

		CTP Summary

		Project 96 Summary

		Project 98 Summary

		98T800










TOTAL
OPERATIONAL


PPS FTEs
NO. PROJECT TITLE DOMESTIC IMPORT FOREIGN


TOTAL 123.2 19.0 4.4 146.6


68 PRE-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD ADDITIVES 8.1 2.7 10.8


71 MONITORING OF MARKETED ANIMAL DRUGS, FEEDS, AND DEVICES 115.1 19.0 1.7 135.8


CENTER FOR VETERINARY MEDICINE
RESOURCE SUMMARY


FY 2017


OPERATIONAL FTES







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  8.1 2.7 10.8


1 NADA Pre-Approval Inspections 68001, G 1.3 2.3 3.6 68-2


2 Bioresearch Monitoring 6.8 0.4 7.2 68-3
  GLPs - Good Laboratory Practices 68808 [4.3] [4.5] 68-3
  Spon/Mon/Con - Sponsors, Monitors, Contract Research Organizations 68810 [0.2] 68-3
  Clinical Investigators 68811 [2.5] [0.2] [2.7] 68-3


 PAGE NO. 68-1


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Jeremy Robbi 240-276-9227 Angela Pirooz 301-796-8332


FORM FDA 2622 (2/16)


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


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA X  CENTER 3.6


6.


R DOMESTIC FOREIGN
E INSPEC- INSPEC-
G TIONS TIONS
I
O
N


10 35
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


41.5 61.5
415 2153
950 950


0.44 2.27


Districts and Laboratories should collect and analyze samples as per the compliance program. Resources for sample collections are included in the inspection resources.
Resources for Sample Analysis are included in the "Chemist on Inspections" hours. Report all sample collections and analysis under the appropriate operation codes.
Resources for the Generic Animal Drug Pre-Approval Inspections are planned under PAC 68001 and should be reported under PAC 68001G.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 68-2


SW  DENVER


 FORENSIC CHEM. CTR


3. PROGRAM/ASSIGNMENT CODE(S)


NE


CE


SE


4.  WORK ALLOCATION PLANNED BY


 REGIONAL STAFF


CHEMIST
ON


ORGANIZATION


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


68001, G


5. OPERATIONAL FTE POSITIONS


INSPEC


(Hours)


HEADQUARTERS
850TOTAL ORA


 NEW YORK
 NEW ENGLAND


 REGIONAL STAFF


 CHICAGO
 BALTIMORE


 DETROIT
 MINNEAPOLIS


 CINCINNATI


 PHILADELPHIA
 REGIONAL STAFF


 NEW JERSEY


 FLORIDA
 NEW ORLEANS


 ATLANTA


 REGIONAL STAFF
 DALLAS


 SAN JUAN


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT


 SOUTHEAST REGIONAL LAB


REGIONAL STAFF
 LOS ANGELES


950


 SAN FRANCISCO


CONVERSION FACTOR


 SEATTLE


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 WEAC


TOTAL OPERATIONAL FTEs


LA
B


S


0.89
7. REMARKS


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 850


(b) (5), (b) (7)(E)







X   ORA  CENTER 7.2


6.
R DOMESTIC FOREIGN
E INSPEC- INSPEC-
G TIONS TIONS
I
O
N 68808 68811


30 3
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


137.0 74.0
4110 222


950 950
4.33 0.23


Inspections are to be conducted based on CVM issued assignments. District allocations may change based on assignments.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 68-3


ORGANIZATION


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW


 SOUTHEAST REGIONAL LAB


 PACIFIC REGIONAL LAB-SW


TIONS


68811


NE


CE


SE


SW


PA


FY 2017 ORA WORK PLAN


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


  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Bioresearch Monitoring Pre-Approval Evaluation of Animal Drugs and Food Additives - 68
GLPs, Spon/Mon/Con, Clinical Investigators


5. OPERATIONAL FTE POSITIONS


68808, 68810, 68811


DOMESTIC FOREIGN
INSPEC- INSPEC-


TIONS


68810


44 2
HEADQUARTERS


TOTAL ORA


 REGIONAL STAFF


 NEW YORK
 NEW ENGLAND


 BALTIMORE
 REGIONAL STAFF


 CINCINNATI
 CHICAGO


 MINNEAPOLIS
 DETROIT


 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


ESTIMATED HOURS PER OPERATION 54.0 90.0


LA
B


S


 FORENSIC CHEM. CTR


 WEAC


TOTAL HOURS 2376 180
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 2.50 0.19
7. REMARKS


(b) (5), (b) (7)(E)







3.  NO.            4.  FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5.  PROGRAM 7.  TOTAL 8.  PAGE
ASSIGNMENT OPERATIONAL 


    CODE DOMESTIC IMPORT FOREIGN FTEs
TOTAL  115.1 19.0 1.7 135.8


1 Animal Drug Manufacturing Inspections/Type A Medicated Articles
71001, A, B, 71005, 
A 9.6 * 1.5 11.1 71-5


2 Feed Contaminants 71003A-C, E, G 25.2 8.4 33.6 71-6 to 71-9


3 Feed Manufacturing 71004, A 5.9 0.2 6.1 71-10


4 Illegal Drug Residues in Meat, Poultry, and Milk 71006, M 33.2 33.2 71-11


5 Ruminant Feed Ban Rule/BSE Program


71009, 71R824, 
71R833, 71R843, 
71R844, 99R833  13.2 10.0 23.2 71-12 to 71-14


6 Preventative Controls for Animal Feed 71014 7.9 7.9 71-15


7 Methods Validation/Development Program 71R816 5.0 5.0 71-16


8 Forensic Evaluation and Sample Analysis 71R838 1.0 1.0 71-17


9 Center Initiated Assignments 71V800 14.1 0.6 14.7 71-18


* 0.02 FTEs planned for Import operations


 PAGE NO. 71-4


      PROJECT SUMMARY SHEET
FY 2017


1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER


Jeremy Robbi 240-276-9227 Angela Pirooz 301-796-8332


FORM FDA 2622 (2/16)


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


 6.  OPERATIONAL FTE 


CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE







X   ORA X  CENTER 11.1


6.
R DOMESTIC TIER I TIER II FOREIGN INVESTI- DOMESTIC IMPORT DOMESTIC CENTER
E INSPEC- INSPEC- GATIONS SAMPLE EXAMS SAMPLE INITIATED
G TIONS TIONS COLL ANALYSIS ASSIGN
I (Tech Assist)
O (Hours) Chem Chem (Hours)
N (1) (1) (1) (3) (4)


178 102 76 33 600 250 50 20 100 20 950
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


36.9 43.9 0.2 20.0
6568 1447 600 250 20 400 950


950 950 950 950 950 1180 950
6.91 1.52 0.26 0.02 0.34 1.00


(1) Inspections include product defects and adverse drug reaction follow up. The district allocations are estimates based on inventory. 
Total Domestic Vet Drug inventory is around 517 firms. This strategy will allow for approximately a 3 year inspectional frequency for the industry. 
Pharmacy Compounding facilities are not intended to be included in this strategy.
Teat Dip and Udder Wash facilities are low regulatory significance. See CPG Sec. 654.200 Teat Dips and Udder Washes for Dairy Cows and Goats.
Tier 1 lists are for Performance Goal inspections; Tier 2 lists are for Work Plan inspections. 
If substitutions are needed, select a firm next down the list as appropriate, and notify Nadine Nanko at CVM.
Contact the National OEI Coordinator for current information about ORA's CVM District Use Codes which are for work planning purposes. 
(2) Domestic Sample Collection (50 samples) consists of 20 physical samples and 30 documentary samples. Samples will be collected only “For Cause”.
(3) Focus on the labeling of Category II drugs and Type A medicated articles containing such drugs to verify manufacturer on label is registered for the product being imported and the 
consignee is registered as a drug mixing establishment and possesses a medicated feed mill license (MFML). Label review should be recorded as LEX/LBL/71005A.
(4) The Center may issue an assignment in FY17.  Since the nature of these assignments is not yet determined, resources have been allocated using OP code 92 (Technical Assistance). 
Resources for Type A Medicated Articles Program are planned under PAC 71001 and should be reported under PAC 71005A.


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 71-5


 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


NE


CE


SE


SW


 REGIONAL STAFF
 DALLAS


 CINCINNATI


 PHILADELPHIA


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Animal Drug Manufacturing Inspections/Type A Medicated Articles Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


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


 71001, A, B, 71005, A


INSPEC COLL


CHEMIST DOMESTIC
ON SAMPLE 


HEADQUARTERS


(Hours)
(2)


 REGIONAL STAFF
 NEW ENGLAND


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 NEW YORK


 DETROIT
 MINNEAPOLIS
 NEW JERSEY


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


TOTAL HOURS 400


LA
B


S


 PACIFIC REGIONAL LAB-NW


0.63


 WEAC


7. REMARKS


CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs 0.42


ORGANIZATION


TOTAL ORA


ESTIMATED HOURS PER OPERATION 8.0


(b) (5), (b) (7)(E)







X   ORA  CENTER 33.6 [6.3]


6.
R DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC
E INSPEC- SAMPLE SAMPLE SAMPLE SAMPLE
G TIONS COLL COLL COLL COLL
I
O Metals Micro Chem Dioxin
N 71003B 71003E 71003A 71003G


(1) (2)(a) (b)


37 115 100 250 150
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


24.0
888
950


0.93


The shaded columns are a subset of the total Domestic Sample Collections. 
(1) Inspections performed as follow up to violative samples and as needed for surveillance.
(2) DSC Micro 71003E - 100 official sample collections and 100 analyses - analyze for four microorganisms (Salmonella, Listeria
monocytogenes, E. coli O157:H7 and non E. coli O157:H7 Shiga toxin-producing strains of E. coli) per official sample. 


Two Center issued assignments are expected in FY17:
(a) A Micro assignment under 71003E will be issued for raw pet food diets.
(b) A 100 sample dioxin assignment will be issued and 50 samples reserved for follow-up if elevated levels are found. 
 


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET PAGE NO. 71-6


ORGANIZATION


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
FY 2017 ORA WORK PLAN   October 1, 2016


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


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


71003A-C, E, G


DOMESTIC DOMESTIC DOMESTIC
INVESTI- SAMPLE SAMPLE
GATIONS COLL COLL


(Hours) Myco
71003C


1260 953 338
HEADQUARTERS


NE
 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


CE


 REGIONAL STAFF
 BALTIMORE
 CHICAGO


 DETROIT
 CINCINNATI


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF


 SAN JUAN


 ATLANTA
 FLORIDA
 NEW ORLEANS


SW


 REGIONAL STAFF
 DALLAS


 KANSAS CITY
 DENVER


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC
ESTIMATED HOURS PER OPERATION 4.0
TOTAL HOURS 1260 3812
CONVERSION FACTOR 950 950
TOTAL OPERATIONAL FTEs 1.33 4.01
7. REMARKS


TOTAL ORA


(b) (5), (b) (7)(E)







2. PPS PROJECT NAME/NUMBER


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


5. OPERATIONAL FTE POSITIONS


X   ORA  CENTER 33.6 [18.6]


6.
R DOMESTIC DOMESTIC METHODS
E SAMPLE SAMPLE VAL/DEV
G ANALYSIS ANALYSIS
I
O Metals Dioxin Chem (Hours)
N 71003B 71003G 71003A 


(5)


115 150 9039
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SAN JUAN


25.5 6.2 25.0
2933 3750 9039
1180 1180 1180
2.49 3.18 7.66


(3) DSA Micro 71003E - 100 official sample collections and 100 analyses- analyze for four microorganisms (Salmonella, Listeria
monocytogenes, E. coli O157:H7 and non E. coli O157:H7 Shiga toxin-producing strains of E. coli) per official sample. 
(4) DSA Chem 71003A to include Pesticides, Industrial Chemicals and Filth (240 samples for Pesticides & Industrial Chemicals plus
10 Filth samples for FY17).
(5) DSA Dioxin samples will be used as follows: 100 samples for a dioxin sampling assignment and 50 samples reserved  
for follow-up if elevated levels are found. 


FORM FDA 2621a (2/16)        ORA WORK PLANNING SHEET (Continued) PAGE NO. 71-7


(3) (4)


ORGANIZATION


1. PROGRAM/ASSIGNMENT TITLE
FY 2017 ORA WORK PLAN


Feed Contaminants - Domestic


  October 1, 2016


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


71003A-C, E, G


DOMESTIC DOMESTIC DOMESTIC
SAMPLE SAMPLE SAMPLE


ANALYSIS ANALYSIS ANALYSIS


Myco Micro Chem
71003C 71003E 71003A


338 100 250
HEADQUARTERS


TOTAL ORA


 NEW ENGLANDNE
 REGIONAL STAFF


 NEW YORK
 REGIONAL STAFF
 BALTIMORE


 DETROIT


 CHICAGO


 MINNEAPOLIS


 CINCINNATICE


 NEW JERSEY
 PHILADELPHIA


SE


 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN


SW


 REGIONAL STAFF


 DENVER
 DALLAS


 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC
HOURS PER OPERATION 10.0
TOTAL HOURS 3380 1300


13.0
1550


CONVERSION FACTOR 1180 1180 1180
TOTAL OPERATIONAL FTEs 1.102.86
7. REMARKS


1.31


(b) (5), (b) (7)(E)







X   ORA  CENTER 33.6 [6.6]


6.
R IMPORT IMPORT IMPORT IMPORT
E SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE
G COLL COLL ANALYSIS ANALYSIS
I
O Micro Metals Myco Chem Micro
N 71003E 71003B 71003C 71003A 71003E


(7)


300 350 45 170 300 350
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SAN JUAN


4.8 12.0
1440 4200
1180 1180
1.22 3.56


The shaded columns are a subset of the total Import Sample Collections. 
(6) ISC Chem and Others: 300 Import Sample Collections are for Chem [Pesticides and Industrial chemicals (290) and filth (10)],
170 Import Samples are for Myco, and 45 Import Samples will be collected for Metals.
(7) ISC Micro 71003E, 350 official sample collections are for pig ears, pet treats, and pet foods as well as other animal feed and ingredients; 
350 analyses for Salmonella.
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ORGANIZATION
SAMPLE


COLL


Feed Contaminants - Import


FY 2017 ORA WORK PLAN


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


  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


71003A-C, E, G


IMPORT IMPORTIMPORT


COLL


HEADQUARTERS
865TOTAL ORA


 REGIONAL STAFF
 NEW ENGLAND
 NEW YORK


NE


 REGIONAL STAFF


 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO


 NEW JERSEY


CE


 BALTIMORE


 PHILADELPHIA


SE


 REGIONAL STAFF


 NEW ORLEANS
 FLORIDA
 ATLANTA


 SAN JUAN


 DALLAS
 DENVER
 KANSAS CITY


SW


 REGIONAL STAFF


 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES


 SEATTLE
 SAN FRANCISCO


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


TOTAL HOURS 1730
ESTIMATED HOURS PER OPERATION 2.0


CONVERSION FACTOR 950
TOTAL OPERATIONAL FTEs
7. REMARKS


SAMPLE
COLL


Chem
71003A


1.82


(6)


(b) (5), (b) (7)(E)







X   ORA  CENTER 33.6 [2.1]


6.
R IMPORT
E SAMPLE
G ANALYSIS
I
O Metals
N 71003B


45
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SAN JUAN


14.0
630


1180
0.53
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HEADQUARTERS


1. PROGRAM/ASSIGNMENT TITLE


Feed Contaminants - Import


FY 2017 ORA WORK PLAN   October 1, 2016
2. PPS PROJECT NAME/NUMBER


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


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


71003A-C, E, G


IMPORT ORGANIZATION
SAMPLE


ANALYSIS


Myco
71003C


170


 REGIONAL STAFF
NE  NEW ENGLAND


 NEW YORK


 CHICAGO


 PHILADELPHIA


CE


 REGIONAL STAFF


 DETROIT


 BALTIMORE


 NEW JERSEY
 MINNEAPOLIS


 CINCINNATI


 FLORIDASE


 REGIONAL STAFF
 ATLANTA


 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS


SW
 KANSAS CITY


REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT


 DENVER


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


TOTAL HOURS
11.0ESTIMATED HOURS PER OPERATION
1870


CONVERSION FACTOR
TOTAL OPERATIONAL FTEs


1180
1.58


7. REMARKS


TOTAL ORA


 SEATTLE
 SAN FRANCISCO
 LOS ANGELES


(b) (5), (b) (7)(E)







  ORA X  CENTER 6.1


6.
R DOMESTIC FOREIGN DOMESTIC 
E INSPEC- INSPEC- SAMPLE
G TIONS TIONS COLL
I
O Chem
N


200 5 60 15 15
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


24.0 30.0
4800 150
950 950


5.05 0.16


The shaded column is a subset of the total Domestic Sample Collections. 
(1) Domestic Sample Collection (60 samples) consists of 15 physical samples and 45 documentary samples. Samples will be collected only “For Cause”.
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NE


CE


SE


SW


PA


LA
B


S
FY 2017 ORA WORK PLAN   October 1, 2016


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


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


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


 71004, A


COLL ANALYSIS


DOMESTIC DOMESTIC
SAMPLE SAMPLE


HEADQUARTERS


Chem
(1)


 REGIONAL STAFF
 NEW ENGLAND


 REGIONAL STAFF
 BALTIMORE


 NEW YORK


 CINCINNATI
 DETROIT


 CHICAGO


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF


 SEATTLE


 LOS ANGELES
 SAN FRANCISCO


 WEAC


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


CONVERSION FACTOR 950 1180


ESTIMATED HOURS PER OPERATION 8.0 28.0


TOTAL OPERATIONAL FTEs 0.51 0.36
7. REMARKS


ORGANIZATION


TOTAL ORA


TOTAL HOURS 480 420


(b) (5), (b) (7)(E)







X   ORA X  CENTER 33.2


6.
R DOMESTIC METHODS
E INSPEC- VAL/DEV
G TIONS
I
O Chem (Hours)
N


450 360
HQ


TOTAL FIELD


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


39.0
17550 360


950 1180
18.47 0.31


(1) Documentary samples only.
(2) Tech support hours include supporting State Activities under Illegal Residues in Meat, Poultry, and Milk, and time for Tissue Residue Monitors.
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ORGANIZATION


TOTAL HOURS
CONVERSION FACTOR


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


NE


CE


SE


SW


PA


 NEW ENGLAND


 REGIONAL STAFF


 CHICAGO


 DETROIT


 NEW JERSEY


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


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


71006


DOMESTIC DOMESTIC TECH
INVESTI- SAMPLE SUPPORT
GATIONS COLL


(Hours) (Hours)
(1) (2)


5531 788
HEADQUARTERS


1900TOTAL ORA


 REGIONAL STAFF


 NEW YORK


 BALTIMORE


 CINCINNATI


 MINNEAPOLIS


 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
 REGIONAL STAFF
 LOS ANGELES


8.0ESTIMATED HOURS PER OPERATION


 SAN FRANCISCO
 SEATTLE


5531 6304 1900
950 950 950


TOTAL OPERATIONAL FTEs 5.82 6.64 2.00
7. REMARKS


(b) (5), (b) (7)(E)







X   ORA X  CENTER 23.2 [20.0]


6.
R DOMESTIC IMPORT IMPORT IMPORT DOMESTIC DOMESTIC
E INSPEC- INVESTI- SAMPLE EXAMS SAMPLE SAMPLE
G TIONS GATIONS COLL ANALYSIS ANALYSIS
I
O (Hours) Chem Micro
N (1) (4) (5) (5)


720 1530 203 1600 375 197
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


6.0 1.2 0.2 5.0 4.2
4320 1530 244 320 1875 827


950 950 950 950 1180 1180
4.55 1.61 0.26 0.33 1.59 0.70


(1) Inspections of performance goal firms with establishment types for renderers, protein blenders, and feed mills should be inspected annually and other establishment
types handling or not handling prohibited material should be inspected as specified on page 71-13.
(2) Domestic Investigation Hours are to be used for OEI Improvement with a focus on searching for new firms that fall under the high risk category.
Report CVM State Contract Inspection Audit time under PAC 71R843 Operation Code 13.
(3) Reporting Guidance: Import Entry Review (Electronic and Manual - Operation Code 14, PAC 71R833) includes resources for Mail Courier review.
(4) Import Investigation Hours are for Filer Evaluations (Op Code 95, PAC 99R833), Follow-Up to Refusals (PAC 71R824), and other operations as required
by the district to cover program priorities. Report accomplishments under the appropriate operation and PACs. 
(5) Domestic Sample Analysis Planned Hours are split 2/3 Chem and 1/3 Micro, however laboratories may use planned time for either type of analysis as needed.


ORGANIZATION


Ruminant Feed Ban Rule/BSE Program


 KANSAS CITY


 LOS ANGELES


TOTAL ORA


 SOUTHWEST IMPORT DISTRICT


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


NE


CE


SE


SW


LA
B


S


 FORENSIC CHEM. CTR


7. REMARKS
TOTAL OPERATIONAL FTEs 0.95 7.03 3.01


900 8440 2860
CONVERSION FACTOR 950 1200 950
TOTAL HOURS
ESTIMATED HOURS PER OPERATION 5.0


 SEATTLE
 SAN FRANCISCO


REGIONAL STAFF


 REGIONAL STAFF


 ATLANTA


 DENVER
 DALLAS


 SAN JUAN
 NEW ORLEANS
 FLORIDA


 PHILADELPHIA
 REGIONAL STAFF


 MINNEAPOLIS
 NEW JERSEY


 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
 REGIONAL STAFF
 NEW YORK


 REGIONAL STAFF
 NEW ENGLAND


HEADQUARTERS


(2) (3)
900 8440 572


(Hours) (Hours)


GATIONS REVIEW COLL
INVESTI- ENTRY SAMPLE


DOMESTIC IMPORT DOMESTIC


99R833, 71R833, 71R824


Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71
2. PPS PROJECT NAME/NUMBER1. PROGRAM/ASSIGNMENT TITLE


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


FY 2017 ORA WORK PLAN   October 1, 2016


 71009, 71R844, 71R843


(b) (5), (b) (7)(E)
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X   ORA X  CENTER 23.2 [3.2]


6.
R
E
G
I
O
N


HQ
TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SAN JUAN


(6) Technical support hours include supporting state activities under the Ruminant Feed Ban Regulation and supporting state 
activities under the Feed Manufacturing Program, PAC 71004. These hours also include resources for audits of state contract inspections.


ORGANIZATION


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


 LOS ANGELES


 WEAC


LA
B


S


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


(7) Import Sample Collections should be reported using work type SAM/FIL and PAC 71R844.
(8) Import Exams should be reported using work type LEX/LBL and PAC 71R844. Label exams should be to examine 
ingredients and determine if any are of animal origin (animal protein or byproducts).


 SOUTHEAST REGIONAL LAB


2.37
7. REMARKS
TOTAL OPERATIONAL FTEs 0.86


2247TOTAL HOURS
CONVERSION FACTOR 1180 950


1015
ESTIMATED HOURS PER OPERATION 5.0


 SEATTLE
 SAN FRANCISCO


REGIONAL STAFF
 SOUTHWEST IMPORT DISTRICT


SW  DENVER
 DALLAS


 KANSAS CITY


 REGIONAL STAFF
 SAN JUAN


SE
 ATLANTA


 NEW ORLEANS


 REGIONAL STAFF


CE


 FLORIDA


 PHILADELPHIA
 NEW JERSEY
 MINNEAPOLIS
 DETROIT
 CINCINNATI
 CHICAGO
 BALTIMORE
 REGIONAL STAFF
 NEW YORK


NE  NEW ENGLAND
 REGIONAL STAFF


HEADQUARTERS
TOTAL ORA


(6)
203 2247


(Hours)Chem


ANALYSIS


TECHNICAL IMPORT
SUPPORTSAMPLE


99R833, 71R833, 71R824


5. OPERATIONAL FTE POSITIONS


Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71Ruminant Feed Ban Rule/BSE Program


  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


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


FY 2017 ORA WORK PLAN


71009, 71R844, 71R843


(b) (5), (b) (7)(E)
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PAGE NO. 71-14


FY 2017 ORA WORK PLAN   October 1, 2016


      CONTINUATION SHEET


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


Ruminant Feed Ban Rule/BSE Program Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


9. Remarks
Inspection Priorities.


21 CFR 589.2000 and 589.2001 address a wide variety of firms and animal product operations that involve the manufacture, distribution, 
transportation, and feeding of animals. 21 CFR 589.2000 prohibits the feeding of specific mammalian proteins to ruminant animals, 
21 CFR 589.2001 prohibits the use of specific cattle-origin tissues in the feed of all animals, including pet food. As a result, the regulations 
have broad applications, including at operations that do not involve ruminant feeds or the feeding of ruminant animals. Inspectional 
resources for surveillance are to be spent covering those firms or industries potentially having the most adverse affect on BSE prevention 
efforts should non-compliance with regulations be encountered. CVM has developed a mathematical system for priotitizing inspections,
which ORA has used the last several years to help with the annual work-planning. The following list of firm/industry types generally describes 
our priorities, in descending order: 
∙      Follow-up to OAI inspections


∙      Firms that manufacture prohibited material or use prohibited material in their manufacturing (renderers, protein blenders,
       and feed mills)
∙      Renderers
∙      Protein Blenders 
∙      Commercial feed mills (licensed and unlicensed)
∙      Pet food/livestock feed salvage operations
∙      Haulers/transporters of animal feeds
∙      Animal feed distributors/retailers
∙      On-farm feed manufacturers (with ruminant and non-ruminant animals, or only ruminants)
∙      Ruminant feeders
∙      On-farm feed manufacturers (no ruminants on the farm premises)


(10/09)







  ORA X  CENTER 7.9


6.
R HIGH
E RISK
G INSPEC-
I TIONS
O
N (1)


250
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


30.0
7500


950
7.89


(1) The field can expect a high risk feed inspection assignment related to manufacturing practices to inspect such firms as salvagers, pet food/LACF manufacturers, unlicensed
medicated/unmedicated feed mills, and feed ingredient manufacturers, all flagged with a risk identifier.
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 SOUTHEAST REGIONAL LAB


 WEAC


NE


CE


SE


SW


 LOS ANGELES


 REGIONAL STAFF


 FLORIDA


 SAN JUAN


3. PROGRAM/ASSIGNMENT CODE(S)


ORGANIZATION


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Preventative Controls for Animal Feed Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


71014


HEADQUARTERS
TOTAL ORA


 REGIONAL STAFF


 NEW YORK
 NEW ENGLAND


 BALTIMORE
 REGIONAL STAFF


 CINCINNATI
 CHICAGO


 MINNEAPOLIS
 DETROIT


 PHILADELPHIA
 NEW JERSEY


 ATLANTA


 NEW ORLEANS


 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF


 SAN FRANCISCO
 SEATTLE


ESTIMATED HOURS PER OPERATION


LA
B


S


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


TOTAL HOURS
CONVERSION FACTOR
TOTAL OPERATIONAL FTEs
7. REMARKS


(b) (5), 
(b) (7)(E)







X   ORA  CENTER 5.0


6.
R METHODS
E VAL/DEV
G
I
O Chem (Hours)
N


1205
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


1205
1205
1.00
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 SOUTHEAST REGIONAL LAB


 WEAC


NE


CE


SE


SW


LA
B


S


 REGIONAL STAFF


 CHICAGO


 DETROIT


3. PROGRAM/ASSIGNMENT CODE(S)


ORGANIZATION


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


4.  WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS


FY 2017 ORA WORK PLAN   October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Methods Validation/Development Program Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


 71R816


APPLIED
TECH


CENTER


Chem (Hours)


4720
HEADQUARTERS


TOTAL ORA


 REGIONAL STAFF


 NEW YORK
 NEW ENGLAND


 BALTIMORE


 CINCINNATI


 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE
 PACIFIC REGIONAL LABORATORY-SW


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


ESTIMATED HOURS PER OPERATION
TOTAL HOURS 4720


7. REMARKS


CONVERSION FACTOR 1180
TOTAL OPERATIONAL FTEs 4.00


(b) (5), (b) (7)(E)







X   ORA  CENTER 1.0


6.
R FORENSIC
E ANALYSIS
G
I
O Chem (Hours)
N


1205
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


1205
1205
1.00
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NE


CE


SE


SW


 SEATTLE


 REGIONAL STAFF


 NEW YORK


 BALTIMORE


 CINCINNATI


 MINNEAPOLIS


FY 2017 ORA WORK PLAN


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


  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Forensic Evaluation and Sample Analysis Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


5. OPERATIONAL FTE POSITIONS


 71R838


ORGANIZATION


HEADQUARTERS


 NEW ENGLAND


 REGIONAL STAFF


 CHICAGO


 DETROIT


 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO


LA
B


S


 WEAC


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB
 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


CONVERSION FACTOR


ESTIMATED HOURS PER OPERATION


TOTAL ORA


TOTAL OPERATIONAL FTEs
7. REMARKS


TOTAL HOURS


(b) (5), (b) (7)
(E)







X   ORA X  CENTER 14.7


6.
R INVESTI- IMPORT
E GATIONS EXAMS
G
I
O (Hours)
N


10318 1305
HQ


TOTAL FIELD


PA


TOTAL LABORATORY
 ARKANSAS REGIONAL LAB
 DENVER LAB
 DETROIT LAB


 KANSAS LAB


 PHILADELPHIA LAB
 SAN FRANCISCO LAB


 SOUTHWEST REGIONAL LAB


0.4
10318 522


950 950
10.86 0.55
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NE


CE


SE


SW


LA
B


S


HEADQUARTERS


 REGIONAL STAFF


 NEW YORK


 BALTIMORE


 CINCINNATI


FY 2017 ORA WORK PLAN


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


  October 1, 2016
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER


Center Initiated Assignments Monitoring of Marketed Animal Drugs, Feeds, and Devices - 71


5. OPERATIONAL FTE POSITIONS


 71V800, 71V023


TECHNICAL TECHNICALORGANIZATION
ASSISTANCE ASSISTANCE
ANALYTICAL ANALYTICAL


CHEM MICRO 
 (Hours)  (Hours)


(1) (2)


2550 1315


 NEW ENGLAND


 REGIONAL STAFF


 CHICAGO


 DETROIT
 MINNEAPOLIS
 NEW JERSEY
 PHILADELPHIA
 REGIONAL STAFF
 ATLANTA
 FLORIDA
 NEW ORLEANS
 SAN JUAN
 REGIONAL STAFF
 DALLAS
 DENVER
 KANSAS CITY
 SOUTHWEST IMPORT DISTRICT
REGIONAL STAFF
 LOS ANGELES
 SAN FRANCISCO
 SEATTLE


 FORENSIC CHEM. CTR


 NORTHEAST REGIONAL LAB


ESTIMATED HOURS PER OPERATION


 PACIFIC REGIONAL LAB-NW
 PACIFIC REGIONAL LAB-SW


 SOUTHEAST REGIONAL LAB


 WEAC


TOTAL HOURS 2550 1315
CONVERSION FACTOR 1180 1180


(1) Resources planned as technical assistance (OP code 92). Hours may be used for inspections (chemist on inspection), investigations, sample collections or sample analysis. Resources  include 
time for investigating pet turtle establishments and inspecting pharmacies that compound animal products.  Resources may also be applied to sample collections and analyses when investigating 
adverse events. 
(2) Resources planned as technical assistance (OP code 92). Hours may be used for inspections (microbiologist on inspection), investigations, sample collections or sample analysis. Resources  
include time for investigating pet turtle establishments and inspecting pharmacies that compound animal products.  Resources may also be applied to sample collections and analyses when 
investigating adverse events. 


TOTAL ORA


VFD and Foreign Supplier Verification will use this PAC, if assignments issue. 


TOTAL OPERATIONAL FTEs 2.16 1.11
7. REMARKS


(b) (5), (b) (7)(E)
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