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FY15 ORA Annual Work Plan Summary  

Our vision for work planning is built on 4 objectives: 

Risk-informed: Decisions about how to allocate limited resources are informed by risk 
to the public health and the analysis of available data on the public health impact of field 
activities. 
Accurate: Sources of data, queries, and analysis used to make risk-based decisions are 
validated and verified by all relevant stakeholders. 
Flexible: Move towards a work planning process that is more efficient and less 
constrained by factors such as geography, organizational structure, annual budget cycles, 
PAC codes, and IT. 
Transparent: All stakeholders share and understand process and assumptions, and have 
access to the real-time tracking of work plan implementation. 

We are pleased to introduce a new management team to implement this vision: 

John “Chuck” Hassenplug, Director, Division Planning, Evaluation, and Management 
(DPEM) 
Sarah Pichette, Chief, Work Planning Branch (WPB) 
Kristen Kamas, Acting Chief, Program Evaluation Branch (PEB) 

In the FY15 ORA Annual Work Plan, we are incorporating many new approaches and tools with 
these four key objectives in mind. 

Risk-informed 

We conducted a study to best determine how we can begin to apply risk to inform our 
work plan resource allocations. Historically, resources were allocated among districts by 
previous year’s “reviewed-line” volume for entry review, investigations and field exams. 
Manual edits were made based input from the Division of Import Operations and the 
field. For FY15, after considering a range of options, we chose to use the PREDICT 
recommendation to review, which is based on either a hold flag or a risk percentile rank 
above 60. After analyzing risk gradients and evaluating the impact to each district, we 
applied 100% risk-informed allocations for food and medical device field and label 
exams. 
We conducted and provided CDRH with an extensive analysis of the current Condom 
and Glove surveillance program to inform their decision on whether or not to continue 
the surveillance program in its current state or reallocate the resources. The result was a 
reallocation of the 6 FTE to the medical device import program, allowing PREDICT and 
the districts to target the risk-based work. 

Accurate 

The WPB analysts carefully reviewed the feedback and comments we received from the 
Field Committees and the field on the Draft Work Plans. In several instances, after 
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conducting additional analysis, the data supported the districts’ concerns and the 
recommended changes were made before finalizing the work plan. 
Working with the Office of Regulatory Science and CFSAN, we adjusted the module 
time for analysis of allergen samples from 6 hours/operation to 24 hours/operation to 
account for new methodology and the actual time the tests require in the laboratory. 
Module times are usually based on a 2-year average of the time reported by investigators 
and analysts in FACTS. Reporting needs to be as accurate as possible to ensure that 
planned work can be accomplished by the Field. 

Flexible 

The FY15 ORA Annual Work Plan is now available exclusively online. This will allow 
greater flexibility for making modifications supported by legitimate changes in priorities, 
resources, or risks throughout the year. 
WPB participated in an effort with CVM to develop a multi-year outlook by program to 
inform work planning. Our goal is to work towards developing multi-year outlooks for all 
program areas. 
In the coming year, we will be developing separate work plans for Imports, Laboratories, 
and the BIMO program to make planning for these cross-cutting easier to implement. All 
of these elements are currently included with the individual program work plans.  
We will be providing many additional work planning tools, including GIS and risk 
modeling, throughout the coming months to inform decision making, monitor progress, 
adapt and adjust to changes in risk, inventories, priorities, and emerging public health 
situations. 

Transparent 

The FY15 ORA Annual Work Plan is now available online immediately improving 
accessibility and providing a repository and quick links to additional work planning 
resource tools and documents.  
The current Accomplishment Dashboard provides a real-time tool for tracking planned 
vs. accomplished work by Region, District, Program, and Operation. Suggested edits or 
comments on the dashboard should be directed to ORAWorkplan@fda.hhs.gov. 
Together with ORM, we are undertaking studies to better define our work force, track 
their accomplishments through enhanced time reporting, and improve the “on-board” 
report to make it easier to complete and use to inform resource allocation decisions. 

mailto:ORAWorkplan@fda.hhs.gov


1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection ofHwuan Cells, Tissues, and Cellular and 
Tissue-Based Products (HCT/Ps) PACs 41002B,C,D 

Hwuan Cellular, Tissue and Gene Therapies - 41 

3. PROGRAM TYPE COMPUANCE PROGRAM UU D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detenuine through inspections ifHCT/P establislunents engaged in the recove1y, processing, packaging, storage, labeling, 
and distribution ofHCT/Ps, and donor screening and testing, including laboratories that perform donor testing for relevant 
conununicable disease agents and diseases, and microbiology laboratories that perform testing for microorganislllS on 
HCT/Ps, a1e in compliance with the regulations in 21 CFR Parts1270 and 1271 , promulgated under the section 361 of the 
Public Health Service Act. To assw·e through inspections that HCT/Ps do not contain conununicable disease agents, that 
they a1e not contaminated, and that they do not become contaminated during manufacturing. 

C.P.7341.002 - Inspection ofHwuan Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) 
(covers HCT/Ps recovered on or after 5/25/2005) 

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

5. PROGRAM JUSTIFICATION 

Hmnan cells, tissues, and cellula~ & tissue-based products (HCT/Ps) are imp01tant products for medical treatment. 
Monitoring the recove~y, processing, and storage ofHCT/Ps and the testing and screening of the donors is critical to assw·e 
consume~· protection from unsuitable products which may endanger public health. 

6. FIELD OBLIGATIONS 

ORA will pe1fonu the inspections, prepa1e EIRs, and submit ce1tain specified EIRs to the Center for Biologics Evaluation 
and Research (CBER), and recommend administrative!regulat01y actions when appropriate. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

UU BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 
Biologics 57K; 57M; 57L; 57 J; 57 Q; 57 R; 57 S; 57 T; 

All Other HCT/Ps N.E.C. 57 P 99 
e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-1 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
GLPs (Nonclinical Lab), IRBs, Spon ./Mon./CROs, Hwuan Cellular, Tissue and Gene Therapies - 41 
Clinical Investigators (PDUFA) PACS 4 1808-41811 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

GLPs: To assw·e compliance with Good Laboratoty Practices (GLPs) regulations (21 CFR 58) and the validity, reliability 
of the data submitted to FDA used to justify the use of an investigational product in humans. 

IRBs: To ensw·e that the rights of human subjects patticipating in clinical trials are protected through proper oversight by 
Institutional Review Boards (IRBs) Regulations (21 CFR 56, 21 CFR 50). 

Spon/Mon/CROs: To assess the adherence of Sponsors, Monitors, and Contract Research Organizations (Spon./Mon./ 
CROs) to the ctu1·ent regulations (21 CFR 312 and 812) and their oversight of clinical studies. 

Clinical Investigators: To assess the reliability and accuracy of the data submitted to FDA in suppo1t of a marketing or 
esearch penuit and to detenuine the compliance of Clinical Investigators with the relevant regulations (21 CFR 312 

and 812). 
5. PROGRAM JUSTIFICATION 

GLPs: Nonclinical studies of investigation products are the basis for their use in humans . The reliability of the nonclinical 
data must be established prior to the product's use in lnunans. 

IRBs: Tiuough amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of 
subjects in the clinical trials of investigational dmgs are protected . 

Spon/Mon/CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, 
acctu·ate clinical data. The inspectional program assures that proper oversight is maintamed over the clinical studies. 

Clinical Investigators: The Kefauver Harris Amendment to the Act and the regulations promulgated theretmder, provided 
FDA w-ith the responsibility and authority to review all clinical research involving FDA regulated products. 

6. FIELD OBLIGATIONS 

GLPs: Conduct inspections and forward repolts to the assigning office in CBER. IRBs : Pe1f01m inspections ofiRBs 
>Vhich are involved in the review of clinical trials of studies involving biological products and forward rep01t (s) to the 

assigning CBER office. 
Spon/Mon/CROs: Conduct inspections as assigned by CBER and forward the report(s) to the appropriate office. 
Clinical Investigators: Conduct inspections as assigned by CBER and forward repott(s) including recommendations for 
compliance follow-up as needed . 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE w BY CENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 
Biologics 57 / 99 99 is used for products N.E.C. 

e. EXAMTYPE D CHEMICAL MICROBIOLomcAIO PHYSICAL ENGINEERING 

MICRO ANAL YTicAID OTHERS (SPECIFY) 

D D 
D 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-2 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection of Cell and Gene Therapy Products Htuuan Cellular, Tissue and Gene Therapies - 41 
PACs 41848A,F,G & 41848B,C,D 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTNES 

To ensure the safety and effectiveness of biological products by evaluating, tluough inspections, the conditions lmder which cell 

and gene therapy products are manufactm·ed, and to detennine theu· complianc·e \Vith the Federal Food, Drug, and Cosmetic 

!Act, standards and conunitments made in license applications and/or supplements, and applicable regulations. 

5. PROGRAM JUSTIFICATION 

Cell and gene thet·apy products are products used in the prevention and treatment of disease and thus are of inuneasm·able 

tvalue to the cons\unet·. 

6. FIELD OBLIGATIONS 

ORA will perfonn inspections that assess the adequacy of all significant processes and systems. These inspections should 

[be petfonued on at least a biennial basis. Inspections ,,.,.ill be conducted by a Team Biologics Member, and may include 

a District Representative and/ or a Product Specialist fi:om CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE w ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Biologics 57 

e.EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAID OTHERS (Device Specific) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Products - 42 
PACs 4200IF,G,H 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure blood and blood products are safe, effective, and adequately labeled by conducting inspections of the following 

establislunents as required by law, to detenuine the level of compliance and adherence with applicable Federal regulations: 

a) Licensed and Unlicensed (Registered) Blood Establisluuents engaged in the collection , manufactm-ing, preparation or 

[processing of human blood or blood products; (b) Blood Donor Centers which collect blood and ship to the Blood Banks 

of which they are a part; (c) Laboratories that petfonu testing on blood products and donors, e.g. donor screening for 

collllllunicable disease agents (HIV I and 2, Hepatitis Band C, HTL VI and II, Syphilis) and supplemental testing on 

eactive tests (HIV Western Blot, HCV RIBA); (d) Laboratories that perf01m Quality Control Testing for licensed blood 

establislunents, e.g., platelet Quality Control (Q.C.) GMP evaluation to deternline the level of competency and adherence 

to contractual agreements with the licensed establislunents. 

5. PROGRAM JUSTIFICATION 

Blood and Blood Products are vitally important products in medical treatruent. Monit01-iug the collection of whole blood 

and the processing, manufactm-ing, and preparation of products derived from hmuan blood assmes consumer protection 

from defective products which may endanger public health. 

6. FIELD OBLIGATIONS 

ORA will petfonu the inspections, prepare EIRs, and submit cettain specified EIRs to the Center for Biologics Evaluation 

and Research (CBER), issue Waming Letters, and recommend administrative/regulatoty actions when appropriate. 

Joint inspections with CBER personnel may be performed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE W ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Blood and Blood Products 57 D 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection of Somce Plasma Establislunents Blood and Blood Products - 42 
PACs 42002A,F,G 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detenuine through inspections ifSom·ce Plasma establisluuents are operating in compliance with applicable regulations 

to assme donor protection and to assme that Source Plasma is safe, effective, and adequately labeled . 

5. PROGRAM JUSTIFICATION 

The collection of Source Plasma as som·ce material for further manufacttumg into products used in the prevention and 

treatment of disease is of inuneasm·able value to the cons1uner. 

Through this program the Agency can accomplish its objectives of donor protection and .product safety, purity, and potency. 

6. FIELD OBLIGATIONS 

ORA will pe1fonu inspections, prepare and submit certain specified EIRs to the Center for Biologics Evaluation and 

Research (CBER), issue Waming Letters, and recollllllend administrativelregulat01y actions when appropriate. Joint 

inspections with CBER personnel may be pe1f01med. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BYCENTER D BY BOTH 

b. INSPECTION TYPE W COMPREHENSIVE W ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Source Plasma 57 D 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-5 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Imp01ted CBER-Regulated Products Blood and Blood Products - 42 
PACs 42007, 41/42/45R824, 42R833, 99R833 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

1) Detenuine if import entries comply w-ith the requit·ements of appropriate Federal regulations. 

2) Assure that itupolt entries declared as Impo1t for Exp01t are CBER approved pursuant to section 801(d)(4) ofFD & C 

Act. 

3) Detain allitup01t entries not in compliance with applicable regulations, including 21 CFR 600-680 and 1271. 

5. PROGRAM JUSTIFICATION 

In 1995, a Blood Working Group (consisting of personnel fi·om CBER and ORA) reviewed cases in which imported blood 

and blood components were identified as being illegally distributed in domestic commerce. Analysis of available infonuation 

identified a need for a compliance program to clarify existing CBER procedures for the itup01tation of blood products and 

ensure consistent handling of itup01ted blood products by the Field. 

In 2005 new regulations for Human Cells, Tissues, and Cellular and Tissue-Based Products (HCT/Ps) became effective. 

6. FIELD OBLIGATIONS 

To review electronic line entries or examine entry documentation for itupo1ted biological products offered for ently into the 

!United States. 

To detenuine whether biological products offered for impolt are licensed or unlicensed; and to conduct investigations as 

~ecessa1y and detemline whether an entry is in compliance with Federal Regulations. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Biological Products 57 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-6 



1. PROGRAM/ASSIGNMENT TITLE 
Inspection of Licensed In Vitro Diagnostic (IVD) 
Devices PACs 42008A,F,G 

2. PPS PROJECT NAME/NUMBER 
Blood and Blood Products - 42 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manufacturing process for licensed in vitro diagnostic products which are used in relation to blood bank 

tpractices, including their instnunentation and software, and to determine theit· compliance with the Federal Food, Dmg, and 

Cosmetic Act, the applicable regulations, including the Quality System Regulations (21 CFR 820), In Vitro Diagnostic 

Products Regulations (2 1 CFR 809), Biologics Regulations (21CFR Palt 600-680), and w ith standards and conunitments 

!made in license applications and/or supplements. 

5. PROGRAM JUSTIFICATION 

~n Vitro Diagnostic Kits are important tools in medical treatment and blood and plasma donor screening. This program 

enables the Agency to continue to protect the public health by asswing safety, pw-ity, potency, and efficacy of blood and 

tplasma products. 

6. FIELD OBLIGATIONS 

Conduct comprehensive inspections that assess the adequacy of all significant processes and systerus. These inspections 

should be pe1fonued on at least a biennial basis. Inspections will be conducted by a Team Biologics Member and 

!maY include a District Representative and /or a Product Specialist fi.·om CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W 
b. INSPECTION TYPE 

BY DISTRICT OFFICE D BYCENTER D BY BOTH 

W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~n Vitro Diagnostic Products accordance with the stated 

objective. 
57 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAID OTHERS (Device Specific) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-7 



1. PROGRAM/ASSIGNMENT TITLE 
GLPs, IRBs, Spon./Mon./CROs, Clinical Investigators 

2. PPS PROJECT NAME/NUMBER 
Blood and Blood Products - 42 

(PDUFA) PACs 42808,42809, 42810, 42811 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRBs: To ensm·e that the rights ofhtunan subjects patticipating in clinical trials are protected through proper oversight by 

Institutional Review Boards (IRBs) Regulations (21 CFR 56, 21 CFR 50). 

Spon./Mon./CROs: To assess the adherence of Sponsors, Monitors, and Contract Reseat·ch Organizations (Spon./Mon. 

I'CROs) to the ctment regulations (21 CFR 312 and 812) and their oversight of clinical studies. 

Clinical Investigators: To assess the reliability and accuracy of the data submitted to FDA in suppott of a marketing or 

esearch penuit and to dete11lline the compliance of Clinical Investigators with the relevant regulations (21 CFR 312 and 812. 

GLPs: To assm·e compliance with Good Laborat01y Practices (GLPs) regulations (21 CFR 58) and the validity, reliability 

of the data submitted to FDA used to justify the use of an investigational product in humans. 

5. PROGRAM JUSTIFICATION 

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of 

subjects in the clinical trials of biological products are protected. 

Spon./Mon./CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, 

acctu·ate clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies. 

Clinical Investigators: The Kefauver Harris Amendment to the Act and the regulations promulgated theretmder, provided 

FDA w-ith the responsibility and authority to review all clinical research involving FDA regulated products. 

GLPs: Nonclinical studies of investigation products are the basis for their use in humans . The reliability of the nonclinical 

data must be established prior to the product's use in lnunans. 

6. FIELD OBLIGATIONS 

IRBs: Petform inspections ofiRBs which are involved in the review of clinical trials of studies involving biological products 

and forward report(s) to the assigning CBER office. 

Spon./Mon./CROs: Conduct inspections as assigned by CBER and fotward the repott(s) to the appropriate office. 

Clinical Investigators: Conduct inspections as assigned by CBER and forward repott(s) including recommendations for 

compliance follow-up as needed. 
GLPs: Conduct inspections and forward repotts to the assigning office in CBER. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE w BY CENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Biologics 57 / 99 99 is used for products N.E.C. 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-8 



1. PROGRAM/ ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection of Medical Device Manufacturers (Biologics) 
P ACs 42845A,B,C 

Blood and Blood Products - 42 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manufacturing processes for those medical devices and in vitro diagnostic products regulated by the Center for 

Biologics Evaluation and Research (CBER) tlu·ough the use of the Medical Device Authorities (e.g. PMA, 51 0K) and other 

generic devices outlined in the October 31, 1991 intercenter agreement between CBER and the Center for Devices and 

Radiological Health (CDRH). 

5. PROGRAM JUSTIFICATION 

As described in the October 31, 1991 intercenter agreement, CBER is the focal point for the review and evaluation of 

several categories of medical devices. Om· strategies for inspecting those finus not regulated under the licensing provisions 

of Section 351 of the Public Health Service Act are Risk Based Inspections. The product categories are primarily in the 

area of devices used in blood banking and hmuan cell, tissue, and cellular and tissue-based products. 

6. FIELD OBLIGATIONS 

Conduct inspections pm-suant to the instructions in the CDRH Compliance Program - Inspection of Medical Device 

Manufacturers, CP 7382.845. Rep01t fmdings/observations to the Center for Biologics Evaluation and Research (CBER) . 

Recommend/initiate regulatoty follow-up consistent with the compliance program guidance and Agency policy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

00 BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE 00 COMPREHENSIVE ~ ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

All devices in the product categories transferred to CBER. 81 (Device Categories), 57 Y 99 (In vivo +In vitro Diagnostic 

Products 

e. EXAM TYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTICAL~ OTHERS (Device Specific) 

£ CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
Inspections of Plasma Derivatives of Human Origin 
PACs42848A-D, F-G 

2. PPS PROJECT NAME/NUMBER 
Blood and Blood Products - 42 

3. PROGRAM TYPE COMPUANCE PROGRAM PROGRAM CIRCULAR ASSIGNMENT W D D 
4. OBJECTIVES 

To ensw-e the safety and effectiveness of biological products by evaluating, tluough inspections, the conditions tmder which 

Plasma Derivatives are manufactm·ed, and to determine their compliance w-ith the Federal Food, Drug, and Cosmetic Act, 

standards and conunitments made in license applications and/or supplements, and applicable regulations. 

C.P. 7345.848 - Inspection of Biological Dmg Products (CBER) 

PAC 42848A - Pre-License Inspection - Plasma Derivatives 

PAC 42848F - Level I CGMP - Plasma Derivatives 

PAC 42848G - Level 2 CGMP - Plasma Derivatives 

PAC 42848B -Pre-License Inspection - Recombinant Analogues 

PAC 42848C - Level I CGMP - Recombinant Analogues 

PAC 42848D - Level 2 CGMP - Recombinant Analogues 

5. PROGRAM JUSTIFICATION 

Plasma Derivatives are products used in the prevention and treatment of disease and thus are of immeasurable value to the 

consumer. 

6. FIELD OBLIGATIONS 

ORA will pe1fonu inspections that assess the adequacy of all significant processes and systems. TI1ese inspections should 

[be pe1fonued on at least a biennial basis. Inspections will be conducted by a Team Biologics Member, and may include 

a District Representative and/or a Product Specialist fi.·om CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE W ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Fractionation Products 

d . INDUSTRY/PRODUCT CODE(S) 

57 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
GLPs, IRBs, Spon./Mon./CROs, Clinical Investigators 
(PDUFA) PACs 45808, 45809, 45810, 458 11 

2. PPS PROJECT NAME/NUMBER 
Vaccines and Allergenic Products - 45 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRBs: To ensm·e that the rights ofhtunan subjects patt icipating in clinical trials are protected through proper oversight by 

Institutional Review Boards (IRBs) Regulations (21 CFR 56, 21 CFR 50). 

Spon./Mon./CROs: To assess the adherence of Sponsors, Monitors, and Contract Reseat·ch Organizations (Spon./Mon. 

I'CROs) to the ctment regulations (21 CFR 312 and 812) and their oversight of clinical studies. 

Clinical Investigators: To assess the reliability and accuracy of the data submitted to FDA in suppott of a marketing or 

esearch penuit and to dete11lline the compliance of Clinical Investigators with the relevant regulations (21 CFR 312 and 812). 

GLPs: To assm·e compliance with Good Laborat01y Practices (GLPs) regulations (21 CFR 58) and the validity, reliability 

of the data submitted to FDA used to justify the use of an investigational product in humans. 

5. PROGRAM JUSTIFICATION 

IRBs: Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of 

subjects in the clinical trials of investigational dmgs are protected. 

Spon./Mon./CROs: Sections of the FD & C Act and the Public Health Service Act require the submission of reliable, 

acctu·ate clinical data. The inspectional program assures that proper oversight is maintained over the clinical studies. 

Clinical Investigators: The Kefauver Harris Amendment to the Act and the regulations promulgated theretmder, provided 

FDA w-ith the responsibility and authority to review all clinical research involving FDA regulated products. 

GLPs: Nonclinical studies of investigation products are the basis for their use in humans . The reliability of the nonclinical 

data must be established prior to the product's use in lnunans. 

6. FIELD OBLIGATIONS 

IRBs: Petform inspections ofiRBs which are involved in the review of clinical trials of studies involving biological products 

and forward reports to the assigning CBER office. 

Spon./Mon./CROs: Conduct inspections as assigned by CBER and fotward the repott (s) to the appropriate office. 

Clinical Investigators: Conduct inspections as assigned by CBER and forward repott (s) including recommendations for 

compliance follow-up as needed. 
GLPs: Conduct inspections and forward repotts to the assigning office in CBER. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE w BY CENTER D BY BOTH 
b. INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Biologics 

d . INDUSTRY/PRODUCT CODE(S) 

57 / 99 99 is used for products N.E.C. 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
Inspection of Licensed Allergenic Products 
PACs45848A,F,G 

2. PPS PROJECT NAME/NUMBER 
Vaccines and Allergenic Products - 45 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensw-e the safety and effectiveness of biological products by evaluating, tlu·ough inspections, the conditions tmder which 

Licensed Allergenic Products and Unlicensed Allergenic Sow-ce Materials are manufactured, and to determine their 

compliance with the Federal Food, Thug, and Cosmetic Act, and the Public Health Service Act, Standards and commitments 

!made in license applications and/or supplements, and applicable regulations. 

C.P. 7345.848 - Inspection of Biological Dmg Products (CBER) 

PAC 45848A - Pre-License Inspection - Allergenics 

PAC 45848F - Level I CGMP - Allergenics 

PAC 45848G - Level 2 CGMP - Allergenics 

5. PROGRAM JUSTIFICATION 

IAilergenic Products are biological products which are administered to man for the diagnosis, prevention, or treatment of 

allergies. The products are manufactured fi.·om source materials that may include pollen, insects, mold, food, and animals, 

1sed in the prevention and treatment of disease and thus are of inmleasurable value to the consumer. 

6. FIELD OBLIGATIONS 

ORA will pe1fonu inspections that assess the adequacy of all significant processes and systems. TI1ese inspections should 

[be pe1fonued on at least a biennial basis. Inspections will be conducted by a Team Biologics Member, and may include 

a District Representative and/or a Product Specialist fi.·om CBER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BYCENTER BY BOTH 

b. INSPECTION TYPE W COMPREHENSIVE W ABBREVIATED DIRECTED 

D 
D 

c. PRODUCT(S) 

Biologics 

d . INDUSTRY/PRODUCT CODE(S) 

57 G 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAID OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-12 



1. PROGRAM/ASSIGNMENT TITLE 
Inspection ofLicensed Vaccine Products 
PACs 45848B,C,D 

2. PPS PROJECT NAME/NUMBER 
Vaccines and Allergenic Products - 45 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure the safety and effectiveness of biological products by detemlining tlu·ough inspections, the conditions under which 

vaccines are manufactm·ed, and to detemline their compliance with the Federal Food, Drug, and Cosmetic Act, Standards and 

conunitments made in license applications and/or supplements, and applicable regulations. 

C.P. 7345.848 - Inspection of Biological Drug Products (CBER) 

PAC 45848B - Pre-License Inspection - Vaccines 

PAC 45848C - Levell CGMP - Vaccines 

PAC 45848D - Level2 CGMP - Vaccines 

5. PROGRAM JUSTIFICATION 

Vaccine and Vaccine Related Products are biological products which are administered to man for the diagnosis and 

prevention of microbial disease and for the therapeutic treatment. Products are manufactm·ed from viral and bacterial 

organisms and components and may include live attenuated, inactivated, and recombinant vaccines. These products are 

used in the prevention of childhood diseases and in the treatment, diagnosis, and prevention of diseases and thus are of 

inuneasw-able value to the consumer. 

6. FIELD OBUGATIONS 

ORA will perf01m inspections that assess the adequacy of all significant processes and systems. Inspections should be 

petformed on at least a biennial basis. Inspections will be conducted by a Team Biologics Member and may include a 

District Representative and/or a Product Specialist from CBER. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

W BY DISTRICT OFFICE D BYCENTER D BYBOTH 

b. INSPECTION TYPE W COMPREHENSIVE W ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Biologics 

d. INDUSTRY/PRODUCT CODE(S) 

57 H, I 

e. EXAM TYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYncAILJ OTHERS (SPECIFY) 

£ CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

FORl"\11 FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. BI-13 



CENTER FOR BIOLOGICS EVALUATION AND RESEARCH 
RESOURCESU~DdARY 

FY2015 

OPERATIONAL FTES TOTAL 

PPS 
NO. 

OPERATIONAL 

FTEs 
PROJECT TITLE DOMESTIC ThiPORT FOREIGN 

TOTAL 129.8 4.0 7.2 141.0 

41 HUMAN CELLULAR, TISSUE AND GENE THERAPIES 44.0 44.0 

42 BLOOD AND BLOOD PRODUCTS 75.6 4.0 3.9 83.5 

45 VACCINE AND ALLERGENIC PRODUCTS 10.2 3.3 13.5 



PROJECT SUMMARY SHE ET 

FY 2015 

~- PPS PROJECT NAME/NUMBER 

!Human Cellular, Tissue and Gene Therapeutics - 41 

1. PRnr.R 4 M CATEGORY 

t.J 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE 8. PAGE OP~R!?TAL _I ASSIGNMENT 

DOMESTIC IMPORT FIEs 

TOTAL 44.0 

1 . of~uman Cells, Tissues and Cellular & Tissue- kttOO?R r. n 38.0 38.0 41-2 

Based Products ttL' J II:'SJ 

~ • 2 5.0 5.0 41-3 

GoodT r Practices .Labs) 141808 • 
. Review Boards 141809 • 

<:. ... u, ,;,,. .. . and Contract Research 141810 • 
Clinical Tnv P<fi aotnr« * 141811 [5.0] 

3 . of Cell and Gene Therapy Products I41848A.F.G & 

I41R4RR r. n 1.0 1.0 41-4 

1...-.c.N 1 .ell. PROJECT MANAGER/TELEPHONE 
Janet Ishirnoto 301-827-6220 

FORM FDA 2622 (10/09) 

• All resources are planned under PAC 41811. 

IORAPT4 11 

!Harriet R. Gerber 3 0 ~· 

PAGE NO. 41-1 



F

I. PROGRAM/ASSIGNMENT TITLE 

Human Cells, Tissues, & Cellular & Tissue-Based Products (HCT/Ps) 

Y 2015 ORA WORKPLAN October I 20 14 

2. PPS PROJECT NAME/NUMBER 

Human Cellular, Tissue and Geue Therapies- 41 

3. PROGRAM/ASSIGNMENT CODE(S) 

41002B, C, D 

4. WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

5. OPERATIONAL FTE POSmONS 

38.0 

10. 
R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

DOMESTIC 
IN SPEC-
TIONS 

(1) 

CBE R 
PRIORITY 
STABLISH 

ME NTS 
(2) 

DOMESTIC 
INVEST!-
GATIONS 
(HOURS) 

(3) 

E

TOTAL FIEL D 689 74 1581 

HEADQUARTERS fb) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

IHOURS PER OPERATION 50.1 

TOTAL HOURS 34519 1581 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 36.34 1.66 

9.REMARKS 

( I) - There are no separate resources planned for foreign inspections, use domestic resources if needed. 

(2) - Refer to CBER's memo for inspectional priorities. Priority establishment numbers are a subset of the planned inspections. 

(3) - Domestic Investigation Hours includes time for Follow-Up Inspections. 

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

(covers HCT/Ps recovered on or after S/25/2005) 

C .P . 7341. 002A - Inspection ofT issue Establishments (covers human tissue recovered before S/25/2005) 

PAC 41002B Inspection ofHCT/Ps-361 Reproductive, for product codes: S7K reproductive tissue 

PAC 41002C Inspection ofHCT/Ps-361 Hematopoietic Stem Cells, for product codes: S7M hematopoietic stem cells 

PAC 41002D Inspections ofHCT/Ps-361 All other 361 HCT/Ps, for product codes: 57J musculoskeletal tissue; 

57L ocular tissue; 57Q skin; 57R veins and arteries; 57S heart tissue; S7T dura mater; 57 P 99 human tissue, N E. C. 

iAll time spent on AIDS related activities are to be reported under the appropriate compliance program and PAC. 

FORM FDA 2621a (10/09) ORA WORKPL ANNING SHEET PAGE NO. __ 4_1_-2 __ _ 



FY 2015 ORA WORKPLAN 

2. PPS PROJECT NAME/NUMBER 

Human Cellular, Tissue and Gene Therapeutics - 41 

October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators 

PDUF A Domestic & Foreign) 

3. PROGRAM/ASSIGNMENT CODE(S) 

4 1808-GLPs, 41809-IRBs, 41810-Spon/Mon/CROs, 
41811 Clinical Investigators 

4 . WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

5. OPERATIONAL FTE POSm ONS 

5.0 

10. 
R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 
IN SPEC-
TIONS 

(1) 

TOTAL FIEL D 40 

~b){~
b) (?)(E) 

HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

IHOURS PER OPERATION 118.8 

TOTAL HOURS 4752 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 5.00 

 

9.REMARKS 

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

!use above resources for foreign inspections as needed. Report foreign inspections under operation code I I. 

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

Report accomplishments under appropriate PAC and operation code. 

F ORM F DA 2621a (10/09) ORA WORKPL ANNING SHEET PAGE NO. __ 4_1_-3..__ 



FY 2015 ORA WORKPLAN 

I. PROGRAM/ASSIGNMENT TITLE 

lrnspection of Cell and Gene Therapy Products 

Domestic & Foreign) 

3. PROGRAM/ASSIGNMENT CODE(S) 

41848A,F,G and 41848B,C.D* 

4. WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

10. 
R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED IN SPEC-

TIONS 
DOMESTIC 

(1) 

LABORATORY 

TOTAL FIELD 5 

NE 

CE 

SE 

SW 

PA 

HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORA
PACIFIC REGIONAL LABORA

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

TORY-SW 
TORY-NW 

IHOURS PER OPERATION 190.0 

TOTAL HOURS 950 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 1.00 

October I 20 14 

2. PPS PROJECT NAME/NUMBER 

Human Cellular, Tissue and Gene Therapeutics - 41 

5. OPERATIONAL FTE POSmONS 

1.0 

9.REMARKS 

(1) - Resources for all41848 PACs are planned under PAC 41848F. Use above r esources for domestic and foreign inspections as 

~eeded and report time under appropriate PAC and operation code. Report foreign inspections under operation code II. 

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

• PACs include: 

41848A Pre-License Inspection - Somatic Cell and Gene Therapy 

41848F Level I CGMP Inspection - Somatic Cell and Gene Therapy 

41848G Level 2 CGMP Inspection - Somatic Cell and Gene Therapy 

41848B Pre-License Inspection - Licensed Hematopoietic Progenitor Cell 

41848C Level I CGMP Inspection - Licensed Hematopoietic Progenitor Cell 

41848D Level 2 CGMP Inspection - Licensed Hematopoietic Progenitor Cell 

FORM FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE NO. __ 4_1_-4..__ 



PROJECT SUMMARY SHE ET 

FY 2015 
1. PRnr.R 4 M CATEGORY ~.PPSPROrecTN~ER 

~lood and Blood Products - 42 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE 8. PAGE OP~R!?TAL _I ASSIGNMENT 
DOMESTIC IMPORT FIEs 

TOTAL 75.6 4.0 3.9 t.J 
1 . of Licensed & " - t: . l Blood Banks ~2001F,G,H 49.9 49.9 42-6 

National Experts 2.3 0.3 2.6 

T _ . of Donor Centers 

.of T 

T _ .of 1 Brokers 

. of Blood Product 

uca1 A«;<t:mc.- and~ . .:. Tee • 3.0 3.0 

2 . of Source Plasma t?oo? . ".G 11.9 11.9 42-7 

3 npon ea CBER - n Products ~2007,4?RR~~ 4.0 4.0 42-8 

l?RR?4 QQRRl3 

4 of Licensed In-Vitro~ : (IVD) Devices kt?OOR4 l',G 1 0.6 2 .3 42-9 

. bv CBER (Team 

Field 0.4 0.4 

ln . .. 5 4.4 4.4 42-10 

Good T. Practices "' -"- . Labs) ~2808 • 
. Review Boards 142809 • 

"nnn<nr< M nn;tnr< and Contract Research ~2810 • 
Clinical Tn" ,....; ~• •~ ** 142811 [4.01 

National Experts ~2808, 42811 [0.4] 

145808.45811 

6 of Medical Device Manufacturers kt?R4'iA R C'. 0.5 0. 42-11 

7 . OIJ:'Jasma ; OI 1Uman Origjn l?R4st . _n l'G 15 3.0 4.5 42-12 

(Team 

. .:. I• For BLT-DO to assist& ARC .r_ 

I** All domestic & foreign resources are planned under domestic 

I PAC 42811 Foreign ; to cover PPS 41 . 42. 45. 

'-'L.N 1 .ell. PROrecT MANAGER/TELEPHONE lORA PTA 11 

Janet Ishimoto 301-827-6220 !Harriet R. Gerber 3 0 ~· 

FORM FDA 2622 (10/09) PAGE NO. 42-5 



FY2015 ORA WORKPLAN October 1 2014 

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

Inspection of Licensed and Unlicensed Blood Banks (Domestic & Foreign) Blood and Blood Products - 42 

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONALFTE POSmONS 

42001F,G,H [Ti oRA c:J cENTER 55.5 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ TECH ASST ~ DOMESTIC 

SPECIALIZED DOMESTIC FOREIGN DOMESTIC COORD IN- INVEST!-
LABORATORY INSPEC- INSPEC- INVEST!- AHON GATIONS 

TIONS TIONS GATIONS (Hours) &OEI 
(Hours) OPCODE92 CL EANUP 

(1) (2) (3) (4 ) lHours) 

TOTAL FIELD 900 8 2210 2850 3050 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 49.3 32.6 

TOTAL HOURS 44370 261 2210 2850 3050 

CONVERSION FACTOR 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 46.71 0.27 2.33 3.00 3.21 

9. REMARKS 

All listed resources are planned under PAC 42001F. Resources cover all facilities listed in compliance program. 

Blood Bank PAC's: 42001F, Levell Inspection, 42001G, Level2 Inspection, 42001H Donor Center Inspection. 

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

All time spent on AIDS related activities are to be reported under the appropriate compliance program and PAC. 

(1) - Foreign Blood Bank Inspections were spread by OGROP/ORA/00/0MPTO/DMPTPO. 

(2) - Domestic Investigation time is for National Expert Domestic Investigations and Follow-Up Inspections and may be used as needed for other CBER programs. 

(3) - Technical Assistance & Coordination (Hours) are for BLT -DO to assist and coordinate ARC information; report time under operation code 92. 

(4) - Domestic Investigation Hours include time for washout inspections and OEI Clean Up Activities. 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. __ 4,;;;2;.;-6..__ 



FY2015 ORA WORKPLAN 

2 PPS PROJECT NAME/NUMBER 

Blood and Blood Products - 42 

October 1 2014 

1 PROGRAM/ASSIGNMENT TI1LE 

Inspections of Source Plasma Establishments 

3 PROGRAM/ASSIGNMENT CODE(S) 

42002A,F,G 

4 WORK ALLOCATION PLANNED BY 

[J[J oRA c:J CENTER 
5 OPERATIONAL FIE POSmONS 

II 9 

10 
R DISTRICT/ 
E SPECIALIZED INSPEC-
G LABORATORY TIONS 
1 (1) 
0 
N 

TOTAL FIELD 203 
I HEADQUARTERS 15) (5), 
REGIONAL STAFF b) (7) 
NEW ENGLAND E) 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOU S 
NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM CTR 
REGIONAL STAFF 
ATLANTA 

SE FLORIDA 
NEW ORLEANS 
SAN WAN 
REGIONAL LAB 
REGIONAL STAFF 
DAlLAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEA TILE 
PACIFIC REGIONAL LABORATORY -SW 
PACIFIC REGIONAL LABORATORY -NW 

HOURS PER OPERATION 55 7 
TOTAL HOURS 11307 
CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 1190 

9 REMARKS 

(I) -Resources may be used for Domestic/Foreign/Follow-up Inspections/Investigations, Domestic Sample Collections as needed 
The above resources are planned under PAC 42002F, use resources as needed to accomplish this compliance program 

Source Plasma PACs: 
42002A Pre-License Inspection, 
4 2002F Level 1 CGMP Inspection, 

42002G Leve12 CGMP Inspection 

Report operations under appropriate PAC and operation code 

All time spent on AIDS related activities are to be reported under the appropriate compliance program and PAC 
CBER will perform pre-license and pre-approval inspections 

FORM FDA 262la (10/09) ORA WORKPLANNING SHEET PAGE NO __ 4;,;;2--7--



FY 2015 ORA WORKPLAN October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

lrmported CBER-Regulated Products 

2. PPS PROJECT NAME/NUMBER 

Blood and Blood Products- 42 

3. PROGRAM/ASSIGNMENT CODE(S) 

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

4. WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

5. OPERATIONAL FTE POSmONS 

4.0 

10. 
R DISTRICT/ 
E SPECIALIZED IMPORT 
G LABORATORY 11\'VESTI-
I GATION 

0 H OUR S 
N m 

TOTAL FIEL D 3800 

HEADQUARTERS l(b) (5), 
REGIONAL STAFF (b) (7) 

(E) NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

IHOURS PER OPERATION 

TOTAL HOURS 3800 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 4.00 

9.REMARKS 

( I) - All resources are planned under PAC 42007 as import investigation hours. 

Planned resources are to cover all import operations, PACs: Entry Review 42R833; Follow-Up to Refusals 41R824, 42R824, 45R824; 

!Filer Evaluation 99R833 operation 95 and any resources needed under compliance program for PAC 42007. Resources also include 

~e 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 262l a (10/09) ORA WORKPL ANNING SHE ET PAGE NO. __ 4;,;;2;.;-8;.... 



FY 2015 ORA WORKPLAN October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

lrnspection of Licensed In-Vitro Diagnostic (IVD) Devices 

!Regulated bv CBER 

2. PPS PROJECT NAME/NUMBER 

Blood and Blood Products- 42 

3. PROGRAM/ASSIGNMENT CODE(S) 

42008A,F,G Domestic & Foreign (I) 

4 . WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

5. OPERATIONAL FTE POSmONS 

2.7 

10. 
R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 
DOMESTIC 

INSPEC-
TIONS 

FOREI GN 
INSPEC-

TIONS 

~OMESTIC 
INVEST!-
GATIONS 

(Hours) 
(2) 

TOTAL FIEL D 11 4 441 

HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

GrnCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

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

NE 

CE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SE 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

SW 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

PA 

[HOURS PER OPERATION 142.4 140.3 

TOTAL HOURS 1566 561 441 

CONVERSION FACTOR 950 950 950 
TOTAL OPERATIONAL FTEs 1.65 0.59 0 .46 

9.REMARKS 

( I) No separate resources are planned for Pre-License Inspections, use above resources as needed. 

PACs include: 

42008A Pre-License Inspection- IVDs; 

42008F- Level I Inspection - Licensed IVDs; 

42008G - Level 2 Inspection- Licensed IVDs. 

(2) - Field Investigation time is for district support to Team Biologics. Field investigation hours may be used for any 

Team Biologics program. 

Report accomplishments under appropriate PAC and operation code. 

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

F ORM F DA 2621a (10/09) ORA WORKPL ANNING SH E ET PAGE NO. __ 4;,;;2;.;;-9-... 



FY 2015 ORA WORKPLAN October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators 

PDUF A Domestic & Foreign) 

2. PPS PROJECT NAME/NUMBER 

Blood and Blood Products- 42 

3. PROGRAM/ASSIGNMENT CODE(S) 

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

4 . WORK ALLOCATION PLANNED BY 

[Ti aRA c::J cENTER 

5. OPERATIONAL FTE POSmONS 

4.4 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

R 
E 
G 
I 

0 
N 

IN SPEC-
TIONS 

(1) 

TOTAL FIEL D 44 

HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

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

NE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

CE 

REGIONAL STAFF 

ATLANTA 

 FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SE

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

SW 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

PA 

IHOURS PER OPERATION 95.0 

TOTAL HOURS 4180 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 4 .40 

9.REMARKS 

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

!use above resources for foreign inspections as needed. Report foreign inspections under operation code II. 

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

Report accomplishments under appropriate PAC and operation code. 

F ORM F DA 2621a (10/09) ORA WORKPL ANNING SHEET PAGE NO. _..,;4;;;,2--10..__ 



FY 2015 ORA WORKPLAN October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

lrnspection of Medical Device Manufacturers (Biologics) 

2. PPS PROJECT NAME/NUMBER 

Blood and Blood Products- 42 

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

42845A, B, C (I) [Ti aRA c::J cENTER 05 

10. 
R DISTRICT/ 
E SPECIALIZED DOMESTIC 
G LABORATORY INSPEC-
I TIONS 

0 
N 

TOTAL FIEL D 8 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

[HOURS PER OPERATION 59.5 

TOTAL HOURS 476 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 0.50 

9.REMARKS 

( I)- All resources are planned under PAC 42845A. No foreign inspections are planned, use above resources as needed. 

Report all operations under appropriate PAC and operation code. 

PACs include: 

42845A Levell Inspection; 

4 284 5B Level 2 Inspection; 

4 284 5C Level 3 Inspection. 

!Note: Inspections of manufacturers of blood bank software should be reported under this program. 

lrnventory provided by CBER. 

F ORM F DA 262l a (10/09) ORA WORKPL ANNING SHE ET PAGEN0.-..,;4;;;,2--1-1 -



FY 2015 ORA WORKPLAN October 1 2014 

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

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONALFTE POSmONS 

42848A,F,G; 42848B,C,D Domestic & Foreign (1) [TI ORA c:J cENTER 4.5 

10. 
R DISTRICT/ DOMESTI< FOREIGN 
E SPECIALIZED LICE NSE D LICENSED 
G LABORATORY INSPEC- INSPEC-
I TIONS TIONS 
0 
N 

TOTAL FIELD 8 13 

HEADQUARTERS (6) (5), bf \?TIEr 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 178.5 219.0 

TOTAL HOURS 1428 2847 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 1.50 3.00 

9. REMARKS 

(1) - No separate resources are planned for pre-license inspections, use above resources as needed. 

All resources are planned under PAC 42848F. PACs include: 

42848A Pre-License Inspection- Plasma Derivatives; 

42848F Levell CGMP Inspection - Plasma Derivative; 

42848G Level2 CGMP Inspection- Plasma Derivatives. 

42848B Pre-License Inspection - Recombinant Analognes; 

42848C Level 1 CGMP Inspection - Recombinant Analognes; 

42848D Level2 CGMP Inspection- Recombinant Analogues. 

Report accomplishments under appropriate PAC and operation code. 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. _..;4iiii2-..;,1;;;,2 -



PROJECT SUMMARY SHE ET 

FY 2015 
1. PRnr.R 4 M CATEGORY ~- PPS PROJECT NAME/NUMBER 

, """;,.,, and Allergenic Products - 4 5 

t.J 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE OP~R!?TAL _I 

8. PAGE 
ASSIGNMENT 

DOMESTIC IMPORT FIEs 

TOTAL 10.2 3.3 l 

1 ~ • 7.0 7.0 45-14 

GoodT Practices . Labs) ~5808 • 
. Review Boards ~5809 • 

<:. ... u, ,;, .... . and Contract Research 145810 • 
Clinical Tnv P<fi aotnr<; * ~5811 [7.0] 

2 ;, >A .a n, '"' : Products t~lL<st . " .G 0. 0.3 1.0 45-15 

(Team n 

3 ;, ><\ Vaccine Products I4584&B CD 2.5 3.0 5.5 45-16 

(Team n 

* All resources are planned under PAC 45811. 

<.,.c.N 1 .ell. PROJECT MANAGER/TELEPHONE IORAPT4 11 

Janet Ishimoto 301-827-6220 !Harriet R. Gerber 3 0 ~· 

FORM FDA 2622 (10/09) PAGE NO. 45-13 



FY 2015 ORA WORKPLAN October I 20 14 

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

GLPs, IRBs, Sponsor/Monitor/CROs, Clinical Investigators Vaccines and Allergenic Products - 4 5 

PDUF A Domestic & Foreign) 

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

45808-GLPs, 45809-IRBs, 45810-Spon/Mon/CROs, [Ti aRA c::J cENTER 7.0 
45811 Clinical Investigators 

10. 
R DISTRICT/ 
E SPECIALIZED IN SPEC-
G LABORATORY TIONS 
I (1) 

0 
N 

TOTAL FIEL D 61 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

IHOURS PER OPERATION 109.0 

TOTAL HOURS 6649 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 7.00 

9.REMARKS 

(I) -Use above resources for foreign inspections as needed. Report foreign inspections under operation code II. 

Resources for PACs 45809, 45810, and 45811 are planned under PAC 45811 Clinical Investigators. 

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

Report accomplishment hours under appropriate PAC and operation code. 

FORM FDA 2621a (10/09) ORA WORKPL ANNING SHE ET PAGE NO. _..;4-.5--14,;,.. 



FY 2015 ORA WORKPLAN October I 20 14 

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

lrnspection of Licensed Allergenic Products (Post-Market & Pre-License) Vaccines and Allergenic Products - 4 5 

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

45848A,F,G Domestic & Foreign (I) [Ti aRA c::J cENTER 1.0 

10. 
R DISTRICT/ 
E SPECIALIZED DOMESTIC FOREI GN 
G LABORATORY INSPEC- INSPEC-
I TIONS TIONS 

0 
N 

TOTAL FIEL D 5 2 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

[HOURS PER OPERATION 130.0 150.0 

TOTAL HOURS 650 300 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 0.68 0.32 

9.REMARKS 

( I) - Resources are planned under PAC 45848F. Use resources as needed for domestic or foreign inspections, and report under 

appropriate PAC and operation code. Report foreign inspections under operation code II. 

PACs include: 

45848A Pre-License Inspection - Allergenics; 

45848F Level I CGMP Inspection- Allergenics; 

45848G Level 2 CGMP Inspection - Allergenics. 

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

FORM F DA 262la (10/09) ORA WORKPL ANNING SHEET PAGE NO. _..;4-.5--1-5 -



FY 2015 ORA WORKPLAN October I 20 14 

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

lrnspection of Licensed Vaccine Products Vaccines and Allergenic Products - 4 5 

Post-Market) 

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

45848B,C,D Domestic & Foreign (I) [Ti aRA c::J cENTER 55 

10. 
R DISTRICT/ 
E SPECIALIZED DOMESTIC FOREI GN 
G LABORATORY INSPEC- INSPEC-
I TIONS TIONS 

0 
N 

TOTAL FIEL D 9 11 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

[HOURS PER OPERATION 263.7 259.2 

TOTAL HOURS 2373 2851 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 2.50 3.00 

9.REMARKS 

( I) - Resources are planned under PAC 45848C. Use resources as needed and report under appropriate PAC and operation code. 

Report foreign inspections under operation code II . 

PACs include: 

45848B Pre-License Inspection- Vaccines; 

45848C Levell CGMP Inspection- Vaccines; 

45848D Level 2 CGMP Inspection - Vaccines. 

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

FORM FDA 262l a (10/09) ORA WORKPL ANNING SHEET PAGE NO. _..;4-.5--16..__ 



FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-1 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
New Dmg Evaluation - 46 ~A Pre-Approval Inspections/Investigations 

PAC 46832B, C 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 

compliance of manufactmmg establishments w-ith GMPs prior to approval of pending NDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufactmmg establishments must be assessed before NDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

!Ali Hwuan Dt·ugs, Including Radioactive Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 



1. PROGRAM/ASSIGNMENT TITLE 
~A Pre-Approval Inspections/Investigations - Foreign 
PAC 46832B,C,D 

2. PPS PROJECT NAME/NUMBER 
New Dmg Evaluation - 46 

3. PROGRAM TYPE UU COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 

compliance of manufactmmg establishments w-ith GMPs prior to approval of pending NDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufactmmg establishments must be assessed before NDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thu g Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

!Ali Hwuan Dt·ugs, Including Radioactive Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-2 



1. PROGRAM/ASSIGNMENT TITLE 
BLA Pre-Approval Inspections/Investigations -
Domestic and Foreign, PAC 46832M 

2. PPS PROJECT NAME/NUMBER 
New Dmg Evaluation - 46 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify that BLA applicant has the facilities, equipment, and controls as described in the application, and to verify the 

integrity of the submitted data. To determine compliance of manufacttuing establishments with CGMPs prior to approval of 

[pending BLAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufacttuing establishments must be assessed before BLA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

~1 Htuuan Dt·ugs; specifically, Licensed Biological 

Therapeutic Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Industiy Code: 57 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

[ZJ MICRO ANAL YTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
PET NDA Pre-Approval Inspections/Investigations 
PAC46832P 

2. PPS PROJECT NAME/NUMBER 
New Dmg Evaluation - 46 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine 

compliance of manufactmmg establishments w-ith GMPs prior to approval of pending NDAs. 

5. PROGRAM JUSTIFICATION 

Compliance of manufactmmg establishments must be assessed before NDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

!Ail Hwuan Dt·ugs, Including Radioactive Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safety precautions as instructed by the IOM and by the 
inspected establislunent. 

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



1. PROGRAM/ASSIGNMENT TITLE 
In Vivo Bioequivalence (PDUFA)- Domestic 
PAC 4800I ,A 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCEPROGRAM PROGRAM CIRCULAR ASSIGNMENT D D 
4. OBJECTIVES 

TI1rough audit procedm·es detenuine whether data submitted to FDA in NDAs and AND As are accurate and valid. 

5. PROGRAM JUSTIFICATION 

Bioequivalence studies are conducted mainly by private and university affiliated contract laboratories. Previous inspections 

!noted deviations fi.·om protocols, poor recordkeeping, inadequate controls over test subjects, poor analytical procedmes 

and fi.·aud. Results ofbioequivalence inspections have a direct relationship to approvability ofNDA and ANDA applications. 

6. FIELD OBLIGATIONS 

Conduct inspections and fotward the repotts directly to the Division of Scientific Investigations, CDER, 

for evaluation and follow-up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Htuuan Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industiy Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-5 



1. PROGRAM/ASSIGNMENT TITLE 
In Vivo Bioequivalence (PDUFA) - Foreign Inspections 
PAC 4800I ,A,D,E 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detenuine through audit procedm·es whether: (a) bioequivalence data, (b) non-clinical laboratory study data, and 

(c) clinical data are substantiated by on-site documentation, are valid, scientifically accturate and the studies were conducted 

according to appropriate regulations. 

GLP inspections in foreign laboratories may also provide an assessment of the effectiveness of an existing Memorandum of 

!understanding with that named nation. 

5. PROGRAM JUSTIFICATION 

!An increasing mUllber of bioequivalence studies are conducted by contract laboratories, private and university affiliated, 

located in India, Canada and Europe. In addition, large mllllbers of animal studies (GLP) and clinical studies are conducted in 

Europe and other foreign countries. Serious problems associated w-ith lack of adherence to protocols, lack of and inadequate 

ecord keeping, inadequate and inaccurate analytical procedures, and fraud have been documented in such studies. These 

studies are required for dmg approval in the United States. 

TI1e President's Emergency Plan for AIDS Relief (PEPF AR) requires inspections of bioequivalence manufacttu·ers and clinical 

studies sublnitted in NDAs and AND As. Data audit under PEPF AR will be verified by on site inspections. 

6. FIELD OBLIGATIONS 

Conduct inspections and fotw ard the repotts directly to the Division of Scientific Investig ations, CDER, for evaluation 

and follow-up . 

TI1e audit of data from bioequivalence manufacttu·ers and clinical studies will be verified. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Htuuan Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-6 



1. PROGRAM/ASSIGNMENT TITLE 
Good Laborato1y Practice (Non-Clinical Laborato1y) 
PAC48808 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure compliance with ctu1·ent Good Laboratory Practice Regulations (21 CFR 58) by nonclinicallaboratories and to 

assure validity of data through associated data audits. 

5. PROGRAM JUSTIFICATION 

!Animal Studies are vital prerequisites to human clinical trials of drugs and other FDA regulated products. Past experience 

!has shown serious deficiencies in the conduct of nonclinicallaboratories in recordkeepin g, adherence to study protocol, 

and in some cases fraudulent practices. 

6. FIELD OBLIGATIONS 

Conduct inspections and fo1ward the repo1ts directly to the Division of Scientific Investigations, CDER. 

District may make classification and reconunend compliance actions. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE BY CENTER BY BOTH 0 D 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Hmnan Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-7 



1. PROGRAM/ASSIGNMENT TITLE 
Institutional Review Board (IRB); Radioactive Dmg 
Research Conunittee (RDRC), PAC 48809,A 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

IRB: To assure compliance and integrity of institutional review boards (21 CFR 50) which provide protection for 

llnunan subjects of clinical investigations to be submitted to FDA. 

RDRC: To assure the quality and integrity of Radioactive Dmg Research Conunittees and assure they are operating in 

compliance with (2 1 CFR 361.1). 

5. PROGRAM JUSTIFICATION 

IRB: Tiu·ough amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the rights of 

subjects in the clinical trials of investigational dmgs are protected. The inspectional program assm·es that IRBs protect 

the safety and welfare of clinical trial subjects and ensures that the informed consent f01m and the process of obtaining 

informed consent comply with ctu1·ent regulations. 

RDRC: The Nuclear Regulatoty Conuuission and the FDA have decided that certain protocols involving radioactive dmgs do 

~ot need an IND, but must be reviewed by an institutional RDRC. These protocols are those intended for basic research 

[purposes, not those protocols intended to detenuine the safety and efficacy of the drug in htuuans. The RDRC assures that 

the radiation doses and pharmacological doses are within specified limits. The Division of Scientific Investigations, Office of 

Compliance, CDER, issues assignments to the districts, reviews all complete EIRs and theu· classification, and issues letters 

as needed to RDRCs aft.er such review. 

6. FIELD OBLIGATIONS 

IRB: Conduct inspections ofiRBs which are involved in the review of clinical trials ofhtuuan dmg studies and forward the 

eports to the Division of Scientific Investigations, CDER. 

!Assist in presentation ofiRB workshops. 

RDRC: Conduct inspections ofRDRCs and forward the EIRs to the Division of Scientific Investigations, CDER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

BY DISTRICT OFFICE BY CENTER BY BOTH D 0 D 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Htuuan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-8 



1. PROGRAM/ASSIGNMENT TITLE 
Sponsors, Contract Research Organizations, & Monitors 
PAC48810 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure adherence by sponsors, contract research organizations, and monitors to the regulations (21 CFR 312) and to 

assess their interaction with clinical investigators and the sponsors development of safety and efficacy data in NDAs. 

5. PROGRAM JUSTIFICATION 

Sections of the FD&C Act and the Public Health Service Act require the submission of data to FDA enstumg the safety of 

llnunan drugs, as well as the filing of an Investigational New Drug Application and New Drug Applications. An 

inspectional program is required to assess compliance with cm1·ent regulations. 

6. FIELD OBLIGATIONS 

Conduct inspections of sponsors, contract research organizations, and monitors for the INDINDAs identified in the 

assignments. Fotward reports directly to the Division of Scientific Investigations, CDER, for final classification, including 

District reconunendations for compliance follow-up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
Clinical Investigators - Domestic and Foreign 
PAC 488 11 , D, F (Follow-Up and Complaints) 

2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring: Human Drugs - 48 

3. PROGRAM TYPE UU COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assess through audit procedm·es whether data submitted to FDA in a specific study ar·e substantiated by somce 

documents and whether clinical investigators have complied with regulations (21 CFR 312) . 

5. PROGRAM JUSTIFICATION 

Clinical data are submitted to FDA in suppolt of a marketing permit (IND, NDA). The clinical studies that generated the data 

are evaluated for accuracy, completeness, and regulat01y compliance. 

6. FIELD OBLIGATIONS 

Conduct inspections and fotw ard EIRs directly to the Division of Scientific Investigations, CDER. 

District may make classification and reconunend compliance actions. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Code: 60, 61 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 
lANDA Pre-Approval Inspections/Investigations 
PAC 52832,B,C 

2. PPS PROJECT NAME/NUMBER 
Generic Thug Evaluation - 52 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their application . To detemline 

compliance of manufacturing establishments w-ith GMPs prior to approval of pending AND As. 

lANDA bulk products are collected for profile analysis. 

5. PROGRAM JUSTIFICATION 

Compliance of manufactmmg establishments must be assessed before ANDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE BY CENTER D BYBOTH 0 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Htunan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-11 



1. PROGRAM/ASSIGNMENT TITLE 
lANDA Pre-Approval Inspections/Investigations -
Foreign, PAC 52832,B,C,E 

2. PPS PROJECT NAME/NUMBER 
Generic Thug Evaluation - 52 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their application. To detemline 

compliance of foreign manufacttuing establisluuents with GMPs prior to approval of pending AND As. 

5. PROGRAM JUSTIFICATION 

Compliance of foreign manufacttuing establisluuents must be assessed before ANDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval inspections of foreign establisluuents as requested by Center for Dmg Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER 0 BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Hmuan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htuuan Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-12 



1. PROGRAM/ASSIGNMENT TITLE 
PET ANDA Pre-Approval Inspections/Investigations 
PAC 52832P 

2. PPS PROJECT NAME/NUMBER 
Generic Thug Evaluation - 52 

3. PROGRAM TYPE W COMPUANCE PROGRAM PROGRAM CIRCULAR D ASSIGNMENT D 
4. OBJECTIVES 

To verify that ANDA applicant has facilities, equipment, controls, etc. so specified in their application. To detemline 

compliance of manufacturing establishments w-ith GMPs prior to approval of pending AND As. 

lANDA bulk products are collected for profile analysis. 

5. PROGRAM JUSTIFICATION 

Compliance of manufactmmg establishments must be assessed before ANDA approvals. 

6. FIELD OBLIGATIONS 

Conduct pre-approval establislunent inspections as requested by Center for Thug Evaluation and Research. 

7a. SELECTION OF ESTABLISHMENT

D 
S TO BE COVERED 

BY DISTRICT OFFICE BY CENTER BY BOTH 0 D 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Htunan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Dmg Codes 

e. EXAMTYPE 
CHEMICAL MICROBIOLomcAIO PHYSICAL ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

[KJ D D 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safety precautions as instructed by the IOM and by the 
inspected establislunent. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-13 



1. PROGRAM/ ASSIGNMENT TITLE 
Enforcement of the Adverse Dmg Experience 
Reporting Regulations, PAC 53001A (Dom!For) 

2. PPS PROJECT NAME/NUMBER 
Postmarketing Stuveillance & Epidemiology: Hmnan Dmgs - 53 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide assignments, guidance and instmctions to field offices for inspecting drug fmns to determine compliance with the 

ADE reporting requirements of21 CFR 310.305,314.80 and 318.98 and Section 760 of the FDCA (21 U.S. C. 379aa. Regtllatory 

and/or administrative follow-up will be coordinated between the field and headquarters in cases where significant 

following gtlidances are detected. The Program should also promote voluntaty compliance with regulations and gtlidance by 

violations of reporting regtllations or deficiencies in follow-ing guidances are detected. The Program should also promote 

voluntary compliance with regtllations and guidance by responsible parties, including applicants, manufactm·ers, 

packet-s and distributot-s. 

5. PROGRAM JUSTIFICATION 

The postmarketing advet-se drug experience (ADE) regtllations (21CFR 310.305,314.80 and 314.98) became effective on 

August 22, 1985, September 2, 1986 and June 29, 1992 and cover prescription drugs. The regtllations also apply to OTC dmgs 

that have approved applications, including those initially marketed as prescription drugs under approved applications (i.e. , Rx 

to OTC switched dmgs). Section 760 of the FDCA applies to nonprescription dmg products marketed without an approved 

application. This patt of the Act became effective on December 22, 2007. The pmpose of postmarketing ADE surveillance is 

to obtain infonuation on rare, latent or long tetm dmg effects not identified during pre-market testing. Acctu'ate, complete, 

and timely repo1t ing of ADE infonnation is essential to the safety evaluation of marketed dmg products. It enables FDA to act 

when infonuation conceming the use and safety of marketed drug products suggests that new labeling, market withdrawal 

or other action is required. 

6. FIELD OBLIGATIONS 

Conduct inspections and fotward rep01ts directly to the Division of Compliance Risk Management and Smv eillance (DCRMS)/ 

Office of Compliance/COER, including recommendations for any indicated regtllatory follow-up. 

Issue regtllat01y lettet-s as approved by DCRMS. Notify DCRMS of fmdings fi.·om other inspectional program activities which are 

relevant to ADE reporting. 

7a. SELECTION OF ESTABLISHMENTS 

D 
TO BE COVERED 

BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

HtmtanDmgs 

d. INDUSTRY/PRODUCT CODE(S) 

Industty Codes: 54, 56, 60-66 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGENO. HD-14 



1. PROGRAM/ASSIGNMENT TITLE 
Risk Evaluation and Mitigation Strategy (REMS) 
(PDUFA), PAC 53001C 

2. PPS PROJECT NAME/NUMBER 
Postrnarketing Surveillance & Epidemiology: Human Thugs - 53 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide assignments, guidance and specific instructions to field offices for inspecting dmg finus to detenuine compliance 

>Vith the Risk Evaluation and Mitigation Strategies (REMS) required under Federal Food, Dt·ug, and Cosmetic Act (FDCA) 

section 505-1. Regulat01y and/or administrative follow-up will be detemuned by CDER headqualters. 

5. PROGRAM JUSTIFICATION 

On September 27, 2007, the Food and Drug Admirllstration Amendments Act (FDAAA) (Public Law 110-85) was enacted. 

Title IX, Subtitle A, section 901 of this statute created new section 505-1 of the FDCA, which authorizes FDA to requit·e a 

REMS if the FDA detemlines that a REMS is necessaty to ensme that the benefits of a cb·ug outweigh the risks of the dmg. 

Section 505-1 applies to applications for approval of prescription drugs submitted under sections 505(b) or 505G) of the Act 

and applications submitted under section 3 51 of the Public Health Service Act. The pmpose of this program is to 

ensure that the required REMS progratllS are being implemented. 

6. FIELD OBLIGATIONS 

Conduct inspections and fotward EIRs directly to the Division of Risk Management and Stuveillance, CDER. There will 

[be no Field- initiated inspections in this program. At this time, all regulatory actions win be detemlined by CDER 

!headquatters. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE BY CENTER BY BOTH 0 D 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Codes: 54, 55, 56, 57, 59, 60-66, 99 

e. EXAMTYPE D CHEMICAL CTI MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-15 



1. PROGRAM/ASSIGNMENT TITLE 
Dmg Process Inspections 
PAC 56002A-D, F, H-L 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer's risk of exposw-e to defective dmg products by preventing the marketing of, or removing from 

the market, violative drug products that are observed as a result of activities petformed under this program. 

To assess the adequacy of the CGMP regulations, guidelines and agency regulatory policies by gathering industry-wide data on 

changing practices and technology. 

5. PROGRAM JUSTIFICATION 

TI1e Dmg Process Inspections program is FDA's primruy means for evaluating the conditions under which dmg products are 

!manufactured, tested, packaged and held. 

6. FIELD OBLIGATIONS 

TI1e field will conduct dmg process inspections and maintain profiles or other monitoring systelllS which w-ill insure that each 

dmg finn receives the inspection coverage provided for in the inspectional strategy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE BY CENTER BY BOTH D 0 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Human Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Indusuy Codes: 50, 54-56, 60-66 

e. EXAMTYPE w CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-16 



1. PROGRAM/ASSIGNMENT TITLE 
Foreign Dmg Inspections 
PAC 56002A-D,F,I 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE COMPUANCEPROGRAM PROGRAM CIRCULAR ASSIGNMENT UU D D 
4. OBJECTIVES 

Inspectional work is to minimize the consumer's risk of exposm·e to defective dmg products by preventing the marketing 

of or removing from the market, violative dmg products that are observed as a result of inspections petformed under this Program. 

5. PROGRAM JUSTIFICATION 

TI1e intemational Dmg Process Inspection program is FDA's prinlaty means for evaluating the conditions under which foreign 

dmg products are manufacttu·ed, tested, packaged and held. 

6. FIELD OBLIGATIONS 

TI1e field will conduct dmg process inspections and maintain profiles of foreign dmg manufacturers. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Human Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Human Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTic.J:TI OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-17 



1. PROGRAM/ASSIGNMENT TITLE 
Dmg Process Inspections: Inspections of Licensed 
Biological Therapeutic Dmg Products, PAC 56002M 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer's risk of exposw-e to defective licensed biological therapeutic dmgs by preventing the marketing of, 

or removing from the market, violative licensed biological therapeutic drugs that are observed as a result of activities petfonued under 

this program. To assess the adequacy of the CGMP regulations, guidelines and agency regulatory policies by gathering 

industly-wide data on changing practices and technology. 

5. PROGRAM JUSTIFICATION 

TI1e Dmg Process Inspections program, Inspections of Licensed Biological TI1erapeutic Dmg Products, is FDA's primary 

!means for evaluating the conditions under which licensed biological therapeutic dmgs are manufactured, tested, packaged 

and held. 

6. FIELD OBLIGATIONS 

TI1e field will conduct dmg process inspections and maintain profiles or other monitoring systelllS which w-ill insure that each 

dmg finn receives the inspection coverage provided for in the inspectional strategy. CDER will maintain the Biological 

Product Defect Repolt system. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Indusny Code: 57 Human Dmgs; specifically, Licensed Biological 

TI1erapeutic Dmgs 

e. EXAMTYPE 
CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

[ZJ MICRO ANAL YTIC.J:TI OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. HD-18 



1. PROGRAM/ASSIGNMENT TITLE 
Dmg Process Inspections - PET Domestic 
PAC 56002P, Q 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assu rance - 56 

3. PROGRAM TYPE W COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer's risk of exposw-e to defective dmg products by preventing the marketing of, or removing from 

the market, violative drug products that are observed as a result of activities petformed under this program. 

To assess the adequacy of the CGMP regulations, guidelines and agency regulatory policies by gathering industry-wide data on 

changing practices and technology. 

5. PROGRAM JUSTIFICATION 

TI1e Dmg Process Inspections program is FDA's primruy means for evaluating the conditions under which dmg products are 

!manufactured, tested, packaged and held. 

6. FIELD OBLIGATIONS 

TI1e field will conduct dmg process inspections and maintain profiles or other monitoring systems which w-ill insure that each 

dmg finn receives the inspection coverage provided for in the inspectional strategy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Human Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Indusuy Codes: 50, 54-56, 60-66 

e. EXAMTYPE [KJ CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Investigators are to wear dosimeters and otherwise take special safety precautions as instructed by the IOM and by the 

inspected establishment. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-19 



1. PROGRAM/ASSIGNMENT TITLE 
Dmg Product Stuveillance 
PAC 56008A, 56008L, 56008H 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To obtain infonuation about the quality of the nation's dmg supply tlu·ough analyses of selected domestic and imported 

fmished dosage form products and active phanuaceutical ingredients (APis). 

To dit·ect analytical coverage towards drug products, fums, and countries which pose a l1eightened risk to the constutung 

tpublic relative to the risk-based management system. 

To obtain infonnation about the identifying characteristics (forensic testing) of APis from domestidforeign som·ces in 

order to establish a forensic database to evaluate fonuulation changes and uncover possil!>le cotmterfeiting. 

5. PROGRAM JUSTIFICATION 

FDA has the mandate to assm·e that the nation's dmg supply is safe and effective. The Dmg Product Smveillance program is 

FDA's primary means for monitoring the quality of fmished dmg products and APis through sampling and analysis. 

6. FIELD OBLIGATIONS 

To collect samples and perf01m laborat01y exanliuations. Upon assignment from CDER. conduct inspections to obtain 

specific infonnation, such as analytical results, production data, and f01mulation. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Htllllan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Industiy Codes: 50, 54-56 and 60-66 

e. EXAMTYPE 
CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

[ZJ MICRO ANAL YTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

Potency, content tmifollllity, disintegration, dissolution, titue release pattems, identification, nlicrobial contamination, and 

other selected analyses are directed in Drug Smveillance Requests at COER/District assignments. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-20 



1. PROGRAM/ASSIGNMENT TITLE 
Dmg Quality Reportiug System - DQRS NDA-Field 
We1t Reportiug, PAC 56021A,B 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To establish and operate a stmctured system for accumulatiug and evaluatiug data generated by Dmg Quality Repo1t iug 

System (DQRS) a voluntary reportiug program, and NDA Field Alelt Reports (F ARs), a program mandated by 21 CFR 314.81 

for repo1t iug by dmg manufacttu·ers. To maiutaiu a flexible capability for rapid iuvestigations and product con·ections 

of any dmg product quality problems ascertaiued fi.·om health professionals, consumers and dmg product manufacturers. 

5. PROGRAM JUSTIFICATION 

TI1e DQRS and FAR programs respectively, provide a means for centralizing dmg quality repolts received by FDA 

fi.·om health professionals, consumers and dmg product manufacttu·ers 

6. FIELD OBLIGATIONS 

Each FDA district Office w-ill appoiut a DQRS/FAR program coordiuator(s) who will monitor the District's activity/follow-up 

activity and, serve as a contact person. Districts will pe1fonu inspections, sample collections, analyze samples and 

[perf01m other assigrunents generated by CDER. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Hmuan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Htuuan Dmg Codes 

e. EXAMTYPE D CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-21 



1. PROGRAM/ASSIGNMENT TITLE 
Enforcement of the Prescription Dmg Marketing 
~ct (PDMA), PAC 56022 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide general guidance in conducting inspections and investigations of individuals, prescription dmg manufactm·ers, 

distributors, and other parties that may be involved in the diversion of prescription dmg samples, American Goods Returned, 

or the resale of dmgs by hospitals or other health care entities, thereby dismpting legitimate domestic prescription 

dmg distribution channels. 

5. PROGRAM JUSTIFICATION 

FDA has the mandate to enforce the Prescription Dmg Marketing Act amendments to the Federal Food, Dmg and Cosmetic 

!Act. These amendments are designed to curtail diversion of prescription dmg products from legitimate channels of distribution. 

6. FIELD OBLIGATIONS 

To follow-up on routine reports referred fi.·om CDER dwing regularly scheduled inspections; upon CDER assignment to 

tperf01m investigations of possible dmg diversion repo1ts; and to collect samples and pe1f orm laborato1y examinations as 

appropriate to support regulato1y activities. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

HtW!an Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All HtWllln Dmg Codes 

e. EXAMTYPE 
CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

~alysis as directed in CDER/district assignments. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-22 



1. PROGRAM/ASSIGNMENT TITLE 
Post-Approval Inspections/Investigations 
(Domestic and Foreign), PAC 56843 

2. PPS PROJECT NAME/NUMBER 
Drug Quality Assurance - 56 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize the consumer 's risk of exposm·e to defective drug products due to significant process design and control issues 

[by preventing the marketing of, or removing from the market, violative drug products that are observed as a result of 

activities petfonued under this pro grant. To assess the adequacy of the associated agency regulatoty policies by gathering 

industly-wide data on changing practices and technology for specific drug products. 

5. PROGRAM JUSTIFICATION 

The Post-Approval Inspections/Investigations program is designed to detect significant process design and conn·ol problems 

at a dmg manufacturer early in a product lifecycle. The post-approval inspection is planned for six to eighteen months aft.er 

approvaVmarketing of the drug product or biotech product. Focused objectives for inspections/investigations include issues 

elated to ongoing events and evolving agency priorities, including supplier qualification/materials handling, process validation, 

and laboratory program stability data, and conf01mance to the application/license commitlnents. 

6. FIELD OBLIGATIONS 

The field will conduct post-approval inspections as assigned by the Center. Inspection assignments will typically include 

the area that the investigator should focus on during the inspection. The field w'ill also reconnnend fums to inspect to 

ensure that the highest risk products are targeted. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Indusny Codes: 50, 54-56, 60-66 

e. EXAMTYPE 
CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-23 



1. PROGRAM/ASSIGNMENT TITLE 
Phamtacy Compotmding Assigmuents 
PAC 56D015 

2. PPS PROJECT NAME/NUMBER 
Drug Qttality Assm·ance - 56 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR UU ASSIGNMENT 

4 . OBJECTIVES 

Conduct sm veillance, for-cause, and follow-up inspections, and sample collection and analysis, as appropriate, of phamtacy 

compounders. 

5. PROGRAM JUSTIFICATION 

Conduct sm veillance, follow-up, and for-cause (in response to serious adverse event rep011s and rep01ts of quality problems) 

inspections of compounders to identify those in non-compliance with the Act. Continue to take action, including enforcement 

actions, as appropriate to protect the public health. 

6. FIELD OBUGATIONS 

Districts will conduct inspections, collect evidence including samples, and develop cases in accordance w'ith inspection 

assigmuents ti:om CDER/OC/OUDLC. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TI DIRECTED 

c. PRODUCT(S) 

Htutlall Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 50, 54, 56 and 60-66 

e. EXAM TYPE 
CHEMICAL 0 MICROBIOLomc AIO PHYSICAL D ENGINEERING 

D MICROANALYTic AD OTHERS (SPECIFY) 

w 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

F ORl'\tl FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-24 -



1. PROGRAM/ASSIGNMENT TITLE 
Outsourcing Facilities Registered tmder Section 503B 
PAC 56DOI7 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE D COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Conduct surveillance, for-cause, and follow-up inspections, and sample collection and analysis, as appropriate, of 

compotmders registered as outsourcing facilities under section 503B of the Federal Food, Dmg, and Cosmetic Act. 

5. PROGRAM JUSTIFICATION 

Conduct required risk-based surveillance, follow-up, and for-cause (in response to serious adverse event reports and repo1ts 

of quality problems) inspections of registered outsourcing facilities to identify those in non-compliance with the Act. Continue 

to take action, including enforcement actions, as appropriate to protect the public health. 

6. FIELD OBLIGATIONS 

Districts w-ill conduct inspections, collect evidence including samples, and develop cases in accordance with inspection 

assignments from CDER/OC/OUDLC. 

7a. SELECTION OF ESTABLISHMENTS 

D 
TO BE COVERED 

BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

HtUllan Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Codes: 50, 54, 56 and 60-66 

e. EXAMTYPE [KJ CHEMICAL 0 MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-25 



1. PROGRAM/ASSIGNMENT TITLE 
Global Parity Program 
PAC 56ROIO 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE D COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

TI1e Global Parity Initiative is a collaborative eff01t between CDER and ORA and w-ill include the patticipation of ten (I 0) 

ORA employees in a 3-6 month detail petfonuing training modules and review-ing foreign regulatory 

authority inspection rep01ts. This program will use domestic inspection resources toward improving our knowledge of 

foreign manufacturing operations, facilities, and countetprut inspectorates. 

5. PROGRAM JUSTIFICATION 

TI1e Global Parity Initiative is a new collaboration between CDER and ORA that implements the Commissioner's "Pathway to 

Global Product Safety and Quality" initiative. Specifically, this program w-ill suppolt our aim to leverage foreign regulatory 

authority inspections. 

6. FIELD OBLIGATIONS 

·Identify districts that will bmefit from the detail work 

• Manage cun-ent workload adjustments and leave requests for detailed staff 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 0 BY BOTH 

b. INSPECTION TYPE 
COMPREHENSIVE D ABBREVIATED 0 DIRECTED D 

c. PRODUCT(S) 

Human Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

All Human Dmg Codes 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICRO ANAL YTic.J:TI OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

TI1e hom·s assigned for inspection rep01t completion can be adjusted as employee efficien cy increases. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-26 



1. PROGRAM/ASSIGNMENT TITLE 
Forensic Evaluation and Sample Analysis 
PAC 56R838 

2. PPS PROJECT NAME/NUMBER 
Dmg Quality Assurance - 56 

3. PROGRAM TYPE I N/A I COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Forensic evaluation and Forensic sample analysis activities are to provide sound scientific supp01t for the investigations of the 

Office of Criminal Investigations. This includes sample analysis of physical samples related to incidents of tampering, 

counterfeiting, fraud, adulteration and other violations of the FD&C and related acts so that the findings are suitable 

to be presented as technical evidence in a cotut of law. It also includes forensic evaluation of methods and the generation of 

scientific data to identify, characterize and assess the public health impact of possible adulterants, or intentional violation of 

the law regarding regulated products to assist FDA in its public health mission. 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration vvith known and potentially hannful substances make it clear that FDA needs 

to be able to conduct sample analyses to reliably detennine the chemical identity of suspected substances and supp01t its 

fmdings in the courts . FDA's tmique public health mission makes it interested in types of forensic evaluation and method 

studies for which there are few customers and few extemal fimding som·ces. To protect the public health FDA needs to 

continue to develop an arsenal of techniques which will pemtit it to detemtine the nattu·e and som·ce of risks through 

criminal investigations. 

6. FIELD OBLIGATIONS 

!Appropriate scientific analysis of official physical samples in support of investigations are to be pof01med so that the fmdings 

are suitable to be presented in a cotut of law. The time spent on these activities is to be reported as PODS Operation Code 

~I or 43, domestic or imp01t sample analysis under the appropriate Forensic activities PAC 56R838 or OCI PAC 56R831. 

Conduct operations supporting methods refmement, development, or general forensic studies that may be applied to laborat01y 

evaluations to supp01t the FDA ntission. Repo1t time spent on these activities as PODS Operation Code 03, PAC 56R838 

Petition Validation, Methods Development, or Forensic Evaluation. Please consult DFS and/or DPEM for additional reporting 

guidance. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER D BY BOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAMTYPE [KJ CHEMICAL MICROBIOLomcAIO PHYSICAL ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

D D 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-27 



1. PROGRAM/ASSIGNMENT TITLE 
Internet, Health Fraud, and OTC Monographs 
PAC 63001A, 63D012 

2. PPS PROJECT NAME/NUMBER 
Unapproved and Misbranded Drugs - 63 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

1) To identify and evaluate OTC drug products and to assm·e their compliance w-ith specific OTC dmg monographs or other 

egulations; 

2) to minimize consumer exposure to health fraud dmgs that make fi.·audulent dmg claims for serious disease states, contain 

!hidden dmg ingredients, and/or target vulnerable populations. 

3) To identify and take appropriate action against health fraud products, as previously described, that are unapproved 

~ew and/or misbranded drugs sold in interstate conunerce. 

5. PROGRAM JUSTIFICATION 

1) In the Federal Register of 1/5/72, the Conuuissioner announced a proposed review ofthe safety, effectiveness and labeling 

of all OTC dmgs by independent advisoty panels. As a result, final monographs are published (21 CFR Patt 330 through 

Part 3 58) which establish conditions under which OTC drugs can be generally recognized as safe and effective and not 

~sbranded; 2) Health Fraud drugs pose serious risks to consumers and threaten the drug approval process. Moreover, health 

fi.·aud drugs are illegal because they violate the Federal Food, Drug, and Cosmetic Act (FDCA) in various ways. For example, 

!health fi.·aud drugs are unapproved new drugs under 21 U.S.C §§ 321(p) and 355(a). Health fi.·aud drugs are also misbranded 

mder 21 U.S.C. §352 when such products contain dmg ingredients that are not declared on the product labeling or when 

the labeling contains misleading claims. 

6. FIELD OBLIGATIONS 

The Field conducts inspections and investigations, develops evidence, collects and analyzes samples, evaluates product labeling, 

tperf01ms surveillance activities, and recommends compliance actions conceming OTC <hugs, fi.·audulent drugs and drugs sold 

on the Intemet as set forth in applicable compliance programs and CDER guidance and requests for follow-up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Human Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

Industly Codes: 50, 54, and 60-66 

e. EXAMTYPE 
CHEMICAL MICROBIOLomcAIO PHYSICAL ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

w 0 D 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-28 



1. PROGRAM/ASSIGNMENT TITLE 
~ew Dmg (Prescription) Without Approved NDAs 
PAC 63002 

2. PPS PROJECT NAME/NUMBER 
Unapproved and Misbranded Drugs - 63 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To establish unifonu procedm·es for removal from the market of all prescription drug products described by FDA to be new 

dmgs not covered by approved New Dmg Applications consistent with the enforcement policy atticulated in Compliance 

Policy Guide (CPG) 440.100 "Marketed Unapproved Drugs." 

5. PROGRAM JUSTIFICATION 

The Dmg Amendments of 1962 to the FD&C Act require that allnllll·keted dmg products be safe and effective. However, some dmgs 

are available in the United States that lack the required FDA approval. FDA's Marketed Unapproved Drugs Initiative is aimed at 

efficiently and rationally bringing all marketed nnapproved new drugs into the approval process. The Agency's final guidance, "Marketed 

!Unapproved Drugs-Compliance Policy Guide (CPG)," outlines FDA's enforcement pol icies in this regard. FDA uses a risk-based 

enforcement program in order to concentrate its resom·ces on those products that pose the highest threat to public health and without 

imposing nndue btu·dens on constuuers, or unnecessarily dismpting the market. Unapproved new dmgs introduced onto the market aft.er 

September 19, 2011 are subject to immediate enforcement action at any time, without prior notice and without regard to the enforcement 

[priorities set forth in the CPG. For unapproved new dmgs commercially used or sold as of September 19, 2011, the CPG gives 

~ighest enforcement priority to the following: 

I) Drugs with potential safety risks, 2) Dmgs that lack evidence of effectiveness, 3) Health fi·aud dmgs, 

4) Drugs that present direct challenges to the new dmg approval and OTC drug monograph systems, 5) Unapproved new 

dmgs that are also violative of the Act in other ways, and 6) Drugs that are refotmulated to evade an FDA enforcement action. 

6. FIELD OBLIGATIONS 

-Assign District Coordinator, whose name shall be supplied to CDER/OC/OUDLC 

-Maintain records of all activities under this program, including a list of drug products volnntarily removed fi·om the market in 

compliance with the warning letters, products removed by recall, etc. 

-Initiate regulatory actions, where appropriate, to assm·e compliance with program. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Human Prescription Dmgs 

d . INDUSTRY/PRODUCT CODE(S) 

Industty Codes: 54, 56 and 60-66 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-29 



1. PROGRAM/ ASSIGNMENT TITLE 
Shelf Life Extension Projects 
PAC88 SHELF 

2. PPS PROJECT NAME/NUMBER 
Interagency Cooperative Activities - 88 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR ASSIGNMENT w 
4. OBJECTIVES 

To develop an effective program for extending the shelf Life of about-to expire dmgs and medical devices. 

5. PROGRAM JUSTIFICATION 

Congress has placed a high priority on maintaining the nulitaty in a state of readiness. This includes purchasing and storing for 

contingency use of sufficient quantities of medical products needed to sustain om· nulitary forces under wartime conditions. 

This project is established to assist DOD in reducing the cost of replacement stocks as the stockpiled materials expire. 

6. FIELD OBLIGATIONS 

Selected laboratories, on assignment from MPQAS. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOlli 
b. INSPECTION TYPE 

D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

HumanDmgs 

d. INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 50, 54, 56, and 60-66 

e. EXAM TYPE w CHEMICAL W MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTifERS (SPECIFY) 

£ CHECK TifE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METifODS, AND HANDLING 

Environmental chambers used to stress dmg products. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. HD-30 



CENTER FOR DRUG EVALUATION AND RESEARCH  
RESOURCE SUMMARY  

FY 2015  

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 245.3 47.4 153.3 446.0 

46 

48 

52 

53 

56 

63 

88 

NEW DRUG EVALUATION 

BIORESEARCH MONITORING HUMAN DRUGS 

GENERIC DRUG EVALUATION 

POSTMARKETING SURVEILLANCE AND EPIDEMIOLOGY HUMAN DRUGS 

DRUG QUALITY ASSURANCE 

UNAPPROVED AND MISBRANDED DRUGS 

INTERAGENCY COOPERATIVE ACTIVITIES 

10.5 

59.3 

7.5 

9.1 

132.5 

14.4 

12.0 

47.4 

16.0 

30.7 

16.0 

1.2 

89.4 

26.5 

90.0 

23.5 

10.3 

269.3 

14.4 

12.0 



PROJECT SUMMARY SHEET 
FY 2015 

1. PROGRAM CATEGORY 12. PPS PROJECT NAME/NUMBER 

Hlll'lCI'I Drugs Ne.v Drug Evaluation - 46 

~ 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATlONAL FTE TTOT~~ ASSIGNMENT OPERATlONAL 

DOMESTIC IMPOR FOREIGN FTEs 

TOTAL 10.5 16.0 26.: 

1 INDA Pr~A.~ova 11 .......,.:th .• .:f' · 
,,... 

9.0 9.0 46-02 "" 
1- Dv. •• ::&h .. (PDUFA) 

2 INDA cr~A.~ova 11 ~· ....... ·~ 14.0 14.0 46-03 ""' 
·Foreign (PDUFA) 

3 IPr~L iCEnseB i otech (BLA) - (PDUFA) I11AA~?M 1.0 2.0 3.0 46-04 

•• ~v..:/'"' ' ' '"'. Domesth.:~v..,.l:l' 

4 1

'=''-"" u '-" ' ErrissionT'-"' "-'l:I'<¥''Y (PET) cy~A,~ova I11AA~?P 0.5 0.5 46-05 

•• ~v..:/'"' ' ""' 

l..I::N I t:K PROJECT Ull l I F PHnNF lORA PI FPHONF 

Bri!l1 Hassabalch, (301) 796-3279; Qa:eMcNally, (301) 796-3927 !Anita T. McCurdy 301-796-4395 

FORM FDA 2622 (1 0/09) PAGE NO. 46-01 



FY 2015 ORA WORKA...AN OdOOer 1 2014 

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

NDA Pre-Approval lnspections'lnvestigctions- Domestic (PDUFA) Nevv Drug Evaluaion- 46 

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

46832,468328, 46832C, 46R845 [Ti oRA c:J c ENTER 9.0 

b . 1 1 3 7 

R DISTRICT/ CHEMIST DOMESTIC 
E SPECIALIZED ON DOMESTIC SAMPLES 

G LABORATORY INSPECTIONS INSPECTIONS SAMPLE TO B E 
I (Hours) COLL ANALYZED 
0 CHEM PROFILE 
N CHEM 

TOTAL FIELD 113 703 18 35 
HEADQUARTERS {b) (5), (b) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 65.3 7.6 11.8 
TOTAL HOURS 7379 703 137 413 

CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 7.77 0.74 0.14 0.35 

9. REMARKS 

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



FY 2015 ORA WORKA...AN October 1 2014 

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

NDA Pr~Approval l nspecti ons'lnvestigctions- Foreign (PDUFA) Ne.v Drug Evaluation- 46 

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

(1)46832,468328, 46832C, 46832D [ZJ ORA C:J cENTER 14.0 

R DISTRICT/ CHEMIST 
E SPECIALIZED ON 
G LABORATORY INSPECTIONS INSPECTIONS 
I (Hours) 
0 
N 

TOTAL FIELD 147 4522 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST MPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 59.6 

TOTAL HOURS 8761 4522 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 9.22 4.76 

9. REMARKS 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 46-03 



FY 2015 ORA WORKA...AN October 1 2014 

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

A-~Licensed Biotech (BLA) lnspec:tioos'lnvestigaions - Ne.v Drug Eval uaion - 46 
Dcmestic end Fcreig1 (PDUFA) 
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

46832M [I] oRA c::J cENTER 3.0 

I"· 1 1 
R DISTRICT/ 
E SPECIALIZED INSPECTIONS INSPECTIONS 
G LABORATORY Domestic Foreign 
I 
0 
N 

TOTAL FIELD 8 19 

HEADQUARTERS (15) (5), (5) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 113.3 98.5 

!TOTAL HOURS 906 1872 

CONVERSION FACTOR 950 950 

!TOTAL OPERATIONAL FTEs 0 .95 1.97 

9.REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 46-04 



FY 2015 ORA WORK PLAN October 1 2014 

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

Positron Emission Tomogr~y (PET) Pre-Approval Ne.v Drug Evaluciion - 46 

I nspecti ons'l nvesti gcii ons 

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

46832P [ZJ ORA C2:J CENTER 0.5 

lb. 1 
R DISTRICT/ 
E SPECIALIZED INSPECTIONS 
G LABORATORY Domestic 
I 

0 (1) 
N 

TOTAL FIELD 14 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 33.2 

TOTAL HOURS 465 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 0.49 

9. REMARKS 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 46-05 



PROJECT SUMMARY SHEET 
FY 2015 

1 CATEGORY 2. PPS PROJECT NAME/NUMBER 

Humcn Drugs Bioresea-ch Monitoring: Humcn Drugs- 48 

>AND '" ·~• •T 6. OPERATIONAL FTE •n:n ~~~Al ~PAGE 
~~~~~~r7,~~~U~~~IIUNAL 
1 lJUMt:::> IlL IMPORT FOREIGN FTEs 

59.3 30.7 90 . ~ 

13. NO.I 4 . FDA ~nMPI JANr.F 

• TOTAL 

5:.-. 

1 In Vivo BiCla:luivaence ANDAs& NDAs 48001, A 10.9 10.9 48-07 

PDUFA (NDAs) [3.4] 

Foreig'l lo ~h .• .s (In Vivo BiCla:luivaence, 48001, A; 11.5 11.5 48-08 

GLPs) 48808 

(1) Foreig"~ l nspedions PEPFAR (AIDS ReiEt) 48001D, E; 

(plcnna:l under 48001A end 48001) 48808, 48811D 

2 '"'' """"""""' "" ' """"'""" 'l:l 48-09 

Gocx:l Lcborc:a .... y Prcdices ' t"'on-Oinica Let>) 48808 2.8 2.8 

Nctiona Experts [0.1] 

(2) lnstitutiona ReJieN BOCI'd 48809, 48809A 10.0 10.0 

48810 6.0 0.6 6.6 

3 Oinica l1 '"' 48811. F 29.6 18.6 48.2 48-10 

Nctiona Experts [0.1] [2.2] 

(1) - PEPFAR work is not ~cnna:l ' Y NDA ~~.6.~ rES:lllrcescre~cnna:l uncle' 48001A cndANDA PEPFAR 

rES:lllrces ... "' ..,. ... " """' under 48001. 

(2) - RES:lllrcesin the~ !Drug~""""""' "" 1 Comrittee ( 48809A) have beEn col i~ into ln&itutiona ReJieN BOCI"d (48809). 

FORM FDA 2622 (10/09) PAGE NO. 48-06 



FY 2015 ORA WORK PLAN October 1 2014 

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

In V ivo Bioequivalence - Pre-Approval (PDUFA) Bioreseerch Monitoring: Humcn Drugs - 48 

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

48001 (ANDAs), 48001A (NDAs) [ZJ ORA c=J CENTER 10.9 

lb. 1 1 
R DISTRICT/ 48001 48001A 
E SPECIALIZED ANDA NOA 
G LABORATORY INSPECTIONS INSPECTIONS 
I 

0 (1) 
N 

TOTAL FIELD 96 30 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 81 .5 83.6 

TOTAL HOURS 7824 2508 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 8.24 2.64 

9. REMARKS 

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

(1) - Includes 5 GDUFA FTE. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 48-07 



FY 2015 ORA WORK PLAN October 1 2014 

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

Foreign Inspections (NDA- PDUFA; A NDA - PRE-APPROVAL) Bioreseerch Monitoring: Humcn Drugs - 48 

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

48001,A; 48808; 48001D,E, 48811D [ZJ ORA C:J CENTER 11.5 
NDA & ANDA (1) 

lb. 1 1 
R DISTRICT/ FOREIGN FOREIGN 
E SPECIALIZED 48001A 48001 
G LABORATORY NDA ANDA 
I INSPECTIONS INSPECTIONS 

0 (PDUFA) (PRE-APPVL) 
N 121 

TOTAL FIELD 42 85 

HEADQUARTERS (b) (5), (b) (? )(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 76.8 90.2 

TOTAL HOURS 3226 7667 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 3.40 8.07 

9. REMARKS 

(1) - Planned inspections include : 48001 ,A In Vivo Bioequivalence, 48808 GLPs (PDUFA), PACs 48001 D PEPFAR NDA 
Bioequivalence, 48001E PEPFAR ANDA Bioequivalence, and 48811D PEPFAR Clinical Investigations. 

Reporting Guidance: 
48001D PEPFAR NDA Bioequivalence; 48001E PEPFAR ANDA Bioequivalence; 48811D PEPFAR Clinical Investigations. 
NDA PEPFAR Resources are planned under 48001A and ANDA PEPFAR Resources are planned under 48001 . 
Inspections of bioequivalence manufacturers and clinical studies submitted in NDAs and ANDAs. 
Data audit under PEPFAR will be verified by on site inspections. 

(2) - Includes 4 GDUFA FTE. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 48-08 



FY 2015 ORA W ORKA...AN October 1 2014 

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

Good Lcborciory Prcdices; Institutional Review Bea-d; Sponsors, Bioresea-ch Monitoring: Hurncr~ Drugs - 48 

Contrcd Reseerch Org., Monitors (PDUFA) 

3. PROGRAM/ASSIGNMENT CODE(S} 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITION~ 

48808, 48809, 48809A, 48810 [Ti o RA c=J c ENTER 19.4 

I"· 1 2 1 1 1 

R DISTRICT/ NA r L EXPERT IRB (1) SPONSOR, 48810 
E SPECIALIZED GLP INVESTI- INSPEC- CRO, MONITORS FOREIGN 
G LABORATORY IN SPEC- GAllONS l iONS IN SPEC- IN SPEC-
I liONS (Hours) 48809, TIIONS l iONS 

0 48808 48808 - GLP 48809A I21 411810 
N 13 13 

TOTAL FIELD 27 142 116 48 6 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

W EAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 94.2 82.2 117.8 99.9 

!TOTAL HOURS 2543 142 9535 5654 599 

CONVERSION FACTOR 950 950 950 950 950 
!TOTAL OPERATIONAL FTEs 2.68 0.15 10.02 5.95 0.63 

9. REMARKS 

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

Planned inspections include Center-initiated and directed assignments that will cover surveillance inspections. and studies associated 
with I NO's and NDA's. 

Resources for Good Laboratory Practice (GLP) Foreign Inspections are planned under 48001A (see page 48-06). 

(1) - Institutional Review Board 
(2) - 48809A: Resource (1 FTE) for the Radioactive Drug Research Committee (RDRC) is not planned separately. However, please 

use above resources as needed and report RDRC work under PAC 48809A. 
(3) - 48810: Sponsors, Contract Research Organizations, and Monitors also includes resources for any foreign work 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PA GE NO . 48-09 ----



FY 2015 ORA WORKA...AN OdOOer 1 2014 

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

Cl ini~ lnve&igaors(PDUFA) Bioresecl'ch Monitoring: Humcr~ Drugs - 48 

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

48811, F(1) [Ti oRA c:J c ENTER 48.2 

1 2 1 1 1 
R DISTRICT/ DOMESTIC NAT'l EXPERT DOMESTIC FOREIGN FOREIGN 
E SPECIALIZED INSPEC- INVEST I- IN SPEC- INSPEC- INSPEC-
G LABORATORY liONS GAllONS l iONS liONS liONS 
I (Hours) Fo llow-Up & Follow-Up & 

0 Complaints Complaints 

N 43811 48811 48811F 4881 1F(1) 48811 

TOTAL FIELD 175 118 66 2 184 

HEADQUARTERS (bJ (SJ, (bJ (?J(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 103.7 150.0 93.5 94.9 

TOTAL HOURS 18148 118 9900 187 17462 
CONVERSION FACTOR 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 19.10 0.12 10.42 0.20 18.38 

9. REMARKS 

(1) - NEW: Report foreign Inspection follow-up and complaints under operation 11 in PAC 48811F. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 48-1 0 



PROJECT SUMMARY SHEET 

1 CATEGORY 

Humcn Drugs 

r N0.1 __ 4_. _ F'ID_A~-c~-I\JMP_I_IANIIr.-FP"'!!~Ro="!!c.-:::!!!!~1~AM~-~ A-ND ____ '" __ 

• TOTAL 

1 ANDA Pr"'-A.pprOI!a '"' 

· Fcreign 

3 A:lsi tron E;'"""""' ' TV. o "'l:j•~ ' (PET) Ff~Annrnv::!l 

l •• ~v..d'"' ' "" 

Lt-N 1 t-t< DOn n :::f'T MAI.JAI'::FRfTO:::I 
Brl-~ -·. r ~w~v, (301) 7~v32797' G;; McNally, (301) 7~3286 

FORM FDA 2622 (10/09) 

FY 2015 
2. PPS PROJECT NAME/NUMBER 

Generic Drug Evaluaion- 52 

6. OPERATIONAL FTE l uP~~~~~AL~PAGE 
LJUMt:::> Ill IMPORT FOREIGN FTEs 

7.5 16.~ 23.5 

5. 

52832, B. C 6.0 6.0 52-12 

52832, B. C, E 16.0 16.0 52-13 

1.5 1.5 52-14 

PAGE NO. 52-11 



FY 20150RA WORKPLAN October 1 2014 

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

ANDA Pre - Approv~ lnspectioos'lnvestigctions - Domestic Generic Drug Ev~uction - 52 

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

52832, B, C I X I ORA c=J c ENTER 6.0 

R 
ti. 

DISTRICT/ 
1 3 1 DOM~STIC 

E SPECIALIZED AND AS DOMESTIC CHEM-ON SAMPLES 
G LABORATORY TO INSPECT SAMPLE INSPECTION TO BE 
I COLL ANALYZED 
0 (Hours) BIOTEST 
N rr.u=u 

TOTAL FIELD 79 44 475 37 

HEADQUARTERS (b J (5J, (b) (7J(EJ 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 
CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORA TORY-SW 
PACIFIC REGIONAL LABORA TORY-NW 

HOURS PER OPERATION 54.5 4 .5 24.3 
~OTALHOURS 4306 198 475 899 
CONVERSION FACTOR 950 950 950 1180 
rro TAL OPERATIONAL FTEs 4.52 0.21 0 .50 0.76 

~. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 52-12 



FY 20150RA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

ANDA Pre - Approval lnspections'lnvestigctions- Foreig1 Generic Drug Evaluation- 52 

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

52832, 52832B ,52832C, 52832E [ZJ ORA C:J cENTER 16.0 

R 
lb. 

DISTRICT/ 
1 1 ~ 4 II 

IMPORT 
E SPECIALIZED CHEMIST IMPORT SAMPLES 
G LABORATORY INSPECTIONS INSPECTIONS INVESTI- SAMPLE lOBE 
I (1)(2) (Hotrs) GAl lONS COLL ANALYZED 

0 (Foreign) (Foreign) (HOtrs) CHEM 
N (3) 

TOTAL FIELD 181 2503 200 151 74 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALT MORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 57.5 3.0 27.8 

TOTAL HOURS 10408 2503 200 453 2057 
CONVERSION FACTOR 950 950 950 950 1180 
TOTAL OPERATIONAL FTEs 10.96 2.63 0.21 0 .48 1.74 

9. REMARKS 

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

(2)- Includes 3 GDUFA FTEs. 
(3)- NRL analyzes all Profile/Biotest ISCs and methods development ISAs. 

FORM FDA 2621 a (1 0/09) ORA WORKPLANNING SHEET PAGE NO. 52-13 



FY 2015 ORA WORK PLAN October 1 2014 

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

Posi tron Emission Tomogr~y (PET) Pre-Approval Generic Drug Evaluciion - 52 

I nspecti ons'l nvesti gati ons 

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

52832P [ZJ ORA C2:J CENTER 1.5 

lb. 1 
R DISTRICT/ 
E SPECIALIZED ANDA 
G LABORATORY PET 
I INSPEC-

0 liONS 
N f1) 

TOTAL FIELD 27 

HEADQUARTERS (b) (5 ), 
REGIONAL STAFF (b) (7 )(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 53.9 

TOTAL HOURS 1455 
CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 1.53 

9. REMARKS 

(1) - Inspections are to determine compliance of establishments with GMPs prior to approval of pending ANDAs. 
ANDA bulk products are collected for profile analysis. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 52-14 



PROJECT SUMMARY SHEET 

1 CATEGORY 

Humcn Drugs 

r NO.I ___ 4. F-DA -~O-I\JM-~PI-IA-NIJ_C~F-P-~R'!!!'rn'!!!!c.-:::~!!!"!1A!!"'!"'"M.~;-AND ____ '" __ _ 

• TOTAL 

1 ~ .......... ,,.. .. ci the.JI.ri" .:r""!Drug 

2 Ex~-"" '""""" " q..'IJI'" Jl:j ~ ..... ~ .t; ,...., REMS(PDUFA) 

l;t:N 1 t:K PROJECT 1-AAI.! At::F~EL~, , ..,,.~ 

Tcmika White, (301) 796-0310 

FORM FDA 2622 (10/09) 

FY 2015 
2. PPS PROJECT NA ME/NUMBER 

~ .............. """" '!::! & uveillcncecnd Epidemiology: Humcn Drugs - 53 

5. 
6. OPERATIONAL FTE l uP~~~~~AL~PAGE 

LJUMt:::> Ill IMPORT FOREIGN FTEs 

9.1 1.2 10.3 

53001A 6.9 1.2 8.1 53-16 

2.2 2.2 53-17 

PAGE NO. 53-15 



FY 2015 ORA WORK PLAN October 1 2014 

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

Enforcement of the Adverse Drug Experience Reporting Regulciion Postmct"keting &lrveill crtce crtd Epidemiology: Humcrt Drugs- 53 

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

53001A (1) [Ti oRA [ZJ cENTER 8.1 

R 
lb. 

DISTRICT/ 
1 1 

E SPECIALIZED DOMESTIC FOREIGN 
G LABORATORY IN SPEC- IN SPEC-
I TIONS TIONS 

0 
N 

TOTAL FIELD 107 15 

HEADQUARTERS (15) (5), (b) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 61 .1 76.2 

TOTAL HOURS 6538 1143 
CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 6 .88 1.20 

9. REMARKS 

(1) - COER will issue inspection assignments using a risk based selection model. The field should contact COER for guidance 
if a site selection is not from the COER model. 

Please note: District inspection allocations may be subject to change as a result ofr COER's final site selections. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 53-16 



FY 2015 ORA WORK PLAN October 1 2014 

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

Risk Evaluction CllCI M itigction System (REMS) Postmcrketing Survei llcrtceCI"Id Epidemiology: Huma1 Drugs- 53 

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

53001C C:J ORA [ZJ CENTER 2.2 

lb 1 
R DISTRICT/ 
E SPECIALIZED INSPEC-
G LABORATORY liONS 
I (1) 
0 
N 

TOTAL FIELD 37 

HEADQUARTERS {6}\5), 
REGIONAL STAFF (b) (7 )(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 57.2 

TOTAL HOURS 2116 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 2.23 

9. REMARKS 

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

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 53-17 



PROJECT SUMMARY SHEET 

1 CATEGORY 

Humcn Drugs r· NO.I 4 . FDA ~nMPI IA Nr.F PROC.:RAMS AND 

• TOTAL 

'" 

1 DrugProcess lnspedions Dom:stic 

2 -...,,..YI I Drug Process Inspections 

3 Drug Process I nspedi ons- Snail V d ume Pa"enteral s 

4 Drug Process Inspections- GasMcnufs. 

5 Drug Process lnspecticns- API Mcnufs. ( D~.o , .,.,., ..::,~v.o:ign) 

6 Drug Process lnspedicns- Biotech Mcnufa:turers 

A:lsi trcn ~:; , • ...,..., , 1 ..., , "-'Y•q..o oy (PET) Pr~Aooroval 

8 Drug Quali ty Sa'tl>l i ng end Testing I "'YY "" 

9 Drug Product SUrvei llcnce - IJ'llX)rt Drugs 

10 Drug Quali ty Rq.,..., '" ,y System - DQRS 

11 :; ""'""" " ''"' ci Rx Drug Ma1<etingAd (FOMA) 

13 I ICI ! I ICLY CorrpoundingAssiQrn o"" ""' 

14 DPI - Global Pa"ity lni ticiive 

15 DPI - Global Pa"ity lni ticiive 

16 DPI - OEI CIEEn Up 

17 Forensic Evalucticn end Sa'tl>leAnalyss 

• 56002H-L Q (Abbr~;v , .. o::::d); Additicnal 56832, 56R359 

• 56R831 

Lt-N 1 t-t< DDt"\ IO::f'T M A I.J AI'::FRfTO::I 

Brl-~ -·. r ~w~v, (301) 7~v32797' G;; McNally, (301) 7~3286 

FORM FDA 2622 (10/09) 

FY 2015 
2. PPS PROJECT NAME/NUMBER 

Drug Qual ity A$llra1ce - 56 

6. OPERATIONAL FTE l uP~~~~~AL~PAGE 
LJUMt:::> Ill IMPORT FOREIGN FTEs 

132.5 47.4 89.4 269.3 

5. 

56002. B,D· 39.0 39.0 56-19 

56002. B.D· 40.0 40.0 56-20 

14.0 14.0 28.0 56-21 

7.0 7.0 56-22 

L' 4.0 29.9 33.9 56-23 

3.5 3.5 7.0 56-24 

.a· 2.0 2.0 56-25 

L 19.0 19.0 'ifL?FL?7 

47.4 47.4 56-28 

56021A B 5.0 5.0 56-29 

56022, A 2.0 2.0 56-30 

56843 2.0 2.0 4.0 56-31 

ObUUl o 16.0 16.0 56-32 

ot>UU 6.0 6.0 56-33 

2.0 2.0 56-34 

56R011 1.0 1.0 56-35 

10.0 10.0 56-36 

PAGE NO. 56-18 



FY 2015 ORA WORK PLAN October 1 2014 

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

Drug Process Inspections- Domestic Drug Qual ity Assurcnce- 56 

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

56002, 8 -D, (4) 56002H, I, J, K , L, 
56832, 56R359 

[ZJ ORA c=J CENTER 39.0 

lb. 1 2 1 1 3 3 3 7 7 
R DISTRICT/ CERTIFICA- DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC 
E SPECIALIZED IN SPEC- TlON CHEMIST ON MICRO ON SAMPLE SAMPLE SAMPLE SAMPLES SAMPLES 
G LABORATORY TlONS AUDITS INSPEC- IN SPEC- COLL COLL COLL lOBE lOBE 
I l iONS liONS ANALYZED ANALYZED 

0 (INVHours) (Hours) (Hours) (CHEM) (IIIICROI CHEM MICRO 
N 111 121 131 131 

TOTAL FIELD 332 1900 2571 1200 196 156 40 156 33 

HEADQUARTERS b) (5), (b) (?)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 74.1 8.0 36.8 21 .7 

TOTAL HOURS 24601 1900 2571 1200 1568 5741 716 

CONVERSION FACTOR 950 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 25.90 2.00 2.71 1.26 1.65 4.87 0.61 

9. REMARKS 

(1) - Hours for certification audits support Level II Drug Certification Audits and the Pharmaceutical Inspectorate (PI). 
Report Certification Audit hours under 56R359. 

(2) - DSCs not analyzed are documentary samples. 

(3) - Shaded area serves as a guideline for Districts on the specific types of samples that should be collected in order 
to match samples expected by the laboratories for analysis. 

(4) -The following PACS are for Abbreviated Inspections 
56002H - ABBREVIATED DRUG PROCESS INSPECTIONS (DPI) 

56002J - ABBREVIATED DPI/ DRUG REPACKERS AND RELABELLERS 

56002K- ABBREVIATED DPI / RADIOACTIVE DRUGS 

56002L - ABBREVIATED ACTIVE PHARMACEUTICAL INGREDIENT PROCESS INSPECT IONS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-19 



FY 20150RA WORKPLAN October 1 2014 

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

Foreig1 Drug Inspections Drug Quality AssurCI"ICe- 56 

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

56002,B, C, D,56832, 56R359 [ZJ ORA C:J cENTER 40.0 

I" · 1 1 
R DISTRICT/ 
E SPECIALIZED FOREIGN CHEMIST ON 
G LABORATORY INSPEC· INSPECTIONS 
I TIONS FOREIGN 
0 (Hours) 
N 1 

TOTAL FIELD 376 5675 

HEADQUARTERS ~b ) (5), (b) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 86.0 

~OTALHOURS 32336 5675 
CONVERSION FACTOR 950 950 

trOTAL OPERATIONAL FTEs 34.04 5.97 

~. REMARKS 

(1 ) - Foreign Inspections include the Foreign Cadre inspection time and 2 GDUFA FTEs. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-20 



FY 20150RA WORKPLAN October 1 2014 

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

Steri le Drug Process Inspections - Drug Qual ity AssurCI"lce - 56 

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

56002A' 560021 * [ZJ ORA C:J CENTER 28.0 

lb 1 3 3 1 
R DISTRICT/ 
E SPECIALIZED DOMESTIC DOMESTIC DOMESTIC FOREIGN 
G LABORATORY INSPEC- SAMPLE SAMPLES INSPEC-
I TIONS COLL lOBE TIONS 
0 ANALYZED 
N 

TOTAL FIELD 105 32 15 131 

HEADQUARTERS (6) (5), 5f{7RE) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 115.0 9.2 39.4 101 .4 

TOTAL HOURS 12535 294 591 13283 
CONVERSION FACTOR 950 950 1180 950 
TOTAL OPERATIONAL FTEs 13.19 0.31 0.50 13.98 

9. REMARKS 

.. The following PAC is for Abbreviated Inspections: 

560021 - ABBREVIATED DPI / SMALL VOLUME PARENTERALS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-21 



FY 2015 ORA WORK PLAN October 1 2014 

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

Drug Process Inspections - Gas MCilufacturers (Domestic) Drug Quality AssurCI'Ice- 56 

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

56002E [ZJ ORA c=J CENTER 7.0 

lb. 1 
R DISTRICT/ 
E SPECIALIZED IN SPEC-
G LABORATORY liONS 
I MEDICAL 

0 GAS 
N 

TOTAL FIELD 222 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 30.0 

TOTAL HOURS 6660 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 7.01 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-22 



FY 2015 ORA WORKA...AN OdOOer 1 2014 

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

Drug A-ocess Inspections- Active Phcrma::eutical Ingredients (APis) - Drug Quali ty AssurCI'ICe - 56 

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

56002F,56002L m ORA c:J c ENTER 33.9 

b. 1 1 

R DISTRICT/ 
E SPECIALIZED DOMESTIC FOREIGN 
G LABORATORY INSPEC· IN SPEC· 
I liONS liONS 

0 (1} 
N 

TOTAL FIELD 66 446 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTMORE 

CHICAGO 
CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEA TILE 
PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 57.7 63.7 
!TOTAL HOURS 3808 28410 

CONVERSION FACTOR 950 950 
!TOTAL OPERATIONAL FTEs 4.01 29.91 

9. REMARKS 

(15) (5), (5) (7)(E) I 
(b) (5), (b) (7)(E) I 

I 
I 

PAC 56002L is for Abbreviated Inspections. 

(1) - Includes 2 GDUFA FTEs. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-23 



FY 2015 ORA WORK PLAN October 1 2014 

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

Drug Process Inspections - Biotech McrnJfacturers(Domestic) Drug Quality AssurCI'lce - 56 

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

56002M [ZJ ORA c=J CENTER 7.0 

lti. 1 1 
R DISTRICT/ 
E SPECIALIZED DOMESTIC FOREIGN 
G LABORATORY INSPEC- INSPEC-
I TIONS TIONS 

0 
N 

TOTAL FIELD 28 34 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 118.2 99.3 

TOTAL HOURS 3310 3376 
CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 3.48 3.55 

9. REMARKS 

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



FY 2015 ORA WORKA...AN OdOOer 1 2014 

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

Drug A-ocess Inspections - R:lsitron Emission TomogC4'hy (PET) Drug Qual ity AssurCI'ICe - 56 

Inspection&' I nvesti gcti ons 
3. PROGRAM/ASSIGNMENT CODE(S} 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

56002P, 560020 (2) m ORA [Ti cENTER 2.0 

b. 1 
R DISTRICT/ 
E SPECIALIZED INSPEC· 
G LABORATORY liONS 
I 

0 (1) 
N 

TOTAL FIELD 40 

HEADQUARTERS (b) (5), (b) 
REGIONAL STAFF (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALT MORE 

CHICAGO 
CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEA TILE 
PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 47.9 
!TOTAL HOURS 1916 

CONVERSION FACTOR 950 
!TOTAL OPERATIONAL FTEs 2.02 

9. REMARKS 

(1) - Inspections are to evaluate the conditions under which drug products are manufactured, tested, packaged and held. 
Manufacturers are required to adhere to USP <823>; 21 CFR Part 212. 

(2) - Report Abbreviated Inspections to PAC 560020. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-25 



FY 2015 ORA WORKA.AN October 1 2014 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Drug Qual ity ~ling em Testing Progrcrn Drug Qual ity Assurcnce - 56 

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

56008A, L (1) [I] oRA [Ti cENTER 19.0 (4.7] 

2 3 3 3 3 3 3 7 7 
R DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC DOMESTIC 
E SPECIALIZED INVESTJ. DOMESTIC DOMESTIC DOMESTIC IMPORT IMPORT IMPORT SAMPLES SAMPLES 
G LABORATORY GAllONS SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE TOBE TOBE 
I (Hours( COLL COLL COLL COLL COLL COLL ANALYZED ANALYZED 

0 CHEM MICRO CHEM MICRO CHEM MICRO 

N 56008A 56008A 56008A 56008A 56008L 56008L 56008L 56008A 56008A 

TOTAL FIELD 203 81 42 39 123 78 45 44 106 

HEADQUARTERS {15)(5 , (6) (7)\E 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 

BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 

ATLANTA 
SE FLORIDA 

NEW ORLEANS 
SAN JUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 

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

HOURS PER OPERATION 6.6 6.4 39.0 18.9 
!TOTAL HOURS 203 535 787 1716 2003 
CONVERSION FACTOR 950 950 950 1180 1180 
!TOTAL OPERATIONAL FTEs 0 21 0.56 0.83 1.45 170 

9. REMARKS 

The shaded area is a guideline for Districts on the specific types of samples that shou ld be collected in order 
to match samples expected to be analyzed by the laboratories. 

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

Field exam resources for domestic import survey assignments are planned in field exams under PAC 56008H. 

FORM FDA2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-26 



FY 2015 ORA WORKA.AN October 1 2014 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 

Drug Qual ity ~ling em Testing Progrcrn Drug Qual ity Assurcnce - 56 

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

56008A, L (1) [I] oRA [Ti cENTER 19.0 (14.3) 

7 7 9 
R DISTRICT/ DOM·IMP DOM·IMP 
E SPECIALIZED SAMPLES SAMPLES METHODS 
G LABORATORY TOBE TO BE VAUDEV 
I ANALYZED ANALVZED (Hours I 

0 CHEM MICRO CHEM 

N 56008l 56008l (21 

TOTAL FIELD 247 81 4661 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 

BALTIMORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 

ATLANTA 
SE FLORIDA 

NEW ORLEANS 
SAN JUAN 
REGIONAL LAB 

REGIONAL STAFF 
DALLAS 

SW DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 

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

HOURS PER OPERATION 39.2 30.7 
!TOTAL HOURS 9682 2487 4661 
CONVERSION FACTOR 1180 1180 1180 
!TOTAL OPERATIONAL FTEs 8 20 2.11 3.95 

9. REMARKS 

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

(2) - Methods Validation/Development hours include resources for development activities coordinated through ORS. 

Field exam resources for domestic import survey assignments are planned in field exams under PAC 56008H. 

FORM FDA2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-27 



FY 2015 ORA WORKA...AN OctOOer 1 2014 

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

Drug Product Survei II crtce - Imported Drugs Drug Quali ty AS9.lrcrtce- 56 

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

56008H,56R833,56R824, 99R833 [Ti oRA c:J cENTER 47.4 

b . 2 2 6 2 2 4 8 8 
R DISTRICT/ INTERNATIONAL MAIL IMPORT IMPORT 
E SPECIALIZED IMPORT IMPORT IMPORT MAIL FACIL ITY COURIER IMPORT SAMPLES SAMPLES 

G LABORATORY ENTRY INVESTIGA· FIELD REVIEWS REVIEWS SAMPLE TO BE TOBE 
I REVIEW liONS EXAM COLL ANALYZED ANALYZED 
0 HOURS HOURS HOURS INVHOURS INVHOURS API FIN-DOSAGE 
N (1) CHEM CHEM 

TOTAL FIELD 17508 6707 8654 7625 1715 746 155 178 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 
REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN JUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONALLABORA TORY-SW 

PACIFIC REGIONALLABORA TORY-NW 

HOURS PER OPERATION 1.0 2.7 20.1 13.5 

TOTAL HOURS 17508 6707 8654 7625 1715 2014 31 16 2403 

CONVERSION FACTOR 1200 950 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 14.59 7.06 9.11 8.03 1.81 2.12 2.64 2.04 

9. REMARKS 

Reporting Guidance: 
- Import Entry Reviews (electronic and manual- operation code 14) PAC 56R833; 
- Filer Evaluations (operation code 95) PAC 99R833; 
- Follow-Up to Refusals 56R824, 63R824 
- Import Label Reviews, Import Field Exams under PACs 56008H, 56014/A, 63001, 63002; 
- Report f inished dosage form drugs and APis collected at the site of entry under 56008H. 
- Use CT PAC 56R845 when specific CT work is performed. 

(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 . 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 56-28 



FY 2015 ORA WORKA...AN October 1 2014 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUI\.t3ER 

Drug Qual ity Reporting System (DQRS)/NDA-Field Alert Reporting Drug Qual ity ASSLrCilCe - 56 

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

56021A, 560218 [Ti oRA c=J cENTER 5.0 

I"· 1 2 3 7 

R DISTRICT/ DQRS DOMEST IC 
E SPECIALIZED FARS DOMESTIC SAMPLES 
G LABORATORY INSPECTIONS INVEST!· SAMPLES TOBE 
I GAllONS COLL ANALYZ ED 

0 (Hours! (Hours) 
N CHEM 

TOTAL FIELD 55 1254 32 30 

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

NEW ENGLAND 

NE NEW YORK 
REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEA TILE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 40.7 7.4 41.7 

!TOTAL HOURS 2239 1254 237 1251 

CONVERSION FACTOR 950 950 950 1180 

!TOTAL OPERATIONAL FTEs 2.36 1.32 025 1.06 

9. REMARKS 

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



FY 2015 ORA WORKA...AN October 1 2014 
1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEJNUMBER 

Enforcement of the Prescription Drug Ma-kaing Act (PDMA) Drug Quality A$llra1ce - 56 

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

56022, 56022A []] oRA c:J c ENTER 2.0 

lb 1 2 3 7 
R DISTRICT/ DOMEST IC 

E SPECIALIZED INSPEC- INVESTI- DOMESTIC SAMPL ES 
G LABORATORY TIONS GAT IONS SAMPLES TO BE 
I COLL ANALYZED 

0 (Hours) (1) CHEM 
N 

TOTAL FIELD 30 294 27 34 

HEADQUARTERS (15J{SJ:--(o) (?){E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST MPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 42.5 2.5 11.0 

TOTAL HOURS 1275 294 68 374 

CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 1.34 0.31 0.07 0.32 

9. REMARKS 

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

FORM FDA 2621a (10/09) ORAWORKPLANNING SHEET PAGE NO. 56-30 



FY 2015 ORA WORK PLAN October 1 2014 

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

Post-Approval lnspections'lnvestigctions - Domestic Cl'ld Foreign Drug Quality AssurCI'lce - 56 

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

56843 [ZJ ORA c=J CENTER 4.0 

b. 1 1 
R DISTRICT/ DOMESTIC FOREIGN 
E SPECIALIZED IN SPEC- IN SPEC-
G LABORATORY TIONS TIONS 
I 

0 
N 

TOTAL FIELD 32 59 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 59.6 32.5 

TOTAL HOURS 1907 1918 
CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 2.00 2.02 

9. REMARKS 

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



FY 2015 ORA Wai<olcn October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUI\.t3ER 

FhCI'rnccy Compounding Drug Quality ASSli'CilCe - 56 

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

560015 [Ti oRA c=J cENTER 16.0 

I"· 1 2 3 7 

R DISTRICT/ 
E SPECIALIZED INSPEC· INVESTI· DOMESTIC DOMEST IC 
G LABORATORY TIONS GAllONS SAMPLES SAMPLES 
I COLL TOBE 

0 (Hours! ANALYZED 
N 

TOTAL FIELD 91 1330 169 80 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 117.0 6.3 33 

!TOTAL HOURS 10647 1330 1065 2656 

CONVERSION FACTOR 950 950 950 1180 
!TOTAL OPERATIONAL FTEs 11.21 1.40 1.12 2.2~ 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-32 



FY 2015 ORA Workpla1 OctC'be" 1, 2014 

1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEINUMBER 

Pha'mccy ~nding- 5038 Qut9)Urcing Fa::i lities Drug Qual ity Assm:nce- 56 

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

560017 [I] oRA c=J CENTER 6.0 

R DISTRICT/ 
E SPECIALIZED IN SPEC-
G LABORATORY noNS 
I 
0 
N 

TOTAL FIELD 49 

HEADQUARTERS (15) (5), 
REGIONAL STAFF (b) (7) 
NEW ENGLAND 

NE NEW YORK (E) 
REGIONAL LAB 
WEAC 
REGIONAL STAFF 

BALT MORE 
CHICAGO 
CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 
FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

SE FLORDA 
NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
sw DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 
SEATTLE 
PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 117.0 
TOTAL HOURS 5733 
CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 6.03 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-33 



FY 2015 ORA WORK PLAN October 1 2014 
1. PROGRAM/ASSIGNMENT n TLE 2. PPS PROJECT NAMEINUMBER 

Drug A-ocess ln~ions - Global Pcrity I nitiaive Drug Qua ity Assnnce- 56 

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

56R010 [ZJ ORA c:::J CENTER 2.0 

1 
R DISTRICT/ 
E SPECIALIZED Desk 
G LABORATORY Audits 
I .. VEST1G-

0 AT10NS 
N Hoorsl 

TOTAL FIELD 1900 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7) 
NEW ENGLAND 

NE NEW YORK (E) 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 

CNCINNAn 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PH LADELPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 
ATLANTA 

SE FLORIDA 

NEW ORLEANS 
SAN JUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PAC FIC REGIONAL LABORATORY-SW 
PAC FIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
!TOTAL HOURS 1900 
CONVERSION FACTOR 950 
!TOTAL OPERATIONAL FTEs 2.00 

9. REMARKS 

The Global Parity Initiative is a collaboration between CDER and ORA that implements the Commissioner's "Pathway to 
Global Product Safety and Quality" initiative. Specifically, this program will support our aim to leverage foreign regulatory 
authority inspections. The program will use domestic inspection resources toward improving our knowledge of foreign 
manufacturing operations, facilities, and counterpart inspectorates. Resources will be assigned to initiate and 
implement the desk audit program. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-34 



FY 2015 ORA WORK PLAN October 1 2014 
1. PROGRAM/ASSIGNMENT n TLE 2. PPS PROJECT NAMEINUMBER 

Drug A-ocess ln~ions - ForEign OEI Cla:n Up Drug Qua ity Assnnce- 56 

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

56R01 1 [ZJ ORA c:::J CENTER 1.0 

1 
R DISTRICT/ 
E SPECIALIZED Desk 
G LABORATORY Audits 
I .. VEST1G-

0 AT10NS 
N Hoorsl 

TOTAL FIELD 950 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7) 
NEW ENGLAND 

NE NEW YORK (E) 
REGIONAL LAB 

WEAC 
REGIONAL STAFF 
BALTIMORE 
CHICAGO 

CNCINNAn 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 
PH LADELPHIA 

FORENSIC CHEM. CTR 
REGIONAL STAFF 
ATLANTA 

SE FLORIDA 

NEW ORLEANS 
SANJUAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PAC FIC REGIONAL LABORATORY-SW 
PAC FIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 
!TOTAL HOURS 950 
CONVERSION FACTOR 950 
!TOTAL OPERATIONAL FTEs 1.00 

9. REMARKS 

Investigation hours are to be used to update and maintain the foreign inventory contact information. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-35 



FY 2015 ORA WORK PLAN October 1 2014 

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

Forensic Evaluction CllCI Semple Analysis Drug Qual ity Assurcnce- 56 

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

56R838, 56R831 [ZJ ORA c=J CENTER 10.0 

lb. 9 
R DISTRICT/ FORENSIC 
E SPECIALIZED CHEM 
G LABORATORY FORENSIC 
I EVALUATION 

0 
N IH~sl 

TOTAL FIELD 12050 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 12050 

CONVERSION FACTOR 1205 
TOTAL OPERATIONAL FTEs 10.00 

9. REMARKS 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 56-36 



PROJECT SUMMARY SHEET 
FY 2015 

1 CATEGORY 2. PPS PROJECT NAME/NUMBER 

Humcn Drugs Un~rovecl crtd M isbrcrtdecl Drugs: - Humcn Drugs - 63 

r NO.I ___ 4. F-DA -~O-I\JM-~PI-IA-NIJ_C~F-P-~R'!!!'rn'!!!!c.-:::~!!!"!1A!!"'!"'"M.~;-AND ____ '" __ _ 

• TOTAL 

5. 
6. OPERATIONAL FTE l uP~~~~~AL~PAGE 

LJUMt:::> Ill IMPORT FOREIGN FTEs 

14.4 14.4 

1 Internet, Heath FraJCI, & OTC M~.o ovyoq.n,.. 63001A 11.4 11 .4 63-38 

63D012 

2 Ne.v Drugs Rx Not CoverEd by ApprovEd NDAs 63002 3.0 3.0 63-39 

Lt-N 1 t-t< DOn n :::f'T MAI.JAI':::FRfTO:::I 

,tl;~·~;,(301iv700-3538; ~i~w;;lt;, (301) 796-3349 
FORM FDA 2622 (10/09) PAGE NO. 63-37 



FY 2015 ORA WORKA...AN October 1 2014 

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

Internet, H~th Fra~d, & OTC Monog"~hs Un~proved CllCI M isbrCI"lded Drugs - 63 

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

63001A, 63D012 [ZJ ORA C:J cENTER 11.4 

lti. 1 2 3 7 
R DISTRICT/ DOMESTIC 
E SPECIALIZED INSPEC- INVESTI- DOMESTIC SAMPLES 
G LABORATORY l iONS GAllONS SAMPLE lO BE 
I (Hours) COLL ANALVZED 

0 (1) 
N CHEM 

TOTAL FIELD 113 1520 274 199 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 36.8 5.4 22.8 

TOTAL HOURS 4158 1520 1480 4537 

CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 4.38 1.60 1.56 3.85 

9. REMARKS 

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

Report Health Fraud and OTC Monograph work to PAC 63001A. 
Report Internet Drugs work to PAC 63D012. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 63-38 



FY 2015 ORA WORK PLAN October 1 2014 

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

New Drugs (Prescription) Without Approved NDAs U~proved cnd MisbrCilded Drugs- 63 

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

63002 [ZJ ORA c=J CENTER 3.0 

lb. 1 2 
R DISTRICT/ 
E SPECIALIZED IN SPEC- INVEST!-
G LABORATORY liONS GATIONS 
I (H~s) 

0 
N 

TOTAL FIELD 80 200 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEA TILE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 33.2 
TOTAL HOURS 2656 200 
CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 2.80 0.21 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 63-39 



PROJECT SUMMARY SHEET 
FY 2015 

1 CATEGORY 2. PPS PROJECT NA ME/NUMBER 

Humcn Drugs CA (lntercgency CooperctiveAdivit ies) - 88 

r NO.I ___ 4. F-DA -~O-I\JM-~PI-IA-NIJ_C~F-P-~R'!!!'rn'!!!!c.-:::~!!!"!1A!!"'!"'"M.~;-AND ____ '" __ _ 

• TOTAL 

6. OPERATIONAL FTE l uP~~~~~AL~PAGE 
LJUMt:::> Ill IMPORT FOREIGN FTEs 

12.0 1 2 . ~ 

5. 

1 Slat Life=."'' '"' .... ' Ffqects 

· For ~"'"" , .. <:!project r~ing PACs. plea3erEter to the list of AdivePACsct: 

nm: "' · •. 

~.;t:N 1 t:K PROJECT MANAGER/TELEPHONE 
Doona A. Porter 301-796-6583 

FORM FDA 2622 (10/09) 

... ., .. ' I"'J\4asterList/da :ult. 

12.0 12.0 88-41 

PAGE NO. 88-40 



FY 2015 ORA WORK PLAN October 1 2014 

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

Shelf Life Extension Projects I ntercgency Cooperctive Activ ities- 88 

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

A ll Appropricte PACs [ZJ ORA c=J CENTER 12.0 

lb. 7 
R DISTRICT/ DOMESTIC 
E SPECIALIZED SAMPLES 
G LABORATORY lOBE 
I ANALYZED 

0 CHEM 
N IH~sl 

TOTAL FIELD 14160 

HEADQUARTERS (b) (5), 
REGIONAL STAFF (b) (7)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY-SW 

PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 14160 

CONVERSION FACTOR 1180 
TOTAL OPERATIONAL FTEs 12.00 

9. REMARKS 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. 88-41 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Medical Device Problem Repo1ting - MDR Follow-up Postmarket Assw·ance: Devices - 81 
PAC 81010 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Rapidly identify inuuediate hazards to health ; 

Identify significant problems by analyzing recw1-ing problems and pe1fonuing trends analysis; 

Provide data on complaints, significant problems and potential hazards so that con·ective action can be initiated for hazardous 

tproducts in the marketplace. 

5. PROGRAM JUSTIFICATION 

Early detection of device problems is necessa1y to protect the public fi.·om health hazards.. Rep01ts of device defects are often the first 

vaming of manufactwmg or other problems. When the Center receives notices fi.·om manufacttu·ers that a device has been associated 

vith a death or serious injmy, it may issue a p1101-ity assignment to the field for follow-up at the manufacttuer reporting site (usually a 

!medical facility). When the Center's evaluation of the problem rep01t suggests that there is an actual or potential health hazard it 

issues an assignment to the field for inuuediate follow-up. 

6. FIELD OBLIGATIONS 

On assignment, follow up on MDR reports either at the medical facility or manufacttu·er. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~l Medical Devices 73-91 

e. EXAMTYPE w CHEMICAL CKJ MICROBIOLOGicAIO PHYSICAL UU ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Sterility Pe1fonuance 

g. S PECIAL EQUIP MENT, METHODS, AND HANDLING 

Engineering Samples: Subs/sample w-ill va1y depending on cost, size, etc. Contact Cente1· for guidance. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE- l 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Monitoring Devices of Foreign Origin - Impolt Compliance: Devices - 82 
PAC 82008 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Detemline compliance of imported devices with the medical device registration and listing requit·ements, and other general controls. 

5. PROGRAM JUSTIFICATION 

There are indications that some foreign manufactm-ers are not registered or listed. Foreign nlllllufacttu·ers of Class II and III devices 

!must be identified for scheduling GMP inspections. In addition, because foreign device manufacturers cannot be inspected as readily 

as domestic manufacttu·ers, theit· products must be monitored at the port of enhy. 

6. FIELD OBLIGATIONS 

The field will conduct electronic exanlinations and/or examine entry documentation for medical devices and ascettain, in conjtmction 

>Vith infonuation provided by CDRH, whether the nlllllufacttuer is listed and the initial distributor is registered with CDRH. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~I Medical Devices 73-91 

e. EXAMTYPE D CHEMICAL 0 MICROBIOLOGicAIO PHYSICAL UU ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Refer to Compliance Program for procedm·es to handle initial distt-ibutors and/or foreign establishments which are not registered. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-2 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection of Medical Device Manufacturers Compliance: Devices - 82 
PAC 82845 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the manufacturing processes used for general and radiation-emitting medical devices and in vitro diagnostic products, 

including sterilization. To identify potential problem areas and detenuine compliance with the GMP and MDR regulations. 

5. PROGRAM JUSTIFICATION 

The Center's inspectional strategy requires that all manufacturers of Class II and m devices be inspected under the GMP Compliance 

Program on a biennial basis. FDA selects certain establishments for intensive GMP coverage. Establislnnents with a histoty of good 

GMP systelllS are subject to less-intensive inspections. All establishments are subject to complaint file reviews to assess compliance 

>Vith the MDR regulation. 

6. FIELD OBLIGATIONS 

!Under the Quality Systems/GMP strategy, the field should conduct biennial inspections of high-risk device manufacturers and 

Class m device manufacturers that are not considered to be high risk. The remaining manufacturers (Class m, II, and I devices) 

should be inspected as each district's resources allow, and scheduled according to the priority outline described in Part. II of the 

colllPliance program. For more detailed instmctions on QSIT/GMP inspections as they relate to device manufacturers, refer to the 

!work planning Sheet's Remarks section. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE 0 COMPREHENSIVE [KJ ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~I Class II and m Devices and all Class I Devices which 73-91 
!have been fmally classified for one year. 

e. EXAMTYPE w CHEMICAL 0 MICROBIOLOGicAIO PHYSICAL UU ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Engineering Samples: Subs/Sample will vaty depending on cost, size, etc. Contact Center for guidance if the device presents such 
problems. 

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



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Center Initiated Assigrunents Compliance: Devices - 82 
PAC 82Z800 

3. PROGRAM TYPE D COMPUANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Investigate emerging problems not covered by specific progralllS and develop approaches for dealing with such problems. 

5. PROGRAM JUSTIFICATION 

lA muuber of potential or emerging problelllS which cannot be predicted must be handled! rapidly. This work plan activity provides 

esources for Center assignments which can rapidly address potential or emerging problelllS. 

6. FIELD OBLIGATIONS 

Conduct inspections and investigations as directed by Center assigrunents. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

iAJl Medical Devices 73-91 

e. EXAMTYPE [KJ CHEMICAL CKJ MICROBIOLOGicAIO PHYSICAL W ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Sterility/Performance 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Methods Validation/Development Program Compliance: Devices - 82 
PAC 82R816 

3. PROGRAM TYPE D COMPUANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in supp01t of regulat01y analysis. 

5. PROGRAM JUSTIFICATION 

IV ali dated analytical methods are essential to suppo1t enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as du·ected by the Office ofRegulato1y Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-5 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Forensic Evaluation and Sample Analysis Compliance: Devices - 82 
PAC 82R838 

3. PROGRAM TYPE D COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Forensic evaluation and Forensic sample analysis activities are to provide sound scientific supp01t for the investigations of the Office 

of Criminal Investigations. TI1is includes sample analysis of physical samples related to incidents of tampering, counterfeiting, fraud, 

adulteration and other violations of the FD&C and related Acts so that the findings are suitable to be presented as technical evidence 

in a comt of law. It also includes forensic evaluation of methods and the generation of scientific data to identify, characterize, and 

assess the public health impact of possible adulterants, or intentional violation of the law regarding regulated products to assist FDA 

in its public health mission. 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration with known and potentially hannful substances make it clear that FDA needs to be able 

to conduct sample analyses to reliably detemune the chemical identity of suspected substances and suppolt its findings in the cotut s. 

FDA's unique public health mission makes it interested in types of forensic evaluation and method studies for wlllch there are few 

customers and few extemal funding sources. To protect the public health FDA needs to continue to develop an arsenal of techniques 

>Vhich will pennit it to detemline the nature and source of risks tlu·ough crinlinal investigations. 

6. FIELD OBLIGATIONS 

!Appropriate scientific analysis of official physical samples in suppolt of investigations are to be pof01med so that the fmdings are 

suitable to be presented in a court oflaw. TI1e time spent on these activities is to be reported as PODS Operation Code 41 or 43, 

domestic or inlport sample analysis tmder the appropriate Forensic Activities PAC 82R838 or OCI PAC 82R831. Conduct operations 

supporting methods refmement, development, or general forensic studies that may be applied to laborat01y evaluations to suppolt the 

FDA nussion. Repolt the time spent on these activities as PODS Operation Code 03, PAC 82R838: Petition Validation, Methods 
Development, or Forensic Evaluation. Please consult DFS and/or the DPEM for additional rep01t ing guidance. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-6 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Medical Device Premarket Approval and Postmarket Product Evaluation: Devices - 83 
Inspections PAC 83001 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that both prior to and subsequent to approval of a PMA application, the manufacturer has the capability of manufacturing 

the PMA device in accordance with (1) the conditions specified in the PMA application and (2) the requirements of the device GMP 

egulation. 

5. PROGRAM JUSTIFICATION 

Section 515 of the Act requires that devices subject to Premarket Approval must be manufactm·ed in conf01mance with the 

equirements of the device GMP regulation. Consequently, no PMA application can be approved until the Center has inspectional 

evidence that the manufacturer complies with the requirements set forth in the Premarket Approval application. 

6. FIELD OBLIGATIONS 

The field will conduct pre-approval inspections on assigmuent and submit an EIR to the Center along with the District's 

ecommendation. The field will be responsible for schedulind D) (5), (5) (?)(E) I 
I Under certain conditions, a post-approval inspection w-ill not be necessruy . The Center will advise the district 

>Vhen a post-approval inspection is not necessruy. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~1 Medical Devices 73-91 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-7 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Bioresearch Monitoring Product Evaluation: Devices - 83 
PAC 83808, 83809, 83810, 83811 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure the quality, reliability and integrity of data and inf01mation supp01ting device applications (PMAs, 510(k)s or IDEs) and 

their claims of safety and effectiveness; 

To ensw-e that human subjects taking palt in clinical trials involving medical devices are protected from undue hazard or risk; 

To coordinate, implement and enforce the provisions of the Agency's Application Integrity Policy (AIP) for medical devices; 

To enforce the prohibition against promotion and/or commercialization of investigationai devices. 

5. PROGRAM JUSTIFICATION 

Congress has mandated that the Agency maintain close swveillance of bioresearch activities done in suppolt of application. 

CDRH issues assignments and provides inspectionallinvestigational suppolt docmnents for transmission to the field through ORA's 

Office of Enforcement and Import Operations. The Center reviews and evaluates all Esta.blislnnent Inspection Rep01ts (EIRs) from the field and 

is responsible for the fmal classification of all bioresearch monitoring inspection rep01ts and the issuance of all associated 

correspondence. 

6. FIELD OBLIGATIONS 

To conduct inspections, investigations and other activities related to the bioresearch monitoring programs or the Agency's Application 

Integrity Policy for medical devices and to submit EIRs to the Center for review, evaluation and final classification. 

The field is encow-aged to review and initially classify inspection rep01ts generated under the bioresearch monitoring program. 

However, final classification authority rests w-ith the Center and decisions will be conummicated promptly to the field. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

~I Medical Devices 73Z, 74Z and 94Z, 95Z 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

F ORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-8 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Test Method Development and Evaluation Science: Devices - 84 
PAC 84Z002 

3. PROGRAM TYPE D COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To evaluate the quality of devices through product analysis and data evaluation. 

5. PROGRAM JUSTIFICATION 

Product evaluation study projects provide comprehensive postmarket surveillance infonnation about devices. 

6. FIELD OBLIGATIONS 

Conduct laborat01y analysis using test methods from a variety of somces. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

To be assigned 73-91 

e. EXAMTYPE D CHEMICAL CKJ MICROBIOLOGicAIO PHYSICAL CKJ ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Methods Validation/Development Program Science: Devices - 84 
PAC 84R816 

3. PROGRAM TYPE D COMPUANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in supp01t of regulat01y analysis. 

5. PROGRAM JUSTIFICATION 

IV ali dated analytical methods are essential to suppo1t enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as du·ected by the Office ofRegulato1y Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-10 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Manunography Facilities Inspection Program Manunography Quality Standards Act (MQSA) Authority - 85 
PAC 85014 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To bring uncertified facilities into compliance with MQSA. 

5. PROGRAM JUSTIFICATION 

MQSA (Public Law 102-539) establishes unifonu, national quality standards for manunography. It establishes a 

comprehensive statutoty mechanism for certification and inspection of all mammography facilities under the regulat01y 

urisdiction of the United States. Under the MQSA, only cettified facilities that are in compliance w-ith uniform Federal 

standards for safe, high-quality mammography services may lawfully continue operation statting October I, 1994. 

Operation after that date is contingent on receipt of a cettificate from the FDA. The authority to implement the MQSA was 

delegated by the Secretary of Health and Hmuan Services (HHS) to FDA in June 1993. 

6. FIELD OBLIGATIONS 

Inspect cettified manunography facilities in accordance with procedm·es specified in the compliance program. Conduct 

follow up inspections to detemline whether the facility has complied w-ith the tenus of their con·ective action plan, based on 

!noncompliance fotmd dmllig a prior inspection. Petfonu on-site quality assm·ance audits of FDA and State MQSA 

inspectors to ensme their proficiency in conducting mammography facility inspections. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Manunography equipment 90 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-ll 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Inspection and Field Testing of Radiation-Emitting Radiation Control and Health Safety Act (RCHSA) 
Electronic Products PAC 8600I , 86002, 86004 Authority - 86 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

TI1e objectives of inspections and tests conducted under this program are 

· To evaluate an electronic product manufacturer's quality control testing program for its ability to ensm·e such product 

compliance and radiation safety; 

• To identify cotified electronic products which fail to comply with the requirements of applicable petformance standards; 

• To obtain con·ection of deficient quality control testing programs and noncompliant products identified by initiating 

appropriate administrative/regulat01y action; 

• To provide guidance to manufacturers regarding compliance with the laws and regulations administered by FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requirouents protect the public from unnecessary exposm·e to electronic product 

!radiation. Manufacturers are responsible for producing products that do not onit hazardous or unnecessaty radiation and that 

comply with all applicable radiation safety pofonuance standards. All electronic product manufacturers must comply w-ith 

applicable requiren1ents in Title 2I CFR 1000, I002, I003, I004 and I005. If a mandatoty radiation safety pofonuance 

standard applies to a manufacturer' s product, then the manufacturer must also comply with Title 2I CFR I 0 I 0 and the 

[product must comply w-ith the requirements of the specific standard found in 2I CFR I 020 - I 050. Manufactt1ro·s are 

equired to self-certify their own products to be compliant with an applicable standard, based on a quality control testing 

[progran1 as described in 2I CFR IOI0.2. EPRC inspections and field tests verify that electronic products comply with 

[perf01mance standards, and that manufacturer quality control testing progralllS ensure product compliance and radiation 

safety. 

6. FIELD OBLIGATIONS 

Field personnel will initiate and schedule inspections of electronic product manufacttu·ers as instructed in Compliance Program 

7386.00 I . CDRH is generally responsible for the final review of inspections and field tests made under this program and for 

the issuance ofletto-s resulting fi.·om inspections and field tests pofonued by field radiological health staff. Exceptions where 

the district has direct reference authority are noted in Compliance Program 7386.001. Joint EPRC/medical device (QSI1) 

inspections may be conducted under both Compliance Program 7386.00I and 7382.845. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 

b. INSPECTION TYPE 0 COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Lasers and laser products, Sunlamp and stmlamp products 94-RXX, 95-RXX 
Cabinet x-ray products , Televisions and Microwave Ovens See Compliance Program 7386.00I for complete listing 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Specific product inspection and field test checklist or fonns, if available, are included as Compliance Program Attacluuents. 

TI1ese checklists may be used to the extent practicable to record inspection and test obseFVations. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Caution: laser product may be dangerous or hazardous. Only po·sonnel trained on both instnuuentation use, as well as type of 

lasers should test equipment. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-12 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Insp. ofManuf. (For and Dom) and Field Compliance Radiation Control and Health Safety Act (RCHSA) 
Testing ofDiag. X-Ray Equipment PAC 86003 Authority - 86 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

The objectives of inspections and tests conducted under this program are: 

1. To ensw-e that the regulated products and manufacturer quality control programs confonu to EPRC regulations; 

2. To identify diagnostic x-ray products which fail to comply with the applicable perfomtance standard requit·ements; 

3. To obtain con·ection of noncompliant products identified in I and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 

4. To provide guidance to n1anufacturers regarding compliance w-ith applicable EPRC laws and regulations administered by 

FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requit·ements protect the public from unnecessary exposm·e to electronic product 

!radiation. Diagnostic x-ray n1anufacturers are responsible for producing equipment that do not emit hazardous or ltunecessary 

x-radiation and that comply with applicable radiation safety perfo=nce standards. All electronic product n1anufacttu·ers 

!must comply w-ith requirements in Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Because diagnostic x-ray equipment is 

also subject to perfo!Ulallce standards, the manufacttu·er must also comply with Title 21 CFR 1010 and the equipment must 

comply with the specific standards fmmd in 21 CFR 1020.30 - 1020.33. Manufactw-ers are required to self-certify theit· 

[products comply with the applicable standard, based on a quality control testing program as described in 21 CFR 1010.2. 

EPRC inspections and field tests verify that electronic products comply with perfo=nce standards, and that the 

!manufactw-er's quality control testing program ensm·es product compliance and radiation safety. 

6. FIELD OBLIGATIONS 

Field personnel will initiate and schedule inspections of diagnostic x-ray n1anufacnu·ers and field tests of diagnostic x-ray 

equipment as instmcted in Compliance Programs 7386.003 and 7386.003a. CDRH is generally responsible for the final review 

of inspections and field tests n1ade under this program and for the issuance of letters resu lting from inspections and field tests 

tperf01med by field radiological health staff. Exceptions where the district has dit·ect reference authority are noted in 

Compliance Program 7386.003 and 7386.003a. Joint EPRC/medical device (QSIT) inspections n1ay be conducted tmder both 
Compliance Programs 7386.003a and 7382.845. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE [KJ ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Diagnostic X-Ray Equipment 94DS-

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Field tests will be petformed by constuner safety officers who have received specialized training which includes 
approxinlately two weeks of on-the-job training with a qualified auditor. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-13 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Compliance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA) 
PAC 86006 Authority-86 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

The objectives of laborato1y tests conducted under this program are: 

1. To ensure that the regulated products conform to EPRC regulations; 

2. To identify products which fail to comply w-ith the applicable performance standard requirements; 

3. To obtain con·ection of noncompliant products identified in I and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 

4. To provide guidance to manufacturers regarding compliance w-ith applicable EPRC laws and regulations administered by 

FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requu·ements protect the public from unnecessary exposure to electronic product 

!radiation. Electronic product manufacturers are responsible for producing equipment that do not emit hazardous or 

!llllecessary radiation and that comply with applicable radiation safety pe1fonuance standards. All electronic product 

!manufacturers must comply w-ith requirements in Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Products also subject to 

[perf01mance standards must comply with the specific standards found in 21 CFR 1020 - 1050. EPRC laborato1y tests verify 

that electronic products comply w-ith pe1f01mance standards at the point of manufacture, and that the manufacturer's quality 

control testing program ensm·es product compliance and radiation safety. 

6. FIELD OBLIGATIONS 

!WEAC will test all products in accordance with the appropriate Compliance Program and/or test methods. Products will be 

identified for testing by both WEAC and CDRH for either routine or for cause testing. WEAC will request samples for du·ect 

shipment fr·om manufacturer or distributor of product. WEAC will retain products tested until all compliance actions have 

[been completed or upon notification fr·om CDRH. WEAC will also conduct all foreign inspections for electronic product 

!manufacturo-s, other than diagnostic x-ray manufacture1-s. See Compliance Program for joint EPRC/medical device (QSIT) 
inspections. CDRH is responsible for the fmal review of inspections and lab tests conducted undo· this program. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Lasers, sunlamps, mercmy vapor lamps, x-ray systems, 96MS, 94VS, 94DS, 95US, 97US 

lltrasound therapy products, televisions, and lnicrowaves. 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL W ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-14 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Imp01t ed Electronic Products Radiation Control and Health Safety Act (RCHSA) 
PAC 86007 Authority - 86 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

1. To ensw-e that the regulated products conform to EPRC regulations; 

2. To identify products which fail to comply w-ith the applicable performance standard requirements; 

3. To obtain con·ection of noncompliant products identified in 1 and 2 above by initiating appropriate administrative and/or 

regulatory action when necessary; and 

4. To provide guidance to manufacturers regarding compliance w-ith applicable EPRC laws and regulations administered by 

FDA. 

5. PROGRAM JUSTIFICATION 

Electronic product radiation control (EPRC) requit·ements protect the public from unnecessary exposm·e to electronic product 

!radiation. Electronic product manufacturers are responsible for producing equipment that do not emit hazardous or 

tunecessary radiation and that comply with applicable radiation safety petfonuance standards. All electronic product 

!manufacturers must comply w-ith requirements in Title 21 CFR 1000, 1002, 1003, 1004 and 1005. Products also subject to 

[perf01mance standards must comply with the specific standards found in 21 CFR 1020 - 1050. EPRC imports entry reviews 

!verify that electronic products subject to petfonuance standards have been repotted to FDA as required. 

6. FIELD OBLIGATIONS 

(IS) (5), (IS) (?)(E) 
f~ ~ 

I 
{6J {5J, {6J {7J{E) I 
{6J {5J, {6J {7J{E) I 
(b) (5), (b) (?)(E) I 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

!Ali radiation emitting electronic products that are subject to 94-97 
a petfonuance standard contained in 21 CFR 1020 - 10 50. 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. DE-15 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA) 
PAC 86008, 86009 Authority - 86 

3. PROGRAM TYPE UU COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

!Use Control: 

Provide technical assistance to State and Federal radiological health programs implementing FDA use control programs, 

including DENT (see the compliance program for a more complete statement of objectives and laborato1y supp01t); Maintain 

liaison with State radiological health programs; Provide support for regional training activities and regional videotape libra1y; 

Promote implementation of progralllS to optimize radiation exposure; Communicate FDA policies to State and local health 

agencies. 

Emergency Planning & Response Activities: 

To act as a focal point for emergency readiness response planning by States. 

5. PROGRAM JUSTIFICATION 

Medical Device and Radiological Health Use Control and Policy Implementation: 

Rapidly changing technology requires that the FDA develop use control progralllS whose effective implementation will require 

training beyond that possessed by most State radiological health program personnel. 

Emergency Planning & Response Activities: 

The Agency has been assigned responsibilities by the Federal Emergency Management Agency to review radiological 

emergency response plans prepared by the States. 

6. FIELD OBLIGATIONS 

!Use Control: RRHRs will maintain liaison and provide technical assistance to State/Federal radiological health program 

tpersonnel; assist in the planning and presentation of quality assurance training with the region; help select State pruticipants in 

!new use control programs; serve as managers of the regional videotape library; and attend the following meetings: National 

Conference of State Prog~·ruu Directors; Regional meetings with state and local radiological health agencies; and HQ annual 

ln!eetings with CDRH, ORA and other FDA officials. WEAC will provide Laborato1y Suppolt for the DENT prog~·rutlS. 

Emergency Planning & Response Activities: Provide consultation to states and attend regional emergency planning meetings. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [KJ BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Emergency Planning & Response Activities: 94YN-99 

e. EXAMTYPE D CHEMICAL D MICROBIOLomcAIO PHYSICAL D ENGINEERING 

D MICROANALYTicAD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

F ORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. DE-16 



OPERATIONAL F ILS TOTAL 

PPS 

OPERATIONAL 

ITEs 
NO. PROJECT TITLE DOMESTIC IMPORT F OREIGN 

TOTAL 175.9 58.1 45.0 279.0 

81 P OSTMARKET ASSURANCE: DEVICES 1.0 1.0 

82 COMPLL<\NCE: DEVICES 102.7 50.0 39.0 191.7 

83 PRODUCT EVALUATION: DEVICES 29.1 3.8 32.9 

84 SCIENCE: DEVICES 7.9 7.9 

85 l\IAl\IMOGRAPHY QUALITY STANDARDS 14.6 14.6 

ACT (MQSA) AUTHORITY 

86 RADIATION CONTROL AND HEALTH 20.6 8.1 2.2 30.9 

SAFETY ACT (RCHSA) AUTHORITY 

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH 
RESOURCE SUMMARY 

FY2015 



PROJECTS~LARYSHEET 

FY2015 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

M..A;r~l Devices and Radiological Health Assurance: Devices- 81 

:>. (), Ul:'t.KAUUNAL .l'lt. ! lUlAL lUlAL 
3. 4. FDA COMPLIANCE PROGRAMS A : n I.TIONAl PROGRAM 8. 

No. AND ASSIGNMENTS I>OMESTH IMPORT FfEs FTEs PAGE 

TOTAL 1.0 1.0 

I M..A;r~l Device Problem Ro>nnrt;n.,- MDR 8 10 10 LO LO LO 81-3 

l:'- 11. 

\...t.l'l l.t.K PROJECT MANA I~::~~~:~~:PJ1Ul'l.t. l l .I!.L.t.r .. ~.-~ 
Thomas P. Gross 30 J -7o~>-5997 

FORM FDA 2622 (9/98) PAGE NO. __ 8_1...,-2..__ 



FY 2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER 

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

0 

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

8!010 [J[J oRA c=J cENTER I 0 

R 
lu 

DISTRICT/ DOMESTIC POliiESTI DOlliES TIC 
E SPECIAUZED INSPEC- INVESTI- DOMESTIC DOME STIC DOME STIC SAl\IPLE ~~IPL,~ SAl\IPLE 
G LABORATORY TIONS GATIONS SAl\IPLE SA.l\IPLE SAl\IPLE ANALYSIS ALYS ANALYSIS 
I (Hours) COLL COLL COLL CHEM STER ENG 
u CHEl\1 ST.t;K ENG 
N (1) (2) (3) (5) 

TOTAL FIEL D 54 30 1 1 1 1 1 1 
HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEA.C 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOliS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN WAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 16 0 80 80 80 360 200 37 0 
TOTAL HOURS 864 30 8 8 8 36 20 37 
CONVERSION FACTOR 950 950 950 950 950 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0 91 003 0 01 0 01 0 01 0 03 002 003 

9 REMARKS 

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

or when a defect, injury, or death that has been reported directly to a district requires follow-up 

(2) Investigational hours for MDR followup at medical facilities 

(3) Performance testing of chemical and serological test kits 

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

(5) MDR samples to confirm reported defects 

F ORM FDA 262la (10/09) ORA WORKPLA.NNING SHEET PAGE NO --8-1--3 -



PROJECT SUMMARY SHEET 

FY2015 

1. PROGRAM CATEGORY 2. PPS PROJECT NAi\fi:/NUMBER 

M..A;r~l Devices and Radiological Health " · Devices - 82 

::>. t'. b. U t't.KA 0 .t lt. ! lUl AL 

3. 4. FDA COMPLIANCE PROGRAMS A 11 8. 
No. AND ASSIGNMENTS [)Oi\fi:STI< ll'\U'U K l FOREIGN FTEs PAGE 

TOTAL 102.7 50.0 39.0 191 

I Mt Devices of Foreign Origin - Import 82008 * 50.0 50.0 82-5-6 

2 . of Medical Device M, 95.1 39.0 134.1 82-7- 9 

GMPT S!?l!4~ tL<:: [94.4] [39] 

Accredited Persons Audit T 82845J [0.2] 

Accredited Persons Audit T. 82845P [0.5 

3 Center Initiated 822800 5.3 5.3 82-10 

4 IAPth. ,v, ~ :Program 82R816 2.0 2.0 82-11 

5 Evaluation & Sample Analysis 82R838 0.3 0.3 82-12 

*In addition to PAC 82008, includes 

PACs 82R824, 82R833, and 99R833. 

~:~ ~~~OJ~~1M7~5500 ' fELEPHONE lORA l>T '~lUTI' 

loanita Dver 30 J. 7o" o"o. 

FORM FDA 2622 (9/98) PAGE NO. 82-4 



FY 2015 ORA WORKPLAN October I 2014 

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

Monitoring Devices ofForeign Origin - hnport Compliance: Devices - 82 

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

82008, 82R824, 82R833, 99R833 [!] ORA c:J cENTER 50.0 [48.25] 

R DISTRICT/ IMPORT IMPORT IMPORT IMPORT IMPORT 
E SPECIALIZED EiNTRY IMPORT MAIL INTERNATIONAL SAMPLE SA.MPLE FIELD SAMPLE SA.MPLE 
G LABORATORY REVIEW INVEST!- OURIEI MAIL C OLL COLL EXAMS ANALYSIS ANALYSIS 
I HOURS GATION REVIEW FACILITY (Physical) (Physical) MICRO ENG 
0 HOURS HOURS REVIEW MICRO ENG 
N (}) HOURS (2) (3) 

TOTAL FIELD 26008 4860 2201 300 103 210 25652 103 180 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 2.2 2.2 0.4 30.4 30.4 

TOTAL HOURS 26008 4860 2201 300 227 462 10261 3131 547? 

CONVERSION FACTOR 1200 950 950 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 21.67 5.12 2.32 0.32 0.24 0.49 10.80 2.65 4.64 

9. REMARKS 

(I) hnport investigation hours are for filer evalutions, follow-up to refusals, label exams, and other operations as required 

by the District to cover program priorities. Districts should report time under the appropriate operation and PAC for the 

activities performed. Field Exams are planned in a separate column. 

(2) Audit samples for problems other than failure to register or list (eg. special assignment, import alert). 

(3) Sterile devices to be tested by USP XX method. 

Reporting Guidance: 

- Import Entry Reviews (Electronic and Manual- operation code 14, PAC 82R833); 

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

- Follow-up to Refusals (PAC 82R824). 

Counter Terrorism PAC 82R84 5 is no longer used for planning purposes, but is still active for reporting pwposes. 

FTEs from Condom Assignment (82Z002) and Manufacturers and hnporters of SurgicaliExaruination Gloves (82Z003) were 
realloacted to this program 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE N0.---82;.;-5---



FY 2015 ORA WORKPLAN October 1 2014 

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

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

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONALFTE POSmONS 

82008, 82R824, 82R833, 99R833 [Ti oRA c:J cENTER 50.0 [1.77] 

10. 
DISTRICT/ IMPORT IMPORT 

SPECIAUZED SAMPLE PRIVATE 
LABORATORY AI~ALYSIS LAB 

CHEM REVIEW 

(HOURS) 

TOTAL FIELD 30 1180 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY -SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 30.4 

TOTAL HOURS 912 1180 

CONVERSION FACTOR 1180 1180 
TOTAL OPERATIONAL FTEs 0.77 1.00 

9. REMARKS 

ORA W ORKPLANNING SHEE T PAGE NO. -•8iiii2ioi-6..__ 



FY2015 ORA WORKPLAN October 1 2014 

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

Inspection of Medical Device Manufacturers Compliance: Devices - 82 

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

82845A,B,C,G,H,J,K.P,S,81845R,T,81 011 [Ti oRA c:J cENTER 134 1 [128.16] 

10. 
R DISTRICT/ INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC- INSPEC-
E SPECIALIZED TIONS TIONS TIONS TIONS TIONS TIONS TIONS TIONS TIONS 
G LABORATORY LEVELl LEVEL l LEVEL II LEVEL III FOREIGN OR CAUS OR CAUS iFOR CAUSE ACCRED 
I DOMESTIC DOMESTIC DOMESTIC OMPLI ANC ioOMESTI< IGH RIS1 HIGH RISK PERSONS 
0 CLASS 1 CL ASS 2,3 DOMESTIC OMESTI FOREIGN DOMESTIC 
N l!2l!45A 82845A 82845B l!2l!45C 82845B l!2l!45(; I 82845H l!2l!45H l!2l!451:' 

TOTAL FIELD 118 574 451 127 514 115 48 49 9 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 39.6 39.6 63.2 112.5 62.8 85 9 97.0 87.0 53.0 

TOTAL HOURS 4673 22730 28503 14288 32279 9879 4253 4176 477 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 4.92 23.93 30.00 15.04 33.98 10.40 4.90 4.49 0.50 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGEN0.-•8iiii2ioi-7-• 



FY2015 ORA WORKPLAN October 1 2014 

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

Inspection of Medical Device Manufacturers Compliance: Devices - 82 

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

82845A,B,C,G,H,J,K.P,S,81845R,T,81 011 [Ti oRA c:J cENTER 134 1 [2.24] 

10. 
R DISTRICT/ INVEST!- DOMESTI< 
E SPECIALIZED INVEST!- GATIONS DOMESTIC DOMESTIC DOMESTIC !DOMESTIC ~OMESTI DOMESTIC SA.i\1PLE 
G LABORATORY GATIONS (Hours) SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE COLL 
I (Hours) A.P.AUDITS COLL COL L COLL COLL COLL COLL IOBURDE 
0 MDUFMA ENG MICRO CHEM BIOINDIC' 
N H2!14SJ::I 82845J 82845C H2!145C 82845C 82845C 82845H H2!145S I H2!145S 

TOTAL FIELD 1516 190 42 10 27 7 14 17 10 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 6.0 6.0 4.0 

TOTAL HOURS 1516 190 252 84 68 

CONVERSION FACTOR 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 1.60 0.20 0.28 0.09 0.07 

9. REMARKS 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. -•8iiii2ioi-8;.... 



FY2015 ORA WORKPLAN October 1 2014 

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

Inspection of Medical Device Manufacturers Compliance: Devices - 82 

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

82845A,B,C,G,H,J,K.P,S,81845R,T,81 011 [Ti oRA c:J cENTER 134 1 [3.74] 

10. 
DOMESTIC !DOMESTIC pOMESTil R DISTRICT/ DOMESTIC DOMESTIC DOMESTIC 

E SPECIALIZED DOMEST!C SA.MPLES SAMPLE SA.MPLE SAMPLE SA.MPLE SAMPLEJ 
G LABORATORY SAMPLE AI~ALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS ~ALYSI 
I COLL ENG MICRO CHEM E NG ~IOBURDE TERILITY 
0 STERILm 
N !12!145S 82845C 82845C 82845C 82845H 82845S 82845S 

TOTAL FIELD 6 10 27 7 14 10 6 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 80.0 62.0 38.0 88.3 25.0 29.5 

TOTAL HOURS 800 1674 266 1236 250 177 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0.68 1.42 0.23 1.05 0.21 0.15 

9. REMARKS 

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

atWEACLab. 

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

Lab. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continued) PAGE NO. __ 8;;;;2;.;-9;.... 



FY2015 ORA WORKPLAN October 1 2014 

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

Center Initiated Assignments Compliance: Devices - 82 

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

82Z005, 82Z800 [Ti oRA c:J cENTER 5.3 

10. 
DOMESTIC !DOMESTIC R DISTRICT/ DOMESTIC DOMESTIC OTHER 

E SPECIALIZED INSPEC- DOMESTIC SAMPLE SA.MPLE SAMPLE SA.MPLE OPER-
G LABORATORY TIONS SAMPLE ANALYSIS ANALY SIS ANALYSIS ANALYSIS ATIONS 
I CENTER- COLL (Hours) 
0 INITIATED (1) CHEl\1 (2) TERILITY( MICRO (4) ENG E NG(S) 
N 82Z800 82Z800 82Z800 H2:Lll00 82Z800 H2UUU 82Z800 

TOTAL FIELD 25 51 4 11 15 11 1600 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 54.0 8.0 15.0 50.0 50.0 100.0 

TOTAL HOURS 1350 408 60 550 750 1100 1600 

CONVERSION FACTOR 950 950 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 1.42 0.43 0.05 0.47 0.64 0.93 1.36 

9. REMARKS 

Planned BSE Inspections (82Z005) were cancelled in FY 2008; PAC will remain active for reporting purposes and any Center-Initiated 

Assignments involving BSE should be reported in PAC 82Z005. 

(1) Includes Documentary Samples and Analytical Samples. 

(2) Ad Hoc testing of test kits or reagents. 

(3) Sterility samples. 

(4) Ad Hoc testing of media. 

(5) Mise hours for engineers; includes Voluntary Standards Assessment and Methods Development. 

FORM FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE N0.-..,;8;;;;2--10..__ 



FY2015 ORA WORKPLAN October 1 2014 

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

Methods Validation/Development Program Compliance: Devices - 82 

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

82R816 [Ti oRA c:J cENTER 2.0 

10. 
R DISTRICT/ 
E SPECIALIZED METHODS METHODS 
G LABORATORY VAL/DE V VAL/DEV 
I CHEM MICRO 
0 (Hours) (Hours) 
N 

TOTAL FIELD 1205 1205 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 1205 1205 

CONVERSION FACTOR 1205 1205 
TOTAL OPERATIONAL FTEs 1.00 1.00 

9. REMARKS 

Workload Source: Determined by ORS. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGEN0.-..,;8;;;;2--1-1 -



FY2015 ORA WORKPLAN October 1 2014 

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

Forensic Evaluation and Sample Analysis Compliance: Devices - 82 

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

82R838 [Ti oRA c:J cENTER 0.3 

10. 
R DISTRICT/ FORENSIC 
E SPECIALIZED ANALYSIS 
G LABORATORY CHEM 
I (Hours) 
0 
N 

TOTAL FIELD 360 

HEADQUARTERS (b) (5), 
REGIONAL STAFF Kb)(?) 
NEW ENGLAND ~E) 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 360 

CONVERSION FACTOR 1205 
TOTAL OPERATIONAL FTEs 0.30 

9. REMARKS 

FORl\1 FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE NO. _..,;8;;;;2--12..__ 



PROJECT SU~~~YSHEET 

FY 2015 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

M..A;r~l Devices and Radiological Health Product Evaluation: Devices - 83 

:>. (), Ul:'t.KA UUNAL .l' l t. ! l UlAL 

3. 4. FDA COMPLIANCE PROGRAMS A : n I. TIONA 8. 
No. AND ASSIGNMENTS I>OMESTI4 IMPORT FfEs PAGE 

TOTAL 29.1 3.8 32. 

I M..A;r~l DevicePremarket Annmv~l and 5.9 2.3 8 83-14 

T 

MDUFMA User Fee 83001 [4.7] 

PreMarket A <OJ T 83001 [14 ] 

Postmarket 11 T. 83001A [1.2] [09] [1.2] 

2 23.'J I S 24. 83-15 

\...t.l'l l .t.K PROJECT MANA I~::~~~:~~:PJ1Ul'l.t. I I J!.L.t.l:'u~.-~ 

Christv Foreman 301-796-6382 

FORM FDA 2622 (9/98) PAGE N0 .--8·3--I-.3 _ 



FY2015 ORA WORKPLAN October 1 2014 

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

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

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

83001, A [Ti oRA c:J cENTER 8.2 

10. 
R DISTRICT/ FOREIGN FOREI GN 
E SPECIALIZED INSPEC- INSPEC- INSPEC- INSPEC-
G LABORATORY TIONS TIONS TIONS TIONS 
I MDUFMA PRE- POST- POST-
0 USER FEE APPROVAL ~PPROVAI APPROVAL 
N 83001 83001 83001A 83001A 

TOTAL FIELD 69 27 37 19 

HEADQUARTERS l(b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 65.0 49.0 31.0 44.0 

TOTAL HOURS 4485 1323 1147 836 

CONVERSION FACTOR 950 950 950 950 
TOTAL OPERATIONAL FTEs 4.72 1.39 1.21 0.88 

9. REMARKS 

Report all time used for evaluating compliance with domestic pre-market requirements in PAC 83001, OP CODE 12; 

report all time used for domestic post-market requirements in PAC 83001A, OP CODE 12. 

Report all time used for evaluating compliance with foreign pre-market requirements in PAC 83001, OP CODE 11; 

report all time used for foreign post-market requirements in PAC 83001A, OP CODE 1 L 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE N0.-..,;8;;;,3--14,;,.. 



FY2015 ORA WORKPLAN October 1 2014 

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

Bioresearch Monitoring Product Evaluation: Devices - 83 

(Pre-Market) 

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

83808, 83809, 83810, 83811 [Ti oRA c:J cENTER 24.7 

10. 
R DISTRICT/ 
E SPECIALIZED INSPEC- INSPEC-
G LABORATORY TIONS TIONS 
I DOMESTIC FOREIGN 
0 
N 

TOTAL FIELD 300 19 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 73.5 75.5 

TOTAL HOURS 22050 1435 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 23.21 1.51 

9. REMARKS 

Device Bioresearch Monitoring inspections should be prioritized according to the following scheme: 

-For Cause with 30-day due dates; 

-Directed data audit for expedited PMA; 

-Directed data audit for non-expedited PMA; 

-For Cause with 60-90 day due dates; 

-OAI Follow-up (6 months); 

-Early Intervention (Probability Sampling, Vulnerable Population, and IDE-based); 

-Routine Surveillance. 

Please contact Ruth Hinckley (301-796-5658) or Jim Saviola (301-796-5432) with any questions. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGEN0.-..,;8;;;,3--1-5 -



PROJECT SUMMARY SHEET 

FY2015 

1. PROGRAM CATEGORY 2. PPS PROJECT NAME/NUMBER 

M..A;r~l Devices and Radiological Health Devices- 84 

5. PROr.R AM 6. OPERATIONAL FTE 
~PE~i~NA 3. 4. FDA COMPLIANCE PROGRAMS A~.;!~ ·~.!!:;·n 8. 

No. AND ASSIGNMENTS n OMF.STI( .t FTEs PAGE 

TOTAl 7.9 7. 

I Test Method,.... and Evaluation 84Z002 5.9 5.9 84-17 

2 MPthtv!~ Vahclal :Program 84R816 2.0 2.C 84-18 

'-L " ' i t.K PROJECT l\>lANAGERITELEPHONE lORA PT .ANNFJ~/TE: 

Dr. Steven Pollack 301-796-2476 IDanita Dyer 30J -7o,; _a,;a.<~ 

FORM FDA 2622 (9/98) PAGE N0.-..;8-.3..;-1,;;,6 _ 



FY2015 ORA WORKPLAN October 1 2014 

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

Test Method Development and Evaluation Science: Devices - 84 

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

84Z002 c::J oRA W CENTER 5.9 

10. 
R DISTRICT/ Jl OTHER 
E SPECIALIZED PERATIOil' 
G LABORATORY (Hours) 
I ~1ETH DE\ 
0 ENG 
N 

TOTAL FIELD 6962 

HEADQUARTERS (b) (5), 
REGIONAL STAFF ~b ) (?)(E) 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 6962 

CONVERSION FACTOR 1180 
TOTAL OPERATIONAL FTEs 5.90 

9. REMARKS 

Above resources are for participation in the development of test methods and testing protocoL Projects will be coordinated by the CDRH 

Laboratory Staff. 

FORM FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE NO. _..,;8;,;,4--17..__ 



FY2015 ORA WORKPLAN October 1 2014 

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

Methods Validation/Development Program Science: Devices - 84 

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

84R816 [Ti oRA c:J cENTER 2.0 

10. 
R DISTRICT/ rlc<\PPLIED 
E SPECIALIZED T CHNOLO 
G LABORATORY CE NTER 
I (Hours) 
0 M ICR O 
N 

TOTAL FIELD 2360 

HEADQUARTERS (b) (5), 
REGIONAL STAFF Kb)(?) 
NEW ENGLAND ~E) 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 2360 

CONVERSION FACTOR 1180 
TOTAL OPERATIONAL FTEs 2.00 

9. REMARKS 

Workload Source: Determined by ORS. 

FORl\1 FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE N0.-..,;8;,;,4--1;;.8 -



PROJECT SUMMARY SHEET 

FY2015 
1. PRnr.R 4 M CATEGORY ~- PPS PROJECT NAME/NUMBER 

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

t.J 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE OP~R!?TAL _I 

8. PAGE 
ASSIGNMENT 

DOMESTIC IMPORT FIEs 

TOTAL 14.5 0.1 1· 

1 •Facilities tProgram 185014 A.C.F 14.5 0.1 14.~ 85-20-21 

'-'L.N 1 .ell. PROJECT MANAGER/TELEPHONE IORAPT4 11 

Kate Sheridan 301-8796-5714 Lorraine Boykin 301 ~· 

FORM FDA 2622 (10/09) PAGE NO. 85-19 



FY2015 ORA WORKPLAN October 1 2014 

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 POSmONS 

85014 A,C.F [Ti oRA c:J cENTER 14.6 [9.7] 

10. 
p OMESTIC DOMESTIC !DOMESTIC R DISTRICT/ FOREIGN DOMESTIC DOMESTIC AUDIT OTHER OTHER 

E SPECIALIZED INSPEC- INSPEC- FEDFACIL VH A INSPEC- INSPEC- INVEST!- OPERA- OPERA-
G LABORATORY TIONS TIONS INSPEC- INSPEC- TIONS TIONS GATIONS TIONS TIONS 
I TIONS TIONS FOLLOW-U OLLOW-U (Hours) (Hours) (Hours) 
0 85014 85014 85014 85014 85014F 85014F 85014A 85014C 85014C 
N ( }) (2) m (4) (5) 

TOTAL FIELD 530 14 120 50 9 9 2156 3182 59 

HEADQUARTERS l(b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 8.0 8.0 8.0 8.0 11.0 11.0 

TOTAL HOURS 4240 112 960 400 99 99 2156 3182 59 

CONVERSION FACTOR 1160 1160 1160 1160 1160 1160 1160 1160 1160 
TOTAL OPERATIONAL FTEs 3.66 0.10 0.83 0.34 0.09 0.09 1.86 2.74 0.05 

?. REMARKS 

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS 

(1) Certified non-federal Mammography Facility not covered by state contracts 

(2) Follow-up Inspections non-compliance inspections. 

(3) Follow-up Inspections after Warning Letter. 

(4) Compliance Activities: Inspection Follow-Up Activities (Non-Warning Letter). 

(5) Compliance Activities: Warning Letters. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. --8-5--20..__ 



FY2015 ORA WORKPLAN October 1 2014 

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 POSmONS 

85014 A,C.F [Ti oRA c:J cENTER 14.6 [4.9] 

10. 
R DISTRICT/ OTHER OTHER 
E SPECIALIZED OPERA- OPERA-
G LABORATORY TIONS TIONS 
I (Hours) (Hours) 
0 85014C 85014C 
N ( 6) (7) 

TOTAL FIELD 4470 1200 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 4470 1200 

CONVERSION FACTOR 1160 1200 
TOTAL OPERATIONAL FTEs 3.85 1.00 

7. REMARKS 

RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS 

(6) Technical Assistance and Coordination Activities: Non-RRHRs. 

(7) Techical Assistance and Coordination Activities: RRHRs. 

FORl\1 FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGEN0.-..,;8;;;,5-,;;2_1 _ 



PROJECT SUMMARY SHE ET 

FY 2015 
1. PRnr.R 4 M CATEGORY ~- PPS PROJECT NAME/NUMBER 

Medical Devices and Radiological Health ~ o.iiotinn Control and Health Safety Act (RCHSA) Authority - 86 

t.J 
4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE OP~R!?TAL _I 

8. PAGE 
ASSIGNMENT 

DOMESTIC IMPORT FIEs 

TOTAL 20.6 8.1 2 .2 

1 . and Field Testing of~ ~=- ~- 4.3 0 .9 5.? 86-23-24 

Products: 

. of' ; of Laser Products 186001 [3.5] [0 .9] [44] 

!Field . of the Sunlamp & Sunlamp Products 186002 [0.31 [0.31 

:Standard as 4mPn<iPtl 

IFieldr, onl• 'Testing of Cabinet X-Rav 186004 [0.51 [051 

2 :of' ; (Foreign and ~ land 186003 7. 1.0 8. 86-25-32 

IFieldr, onl• 'Testing of r>. :X-Rav . 

3 - "- ' Testing of Electronic Products at WEAC 186006. A. D. E 2.8 0.3 3. 86-33 

4 cProducts 186007. 8.1 8. 86-34 

5 ~= - Health Control Activities: 5.8 5 8 86-35 

!Medical Device and R · ~; · •I Health Use Control and 186008 [3.01 [3 01 

!Policy 

r Planning and Resoonse 4 .,;,;,.;, 186009 [2.01 [201 

6 IOEI - resources are planned in PACs I86R876 0.8 0.8 

186001 and 86003 

I• In addition to PAC 86007. includes reporting PACs 

IRiiRR?4 , 86R833. and 99R833. 

'-'L.N 1 .ell. PROJECT MANAGER/TELEPHONE IORAPT4 11 

Deniz Mackey 301-c~o-: •:tu<> Lorraine Boykin 301· "\to~: 

F ORM FDA 2622 (10/09) PAGE NO. 86-22 



FY2015 ORA WORKPLAN October 1 2014 

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

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

Products Authoritv - 86 

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

86001, 86002, 86004 [Ti oRA c:J cENTER 6.0 [4.3] 

10. 
R DISTRICT/ 
E SPECIALIZED DOMESTIC FOREIGN DOMESTIC DOM E STIC INVE ST!- INVE ST!- ~OMESTI FIEL D FIEL D 
G LABORATORY INSPEC- INSPEC- INSPEC- INSPEC- GATIONS GATIONS SAMPL E EXAMS/ E XAMS/ 
I TIONS TION TIONS TION S (Hours) (Hours) DOC TEST S TESTS 
0 86001 86001 86002 86004 86001 86004 86001 86001 86002 
N ( }) (2) (3) (4) (5) (6) (7) 

TOTAL FIELD 105 30 3 22 350 30 5 75 30 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 17.3 36.0 36.0 20.0 3.0 5.0 4. 

TOTAL HOURS 1817 1080 108 440 350 30 15 375 13 

CONVERSION FACTOR 950 1180 950 950 950 950 950 950 95( 
TOTAL OPERATIONAL FTEs 1.91 0.92 0.11 0.46 0.37 0.03 0.02 0.39 0. 1~ 

7. REMARKS 

Laser products (86001) : ( 1) Inspections should be conducted on manufacturers of Class IIIb and Class IV products. Medical 

laser systems should be highest priority, followed by industrial, and commercial lasers (including laser light shows) or inspections 

directed based on a for cause request. For medical lasers, a joint QSIT and electronic product radiation control inspection should be 
conducted. (2) Foreign inspections to be conducted by WEAC Analysts and other EOS Specialists. (5) Investigation Hours-

refer to Compliance Program for reporting information. (6) Field tests may be conducted for any laser products located at a user 

facility, following the same priority scheme as for inspections. (Class IIIb or IV medical, industrial and commercial lasers, including 

laser light show projectors). 

Sunlamps and sunlamp products (86002): (3) lnspectional figures are only for biennial or for cause inspections of manu-

factures of sunlamp products (e.g. sunlamps, booths, or beds). A joint QSIT and electronic product radiation inspection product 

radiation 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. (7) - Each sunlamp product tested may be counted as a 

field test, even iflocated in a single facility. NOTE: RRHR's Technical Assistance and Coordination under this program is planned 

under Radiological Health Control Activities (PAC 86008). 

Cabinet x-ray products (86004) : (4) Cabinet x-ray manufacturer inspections are to be comprehensive electronic product 

radiation control inspections. Cabinet x-ray field tests are no longer performed routinely under this program. The hours 

previously associated with field tests have been reprogrammed to inspections. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHE E T PAGEN0.-..;;8-.6-oiii2iio3 -



FY2015 ORA WORKPLAN October 1 2014 

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

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

Products Authoritv - 86 

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

86001, 86002, 86004 [Ti oRA c:J cENTER 6.0 [1.7] 

10. 
R DISTRICT/ OTHER OTHER OEI 
E SPECIALIZED OPERA- OPERA- IMPROVE-
G LABORATORY TIONS TIONS MENT 
I (Hours) (Hours) (Hours) 
0 86001 86002 86R876 
N (8) (9) 

TOTAL FIELD 750 75 760 

HEADQUARTERS Kb) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 750 75 760 

CONVERSION FACTOR 950 950 950 
TOTAL OPERATIONAL FTEs 0.79 0.08 0.80 

7. REMARKS 

Laser products (86001): 

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

Sunlamps and sunlamp products (86002): 

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

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. --8-.6--24,;,.. 



FY2015 ORA WORKPLAN October 1 2014 

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

Inspections of Manufacturers (Foreign and Domestic) and Radiation Control and Health Safety Act (RCHSA) 

Field ColllJ)liance Testing of Diagnostic X-rav EQuipment Authoritv - 86 

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

86003 [Ti oRA [Ti cENTER 8.7 [6.9] 

10. 
R DISTRICT/ 
E SPECIALIZED p OMESTIC FOREIGN DOMESTIC DOME STIC INVEST!- INVEST!- FIELD AUDITS FIEL D 
G LABORATORY INSPEC- INSPEC- INSPEC- INSPEC- GATIONS GATIONS EXAMS/ E XAMS/ 
I TIONS TIONS TIONS TION S (Hours) (Hours) TESTS TESTS 
0 DIRECTED ENG 
N ( }) (2) (3) (4) (5) (6) (7) (7) 

TOTAL FIELD 52 15 5 18 884 1051 295 30 50 

HEADQUARTERS l(b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 40.0 65.0 40.0 16.0 3.0 4.0 3.( 

TOTAL HOURS 2080 975 200 288 884 1051 885 120 15( 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 118( 
TOTAL OPERATIONAL FTEs 2.19 1.03 0.21 0.30 0.93 1.11 0 93 0.13 0.13 

?. REMARKS 

(1) - Domestic inspections to be conducted based on the OEI of diagnostic x-ray equipment manufacturers. Joint QSIT and 

electronic product radiation control inspections should be conducted if possible. 

(2) - Foreign inspections should be joint QSIT and electronic product radiation control inspections if possible. 

(3) - Directed Inspections based on the OEI of diagnostic x-ray equipment manufacturers. 

(4) - Inspections based on the OEI of diagnostic x-ray equipment assemblers. 

(5) - Investigation hours for review and planning of activities under columns 1 (Domestic), 2 (Foreign), and 3 (Directed) Inspections. 

(6) - Investigation hours for review of2579 forms (reports of assembly) in preparation for performing field tests and field test 

follow up activities. 

(7) - Field tests and audits are obtained from Attachment A and provided by CDRH's OCER/DMQRP Diagnostic Devices Branch, 

(8) - Audits are for quality assurance joint field tests for follow-up tests conducted by an individual qualified as an auditor. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHE E T PAGEN0.-..;;8-.6-oiii2iio5 -



FY2015 ORA WORKPLAN October 1 2014 

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

Inspections of Manufacturers (Foreign and Domestic) and Radiation Control and Health Safety Act (RCHSA) 

Field ColllJ)liance Testing of Diagnostic X-rav EQuipment Authoritv - 86 

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

86003 [Ti oRA [Ti cENTER 8.7 [1.8] 

10. ~ ~ 

R DISTRICT/ OEI 
E SPECIALIZED OTHER IMPROVE-
G LABORATORY OPERA- MENT 
I TIONS (Hours) 
0 (Hours) 86R876 
N (8) 

TOTAL FIELD 965 760 

HEADQUARTERS Kb) (5), (b) (7)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 965 760 

CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 1.02 0.80 

?. REMARKS 

(9) - Coordination/technical assistance hours for field test activities. 

FORM FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE N0.-..;;8-.6-,;;2;;.6 -



FY 2015 ORA W ORKPLAN OCTOBER 1, 2014

             ATTACHMENT A - 2015 WORKPLAN
   INSPECTIONS OF MANUFACTURERS (FOREIGN AND  
       DOMESTIC) AND FIELD COMPLIANCE TESTING 
                  OF DIAGNOSTIC X-RAY EQUIPMENT  

NEW ENGLAND DISTRICT 

Number 

State 
CT 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

ME 
MA 
NH 
RI 
VT 
Total 

NEW YORK DISTRICT 

Number 
Systems FDA FDA 

State 
NY 

Installed Tests F/U Audits 
(b) (5), (b) (7)(E)

CE REGIONAL STAFF (STATES IN BALTIMORE DISTRICT) 

Number 

State 
DC 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

MD 
VA 
WV 
Total 

PAGE NO. 86-28 



FY 2015 ORA W ORKPLAN OCTOBER 1, 2014 

CE REGIONAL STAFF (STATES IN CHICAGO DISTRICT) 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 
IL (b) (5), (b) (7)(E)

CE REGIONAL STAFF (STATES IN CINCINNATI DISTRICT) 

Number 
Systems 
Installed 

FDA 
Tests 

FDA 
F/U State Audits 

KY 
OH 
Total 

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

CE REGIONAL STAFF (STATES IN DETROIT DISTRICT) 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 
IN 
MI 
Total 

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

CE REGIONAL STAFF (STATES IN MINNEAPOLIS DISTRICT) 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 
MN 
ND 
SD 
WI 
Total 

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

PAGE NO. 86-29 



FY 2015 ORA W ORKPLAN OCTOBER 1, 2014 

CE REGIONAL STAFF (STATES IN NEW JERSEY DISTRICT) 

Number  
Systems FDA FDA  

State Installed Tests F/U Audits 
NJ (b) (5), (b) (7)(E)

CE REGIONAL STAFF (STATES IN PHILADELPHIA DISTRICT) 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 
DE 
PA 
Total 

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

ATLANTA DISTRICT 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 

FLORIDA DISTRICT 

Number 
Systems FDA FDA 

State Installed Tests F/U Audits 

GA 
NC 
SC 
Total 

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

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

PAGE NO. 86-30 



FY 2015 ORA W ORKPLAN OCTOBER 1, 2014 

NEW ORLEANS DISTRICT 

Number 

State 
AL 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

LA 
MS 
TN 
Total 

SAN JUAN DISTRICT 

Number 
Systems FDA FDA 

State 
PR 

Installed Tests F/U Audits 
(b) (5), (b) (7)(E)

SW REGIONAL STAFF (STATES IN DALLAS DISTRICT) 

Number 

State 
AR 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

OK 
TX 
Total 

SW REGIONAL STAFF (STATES IN DENVER DISTRICT) 

Number 
Systems FDA FDA 

State 
CO 

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

Tests F/U Audits 

NM 
UT 
WY 
Total 

PAGE NO. 86-31 



FY 2015 ORA W ORKPLAN OCTOBER 1, 2014 

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT) 

Number 

State 
IA 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

KS 
NE 
MO 
Total 

LOS ANGELES DISTRICT 

Number 
Systems FDA FDA 

State 
AZ 

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

Tests F/U Audits 

CA 
Total 

SAN FRANCISCO DISTRICT 

Number 

State 
CA 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

HI 
NV 
Total 

SEATTLE DISTRICT 

Number 

State 
AK 

Systems 
Installed 

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

FDA 
Tests 

FDA 
F/U Audits 

ID 
MT 
OR 
WA 
Total 

PAGE NO. 86-32 



FY2015 ORA WORKPLAN October 1 2014 

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

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

Authoritv - 86 

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

86006A,D.E c:J oRA W CENTER 3.1 

R DISTRICT/ FOREI GN DOMESTIC DOMESTIC DOMESTIC DOMESTIC 
E SPECIALIZED INSPEC- SAMPLE SAMPLE SAMPLE SA.i\1PLE 
G LABORATORY TIONS ANALYSIS ANALYSIS ANALYSIS ANALYSIS 
I 1ICROWAVJ X-RAY NON~MED SUN 
0 WH OLE L ASE RS LAMPS 
N (}) 86006A 86006D 86006£ 86006E 

TOTAL FIELD 5 61 4 42 10 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY -SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 68.0 18.0 345.0 15.0 25.0 

OTALHOURS 340 1098 1380 630 250 

ONVERSION FACTOR 1180 1180 1180 1180 1180 
OTAL OPERATIONAL FTEs 0.29 0.93 1.17 0.53 0.21 

7. REMARKS 

lill§r.=-C!2IllR~J. I For any inspections of radiation-

emitting medical device manufacturers, a joint QSIT and electronic product radiation control inspection should be conducted. 

Instructions for performing inspections are provided in Compliance Program 7386.001, with time reported under PAC 86006. 

Report time for specific lab analyses under PAC 86006A, D or E. 
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FY2015 ORA WORKPLAN October 1 2014 

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

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

Authoritv - 86 

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

86007, 86R824, 86R833, 99R833 [Ti oRA c:J cENTER 8.1 

10. 
R DISTRICT/ IMPORT IMPORT IMPORT IMPORT IMPORT 
E SPECIALIZED EiNTRY INV FIELD SA.MPLE SAMPLE 
G LABORATORY REVIEW (Hours) E XAMS COLL ANALYSIS 
I (Hours) E NG 
0 86R833 
N (}) 

TOTAL FIELD 6515 1400 400 50 50 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 0.7 2.8 17.0 

TOTAL HOURS 6515 1400 280 140 850 

CONVERSION FACTOR 1200 950 950 950 1180 
TOTAL OPERATIONAL FTEs 5.43 1.47 0.29 0.15 0.72 

7. REMARKS 

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

Filer Evaluations (operation code 95, PAC 99R833) 

Follow-up to Refusals (PAC 86R824). 

Laboratory allocations were planned by ORS. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. --8-.6--34,;,.. 



FY 2015 ORA WORKPIAN October 1 2014 

1 PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAMFJNUMBER 

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

Authority - 86 

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONALFIEPOSffiONS 

86008, 86009 c:J oRA W CENTER 50 

R 
10 

DISTRICT/ :Emergency 
E SPECIAUZED MISC Response 
G lABORATORY (Hours) (Hout·s) 
I RRHR RRHR 
0 
N rn (2) 

TOTAL FI:ELD 3600 2400 

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

NEW ENGLAND 

NE NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHilADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN mAN 
REGIONAL lAB 

REGIONAL STAFF 

DAllAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL IABORATORY-SW 
PACIFIC REGIONAL IABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 3600 2400 

CONVERSION FACTOR 1200 1200 
TOTAL OPERATIONAL FIEs 3 00 2 00 

7 REMARKS 

(1) Miscellaneous hours for RRHR for Federal/State liaison activities includes coordination, technical assis1iance and other activities 

for following PAC codes 86002,86003, 86004, 86008 and 86009 

(2) RRHR for technical assistance to state and local agencies regarding emergency response planning, reviewing, and evaluating 

emergency plans related to nuclear power plant 

FORI\'! FDA 262la (10/09) ORA WORKPLANNING SH:E:ET PAGE NO _..;:8;,;;,6-,;;,3;;.5 -



1. PROGRAM/ ASSIGNMENT TITLE 2 . PPS PROJEC T NAME/NUMBER 
Imported Acidified & Low Acid Canned Foods Foodborue Biological Hazards - 03 
PACs 03003,A 

3. PROGRAM TYPE [X] COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detain Acidified and Low-Acid Canned Food which are packed in food canning establislunents not in compliance with 21 

CFR 108, 113, and 114. 

Resources for foreign inspections are planned under PAC 03R233. 

5. PROGRAM JUSTIFICATION 

Acidified and Low-Acid Canned Foods continue to be the source of sporadic problems from improper processing (e.g., under-

processing, inadequate pH or Aw control, leakage). Inspections of foreign fums have shown many finus (and their products) 

to be out of compliance with CFR Parts 108, 113, and 114. 

The munber of foreign AFILACF fums submitting registration has been increasing significantly each year. 

6. FIELD OBLIGATIONS 

The Field is responsible for the detention of Acidified and Low-Acid Canned Foods that appear to be improperly processed or 

packaged tlu ough the examination of lots or sample analysis. Additionally, products in this category are detained if they are 

from finus that do not comply with registration and filing requirements. All imp01t field exams are to routinely include: 

pH detenuination, can examination and verification that the imp01t ed product is the same as that which was declared 

(reconciliation exam); an assessment of security concems related to labeling & som·ce cmmtly (including container integrity, 
signs of intentional adulteration, etc.); and n·aditional safety concems. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

Refer to Compliance Program (7303.003) 03, 04, 09, 12-18, 20-25, 27, 29,30, 31, 33-41 

e. EXAM TYPE [X] CHEMICAL CXJ MICROBIOLOGic AL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAILJ OTHERS (SPECIFY) 

£ CHECK THE FOLLOWING ATTRIBUTES 

pH, Water Activity, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Detenuination 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. FC-1 



I. PROGRAWASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Domestic & Imp01ted Cheese & Cheese Products. Foodbome Biological Hazards - 03 
PACs 03037,B,D 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To conduct inspections of domestic and foreign cheese fmns, to examine samples of imp01ted and domestic cheese for 

microbiological contamination, phosphatase and filth. To take appropriate action on imp01ted lots and domestically produced 

cheese when violations are encountered. 

Inspection and analytical resom·ces have been planned separately for outbreak and emergency operations (PAC 03F813) 

and foreign inspections (03R233). 

5. PROGRAM JUSTIFICATION 

Cheese and cheese products have been demonstrated to contain pathogenic microorganisms that can cause human illness. 

Also, a ntuuber of deaths have been associated with the consumption of certain cheeses. Due to continuing microbiological 

problems associated with cheese and cheese products, the Compliance Program covers domestic and imp01ted cheese and 

cheese products for microbiological as well as phosphatase and filth analysis. 

6. FIELD OBLIGATIONS 

The field is requested to conduct inspections of domestic and foreign cheese manufacturers and, as necessary, sample 

collections and analyses to doctuuent & support inspectional fmdings. The field is also requested to conduct sample collections 

and analyses of imp01ted cheese focusing on soft cheese as high priority. Refer to the instructions in the Compliance Program 

egarding the collection of domestic samples not resulting from inspections. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

0 BY DISTRICT OFFICE D BY CENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED W DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

Hard and soft cheeses. 12 

e. EXAM TYPE w w MICROBIOLOGICAL D PHYSICAL D CHEMICAL ENGINEERING 

0 MICROANAL YTICArD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

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

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Progt·am 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-2 



1. PROGRAM/ ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Domestic Acidified & Low-Acid Canned Foods Foodborue Biological Hazards - 03 
PAC 03803A 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To detennine if the finns comply w'ith 21 CFR, Part 108, 113 and 114 and other requirements of the FD&C Act. 

To perform inspections to ensure compliance of interstate marketing of acidified and low-acid canned foods. 

A continued priority will remain with out-of-compliance finns and special situation fums (e.g. newly registered, fums 

operating under Emergency Permit, etc.). Please refer to the compliance program for instructions. 

5. PROGRAM JUSTIFICATION 

Low-Acid Canned Foods: Inspections conducted in prior year's programs have demonstrated that the degree of compliance 

with low-acid canned food regulations relate directly to the degree of freedom from hazard to consmuers found in the food 

produced. High risk industry segments, identified under previous programs, as well as re-inspection of the remaining portions 

of the industry are needed to establish and maintain compliance w'ith the low-acid canned food regulations. 

Acidified Foods: The program is needed to ensure that the acidified food industry's degree of freedom fi·om public health 

hazard continues and to monitor industry' s compliance with the acidified food regulations. To identify needed regulatory 

action to prevent hazard to health and identify any problem areas which need emphasis in futtu·e programs. 

6. FIELD OBLIGATIONS 

Special situation fums are to be inspected according to the instr"tlctions in the Compliance Program (see program). State 

contr·act inspections are to be used to increase fum coverage tmder this program. 

State inspections may be conducted in addition to the munber of inspections assigned per District. Resom·ces include 

coverage of food sectu'ity issues (see I OM) at domestic processors. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

See Compliance Program. 02-11 , 13-41, 45-46, 50 

e. EXAM TYPE [X] CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Water Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC, Heat Resistance Detennination. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

F ORl'\tl FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-3 



1. PROGRAM/ ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Domestic Food Safety Foodbome Biological Hazards - 03 
PACs 03803,B,C,D,E 

3. PROGRAM TYPE W COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assw-e that domestic establishments involved in the production, storage and distribution of food products are in compliance 

with the FD&C Act and regulations promulgated tmder the Act. 

Non-clinical Good Laboratory Practices inspections, which w-ill be directed by CFSAN, w-ith the appropriate District will also 

be covered by the resources planned in this program. Utilize available state contract inspections to augment district coverage 

mder this pro gram. 

Also, resources needed for inspections of domestic fmus for FDA E.U. ce1tification w-ill be taken fi:om this program. 

Food security issues are to be covered dmmg all inspections (See IOM) . 

5. PROGRAM JUSTIFICATION 

Domestic products, as well as imported products in domestic conuuerce, must comply with the provisions of the FD&C Act 

and regulations promulgated under the Act. FDA is charged w-ith the responsibility of assmmg that foreign and domestic 

manufacttu·ers produce these products tmder cun-ent Good Manufacttumg Practices. 

6. FIELD OBLIGATIONS 

To conduct domestic and foreign inspections, focusing on high-risk finus w-ith additional program resources to provide 

coverage consistent with priorities and objectives of the compliance program. Districts w-ith state contract food inspections 

are to utilize them in program coverage of high-risk and non-high-1-isk fums. Resom·ces provided for sample collections and 

analyses are projections based on recent data, and not absolute work plan obligations. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

All Food Products (except Industly Code 12, 16) All human food codes (use appropriate product codes) 

e. EXAM TYPE [X] CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

W MICROANALYTIC~ OTHERS (SPECIFY) 

£ CHECK THE FOLLOWING ATTRIBUTES 

Filth, Decomposition and Microbiological Contamination (See Compliance Program) 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. FC-4 



1. PROGRAM/ ASSIGNMENT TI1LE 2. PPS PROJECT NAME/NUMBER 
hnp01ted Foods - General Foodbome Biological Hazards - 03 
PACs 038 19,A,B,C 

3. PROGRAM TYPE [X] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To examine imp01t ed foods to detenuine if they are in compliance with the requirements of the FD&C Act and the regulations 

promulgated under this Act. To prevent the entry into the United States of impotted foods that are fotmd to be out of 

compliance, and to pm-sue appropriate regulatory remedies, including compliance actions as well as proactive strategies, 

(e.g., DWPE, other broad-based actions) to ensure that futm·e entries of products are in compliance. 

Resources for foreign inspections are planned under PAC 03R233. 

5. PROGRAM JUSTIFICATION 

hnp01t ed products must comply with the provisions of the FD&C Act and the regulations/action level guidelines, conceming 

microbiological contamination and filth related to health hazards and disease vectors. FDA must assure that such products 

fotmd to be adulterated or misbranded are removed fr·om the marketplace. Articles offered for impott are subject to refusal of 

admission into the U.S., if they appear to contain a poisonous and deleterious substance, which may render them injurious to 

health, or are not in compliance with the FD&C Act, PHS Act, and regulations promulgated there under. 

6. FIELD OBLIGATIONS 

To conduct activities dit·ected by CFSAN, identified tlu·ough compliance programs, assignments, and irnp01t aletts and 

bulletins. To conduct itnp01t field examinations of products most likely to be out of compliance. To collect samples for 

detomination of microbiological contamination, filth, disease vector, or decomposition. 

Districts should emphasize priority products from CFSAN's hnpo1t Risk-Based Priorities List posted on the intranet and 
deemphasize coverage of products that are not consistent w-ith priorities noted in the list. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

All Food Products All applicable food codes except Indusny Code 12, 16, 40, 41 

e. EXAMTYPE [X] CHEMICAL [X] MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

w MICRO ANAL YTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Microbiological Contamination, Filth, and Decomposition (See Compliance Program) 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORM FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-5 



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER 
Domestic Fish and Fishoy Products Inspection Program Foodbome Biological Hazards - 03 
PACs 03842,B,C,D,H 

3. PROGRAM TYPE [X] COMPUANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensw-e that domestic establishments involved in the production, storage and distribution of fish and fishety products are in 

compliance w-ith the Fish and Fishery Products (Seafood) HACCP Regulation as well as the FD&C Act and other regulations 

tpromulgated undo· the Act. 

Inspections and analytical resources have been planned separately for outbreak and emerge11cy response (03R839). 

5. PROGRAM JUSTIFICATION 

FDA is responsible for assm-ing that manufacturers produce these products under the cull'ent Good Manufacttu-ing Practices, 

the Seafood HACCP Regulation, and the FD&C Act. 

6. FIELD OBLIGATIONS 

HACCP verification samples are not to be routinely collected. 

Collection of environmental samples may be conducted at Ready-To-Eat (RTE) finns. CFSAN will issue separate instructions 

for collecting enviroruue11tal samples. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

Domestic Fish and Fishoy Products 16 

e. EXAMTYPE [X] CHEMICAL [X] MICROBIOLOGICAL [X] PHYSICAL D ENGINEERING 

0 MICROANALYTIC~ OTHERS (PSP, ASP, Standards, Economic Deception, Labeling) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Refer to the Fish & Fishery Products Hazards & Conn·ols Guidance Manual (most recent edition) for hazards associated with 
each specific seafood product. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-6 



1. PROGRAM/ASSIGNMENT TITLE 2 . PPS PROJECT NAME/NUMBER 
hnpo1t Seafood Program Foodbome Biological Hazards- 03 
PACs 03844,B,C,D,H 

3. PROGRAM TYPE [X] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure a safe and wholesome import.ed seafood supply in the U. S., by enforcing impo1t er compliance with the seafood 

HACCP regulation, and to direct coverage of imported seafood products, in order to detennine their compliance w'ith the 

FD&C Act and regulations promulgated under the Act. 

Resom·ces for foreign inspections are planned under PAC 03R233. 

5. PROGRAM JUSTIFICATION 

hnpo1t ed products must comply with the provisions of the FD&C Act and its regulations . The Agency approach inc01porates 

both sample collection/analysis and HACCP review by investigators, specially trained in HACCP, of importers' records for 

safety. The HACCP review is conducted to ensm·e that each importer has and is using verification procedm·es for enstu'ing 

that the seafood they offer for imp01t was processed in accordance with the HACCP Regulation. 

6. FIELD OBLIGATIONS 

The field will continue to collect samples from impoltlots. It is important that the field base their sampling on the priorities as 

listed in the ctu1·ent compliance program. Equally impo1tant is that products be analyzed for the health hazard as identified in 

the HACCP Guide. For example, raw sru1mp should be analyzed for undeclared sulfites, not for micro. Note: Raw seafood is 

to be analyzed for MICRO only if it is known that the particular lot of seafood is to be consumed raw. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

Seafood Products 16 

e. EXAM TYPE [X] CHEMICAL w MICROBIOLOGICAL w PHYSICAL D ENGINEERING 

w MICROANALYTICALW OTHERS (PSP, ASP, Standards, Labeling) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Refer to the Fish & Fishe~y Products Hazards & Controls Guidance Manual (most recent edition) for hazards associated with 
each specific seafood product. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORl'\1 FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-7 



(15) (5), (15) (7)(E) 
·~ ~ 

I 
{6) {5), {6) {7L(E) I 
{6) {5), {6){7)(E) 

1. PROGRAM/ASSIGNMENT TITLE 
Juice HACCP Inspection Program 

2 . PPS PROJECT NAME/NUMBER 
Foodbome Bio logical Hazards - 03 

PACs 03 847,H 

3 . PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensure that domestic and impolted j uice processing establisluuents are in compliance w'ith the Juice HACCP Regulations 

as well as the FD&C Act and other regulations promulgated under the Act. 

Resom·ces for foreign inspections are planned under PAC 03R233. 

5. PROGRAM JUSTIFICATION 

The Juice HACCP regulation was adopted to ensm·e safe an d sanitary processing of fruit and vegetable juices aft.er rep01ts of 

many outbreaks offoodbome illnesses, some ofwhich directly affected children. 

FDA is responsible for asstu'ing that j uice processing finus establish and implement the p 1'inciples of HACCP. HACCPplans 

must include a minimum five-log pathogen reduction process control (or pe1fonuance standard) for juices that are not 

themtally processed concentrates or that are n ot shelf-stable according to the regulation. The collection of verifica tion 

samples will be conducted to help validate the fiml's HACCP plans. 

6. FIELD OBLIGATIONS 

I 

7a . SELECTION OF ESTABLISHMENTS T O BE COVERED 

[TI BY DISTRICT OFFICE D BY CENTER D BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Juice Products 

d . INDUSTRY/PRODUCT CODE(S) 

2 0-22, 24, 25 

e. EXAM TYPE [X] CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

w MICROANALYTICALW OTHERS (I mporter Verification ofHACCP) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Refer to Compliance Program 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 

FORl'\1 FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE N O. FC-8 



1. PROGRAM/ASSIGNMEN T TITLE 
Environmental Sampling 
PAC 03F830 

2. PPS PROJECT NAME/NUMBER 
Foodborue Biological Hazards - 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR UU ASSIGNMEN T 

4. OBJECTIVES 

Inspectional approach for inspecting certain high risk food manufacturers will include the collection ofenvit·onmental s amples 

from areas in the plant where bacteria may be surviving and able to grow to high muubers tmder certain conditions. 

High risk finus w-ill be targeted for environmental sampling as identified by CFSAN and the instructions provided to the field 

tlu·ough special assignments developed in coordination with ORA. 

5. PROGRAM JUSTIFICATION 

The purpose for environmental sampling is to detenuine whether hanuful bacteria are present in the food processing 

envit·oruuent in high risk food plants and thus present a 1-isk ofproduct contamination. 

6. FIELD OBUGATIONS 

The field will be requested to conduct inspections and pe1form envit·oruuental sampling in fums identified by CFSAN tlu·ough 

special assignments coordinated with ORA. 

The inspections will be conducted by a team which will include an investigator and a microbiologist, ifpossible. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 :BY CENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

To be specified in assigruuents 

d. INDUSTRY/PRODUCT CODE(S) 

To be provided in assignments 

e. EXAM TYPE D CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

£ CHECK THE FOLLOWING ATTRIBUTES 

To be specified in assigruuents. 

g. SPECIAL EQUIPMENT, METHODS , AND HANDUNG 

Refer to assignments and to DDFI Food Bulletins #3 0 and #32 for equipment and special instructions. 

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



1. PROGRAM/ASSIGNMENT TITLE 
Methods Validation/Development Program 
PAC 03R816 

2 . PPS PROJECT NAME/NUMBER 
Foodborue Biological Hazards - 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR UU ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in suppolt ofregulat01y analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are e ssential to support enforcement activities. 

6 . FIELD OBLIGATIONS 

Conduct activities under this program as directed by the Office ofRegulat01y Science. 

7a . SELECTION OF ES TABLISHMEN TS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTICALD OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORl'\1 FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-10 



1. PROGRAM/ASSIGNMENT TITLE 
Outbreak and Emergency Response 
PACs 03R839, 04R8 39 

2 . PPS PROJECT NAME/NUMBER 
Foodbome Bio logical Hazards - 03 
Pesticides and Chemica l Contaminants - 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [X] ASSIGNMENT 

4. OBJECTIVES 

Conduct follow-up investigations, inspections, sample collections, and analyses related to outbreak and illness attributed to 

microbiologica l contamination of food products. 

Follow-Up to Reportable Foods Regisny reports and Food Defense Assignments are also planned under this categ01y . 

5. PROGRAM JUSTIFICATION 

Each year the field expends increasing amounts ofresom·ces to follow-up on reports of outbreaks and illnesses linked to 

contaminated food products. Resom·ces are set aside in the work plan specifically to conduct emergency operations associated 

with these investigations. 

6. FIELD OBLIGATIONS 

Based on directives issued by CFSAN and ORA, Disti-icts will be requested to conduct investigations and collect doctuuents 

and samples need ed to determine whether a link exists between a reported illness or outbreak and a specific product or fum. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [TI BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TI DIRECTED 

c. PRODUCT(S) 

To be specified in assignments. 

d. INDUSTRY/PRODUCT CODE(S) 

To be specified in assignments. 

e. EXAM TYPE D CHEMICAL [X] MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICALD OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

To be specified in assignments. 

FORM FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. FC-11 



1. PROGRAM/ASSIGNMENT TITLE 
Food Defense 
PAC03R845 

2. PPS PROJECT NAME/NUMBER 
Foodbome Biological Hazards - 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

To maintain food defense preparedness by means ofj oint CFSAN/ORA field assigrunent s, FDA collection and analysis of 

proficiency samples for the Food Emergency Response Network, providing resom·ces for general laboratory preparedness 

activities including instnuuent, reagent, and standards maintenance, and related activities. Maintain and expand food defense 

alertness to the food industiy. 

Resources for Food Defense are planned under PAC 03F813 (Respons ive Investigative!Laborat01y Operations) . 

5. PROGRAM JUSTIFICATION 

A secure food supply is considered palt ofthe nation 's infrasti"tlcture. FDA, along with o ther federal agencies, is responsible 

for responding to threats to the security ofthe food supply. TI1e resomces and activities planned under this program will help 

the Agency maintain a necessary state ofreadiness to respond to threats and activities planned for periods ofheightened alert, 

as well as initiate and/or maintain food defense aleltness to expanding industiy groups. 

6. FIELD OBLIGATIONS 

Actual emergency and code-red alert. status activities, when needed, will be directed jointly by CFSAN and ORA, and the Field 

will be insm 1cted on planned work that w-ill be halted. Food Defense Assigrunents, cleal!'ed by CFSAN and ORA, are to be 

can-ied out expeditiously. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER ITJ BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

All Food Products 

d. INDUSTRY/PRODUCT CODE(S) 

All food indusny/ product codes. 

e. EXAMTYPE [X] CHEMICAL W MICROBIOLOGICAL W PHYSICAL W ENGINEERING 

[X] MICRO ANAL YTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

To be directed by assigrunent and protocols jointly developed by CFSAN and ORA. 
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1. PROGRAM/ASSIGNMENT TITLE 
Pesticides and Industrial Chemicals in Domestic and 
Impo1ted Foods PACs 04004A,D 

2 . PPS PROJECT NAME/NUMBER 
Pesticides an d Chemical Contaminants - 04 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To sample an d analyze domestic and imported foods for pesticide residues to detemune compliance with EPA residue 

for imports and Waming Letters for domestic growers. 

There is an on going emphasis on dioxins to obtain comprehensive data ofbackground levels ofd ioxin in a variety offoods. 

This information will help the Agency detemline ways to reduce exposm·e to dioxin. 

5. PROGRAM JUSTIFICATION 

The food supply requires monitoring for both pesticides and industrial chenucals to protect the public health. TI1e residue 

data obtained ale als o us ed to estimate dieta1y exposure for risk assessments pe1fonued by the Agency and EPA as well as by 

other national and intemational organizations . 

6 . FIELD OBLIGATIONS 

Emphasis on pesticide/commodity combinations with high exposure residue potential, especially foods ofdietary significance 

& foods constuued in lalge amounts by infants and youn g children. See compliance program for detailed commodity emphasis. 

CFSAN plans on issuing a sample collection schedule at the beginning ofeach fiscal year focusing on violations and problem 

areas detected in recent yeals by FDA monitoring available foreign pesticide usage data a n d data provided by USDA's Pesticide 

Data Program. Dioxin collections will be handled by bi-annual collection schedules issued by CFSAN. Dioxin investigation 
assignments and follow-up sampling may be used by CFSAN under this program when unusually high dioxin levels ale found . 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

02-41 , 45-47, 50 , 52, 54 

e. EXAM TYPE UU CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTICALD OTHERS (SPECI FY) 

f. CHECK THE F OLLOWING ATTRIBUTES 

Pesticides and industrial chemicals as directed by compliance program 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See compliance program, PAM, IOM, etc. 
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1. PROGRAM/ ASSIGNMENT TI1LE 
Chemotherapeutics in Seafood 
PAC 040 18 

2. PPS PROJECT NAME/NUMBER 
Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To sample and analyze selected impo1ted and domestic aquaculttu·e seafood products. To detemline the presence of 

unapproved chemical compounds such as dmgs or antifungals and to initiate regulatory actions against lots which contain 

unapproved chemical compounds. 

5. PROGRAM JUSTIFICATION 

Worldwide trends are toward increased dependence upon cultured fish and shellfish produced under environmentally 

controlled conditions. Many ofthe countries producing much ofthe aquaculturally grown species allow the usage ofdmgs 

which are illegal in the United States. Intemational conditions, as such, mandate the monitoring ofaquaculture products for 

illegal dmg residues. In addition, the use of dmgs on a national scope in aquaculture has been repolted. Samples collected are 

intended to assess the cw1·ent situation regarding dmg residues in domestic and impo1t ed seafood products and to initiate 

regulatory action when warranted. 

6. FIELD OBLIGATIONS 

Districts w'ill collect and analyze domestic and impolt samples of aquaculttu·e seafood pFoducts specified in the program's FY 

15 Collection Schedule. TI1is s chedule may be updated throughout the fiscal year ifwan:anted by new trends in regulato1y 

fmdings and/or as additional validated methods are ready to implement. As a budget relief, two agent analyses should be nm 

per s ample for all products except crab, provided the second agent is one of interest for that product. Individual subsample 

analyses will only be required for crab and slll'inlp samples being analyzed for Chloramphenicol and Nitrofw·ans. All of the re­
maining samples w'ill be a composite of 12 sub-samples. Refer to the FY 15 Collection Schedule for additional instmction. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D B Y CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Seafo od Products 

d. INDUSTRY/PRODUCT CODE(S) 

16 

e. EXAMTYPE [X] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANALYTICALD OTHERS (S PECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Unapproved dmgs per the Compliance Program and the Collection Schedule. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ ASSIGNMENT TITLE 
Toxic Elements in Food, Foodware, and Radionuclides 
in Foods (Imp01t and Domestic) PACs 040 19A,B,C 

2. PPS PROJECT NAME/NUMBER 
Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE [X] COMPUANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detemline the incidence and levels oflead, arsenic, cadmitun, mercury and other toxic elements ofsignificance and 

adionuclides in domestic and imported foods (including seafood) . Also, to detemline incidence and levels oflead and 

cadmium in food ware and to take regulatoty action against any food or food ware found to contain levels oftoxic elements or 

adionuclides ofregulatoty significance. 

5. PROGRAM JUSTIFICATION 

The continuing monitoring ofdomestic and imported foods (including seafood) for toxic elements and radionuclides as 

necessary to detemline the occtu1·ence oftoxic elements and radionuclides in the U.S. food supply that may pose a health 

hazard and to take regulatoty action to remove those products from human food channels. Als o, this monitoring will provide 

additional data on background levels of toxic elements and radionuclides in foo ds that will assist in identifying unusual levels 

that may be ofhea lth s ignificance for follow up regtllat01y action. 

6. FIELD OBLIGATIONS 

Foods that may be significant som·ces oflead in children are candy, chocolate/cocoa, and seafood. These products are to be 

sampled and analyzed for the presence oftoxic elements in accordance w-ith instmctions in the "Toxic Element" Program and 

assignments (to be issued) . CFSAN will issue collection schedules and direct other FY 15 food w ork. Specific foods 

collected near domestic nuclear power plants are to be analyzed for radionuclides. Foods imp01t ed from countries potentially 

affected by radioactive contamination will be sampled and analyzed for radionuclides. TI1e Program should be maintained to 
keep expertise and proficiency in this area. Stuveillance activities will be rep01ted under, and credited to the Program PAC . 
7a. SEL ECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTif 
b. INSPECTION TYPE D COMPREHEN SIVE D ABBREVIATED [TI DIRECTED 

c. PRODUCT(S) 

All htunan food products. Ceramic food ware. 

d. INDUSTRY/PRODUCT CODE(S) 

All food codes except 53. 

e. EXAM TYPE [X] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

£ CHECK TifE FOLLOWING ATTRIBUTES 

Lead, cadmitun, mercmy and other toxic elements as directed. Domestic - tritium, 90 Sr & gartuua ray emitters; IMPORTS; 
134 Cs, 137 Cs, 90 Sr 

g. SPECIAL EQUIPMENT, MElliODS, AND HANDLING 

Radiochemical analysis capability. (Available only at WEAC). Graphite ftunace atomic absotption with Zeeman backgrotmd 

correction. 

FORM F DA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-15 



1. PROGRAM/ ASSIGNMENT TITLE 
Total Diet Study 
PAC 04839 

2. PPS PROJECT NAME/NUMBER 
Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To detennine the levels of occtu1·ences and dietary intakes of selected pesticides, industrial chemicals, and toxic elements by 

various age/gender groups through analyses of table-ready foods. In addition, to observe d ifferences or trends in the intake of 

these chemicals and to investigate unusual fmdings. To monitor radionuclide levels in foods. Selected nutrients are analyzed 

under the Selected Nutrients in Food Survey, PAC 21 839. 

5 . PROGRAM JUSTIFICATION 

The continuing study has provided valuable infonuation on dietruy intakes ofresidues and nutrients and has often been used 

to gauge intakes in ready-to-eat foods. EPA relies on the data for hazard assessment in special review and other proceedings. 

Portions of the Total Diet samples are used for other analysis (e.g., radionuclides, selected n utrients, pesticides, industrial 

chemicals, and toxic elements). Additionally, selected T otal Diet Study foods are analyzed for dioxins tmder the pesticide 

program by ARL. 

6. FIELD OBLIGATIONS 

The collection and analysis of four market baskets each consisting of three separate sruuplings of approximately 280 food 

items are to be collected from three locales in the region over a five week period. KAN-D O lab w'ill analyze Total Diet samples 

for pesticides, industrial chemica ls, toxic elements, and selected nutrients. WEAC will analyze all foods from two market 

baskets for radionuclides. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Various Hwuan Foods 

d . INDUSTRY/PRODUCT CODE(S) 

All Htunan Fo od Codes 

e. EXAM TYPE [X] CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANAL YTICAL0 OTHERS (SPECIFY) Moisture Content 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Methods Validation/Development Program 
PAC 04R816 

2. PPS PROJECT NAME/NUMBER 
Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [X] ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in suppo1t ofregulat01y analysis. 

5. PROGRAM JUSTIFI CATION 

Validated analytical methods are essential to suppo1t enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as du·ected by the Office ofRegulato1y Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFI CE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e . EXAMTYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D EN GINEERING 

D MICRO ANAL YTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Forensic Evaluation and Sample Analysis 
PAC 04R838 

2. PPS PROJECT NAME/NUMBER 
Pesticides and Chemical Contaminants - 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

Forensic evaluation and forensic sample analysis activities are to provide sound scientific s upport for the investigations ofthe 

Office of Criminal Investigations. 

TI1is includes sample analysis ofphysical samples related to incidents oftampering, counterfeiting, fraud, adulteration and 

other violations ofthe FD&C and related acts so that the findings are suitable to be presented as technical evidence in a comt 

oflaw. 

It also includes forensic evaluation ofmethods and the generation ofs cientific data to identify, characterize and assess the 

[public health inlpact ofpossible adulterants, or intentional violation ofthe law regarding regulated products to assist FDA 

in its public health mission. 

5. PROGRAM JUSTIFICATION 

Incidents of tampering, fraud, and adulteration vvith known and potentially hannful substances make it clear that FDA needs to 

[be able to conduct sample analyses to reliably detennine the chemical identity ofsuspected substances and suppo1t its findings 

in the comts. FDA's unique public health mission makes it interested in types offorensic e valuation and method studies for 

>Vhich there are few customers and few external funding s om·ces. To protect the public health FDA needs to continue to 

develop an arsenal oftechniques which will pennit it to dete1mine the nattU'e and somce ofrisks through criminal 

investigations. 

6. FIELD OBLIGATIONS 

!Appropriate scientific analysis ofofficial physical samples in support ofInvestigations are to be pof01med so that the fmdings 

are suitable to be presented in a comt oflaw. The time spent on these activities is to be reported as PODS Opo·ation Code 4 1 

or 43, domestic or inlport sample analysis tmder the appropriate Forensic Activities PAC 04R838 or OCI PAC 04R83 1. 

Conduct operation support.ing methods refmement, development, or general forensic stt1dies that may be applied to 

laborat01y evaluations to supp01t the FDA mission. Report the time spent on these activities as PODS operation Code 03 , PAC 
04R838; Petition Validation, Methods Development or Forensic Evaluation. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Seafood Products 

d. INDUSTRY/PRODUCT CODE(S) 

e. EXAMTYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICALD OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

!unapproved dmgs po· the Compliance Program 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Mycotoxins in Domestic and Imp01t Foods 
PAC 0700 1 

2 . PPS PROJECT NAME/NUMBER 
Molecular Biology and Natural Toxins - 07 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To collect and analyze domestic and impolt samples offood products to determine the occurrence and levels of aflatoxins, 

fwuonis ins, deoxynivalenol (DON), ochratoxin, and patulin. To remove from interstate conuuerce, or detain upon entry , 

those foods that contain aflatoxins and patulin at levels judged to be ofregulatory significance. Regulato1y action for 

fwuonis in, DON, and ochratoxin w-ill be considered on a case by case basis until fomtal enforcement levels are established. 

Data from current monitoring will be used to establish enforcement levels. 

5. PROGRAM JUSTIFICATION 

Mycotoxins are metabolic products of specific molds commonly found on foods, some (the aflatoxins) ofwhich are 

hepatocarcinogens in a number ofaniulal species, and until proven otherw-ise must be assumed to be carcinogenic. The FDA, 

in conj unction with other agencies and the food industries, has devised and w-ill continue to improve on practical programs 

for ensuring minimum exposm·e ofthe population to mycotoxins without j eopardizing the food supply. 

Descriptions ofthe following specific mycotoxins included in this program are located in the Mycotoxins in Domestic and 

Impo1t ed Foods compliance program (C.P. 7307.001). 

1. Aflatoxins 

2. Patulin 

3. Deoxynivalenol ( DON) 

4. Fumonisins (Fmuonis in FBI , FB2 and FB3) 

5. Ochratoxin A 

6. FIELD OBLIGATIONS 

The field w-ill conduct follow-up inve stigations, that ntay be requested by CFSAN, and collect and analyze samples of 

domestic and imp01t ed products as directed by the compliance program. 

Smv eillance activities planned under this program ntay be pre-empted by enforcement initiatives agreed upon by ORA and 

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

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BY CENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE W ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

See Attaclnnent "A" C.P. 7307.001 for list of Products. 

d. INDUSTRY/PRODUCT CODE(S) 

See Attaclnnent "A" C.P. 7307.001 for list of Product Codes. 

e. EXAM TYPE w CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICALD OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program (C.P.) 7307.001 
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1. PROGRAM/ ASSIGNMENT TITLE 
Methods Validation/Development Program 
PAC 07R816 

2. PPS PROJECT NAME/NUMBER 
Molecular Biology and Natural Toxins - 07 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR w ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in suppolt ofregulato1y analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to suppolt enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as directed by the Office ofRegulato1y Science. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE 
D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTICALD 011fERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
hnpo1ted Foods - Food and Color Additives 
P ACs 09006A,B 

2 . PPS PROJECT NAME/NUMBER 
Food and Color Additives - 09 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To direct examination of impolted food products to detenuine their compliance with the Federal Food, Dmg and Cosmetic 

Act (the Act) and regulations with respect to food and color additives, and to detain those entries found to be in violation 

of the Act. 

5. PROGRAM JUSTIFICATION 

hnpo1ted products must comply with the provisions of the Act and implementing regulations for food and color additives. 

The compliance program directs sample collections and label review of imported foods for unapproved or undeclared 

food additives, and for non-pellllitted or undeclared color additives. 

6. FIELD OBLIGATIONS 

Districts should conduct label reviews, collect and analyze impo1ted foo ds for potential food and color additive violations 

and take appropriate regulato1y actions when violations are found. 

hnpo1t Field ExalllS: See remarks section on the ORA work plan sheet f01m 2621a under PAC 09F810. 

Stuveillance activities planned under this program may be pre-empted by enforcement initiative agreed upon by ORA and 
CFSAN. Such initiatives will be rep01ted under and credited to the Program PAC, unless otherwise directed. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All human foods 

d. INDUSTRY/PRODUCT CODE(S) 

All food codes (Indushy 16 and 13) 

e. EXAM TYPE w CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL[TI OTHERS (Label R eview) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Unapproved or undeclared food additives, and non-pellllitted or undeclared color additives. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program. 
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1. PROGRAM/ASSIGNMENT TITLE 
Retail Food Protection - State Program 
PAC 18002 

2. PPS PROJECT NAME/NUMBER 
Technical Assistance: Food and Cosmetics - 18 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To provide guidance, support, and assistance to the federal, state, tribal, and local agencies that have regulatoty control over 

the retail segment ofthe food industly with the goal ofreducing the occun-ence of risk factors implicated in foodbome 

illnesses. This pro grant will address the promotion of the Voluntaty National Retail Food Regulat01y Program Standards, 

!National Food Safety needs at retail level, CFSAN directed National Food Security Projects and will continue to provide 

technical assistance and the standardization of state and other federal officials. 

5. PROGRAM JUSTIFICATION 

There are more than 3,000 federal, n-ibal, state, and local regulatory food control agencies which together represent the 

regulat01y resource through which federal food policy is implemented at the retail level. This segment totals more than one 

million commercial and institutional food establishments, locations, and operations. 

Each year the Centers for Disease Control and Prevention's Annual Repolt shows that a maj or percentage of foodbome 

outbreaks, where mishandling of food is implicated, occur in retail food establislunents. Therefore, an impottant prut of FDA's 

mission is to provide assistance to federal, n-ibal, state, and local regulat01y agencies with conn·ol over this segment of the 

food industly. 

6. FIELD OBUGATIONS 

Provide technical assistance to federal, n-ibal, state, and local regulat01y food agencies. Prov ide technical assistance to CFSAN 

and Headquarters in the preparation of position papers. Conduct pet-iodic baseline and follow-up studies to measure trends 

on the occtu1·ence of foodbome ilhless 1-isk factors nationw-ide in selected food service and •·etail food establislunent. Promote 

the adoption of retail pro grant standards. Provide n·aining on the provisions of FDA Food C ode, HACCP, Facility Plan Review, 

the Egg Rule and other topics as may be needed by regulatory personnel. Provide suppolt to state and local agencies dwllig 

emergency situations and special events impacting retail food safety. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Hwuan Foods 

d. INDUSTRY/PRODUCT CODE(S) 

Inspections: 51 NY 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

£ CHECK THE FOLLOWING ATTRIBUTES 

A major goal in this pro grant is the reduction in the occtuTence ofCDC identified 1-isk factors associated with foo dbome 

illness in retail establishments and the national promotion of Food Code Interventions. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

Work assigned in this program is to be conducted by persons who are Center standardized in the application of the relevant 

retail establislunents Food Code provisions and related progrant doctunents. 
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1. PROGRAM/ASSIGNMENT TITLE 
(NCIMS) Milk Safety Program 
PAC 18003 

2 . PPS PROJEC T NAME/NUMBER 
Technical Assistance: Food and Cosmetics - 18 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To implement FDA's responsibility nnder the Public Hea lth Service Act, 42 USC 2 14; 42 USC 243; and 42 USC 246a and the 

Memorandum of Understanding (MOU) between FDA and the National Conference on Interstate Milk Shipments. This 

responsibility includes all Grade "A" daily products processing plants, and all daily fanns supplying raw milk to these plants. 

5. PROGRAM JUSTIFICATION 

This program w'ill promote a tmifonn, safe , and wholesome supply of Grade "A" Milk and M ilk products throughout the 

United States. This program enables FDA to exett influence on the application ofUnifonu Sanitruy Standards for Grade "A" 

Milk produced in the United States. This program provides a mechanism for reciprocity between states, thereby elintinating the 

need for costly duplicative inspection across j urisdictional lines. Without this program, FDA would have dil·ect responsibility 

for duplicative inspection across j urisdictionallilles. Without this program, FDA would have dil·ect responsibility for illspectillg 

Grade "A" M ilk products moving ill Interstate conuuerce. This progrruu also provides a mechanism for promoting greater sani­

tation nnifomuty ofall daily products. Due to the illcreasillg consumer illterest in chenucal contamillants ill the food supply, 

the perception and the potential for anitual dmg residues ill milk and daily products has become an itnpo1tant issue. This 

program will place additional emphasis towru·d continuous vigilance ill mailltaining a safe wholesome milk supply that is free of 

illegal anitual dmg residues. 

6. FIELD OBLIGATIONS 

To promote the adoption, implementation and enforcement ofthe unifonu technica l guidelilles, admlltistrative procedures and 

regulato1y standru·ds provided ill the Pasteurized Milk Ordillance (PMO) and related documents through provision oftechnical 

assistance and consultation; conduct check ratillgs ofiMS listed shippers and audits oflisted single se1vice facilities; 

pa1ticipation in regional semmat'S, state workshops and other traillillg courses and evaluate state programs to measure 

effectiveness ill maintaining adequate level ofconfonnity with the PM O and related documents. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [TI BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Grade "A" M ilk and Milk Products , (Cheese, Butter, D1y 

Milk and Frozen Desselt - when produced ill IMS Plants) 

d . INDUSTRY/PRODUCT CODE(S) 

09, 12, 13, 14 

e. EXAM TYPE w CHEMICAL [TI MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANAL YTICALD OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Listeria, Y e1'Slllia, Sahuonella, Colifo1m and anitual dmg residues ill milk and milk prod ucts. 

g. SPECIAL EQUIPMENT, METHODS , AND HANDLING 

Work assigned ill this program is to be conducted by pe1'S011S who ru·e standardized in the us e of the Grade "A" Pasteurized 

Milk ordillance and related documents and in the case ofnon-IMS products , pe1'Sons trained to conduct GMP illspections. 
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1. PROGRAM/AS SIGNMENT TITLE 
Molluscan Shellfish Evaluation 
PAC 18004 

2. PPS PROJECT NAME/NUMBER 
Tecllllical Assistance: Food and Cosmetics - 18 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D AS SIGNMENT 

4. OBJECTIVES 

Evaluate the shellfish sanitation program ofiSSC participating states and the 5 nations w-ith whom the Agency h as MOU in 

place with regard to the sanitary control ofshellfish intended for interstate and overseas commerce tmder the cooperative 

arrangements for the federal-state National Shellfish Sanitation Program (NSSP) . Provide standardization, technical assistance, 

training evaluation of state and intemational shellfish control programs. 

5. PROGRAM JUSTIFICATION 

Shellfish, by vitiue oftheit· habitat, physiological characteristics, and the manner in which they are consumed, require 

specialized comprehensive sanitary control measm·es to ensure the safety ofhuman cons tunption. The management of the 

program requit·es a cooperative federal-state eff01i as defmed in the National Shellfish S anitation Program (NSSP). 

Consumption ofraw or patiially cooked shellfish presents a high risk factor to a portion ofthe population, and requit·es 

specialized health control measures to oversee. FDA is conunitted to itnproving the s afety of molluscan shellfish through the 

NSSP, a program ofnewly developed safety controls. TI1ese initiatives are the direct result ofCongressional and public 

comments dit·ected toward the establishment ofa "level playitlg field" for both domestic and intemational producers of 

molluscan shellfish. These program itnprovements are intended to provide unproved shellfish s afety through improved 

program criteria, procedm·es, and technical suppoti under the NSSP. FDA is committed to improved s afety ofshellfish 

through program enhancement activities. FDA has conunitted suppoti to the NSSP both administratively and technically 

through an MOU w-ith ISSC. 

6. FIELD OBLIGATIONS 

Provide technical assistance and training to states and foreign programs in the prevention ofshellfish-home ilhless and 

enforcement ofappropriate public health controls. Oversee national standardization program for inspecting shellfish processing 

plants and evaluation ofstate and foreign shellfish growing areas. Participate in the evaluation ofnational shellfish control 

programs in countries applyitlg to import molluscan shellfish into the U .S . 

Program time has been allocated for each Regional Shellfish Specialist to hold one regional w orkshop. Regional workshops 

provide the opportunity for the specialists to exchange infonnation and provide technical assistance and guidance to theit· state. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [TI BYBOTif 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Fresh and fi.·e sh fi.·ozen mollus can shellfish 

d . INDUSTRY/PRODUCT CODE(S) 

52B, 16E 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (SPECIFY) 

£ CHECK TifE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT , MElliODS , AND HANDLING 

Work assigned in this program is to be conducted by persons who are Center Standardized in the application ofthe 

NSSPMO. 
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1. PROGRAM/ASSIGNMENT 1TILE 
Interstate Travel Program- Conveyances and Supp01t 
Facilities PAC 18029 

2. PPS PROJECT NAME/NUMBER 
Technical Assistance: Food and Cosmetics - 18 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To inspect and investigate passenger conveyances to ce~tify and approve sanitaty systems on conveyances and approve their 

watering points, their suppo1t facilities and their food som·ces based on the Public Health Se~vice Act, the Food, Dmg and 

Cosmetic Act, regulations, program guidance, Food Code, and in cooperation w'ith the regulated industly and cooperating third 

patty organizations. Also, to identify risk factors related to environmental conditions or management practices that may lead to 

foodborue illnesses, waterbome illnesses, and the n·ansmission ofcommunicable diseases. TI1e program includes administrative 

compliance and regulat01y actions as appropriate to ensure confonuance with the public health ptmciples embodied 

in the Acts and their regulations. TI1e goals ofthe program are to coope~·ate with the regulated industries, trade associations, 

and others to promote voluntaty compliance and to coordinate activities with FAA, CDC, DOT, EPA, Departlnent of 

Homeland Security (USCG, TSA) and other domestic and foreign govenuuent health officials to ensm·e the protection ofthe 

n·aveling public, and crew member ofconveyances tmder constt'llction and in operation and at related wate~mg points, 

cate~·ers, conuuissaries and se~vicing area on conveyances. 

5. PROGRAM JUSTIFICATION 

This program directs agency effotts in fulfilling Public Health Service Act responsibilities delegated to the Commissioner of 

Food and Dmgs [21 CFR 5.10(a)(2) and (4)]. Sections 311, 361 , and 368 ofthe Act address federal-state cooperation, the 

controls ofcommunicable disease, and penalties ofnoncompliance. The agency also bases the Interstate Travel Program, in 

patt, on provisions ofthe Federal Food, Dmg and Cosmetic Act and related regulations. The United States must comply w'ith 

the updated Intemational Health Regulations (IHR 2005) as ofJuly 17, 2007 that protect the health ofpeople around the world. 

As one ofthe competent authorities, FDA as an agency is responsible for monitoring baggage, cargos, containers, 

conveyances, and goods so that they are maintained free from sources ofinfection or contanlination including vectors and 

rese~voirs. There are specific requirements for ships and aircraft and delivety of food and water to affected conveyances. 

6. FIELD OBLIGATIONS 

The field is to pe~f01m the operations assigned in the ORA Workplan, conduct comprehensive inspections of food operations 

and support facilities, initiate administrative or regulatory actions as needed to enstu·e compliance, supp01t the maintenance of 

official classification list ofFDA's approved support facilities, establish and maintain tec hnical expettise in suppolt ofthe 

National Inte~-state Travel Program. Also, to cooperate w'ith other agencies, organizations, and industry toward achieving 

program objectives and to maintain effective communication between CFSAN and ORA Headqualtet-s regarding significant 
program issues and activities. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER [ZJ BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Htllllan food, water, and waste; conveyance envirolllllental 

conditions 

d. INDUSTRY/PRODUCT CODE(S) 

Inspections/Investigations: Industry 51, All food codes 
including water 29W (Y30). 

e. EXAM TYPE w CHEMICAL w MICROBIOLOGICAL D PHYSICAL w ENGINEERING 

[ZJ MICRO ANAL YTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Food & water stuv. & contanlination, mostly Micro analysis. Chem analysis; heavy metals in water "FOR CAUSE" basis e.g. 
lead, cadmium, copper in portable water systems at new support facilities & conveyances after constt'llction or major renovation. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

Catetmg point inspections will be conducted by pe~-sons standardized in the use ofFDA's Food Code and procedures 
established for the Interstate Travel Proe;ram. 
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1. PROGRAM/ASSIGNMENT TITLE 

Medical Foods - Domestic and Import 
PAC21002 

2. PPS PROJECT NAME/NUMBER 
Food Composition Standard Labeling and Economics-21 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To obtain inf01mation regarding the manufacttu-ing processes and quality assurance programs employed by domestic and 

foreign manufacturers ofmedical foods. 

To collect and analyze domestic and imported medical foods to assure that they are properly fonuulated and labeled and 

free from microbial contaminants. 

Resom·ces for foreign inspections are planned under PAC 03R233 . 

5. PROGRAM JUSTIFICATION 

Medical foods are f01mulated to be constuned or administered enterally under the supervision ofa physician and are intended 

for specific dietary management ofspecific disease or condition with distinctive nutritional requirements , based on 

recognized scientific principles established by medical evaluation. The products are oft.en used for life suppo1t and are subject 

to compositional en·ors and microbiological contamination. In addition to fotu· infant deaths in 1986, there have been a muuber 

ofmedical food recalls associated w-ith compositional deviations and under processing. 

Foreign inspections ofmedical foods fums are also planned in this program. Investigation al time to deteillline the admissibility 

ofimpo1ted lots ofmedical foods are planned tmder PAC 03F8 10. Resources are planned in this program for collection and 

analysis ofsamples collected fi:om these imp01ted lots. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections and collect s amples at compliance program directed finns. The Atlanta Center for Nutrient 

Analysis (ACNA) will pe1fonu all nutrient analyses. Southeast Regional Laborato1y (SRL), Microbiology Branch will pe1fonu 

microbiological analyses. Food s ectu1ty issues are to be covered dtu1ng all inspections. CFSAN/OC/DFPG will issue an 

inspection and sample collection schedule to participating disn1cts at the beginning ofeach fis cal year. 

Stuveillance activities planned tmder this program may be pre-empted by enforcement initiatives agreed upon by ORA and 

CFSAN. Such initiatives will be rep01ted under and credited to the program PAC, unless otherw-ise directed. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE [TI BY CENTER D BYBOTif 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Medical Foods 

d. INDUSTRY/PRODUCT CODE(S) 

41G[][) Use approp1-iate product identification muuber 

e. EXAM TYPE uu CHEMICAL uu MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTicAii:KJ OTHERS (Lobel Reviews) 

£CHECK TifE FOLLOWING ATTRIBUTES 

Nun1ent declarations. Micro exam for Listeria monocytogenes , Salmonella , Staphylococcus aureus, Bacillus cereus, 
Escherichia coli and Aerobic Plate Count (APC) . 

g. SPECIAL EQUIPMENT , MElliODS , AND HANDLING 

See compliance program. 
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1. PROGRAM/ASSIGNMENT TITLE 
Domestic and Import NLEA Nutrient Sample/Analysis 
and General Food Labeling Program PAC2I005 

2. PPS PROJECT NAME/NUMBER 
Food Composition Standard Labeling and Economics-2I 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMEN T 

4. OBJECTIVES 

To detemline the compliance ofdomestic and impo1t ed food product labels w ith regulations promulgated under the Federal 

Food Dmg and Cosmetic Act; including the Nutrition Labeling and Education Act (NLEA) and the Food Allergen Labeling and 

Consumer Protection Act (FALCPA) . Th is objective is to be accomplished by reviewing labels ofdomestic and imp01t ed food 

products and by collecting compliance and surveillance s amples for label review and analyses to assure: (I) that the nutrition 

label is in compliance w ith the regulations in Title 2I Code ofFederal Regulations I01.9; (2) that labeled nutrient content and 

health claims are mad e in a mam1er that complies with applicable regulations; (3) that the label complies with F ALCPA; and ( 4) 

that all labels include all required label elements. 

5. PROGRAM JUSTIFICATION 

All domestic and imp01t ed foods must d is close the presence ofany ingredient that is or contains protein derived fi.·om one of 

the 8 major food allergens so that individuals with allergies will be able to easily identify the presence ofsubstances that they 

must avoid. In addition, most food products in interstate conunerce must list trans fat in the nutrition label. The FD&C Act 

also mandates other required label infonuation and valid nutrient content and health claims to provide useful irlfonuation that 

assists constuners in selecting foods that promote good health and weight management. Continuous monit01-ing of food labels 

is necessary to ensure that consumers are provided with truthful infomtation that they need to select foods that are appropriate 

for their specific dietary needs and health main tenance. 

6. FIELD OBUGATIONS 

Districts will review import and domestic product labels for compliance with F ALCPA, NLEA, and other mandato1y label 

requ irements by conducting field exams. Districts will collect labels that do not appear to comply with FDA's food labeling 

laws and regulations for review by the district's compliance branch. Physical s amples w ill be collected for lab analyses as 

follows: (I) compliance samples that do not appear to qualify for labeled health or nutrient content claims (see C.P. Area of 

Emphasis #5); and (2) surveillance s amples collected for general nutrient analyses. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

CKJ BY DISTRICT OFFICE D BYCENTER D BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All food products (except vitamins/nlinerals) 

d. INDUSTRY/PRODUCT CODE(S) 

02-4 I 

e. EXAM TYPE w CHEMICAL D MICROBIOLOGICAL [KJ PHYSICAL D ENGINEERING 

D MICROANALYTicAii:KJ OTHERS (Lobel Reviews) 

£ CHECK THE FOLLOWING ATTRIBUTES 

Label review and nutrient analyses as appropriate, focus should be given to allergen and trans fat labeling. 

g. SPECIAL EQUIPMENT, METHODS , AND HANDUNG 

Samples for nutrient analyses to be s ent to SRLIACNA. See compliance program for details. 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO . FC-27 



1. PROGRAM/ASSIGNMENT TITLE 
Infant F01mula - Domestic and Impolt 
PAC 21006 

2. PPS PROJECT NAME/NUMBER 
Food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM TYPE [X] COMPLIANCEPROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To ensme compliance w ith the Infant Fonuula Act and regulations promulgated there under by inspection ofdomestic and 

foreign manufacturers ofinfant fonuula and collection and analysis ofinfant formula samples. 

Resources for foreign inspections are planned tmder PAC 03R233 . 

5. PROGRAM JUSTIFICATION 

Serious infant health problems arising from inadequate nutrient content of infant f01mul.a prompted Congress to pass the 

Infant F01mula Act of 1980. This inspection and analysis program assures adherence to the provisions ofthe Act. Violations 

and recalls over the past several years (and the continuing keen interest by Congress, as evidenced in patt by the 1986 

amendments to the Act) indicate the need for continued compliance monitoring. TI1e large munber of applications for approval 

ofthe formulas exempt from the Act requires expansion of oversight activities into this area. 

!Additional resources have been budgeted to allow annual inspection and sample collection from infant fonuu la fums. 

Inspections of foreign infant fonuula are plar111ed in this program. Investigation time to detetmine admissibility ofimp01t lots 

of infant formula from foreign manufacturers are planned under PAC 03F81 0. Resources are planned in this program for 

collection and analysis ofsamples collected from these impott ed lots. 

6. FIELD OBLIGATIONS 

Districts will conduct inspections and collect samples. Atlanta Center for Nutrient Analysis (ACN A) will petfonu nutrient 

analyses and label reviews. Southeast Regional Laboratoty, Microbiology Branch will perform microbiological analyses. 

CFSAN/OC/DFPG will issue an inspection and sample collection schedule to participating districts at the beginning ofeach 

fiscal year. Surveillance activities plar111ed tmder this program may be pre-empted by enf orcement initiatives agreed upon by 

ORA and CFSAN. Such initiatives w'ill be repolted under and credited to the program PAC, unless otherwise directed. Food 
security issues (see IOM) are to be covered dm'ing all inspections. 
7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE [TI BY CENTER D BYBOTH 
b. INSPECTION TYPE [TI COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Infant F01mula 

d. INDUSTRY/PRODUCT CODE(S) 

40C 

e. EXAMTYPE [X] CHEMICAL [X] MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTIC~ OTHERS (Label Reviews) 

f. CHECK THE FOLLOWING ATTRIBUTES 

~utrients as required by the Act. Micro exam for Listeria monocytogenes, Salmonella, Staphylococcus aureus, Bacillus cereus, 
!Escherichia coli , Aerobic Plate Cormt (APC). 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

See Compliance Program 
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1. PROGRAM/ASSIGNMEN T TITLE 
Dietaty Supplements - Domestic and Impolt 
PAC 21008 

2. PPS PROJECT NAME/NUMBER 
Food Composition, Standatds, Labeling and Economics - 21 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMEN T 

4. OBJECTIVES 

To ensure compliance with the Dietruy Supplement Health and Education Act and regulations promulgated there under by 

inspections ofdietaty supplement manufacturers both domestic a11d foreign. Dietruy supplements ofboth domestic a11d imp01t 

origin will be collected and analyzed for nutrient content vs. label declarations. All non-exempt dietruy supplements must 

comply w-ith the Supplement Facts Labeling requirements ofthe Act. Compliance with these requirements w-ill be detenuined 

by domestic a11d imp01t field exruus and documentaty srunple collections. 

Resources for foreign inspections are plalllled under PAC 03R233 . 

5. PROGRAM JUSTIFICATION 

Dietaty supplements ate a special class ofproducts consisting ofsuch dietaty ingredients as vitamins , minerals , amino acids, 

glandulru-s, herbs, and other botanicals. These products ru·e subject to specific safety and labeling requ irements. This program 

provides instmctions to FDA district offices regarding inspections, imp01t investigations, srunple collections and analyses, 

and complia11ce objectives in accordance with the Dietaty Supplement Health and Education Act of 1994. 

Investigational and sample collection time is set aside for continued focus on supplemen ts beating false or misleading claims 

on labels and supplements being marketed vvith clainls to treat diseases. 

6. FIELD OBUGATIONS 

Field obligations include inspections, domestic and impolt investigations, s ruuple collections and a11alyses ofdietaty ingredients 

in dietaty supplements. 

Surveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA and 

CFSAN. Such initiatives will be repotted under and credited to the program PAC, unless otherw-ise directed. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [ZJ BYBOTH 

b . INSPECTION TYPE [ZJ COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Dietaty supplements 

d. INDUSTRY/PRODUCT CODE(S) 

54 

e. EXAM TYPE w CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTicAil:ZJ OTHERS (Lnbel R eviews) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Analyze selected nutrients and compate with levels declared on product label. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDUNG 

See compliance progrrun. 
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1. PROGRAM/ASSIGNMENT TITLE 
Selected Nutrients in Food Smvey -Total Diet 
PAC 21839 

2 . PPS PROJECT NAME/NUMBER 
Food Composition Standard Labeling and Economics-2 1 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To monitor the mineral nutrients in foods from typical American d iets. To identify minecal and vitamin nutrient intake trends. 

To provide baseline data on mineral nutrient and vitamin intake for intervention studies and other nutrition studies. To function 

as an impo1tant component in the National Nutrition Monitoring System 

5. PROGRAM JUSTIFICATION 

Congress has given the Secretaries ofDHHS and USDA a mandate to s et up a National Nutrition Monitoring System (NNMS). 

The current Selected Nutrients in Food Smvey is an important segment ofthe NNMS that provides the only continuous 

analysis ofnutrient minerals in the American food supply. This permits identification oftrends in nutrient intake over time as 

well as infonuation on the general nutritional status ofthe population at any point in time. 

6. FIELD OBLIGATIONS 

KAN-DO will analyze Total Diet Study foods from all market baskets for the nutrients identified below in 7F, and all TDS 

foods from one market basket annually for moisture. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Various foods as requit·ed by the Total Diet Studies 

Program 

d . INDUS TRY/PRODUCT CODE(S) 

37, 40 

e. EXAM TYPE w CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL[TI OTHERS (L abel R eviews) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Manganese, iodine, calcium, copper, iron, magnesimn, phosphorns, potassimn, sodium and water. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Methods Validation/Development Program 
PAC 21R816 

2. PPS PROJECT NAME/NUMBER 
Food Composition, Standards, Labeling and Economics - 21 

3. PROGRAM TYPE c=J COMPLIANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in supp01t ofregulatory analysis. 

5. PROGRAM JUSTIFICATION 

IVali dated analytical methods are essential to supp01t enforcement activities. 

6. FIELD OBLIGATIONS 

Conduct activities under this program as directed by the Office ofRegulat01y Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTif 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE c=J CHEMICAL c=J MICROBIOLOGICAL c=J PHYSICAL c=J ENGINEERING 

c=J MICROANALYTIC~ OTHERS (SPECIFY) 

£CHECK TifE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMEN T, METifODS, AND HANDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Cosmetics: Domestic and Impolt 
PAC 29001 

2. PPS PROJECT NAME/NUMBER 
Colors and Cosmetics Tedmology - 29 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To detemune by inspection, sample collection, and label exam ifdomestic cosmetic manufacturing or repacking 

establisluuents, and cosmetics offered for imp01tation, comply w-ith regulations enforced by the Food and Drug 

Administration. 

To initiate con·ective action when violations ofthe FD & C Act are identified. 

5. PROGRAM JUSTIFICATION 

Both domestically manufacttu·ed and imported products must be: 1) safe under intended conditions ofuse, 2) properly 

labeled, and 3) not otherwise adulterated or nlisbranded under the provisions ofthe Act. Major safety concems 

associated with cosmetics involve nlicrobial contamination ofeye-area products and the use ofnon-approved color additives. 

Many cosmetic violations also involve products which fail to comply w-ith the labeling regulations of21 CFR 701 . 

6. FIELD OBUGATIONS 

Districts will conduct inspections, pe1fo1m imp01t field exalllS, collect and analyze samples for non-pemutted ingredients, 

conduct nucrobiological analyses and pe1fo1m evaluations for labeling compliance. Food & Cosmetic security issues 

(see IOM 5.4. 1.4. 1) are to be covered dmmg all inspections. 

Smveillance activities planned under this program may be pre-empted by enforcement initiatives agreed upon by ORA 
and CFSAN. Such initiatives will be reported under, and credited to the Program PAC unless otherwise directed. 
7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [ZJ BYBOTH 

b . INSPECTION TYPE [ZJ COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All Cosmetic Products 

d . INDUSTRY/PRODUCT CODE(S) 

53 

e. EXAM TYPE w CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTicAiiTI OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

INon-pe1mitted ingredients (including color additives), nlicrobiologicaVcontaminants, labeling statement. 

g. SPECIAL EQUIPMENT, METHODS , AND HANDUNG 

See Compliance Program. 
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CENTER FOR FOOD SAFETY AND APPLIED NUTRITION 
RESOURCESU~DdARY 

FY2015 

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 851.2 473.6 49.5 1374.3 

3 

4 

7 

9 

18 

21 

29 

FOOD BORNE BIOLOGICAL HAZARDS 

PESTICIDES AND CHEMICAL CONTAMINANTS 

MOLECULAR BIOLOGY AND NATURAL TOXINS 

FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 

TECHNICAL ASSISTANCE: FOOD AND COSMETICS 

FOOD COMPOSITION, STANDARDS, LABELING AND ECONO~flCS 

COLOR AND COSMETICS TECHNOLOGY 

608.1 

103.7 

15.2 

75.5 

36.7 

12.0 

359.6 

69.3 

7.2 

7.8 

21.6 

8.1 
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173.0 
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7.8 
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58.3 

20.1 
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ASSIGNMENT 
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03F812 • 
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03F813 • 
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24. 

16H 

IMPORT 
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350. 
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49.5 

r)p:~!oTAL 1 

FTEs 

1017 

534 

164 

68 

24 

49 

176.~ 

8. PAGE 

03-2 -7 

03-8 

03-9 

03 -10 

03 -11 

03-12-14 

I• These PACS are for planning purposes only. 

lwork must be reported against the 

:program or PAC. 

•cATEGORY 
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PROJECT SUMMARY SH EET 
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F¥2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT TilLE 

IFoodbome Biological Hazards 

2 PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 

03F810 

4 WORK ALLOCATION PLANNED BY 

[JD oRA W CENTER 

5 OPERATIONALFTEPOSillON S 

534 2 [Ill 2] 

R 
E 
G 
I 
0 
N 

10 
DISTRICT/ IMPORT 

SPECIALIZED ENTRY 
lABORATORY REVIEW 

(Hout·s) 

(1\ 

EXPORTER 
CE R TIH­
CATION 

ACTIVITIE~ 

(2\ 

IMPOR TER 
INSPE CT!or 

(3\ 

I M P ORT 
INVEST! 
~AT!ON 

H OURS 

DOI\•IESTIC 
SAMPLE 

C OLL 
1\•IERG~ 

PRODUCE 

DOM ESTIC 
SAMP LE 

COLL 
PILOT 

CHEESE 
O'F l!liO (.£\ 

DOI\•IESTIC 
SAMPLE 

C OLL 
PILOT 

AVOCADO 
O'Fl!liO (.£\ 

240TOTAL F IELD 96804 1 00 553 12350 375 240 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL lAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHilADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN mAN 

REGIONAL lAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATILE 
PRL-SW 

PRL-NW 

~OURS PER OPERATION 18 0 17 2 60 70 60 
~OTALHOURS 96804 1800 9512 12350 2250 1680 1440 
~ONVERSION FACTOR 1200 950 950 950 950 950 950 
ri'OTAL OPERATIONAL FTEs 80 67 I 89 10 01 13 00 2 37 I 77 I 52 

7 REMARKS 

!NOTE: PAC 03F81 0 is for planning purposes only Accomplished work must be reported against the appropriate program or 

p.ssignment PAC Please see Reporting Guidance for a listing ofcompliance programs and corresponding reporting P ACS 

I) - Import Entry Review Hours: Resources for these activities cover all Import Food Programs Includes time for International Mail 

!Facility and Express Courier Review hours 

2) - Exporter certification column to be used for EU activities (dairy/gelatin assignments) 

3) - Inspections of Importers are to ascertain ifthe importerhas complied with Seafood HACCP Regulations, not to perform filer 

FPections 
4) - Collections and Sample Analyses ofAvocados, Sprouts (Seeds, Spent Water, and Finished Product), Raw Milk Cheese, 

~umber, Cilantro, Shell Eggs, and Tree Nuts, are to establish baseline prevalence ofselected pathogens for the microbiological 

surveillance sampling pilot CFSAN 'vill issue a memo \vith instructions for sample collection/analyses Report time 

~der PAC 03F860 - CFSAN Surveillance Sampling Program 

FORM FDA 2621a (10/09) ORA W ORKPLANNING SHEET PAGE NO __0;;,;3;.:-2;;..._ 



FY 2015 ORA WORKPIAN October 1 2014 

1 PROGRAM/ASSIGNMENT TITLE 

Foodbome Biological Hazards 

2 PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 

03F810 

4 WORK ALLOCATION PLANNED BY 

[JD oRA D CEN1ER 

5 OPERATIONALFIE POSmONS 

534 2 [57 5] 

R 
E 
G 
I 
0 
N 

DIS1RICT/ 
SPECIALIZED 

LABORATORY 

DOM ESTI< 
SAMP LE 

COLL 
PILOT 

SPROUTS 
O'F l!liO rn 

DOI\n:sTic 
SAMPLE 

COLL 
PILOT 
EGGS 

03F860 (}) 

DOMES'J!< 
SAMP LE 

COLL 

In PILOT 
REENUT 
03F860 (}) 

DOMESTIC 
SAMPLE 

C OLL 
PILOT 

CILANTRO 
O'F llnO n\ 

DOMESTIC 
SAMPLE 

C OLL 
PILOT 

CUCUMBER 
03F 860(1) 

IMPORT 
SAMPLE 

COLL 
PILOT 

CHEESE 
o'FllnO rn 

IMPORT 
SAMPLE 

C OLL 
PILOT 

f\VOCAD< 
lo,F llnOn\ 

I M P ORT 
SAMP LE 

COLL 
PILOT 

CILANTRO 
O'F l!liO rn 

IMPORT 
SAMPLE 

COLL 
PILOT 

UCUMBEI 
O'Fl!liO rn 

TOTAL FIELD 

HEADQUARTERS 

800 3000 1600 640 640 560 560 960 960 

(b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 

NEW ENGlAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

GrnCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATlANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DIS1RICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 60 80 60 60 60 20 30 30 30 

TOTAL HOURS 4800 24000 9600 3840 3840 1120 1680 2880 2880 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 5 05 25 26 10 11 404 404 1 18 1 77 3 03 3 03 

7 REMARKS 

(1) - Collections and Sample Analyses ofAvocados, Sprouts (Seeds, Speut Water, and Finished Product), Raw Milk Cheese, 

Cucumber, Cilantro, Shell Eggs, and Tree Nuts, are to establish baseline prevalence ofselected pathogens for the microbiological 

surveillance sampling pilot CFSAN will issue a memo with instructions for sample collection/analyses Report time 

tmder PAC 03F860 - CFSAN Surveillance Sampling Program 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Continue>d) PAGE NO _..;03 3;...._:;;:~-



FY2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENTTIILE 

Foodbome Biological Hazards 

2 PPS PROJECT NAME/NUMBER 

Foodbome B iological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 

03F810 

4 WORK ALLOCATION PLANNED BY 

[JD oRA C] CENTER 
5 OPERATIONALFTE POSillONS 

534 2 [114 6] 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIAilZED 

LABORATORY 

IMPORT 
SAMPLE 

C OLL 
~MERGTRENJ 

PRODUCE 

IMPORT 
SAMPLE 

COLL 
SEAF OOD 

03844 

I M P ORT 
SAMPLE 

COLL 
I MP ORT 
FOOD S 

O"llQ 

SCREENING 
STATIO N 
SAMPLE 

~OLLECTior 

m 

FIELD 
EXAMS 

{1\ 

IMPORT 
FIELD 

EXAMS 

'" 

DOMESTIC 
SAMPLE 

ANALYSIS 
FILTH 
CHEM 

DOMESTIC 
SAMPLE 

ANALYSIS 
i£.MERG TR.ENI 

PR O DUCE 
1\•0C:R O 

TOTAL FIELD 625 3300 3752 300 1520 156943 364 375 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DAllAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 30 2 8 23 30 I 0 05 14 8 130 

TOTAL HOURS 1875 9240 8630 900 1520 78472 5387 4875 

CONVERSION FACTOR 950 950 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs I 97 9 73 908 0 95 160 82 60 4 57 413 

7 REMARKS 

(I) - Resources for Port Everglades Screening Station in FLA-DO Collections 

(2)- LACF/AF Field Exams are to include pH and canned seam evaluation 

(3) - New for FYIS, Import Field Exams were allocated based on the number of import lines that PREDICT recommended to review; 

previously field exams were allocated based on the reviewed-line volume 

Import Field Exam time can also be used for Histamine detection kit pilot 

All routine Import Field Exam activities conducted during an exam, including reconciliation exams, label reviews, container integrity, 

source country and intentional adulteration exams are to be reported as a single Import Field Exam 

Only in the event ofa 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) 

!NOTE: Laboratory allocations were planned bv ORS 

FORM FDA 2621a (10/09) ORA W ORKPLANNING SHEET PAGE NO __.;:~..:..--03-4



960 

FY 2015 ORAWORKPLAN October 1 2014 

5 OPERATIONALFIEPOSffiONS 

1 PROGRAM/ASSIGNMENT TilLE 

IFoodbome Biological Hazards 

3 PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

SW 

PA 

03F810 

10 
DISTRICT/ 

SPECIAllZED 
LABORATORY 

TOTAL FIELD 

!HEADQUARTERS 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 


SANJUAN 


REGIONAL LAB 


REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 


SEATTLE 

PRlrSW 


PRL-NW 


HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 
TOTALOPERATIONALFIEs 

7 REMARKS 

~CIU:ENINC 
STATION 

SAMPLE 


ANALYSIS 

M IC R O 


tHn nr<) n' 
300 

2 PPS PROJECT NAMFJNUMBER 

Foodbome Biological Hazards - 03 

4 WORK ALLOCATION PLANNED BY 

[K] oRA D CENTER 

DOM EST!C DO MEST!C DO MESTIC DO MESTIC D OMESTIC 
SAMP LE SAMPLE SAMPLE SAMPLE SAMPLE 


ANAL YSIS 
 ANALYSIS ANALYSIS ANALYSIS ANALYSIS 
P ILOT PILOT PILOT 


CHEESE 
 AVOCADO SPROUTS 
M IC R 0(2) ll\HCR0 (2) IM TC:RO (2) 

240 240 800 

(b) (5), (b) (?)(E) 

110 21 8 130 130 

3300 5232 3120 10400 

1180 1180 1180 1180 
280 443 264 8 81 

PILOT nJ_IfOT 
EG GS ENUT 

03F 860 (2) O'F llnO (2) 

3000 1600 

15 0 130 

45000 20800 

1180 1180 
3814 17 63 

DOM ESTIC 
SAMPLE 

ANALYSIS 
PILOT to 

CILANTR 
O'F 860 (2) 

640 

130 

8320 

1180 
7OS 

534 2 [99 1] 

DO MESTIC 
SAMPLE 

ANALYSIS 
PILOT 

UCUMBEF 
O'F llnO (2) 

640 

130 130 

8320 12480 

1180 1180 
7OS 10 58 

IM PORT 

SAMP LE 


ANALYSIS 


pyfiL01 E1
CUMB 

O'F llnO (2) 


(1) - Resources for Port Everglades Screening Station in FLA-00 Analyses 

(2) - Collections and Sample Analyses of Avocados, Sprouts (Seeds, Spent Water, and Finished Product), Raw Milk Cheese, 

CUcumber, Cilantro, Shell Eggs, and Tree Nuts, are to establish baseline prevalence ofsdected pathogens for the microbiological 

surveillance sampling pilot CFSAN will issue a memo with instructions for sample collection/analyses Report time 

Iunder PAC 03F860 - CFSAN Surveillance Sampling Program 

!NoTE: Laboratory allocations were planned by ORS 

FORM FDA 262la (10/09) ORA W ORKPLANNING SHEET PAGE NO __0;;,;3;.;-S;...._ 



FY 2015 ORAWORKPLAN October 1 2014 


1 PROGRAM/ASSIGNMENT TilLE 2 PPS PROJEcr NAMFJNUMBER 

IFoodbome Biological Hazards Foodbome Biological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONALFrEPOSffiONS 

03F810 [K] oRA C:J CEN1ER 534 2 [83 3] 

R 
10 

DISTRICT/ IMPORT IMPORT IMPORT IMPORT IM P ORT IMP ORT IMPORT IMP ORT IMPORT 
E SPECIALIZED SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMP LE SAMPLE SAMP LE SAl\'IPLE 
G LABORATORY ANALYSIS ANALYSIS ANALYSIS ANALYS~S ANALYSIS ANALYSIS ANALYSIS ANALYSIS ANALYSIS 
I PILOT PILOT PILOT to SEAF OOD SEAFOOD ILTHIHIS ~1\·IERG TR.ENI IMPORT F OOD ~1PORT FOOI 
0 CHEESE AVOCADO CILANI R 03844 03844 CHEM PRO DUCE 03819 03819 
N I•OC:R O (H M ICRO (]) 1\HCRO (]) C:HF.M I\4ICRO (2) MTC:RO r:HF.M M TC:RO 

TOTAL FIELD 560 560 960 3000 300 1163 625 1014 3752 

IHEADOUARTERS (15) (5), (b) (?)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PRlrSW 

PRL-NW 

~OURS PER OPERATION 160 130 130 4 9 83 70 130 67 78 

~OTALHOURS 8960 7280 12480 14700 2490 814 1 812 5 6794 2926~ 

~ONVERSION FACTOR 1180 1180 1180 1180 1180 1180 1180 1180 1180 
ri'OTAL OPERATIONAL FTEs 7 59 617 10 58 12 46 2 11 690 6 89 5 76 24 80 

7 REMARKS 

!NOTE: Laboratory allocations were planned by ORS 

1) - Collections and Sample Analyses ofAvocados, Sprouts (Seeds, Spent Water, and Finished Product), Raw Milk Cheese, 

~umber, Cilantro, Shell Eggs, and Tree Nuts, are to establish baseline prevalence ofselected pathogens for the microbiological 

surveillance sampling pilot CFSAN will issue a memo with instructions for sample collection/analyses Report time 

~der PAC 03F860 - CFSAN Surveillance Sampling Program 

2) - Time can also be used for Histamine detection kit pilot 

FORM FDA 2621a (10/09) ORA W ORKPLANNING SHEET PAGE NO __03;.,;-6.:;; :;..._ 



FY2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENTTIILE 

Foodbome Biological Hazards 

2 PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 

03F810 

4 WORK ALLOCATION PLANNED BY 

[JD oRA C] CENTER 
5 OPERATIONAL FTE POSffiONS 

534 2 [68 5] 

R 
E 
G 
I 
0 
N 

10 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

LEVEL II 
li\UDITORJ; 

CERTI­
FICATION 

(Hour s) 
( 1\ 

APPLIED 
TECH 

CENTER 
M ICR O 
03R816 
!Ho u rs) 

1\•IETHOD S 
VALIDEV 
MICRO 
03R816 
(Hout·s) 

PRIO R 
NOTICE 
REVIEW 
(Hoo t·s) 

(2) 

O P C ODE92 
PRIVATE 

L.ABREVIE\ 
IMP ORT 
(Hour s) 

(3) 

BEITER 
iPROCESSINC 

SCH O OL 
TRAI NING 

(Hour s) 
(4\ 

CONTRAC~ 
MANAGE­

!\•lENT 
(H ours) 
03R843 

(~\ 

TOTAL FIELD 1600 4720 7230 32400 11800 760 18050 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 

TOTAL HOURS 1600 4720 7230 32400 11800 760 18050 

CONVERSIONFACTOR 950 1180 1205 1200 1180 950 950 
TOTAL OPERATIONAL FTEs I 68 400 600 2700 1000 0 80 1900 

7 REMARKS 

(I) - Level II Auditors Certification Time: These hours are to provide auditors the time to evaluateltraiu other investigators trying 

to tnaintain Level II Certification District allocation was based on the current on board staffing provided byDHRD 

(2) - Resources in Headquarters are for review ofprior notices at the Division ofFood Defense Targeting (DFDI) formally known 

as the Prior Notice Center 

(3) - Private Laboratory Review Time is planned under PAC 03R320 Accomplished work must be reported against the appropriate 

Private Lab PAC Review time must be reported under Miscellaneous Operation Code 92 \vith ''PL" in the FACTS description field 

(4) - Resources are for the attendance at Better Processing Schools (BPS) 

(5) - Time planned for Contract management includes resources to conduct audits Report Foods State Contract Inspection Audit time 

under operation 13 (Investigation Operations) PAC 03R843 NOTE: Non-operational FTE's, i e supervisors, shouldnot report 

contract management time 

~OTE: Laboratory allocations were planned byORS 

F OR M FDA 262la (10/ 09) ORA WORKPLANNING SHEET PAGE NO _...;0 -7:;;:3~~-



FY 201 S ORAWORKPLAN October I 2014 

I PROGRAM/ASSIGNMENTTIILE 

Domestic High Risk Inspections 

2 PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3 PROGRAM/ASSIGNMENT CODE(S) 

03F811 

4 WORK AllOCATION PLANNED BY 

[J[] ORA c=J CENTER 

S OPERATIONAL FIE POSillONS 

164 I 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

FDA 
FSMA 
ffiGH 
RISK 

~SPECTION 
(])(2) 

NON-FSl\1A 
EGG FARM 
~SPECIION 

(3) 

TOTAL FIELD 3474 400 
HEADQUARTERS (b) (5), (b) (7)(E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 
BALTIMORE 

CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 
SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PRL-SW 
PRL-NW 

HOURS PER OPERATION 406 37 2 

TOTAL HOURS 141044 14880 
CONVERSION FACTOR 950 950 
TOTAL OPERATIONAL FTEs 148 47 IS 66 

7 REMARKS 

~OTE: PAC 03F811 is for planning purposes only Accomplished work must be reported against the appropriate program or 

assignment PAC Please see Reporting Guidance for a listing ofcompliance programs and corresponding reporting PACS 

f?[(Sf.1~JZI,~ I 
._§~)_:(§[(ZJJE) ] 

I 

I 

'Q[(~f.JiilllR!=J: I 

FORM FDA 262la (10/ 09) ORA WORKPLANNING SHEE T PAGE NO __0,;,;;3..;-8;...._ 



F¥2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT 1ITLE 

Domestic Non-High Risk Inspections 

2 PPS PROJECTNAMFJNUMBER 

Foodbome Biological Hazards - 03 

3 PROGRAMIASSIGNMENTCODE(S) 

03F812 

4 WORK ALLOCATION PLANNED BY 

I X I ORA C] CENTER 
5 OPERATIONAL FfE POSffiONS 

68 3 

R 
E 
G 
I 
0 
N 

10 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

FDA 
NON-IDGH 
RISK FSiMA 

INSPECTIONS 
rn 

TOTAL FIELD 2626 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEWJERSEY 

PHILADELPlfiA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEWORLEANS 

SAN WAN 
REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 24 7 

TOTAL HOURS 64862 

CONVERSION FACTOR 950 
TOTAL OPERATIONALFTEs 68 28 

7 REMARKS 

NOTE: PAC 03F812 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 

(~H~~~= I 
~ s,b =-a l 

'{QTIQ"f.19TI7REl I 

FORM FDA 262l a (10/09) ORA WORKPLANNING SHEET PAGE NO 03-9__;;;:~;,....._ 



F¥2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT TilLE 2 PPS PROJECT NAME/NUMBER 

P'sAN Environmental Sampling Assignments Foodbome B iological Hazards - 03 

3 PROGRAM/ ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONALFTE POSmONS 

03F830 [JD oRA W CENTER 24 5 

10 Ll~V Ll~ V Ll~ V Ll~V 

R DISTRICT/ SAMPLE SAMPL E SAMPLE L AB 
E SPECIALIZED EGG RULE NTENSIFIE M E XICAN ANALYST 
G LABORATORY INSP INSP CHEESE M I CRO 
I INSP 
0 (Hour s) (Hour s) (Hour·s) (Hour s) 
N (1\ (2) m 

T OT AL FIELD 10000 5000 5000 4107 

IHEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN mAN 
REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

sw DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PRlrSW 

PRL-NW 

~OURS PER OPERATION 

~OTALHOURS 10000 5000 5000 4107 
~ONVERSION FACTOR 950 950 950 1180 
ri'OTALOPERATIONAL FTEs 10 53 526 5 26 348 

7 REMARKS 

!NOTE: PAC 03F830 is for planning purposes only Accomplished work must be reported against the appropriate program or 

~signment PAC Please see Reporting Guidance for a listing ofcompliance programs and corresponding reporting P ACS 

~SO time to include inspections and sample collections Report hours utilized uuder the appropriate operation and PAC code 

I) - Estima~~ ~- firms- Comprehensive Inspections for the Egg Rule Assignment 

2) - Estimated( firms 

3) - Estimated[ firms 

!Hours based on estimated 7 5 hours per inspection and 25 hours per sample collection 

!Additional time for inspections is included uuder the High Risk Inspections Program, planned separately 

!Above numbers are estimates only- assignment parameters and district inventories will dictate the final number ·Of firms to be covered 

!Environmental sampling to follow-up on Outbreaks and Emergency Response activities is planned separately (See Responsive 

~vestigative!Laboratory Operations Sheet) 

!NOTE: Laboratory allocations were planned bv ORS 

FORJ\'1 FDA 2621a (10/09) ORA W ORKPLANNING SHEE T PAGE NO _..;:0~3-10.=,;;..._ 



FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Foreign Foods Inspections 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT CODE(S) 

03R233 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA c:J cENTER 

5. OPERATIONAL FTE POSmONS 

49.5 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ ~rOREIGN 

SPECIALIZED SPE CTIO N5 
LABORATORY INCLUDES 

CADRE 

( }) 

TOTAL FIELD 1200 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 39.2 

TOTAL HOURS 47040 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 49.52 

?. REMARKS 

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

assignment PAC. Please see Reporting Guidance for a listing ofcompliance programs and corresponding reporting PACS. 

(1) - Foreign Inspections planned in HQ are for Foreign Food Cadre. 

FORl\1 FDA 262l a (10/ 09) ORA WORKPL ANNING SHEET PAGEN0.-..,;0;;;,3--1-1 ­



FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Responsive Investigative/Laboratory Operations 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT CODE(S) 

03F813 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA W CENTER 

5. OPERATIONAL FTE POSmONS 

176.6 [110.9] 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

EMERGING 
ISSUE S 

INSPECTIONS 

m 

DOMESTIC 
Ii''VESTI­
GATIONS 

cso 
(Hours) 

O UTBREAK 
EMERGE Nn 

RESPONSE 
cso 

(Hours) 
(2) 

ENVIRON­
MENTAL 
SAMPL E 

c so 
FlU 

~MERGINC 
ISSUE S 

INVEST!­
GATIONS 

(Hours) 

DOMESTIC 
SA.i\1PLE 

COLL 
SEAFOOD 

0~842 

DOMESTIC 
SAMPLE 

COLL 
JUICE 

HACCP 
0~847 

DOMESTIC 
SA.i\1PLE 

COLL 
LACF/AF 

03803A 

TOTAL FIELD 

HEADQUARTERS 

235 15200 33535 208 25882 280 75 2.09 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 24.7 100.0 7.6 6.5 7.4 

TOTAL HOURS 5805 15200 33535 20800 25882 2128 488 1547 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 6.11 16.00 35.30 21.89 27.24 2.24 0.51 1.63 

? . REMARKS 

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 against the appropriate program or assignment PAC. 

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

Report inspections and analyses against the appropriate PAC (e.g. 03R266 Listeria Emergency, or another PAC to be created 

in response to a future emergency). 

Also, report related inspections and analyses in response to pesticides and chemical contaminants against the appropriate 

PAC (e.g. 04R078 Deep Water Horizon Water Spill Activities, or another PAC to be created in response to a future emergency). 

(1) -Includes time for Registration Verification and BIMO Inspections {{] Inspections total; 

UIRB, and~ additional of the above categories). 

GLP, Human Subjects Protection, 

(2) - Includes investigational hours for all domestic investigations, follow-up to RFR-RCR, and Food Defense Assignments. 

District allocations are based on 3 year accomplishment data. 

NOTE: The FY14 assignments not specified in the workplan that will be extended into FY 15 can use resources from 

Emerging Issues or Outbreaks and Emergency Response for these assignments. 

F ORM FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGE N0.-..;0;;;3.,;2-1;;;,_ 



FY2015 ORA WORKPLAN October I 20 14 

I. PROGRAM/ASSIGNMENT TITLE 

Responsive Investigative/Laboratory Operations 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT CODE(S) 

03F813 

4. WORK ALLOCATION PLANNED BY 

[!] oRA c:J cENTER 

5. OPERATIONALFTE POSmONS 

176.6 [43 .9] 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ ~OMESTI< 

SPECIALIZED SA..MPLE 
LABORATORY COLL 

FOOD 
SAFETY 

DOMESTIC 
SAMPLE 

COLL 
MERGINC 
ISSUE S 

IMPORT 
SA..MPLI 

COLL 
ACF/Af 
03003A 

ME R GIN< 
ISSUES 

IMPORT 
FIEL D 
EXA..i\1 

DOMESTIC 
LABANALYS 

EMER GI NG 
ISSUE S 
MICRO 
lHiours) 

DOMESTIC 
LABANALYS 

EMERGING 
ISSUE S 
CHEM 
(Hom·<) 

DOMESTIC 
'"'ABANALYS 

OUTBREAK 
EMER G. 
MI CRO 
(Hour<) 

DOMESTIC 
f-ABANALYS 
OUTBREAK 

EMER G. 
CHEM 
(Hour<) 

DOMESTIC 
SAMPLE 

ANALYSIS 
E NVFIU 

M ICRO 

TOTAL FIELD 1822 789 1087 1273 3658 3540 3505 4600 208 

IHEADQUARTERS (b) (5), (b) (7 )(E ) 
REGIONAL STAFF 
NEW ENGLAND 

INE NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHTI..ADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

~~ 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 9.8 9 .1 1.9 0.3 11.1 

TOTAL HOURS 17856 7180 2065 382 3658 3540 3505 4600 2309 

CONVERSION FACTOR 950 950 950 950 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 18.80 7.56 2 .17 0 .40 3.10 3.00 2 .97 3.90 1.96 

? . REMARKS 

~OTE: Laboratory allocations were planned by ORS. 

o -iioiFORM F DA 2621a (10/09) ORA WORKPLANNING SHEET PAGE NO. __iioi3;.13..__ 
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FY2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

Responsive Investigative/Laboratory Operations 

2. PPS PROJECT NAME/NUMBER 

Foodbome Biological Hazards - 03 

3. PROGRAM/ASSIGNMENT CODE(S) 

03F813 

4. WORK ALLOCATION PLANNED BY 

[Ti aRA c:J cENTER 

5. OPERATIONAL FTE POSITIONS 

176.6 [21.8] 

R 
E 
G 
I 

0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

DOMESTIC 
SA..MPLE 
AI~ALYSIS 

JUICEHACCI 
03847H 
MICRO 

DOMESTIC 
SA..MPLE 
AI~ALYSIS 

LACF/AF 
03803A 
MICRO 

DOMESTIC 
SAMPL E 

ANALYSIS 
FOOD 

SAFETY 
CHEM 

DOMESTIC 
SA..MPLE 

ANAL YSIS 
FOOD 

SAF E TY 
MICRO 

DOMESTIC 
SAMPLE 

ANALYSIS 
SE AFOOD 

03842 
MICRO 

IMPORT 
SA..MPLE 

ANALYSIS 
LACF/AF 

03003A 
MICRO 

OEI 
COORDI­
NATION 
HOURS 

O~R876 

TOTAL FIELD 75 80 176 455 280 1087 1900 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CIDCAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PmLADELPIDA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 10.4 10.3 13.1 14.5 18.6 7.0 

TOTAL HOURS 780 824 2306 6598 5208 7609 1900 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 950 
TOTAL OPERATIONAL FTEs 0.66 0.70 1.95 5.59 4.41 6.45 2.00 

?.REMARKS 

NOTE: Laboratory allocations were planned by ORS. 

FORM FDA 2621a (10/09) ORA WORKPLAI~NTNG SHEET PAGE N0.-..,;0;;;,3--14,;,.. 



PROJECT SUMMARY SHEET 

FY2015 
1. PRnr.R 4 M CATEGORY ~- PPS PROJECT NAME/NUMBER 

Food and Cosmetics and Chemical Contaminants - 04 

4 . FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 6. OPERATIONALFTE 8. PAGE 
ASSIGNMENT 

DOMESTIC IMPORT 

TOTAL 103. 69.3 t.J 
: and Chemical ~4F810 *1 82.0 69.3 

2 !Total Diet Study ~4839 21. 

I• These PACS are for planning purposes only. 


Iwork must be reported against the 


: program or o«ianmPnt PAC. 


1...-.c.N 1 .ell. PROJECT MANAGER/TELEPHONE IORAPT4 

OP~R!?TAL _I 

FTEs 

17: 

04-16-19 

21 

151.3 

04-20 

1 1 

Monali Yajnik " " ''-"n'l- 11\1 6 !Kristen Kamas 3 0 ~· 

FORM FDA 2622 (10/09) PAGE NO. 04-15 



1275 

FY 20 15 ORA WORKPLAN October 1 20 14 

1. PROGRAM/ASSIGNMENT TITLE 

Pesticides and Chemical Contaminants 

3. PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 

0 
N 

NE 

CE 

SE 

SW 

PA 

04F810 

0 . 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

TO TAL FIELD 

HEADQUARTERS 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 

BALTIMORE 

CIDCAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 
PHILADELPIDA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 
REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 

TOTAL HOURS 

CONVERSION FACTOR 
TOTAL OPERATIONAL FTEs 

?.REMARKS 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

4. WORK ALLOCATION PLANNED BY 

p OME STIC DOMESTIC 
SAMPL E SAM PL E 

COLL COLL 
!PESTIC IDE ~AME MEA 

(o ( sr,-( }(7J\Er 

04004A ASSI GN 
(1) 

1050 75 

4 .7 4.0 

4935 300 

950 950 
5.19 0.32 

[Ti aRA W CENTER 

5. OPERATIONAL FTE POSmONS 

D OMESTIC DOMESTIC DOM E STIC ~OMESTIC DOM E STIC 
SA.i\1PLE SAMPL E SAMPLE SAMPL E SAMPLE 

COLL COLL COLL COLL COLL 
RADIO­CHEM O TOXIC E L E DIOXINS PILOT 

NUCLIDES04018 04019A COOKIES 
04019C (2) 04F860 (3) 

150 725 80 100 600 

8.3 5.6 4 .7 2 .0 6.0 

1245 4 060 376 200 3600 

950 950 950 950 950 
1.3 1 4 2 7 0.40 0.21 3.79 

151.3 [19.4] 

CREENINC 
STATION 
SA.i\1PLE 

COLL 
04004U 

300 

IM PORT 

SAMPL E 


COLL 

TOXIC 


ELEMENT~ 
04019A 

3.0 2.2 

900 2805 

950 950 
0 .95 2 .95 

NOTE: PAC 04F81 0 is for planning purposes only. Accomplished work must be reported against the appropriate program or 

assignment PAC. Please see Reporting Guidance for a listing ofcompliance programs and corresponding reporting PACS. 

(1) - Please refer to the EU -Audit specific CFSAN assignment for collection ofmultiple subs per sample and distribution ofthose subs 

to the different servicing labs for different analyses. 

(2) - CFSAN spread DSC's based on location ofnuclear power plants. See compliance program for collection details. This includes 

time for radionuclide testing ofdomestic seafood under the Toxic Elements I Radionuclides Compliance Program. 

(3) - Collections and Sample Analyses ofCookies for allergen analysis are to establish baseline prevalence ofallergens for the 

chemical surveillance sampling pilot. CFSAN will issue a memo with instructions for sample collection/analyses. 

Report time under PAC 04F860 - CFSAN Surveillance Sampling Program. Includes time for sample collection and label. 

FORM FDA 2621a (10/09) ORA WORKPL M 'NING SHEET PAGEN0.-"'04-1"'"""'"6 ­



FY2015 ORA WORKPLAN October I 2014 

I . PROGRAM/ASSIGNMENT TITLE 

Pesticides and Chemical Contaminants 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM/ASSIGNMENT CODE(S) 

04F810 

4 . WORK ALLOCATION PLANNED BY 

[Ti aRA W CENTER 

5. OPERATIONAL FTE POSITIONS 

151.3 [28.6] 

R 
E 
G 
I 
0 
N 

0. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

IMPORT 
SAMPLE 

C OLL 
RADIO­

NUCLIDE~ 
04019C 

IMPORT 
SA.MPLE 

COLL 
PESTICIDE~ 

04004A 

IMPORT 
SAMPL E 

COLL 
C H EMO 

04018 

IMPORT 
SA.MPLE 

COLL 
PILOT 

COOKIE S 
04F860 ( 4) 

FIEL D 
EXAMS/ 
TEST S 

IMPORT 
FIEL D 
EXAM 

(5) 

CREE NIN< 
STATION 
SAMPLE 

ANALYSIS 
CHE!\1(6) 

DOMESTIC 
SAMPL E 

ANALYSIS 
LLERGEN 
NCO OKIE 
04F860 ( 4 \ 

DOMESTIC 
SA.MPLE 

ANALYSIS 
PESTICIDE 

04004A 

TOTAL FIELD 100 3300 1053 150 25 6406 300 600 1050 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 2 .0 1.7 2.4 3.0 4.4 0.4 5.0 20.0 5.7 

TOTAL HOURS 200 5610 2527 450 110 2562 1500 12000 5985 

CONVERSION FACTOR 950 950 950 950 950 950 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0.21 5.91 2 .66 0 .47 0.12 2.70 1.27 10.17 5.07 

? . REMARKS 

(4) - Collections and Sample Analyses ofCookies for allergen analysis are to establish baseline prevalence ofallergens for the 

chemical surveillance sampling pilot. CFSAN will issue a memo with instructions for sample collection/analyses. 

Report time under PAC 04F860 - CFSAN Surveillance Sampling Program. Includes time for sample collection and label. 

(5) - Import Field Exams are for Toxic Elements in Foodware (PAC 04019B) 

(6) - Resources for Port Everglades Screening Station in FLA-DO Analyses. 

Laboratory allocations were planned by ORS. 

FORM FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGE N0.-..;0;,;,4.,;7-1,;,_ 



FY 20 15 ORA WORKPLAN October 1 20 14 

1. PROGRAM/ASSIGNMENT TITLE 

Pesticides and Chemical Contaminants 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM/ASSIGNMENT CODE(S) 

04F810 

4. WORK ALLOCATION PLANNED BY 

[Ti aRA W CENTER 

5. OPERATIONAL FTE POSmONS 

151.3 [63.4] 

R 
E 
G 
I 

0 
N 

0 . 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

SAMPL E 
ANALYSIS 

RADIO ­
NUCLIDES 

040 19C 

p OME STIC 
SAM PL E 

ANALYSIS 
DIOXIN 
04004D 

(7) 

DOME STIC D OMESTIC 
SA.i\1PLE 

ANALYSIS 
CHEM O 

04018 

DOMESTIC 
SAMPL E 

ANALYSIS 
TOXIC 

ELE M EiNT S 
04019A 

DOM E STIC 
SAMPLE 

AN ALYSIS 
~AME M EA 

CHEM 
(8) 

IM PORT 
SAMPL E 

ANALYSIS 
PESTICIDI 

04004A I 

IM PORT 
SAMPLE 

!\NALYSH 
RADIO­

'<UCL IDE 
04019C 

IMPORT 
SA.i\1PLE 

ANALYSIS 
TO XIC 

E LEM ENT S 
04019A 

IM P ORT 
SAMPL E 

ANALYSIS 
!\L LER GE N 
NCOOKIE 
04F860 (9) 

TO TAL FIELD 100 620 150 725 75 3300 100 1275 150 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CIDCAGO 

CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 
PHILADELPIDA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 4.5 30.4 19.0 14.2 43 .0 7 .0 4.6 9.9 20.0 

TOTAL HOURS 450 18848 2850 10295 3225 23 100 460 12623 3000 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 0.38 15.97 2.42 8.72 2 .73 19.58 0.39 10.70 2.54 

7.REMARKS 

Laboratory allocations were planned by ORS . 

(7) - These samples include the game meat samples from the EU assignment that will be analyzed for dioxin in 

addition to chemical contaminants. These EU samples are NOT separate collections. 

(8) - Game meat samples need several different types ofcontaminant analyses. The numbers in this column capture pesticides, 

vet drug residues, and metal analyses. Dioxin analyses on these samples are captured under "Domestic Samples to be Analyzed 

Dioxin 04004D" column. 

(9) - Collections and Sample Analyses ofCookies for allergen analysis, are to establish baseline prevalence ofallergens for the 

chemical surveillance sampling pilot. CFSAN will issue a memo with instructions for sample collection/analyses. 

Report time under PAC 04F860 - CFSAN Surveillance Sampling Program. Includes time for sample collection and label. 

F O RM F DA 2621a (10/09) ORA W ORKPLANNING SH EE T PAGE NO.--04- -1- 8.__ 



FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

~esticides and Chemical Contaminants 

2 . PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

~· PROGRAM/ASSIGNMENT CODE(S) 

04F810 

4 . WORK ALLOCATION PLANNED BY 

[Ti aRA [!] cENTER 

5 . OPERATIONAL FTE POSITIONS 

151.3 [39.9] 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

IMPORT 
SAMPLE 

ANALYSIS 
CHEMO 

04018 

AP PLIED 
TECH­

NO L OGY 
CE NTER 

CHEM 
(Hou rs) 

M E TH ODS 
VAL/DEV 

CHEM 
(Hours) 

IMPORT 
PRIVAT E 

AB REV IH 
O P CODE 92 

(Hours ) 
C H EM f l O) 

FORENSI CS 
(Hours) 

TOTAL FIELD 1050 5900 4820 2360 14460 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 
PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 
SEATTLE 

PRL-SW 
PRL-NW 

!HOURS PER OPERATION 19.0 

~OTALHOURS 19950 5900 4820 2360 14460 
roNVERSION FACTOR 1180 1180 1205 1180 1205 
~OTAL OPERATIONAL FTEs 16.91 5.00 4 .00 2 .00 12.00 

7. REMARKS 

!Laboratory allocations were planned by ORS. 

10) - Private Laboratory Review Time is planned under PAC 04R320. Accomplished work must be reported against the appropriate 

~rivate Lab PAC. Review time must be reported under Miscellaneous Operation Code 92 with "PL" in the FACTS description field . 

FORM FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGE N0.-..,;04-19;,;,o,..__ 



FY 2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Total Diet Study 

2. PPS PROJECT NAME/NUMBER 

Pesticides and Chemical Contaminants - 04 

3. PROGRAM/ASSIGNMENT CODE(S) 

04839 

4 . WORK ALLOCATION PLANNED BY 

c:J oRA [!] CENTER 

5. OPERATIONAL FTE POSITIONS 

21.7 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

~OMESTIC 
SAMPL E 

COLL 
(TO TAL) 

(DIET) 
(}) 

DOMESTIC 
SAMPLE 

ANALYSIS 
CH El\1 

(2) 

DOMESTIC 
SA.i\1PLE 

ANALYSIS 
RADIO­

NUCLIDE 
(3) 

TO TAL FIEL D 48 1207 2 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN mAN 
REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 27.8 15.2 2800.0 

TOTAL HOURS 1334 18346 5600 

CONVERSION FACTOR 950 1180 1180 
TOTAL OPERATIONAL FTEs 1.40 15.55 4.75 

? . REMARKS 

(1)- Each DSC represents a District's weekly collection ofspecified food items. Each market basket collection is spread over a four 

week period and involves 3 districts. Fourmarket baskets are planned annually. 

(2) - Represents the total number offood items analyzed for various attributes. VOC analyses will no longer be conducted on TDS 

foods. 

(3)- All TDS food items from two market baskets analyzed by WEAC for selected radionuclides. 

Laboratory allocations were planned by ORS. 

F O RM F DA 2621a (10/09) ORA W ORKPLANNING SHEE T PAGE N0.-.;0;,;,4-.;;2,;;,0 _ 



PROJECT SUMMARY SHEET 

FY 2015 
1 PROGRAM CATEGORY 2 PPS PROJECT NAME/NUMBER 

Food and Cosmetics Molecular Biology & Natural Toxins - 07 

4 FDA COMPUANCE PROGRAMS AND ASSIGNMENTS 5 PROGRAM 6 OPERATIONALFTE 7 TOTAL .1 8 PAGE 

~ ASSIGNMENT 
CODE DOMESTIC 

TOTAL 15.2 

OPERATIONAL 
IMPORT FOREIGN FTEs 

7.2 22.4 

1 Mvcotoxins in Domestic and ImPOrt Foods 07001 .07R816 15 2 72 224 07-22 

CENTER PROJECT MANAGER!IELEPHONE 
Monali Yajnik 240-402-1616 

ORA PLANNER!IELEPHONE 
Lorraine B Boykin 301-7964393 

FORM FDA 2622 (10/ 09) PAGE NO 07-21 



FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Mycotoxins in Domestic and Import Foods 

2 . PPS PROJECT NAME/NUMBER 

Molecular Biology & Natural Toxins- 07 

3. PROGRAM/ASSIGNMENT CODE(S) 

07001, 07R816 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA [Ti cENTER 

5. OPERATIONAL FTE POSITIONS 

22.4 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

DOMESTIC 
SA.MPLE 

COLL 

IMPORT 
SAMPLE 

COLL 

DOMESTIC 
SAMPLE 

ANALYSIS 
CH EM 

IMPORT 
SA.MPLE 

ANALYSIS 
CHEM 

METHOD 
VAL/DE V 

CH EM 
(Hours) 

07R816 

APPLIED 
TEC HN­
OLOGY 

TR MI CRO 
(Hours) 
07R8 16 

APPLIED 
TECHN­
OLO GY 
TRCH El\ 
(Hours) 
07R8 16 

TOTAL FIELD 800 800 800 800 1205 600 4130 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 6.0 2.2 7 .5 7 .9 

OTALHOURS 4800 1760 6000 6320 1205 600 4130 

ONVERSION FACTOR 950 950 1180 1180 1205 1180 1180 
OTAL OPERATIONAL FTEs 5.05 1.85 5.08 5.36 1.00 0.51 3.50 

7. REMARKS 

Laboratory allocations were planned by ORS. 

FORM FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGENO. 07-22 



1 

PROJECT SUMMARY SHEET 

FY 2015 
1 PROGRAM CATEGORY 2 PPS PROJECT NAME/NUMBER 

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

4 FDA COMPUANCE PROGRAMS AND ASSIGNMENTS 5 PROGRAM 6 OPERATIONALFTE 7 TOTAL .1 8 PAGE 

TOTAL ~ 
Food and Color Additive Petition Review & Policy 

Devel01>ment 

• These PACS are for pJ.anning purposes on1v 

Accomplished work must be reported against the 

· te program or assignment PAC 

CENTER PROJECT MANAGER!IELEPHONE 

Monali Yajnik 240-402-1616 


ASSIGNMENT OPERATIONAL 
CODE DOMESTIC IMPORT FOREIGN FTEs 

7.8 7.8 

09F810* 09-2478 78 

ORA PLANNER!IELEPHONE 
Lorraine B Boykin 301-7964393 

FORM FDA 2622 (10/ 09) PAGE NO 09-23 



FY2015 ORA WORKPLAN October 1 2014 

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

Food & Color Additive Petition Review & Development Food & Color Additive Petition Review & Policy 

DevelOJ>ment - 09 

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

09F810 [Ti oRA c:J cENTER 7.8 

10. 
R DISTRICT/ IMPORT IMPORT IMPORT IMPORT 
E SPECIALIZED SA.MPLE SAMPLE SAMPLE SA.MPLE 
G LABORATORY F OOD COLOR ANALYSIS ANALY SIS 
I ADDITIVE ADDITIVES F OOD ADD OLORADI 
0 COLL COLL CHEM CHEM 
N 

TOTAL FIELD 310 500 310 500 

HEADQUARTERS <6J15J.<6n7XE>. 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 1.7 1.7 12.6 7.1 

TOTAL HOURS 527 850 3906 3550 

CONVERSION FACTOR 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 0.55 0.89 3.31 3.01 

7. REMARKS 

NOTE: PAC 09F81 0 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 ofcompliance programs and corresponding reporting PACs. 

Laboratory allocations were planned by ORS. 

F ORM FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGE NO.--0-.9--24,;,.. 



FORM FDA 2622 (10/ 09) PAGE NO 

PROJECT SUMMARY SHEET 

1 PROGRAM CATEGORY 


Food and Cosmetics 


4 FDA COMPUANCE PROGRAMS AND ASSIGNMENTS 

~ 
1 

2 

3 

4 

TOTAL 

echnical Assistance - Food and Cosmetics 

Retail Food Protection - State Program 

(NCIMS) Milk Safetv Program 

Molluscan Shellfish Evaluation 

• These PACS are for pJ.anning PU!POses onJv 

Accomplished work must be reported against the 

· te program or assignment PAC 

Please see the KePOfting Guidance for a listing of 

compliance programs and corresponding PACs 

CODE 

18F810* 

18002 

18003 

18004 

DOMESTIC 

75.5 

11 5 

270 

210 

160 

IMPORT FOREIGN FTEs 

75.5 

11 5 

27 0 

210 

160 

18-26 

18-27-28 

18-29-30 

18-31-32 

NTCE
Monal

ER PROJECT MANAGER!IELEPHONE 
i Ya'nik 240-402-1616 

ORA PLANNER!IELEPHONE 
Lorraine B Bovkin 301-796-4393 

FY 2015 
2 PPS PROJECT NAME/NUMBER 

Technical Assistance: Food and Cosmetics -18 

5 PROGRAM 6 OPERATIONALFTE 
ASSIGNMENT 

7 TOTAL .1 8 PAGE 
OPERATIONAL 

18-25 



FY2015 ORAWORKPLAN October 1 2014 

1 PROGRAM/ASSIGNMENT TTILE 2 PPS PROJECTNAMFJNUMBER 

Teclmical Assistance - Food and Cosmetics Technical Assistance- Food and Cosmetics - 18 

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK~ATIONPLANNEDBY 5 OPERATIONALFTE POSffiONS 

See Remarks Section I I ORA [JD cENTER 115 

R 
10 

DISTRICT/ NON-FSMA NON-AIRLINE CONVEYANCE DOI\•IESTIC DOME STIC DOME S'f!C pOMESTI~ 
E SPECIALIZED IDGHRISK WATERING IN OPERATIO N SAMPLE SAMPLE SAMPLE SAMPLE 
G LABORATORY AIRCR<\FT POINTS INSPECTIONS COLL COLL ANALYSIS ANALYSI~ 
I VATERINGP INSPECTIONS FOR CAUSE SURV. CHEM 1\'llCRO 
0 !INSPECTION CHEM M I CRO 
N {1\ 

T OT AL FIELD 500 160 50 20 180 20 180 

IHEADQUARTERS (15) (5), (15) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CffiCAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOUS 
NEW JERSEY 

PffiLADELPffiA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORlEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SANFRANCISCO 

SEATILE 
PRlrSW 
PRlrNW 

HOURS PER OPERATION 12 5 125 16 0 44 44 100 56 
TOTAL HOURS 6250 2000 800 88 792 200 1008 
CONVERSION FACTOR 950 950 950 950 950 1180 1180 
TOTALOPERATIONALFTEs 658 211 084 0 09 0 83 017 0 85 

7 REMARKS 

~OTE: PAC 18F810 is for planning purposes only Accomplished work must be reported against the appropriate progr.unor 

assignment PAC Please see the Reporting Guidance for listing ofcompliance programs and corresponding reporting P ACs 

Districts allocations were planned by CFSAN 

Servicing area inspections and any other related work not specificallyaddressed in the workplan can be taken from this progr.un 

(1) These planned resources do not include conveyance construction inspections or High Risk FSMA inspections ofconveyance 

caterers (which are included in the FSMAHigh Risk Inspection category) 

FORJ\'1 FDA 2621a (10/09) ORA WORKPL ANNINGSHEET PAGE NO _..;1-.8-,;;,26.._• 



FY2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENTTIILE 2 PPS PROJECT NAME/NUMBER 

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

3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK AllOCATION PLANNED BY 5 OPERATIONALFTEPOSIDON S 

18002 I I ORA W CENTER 270 [19 9] 

10 
STANDARD fli-s'J'ANDARD NATIONAl ~GION~ NATL. RETAfl. TECHNICAlR DISTRICT/ NATIONAL TEAM ONFERENC 

E SPECIALIZED RETAIL F OOD IZATIO N IZATION LEADER TEAM ~El\'IIN.<\Rl; FOOD PR OG ASSIST ANCI F OR FOOD 
G lABORATORY PR OGSTAND- ITP_.CDC,m (ITP,ST ATE SCI/ W ORK STANDARDS IPROTECTIO~ 
I ARDSSUPP F O ST ATE& &LOCAL) ~ATIONAI GROUP ENROLLMEN COMI\'IITTEI 
0 JURISDICTION LOCAL) OF NE~~ W ORK 
N (1\ (2) m (,£) (5) (li) (!I) 

T OT AL FIELD 4505 2352 2528 1200 2160 1620 568 7915 1080 

IHEADOUARTERS (15) (5), (15) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL lAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL lAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL lAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL IABORATORY­SW 
PACIFIC REGIONAL IABORATORY­NW 

HOURS PER OPERATION 

TOTAL HOURS 4505 2352 2 528 1200 2 160 1620 568 7915 1080 

CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAL OPERATIONAL FTEs 3 75 I 96 211 100 I 80 I 35 047 660 0 90 

7 REMARKS 

~OTE: All resources are planned in hours 

(I ) Includes time for meetings, consultations, conference calls, and any other direct contact with jurisdictions currently enrolled 

in the program standards to facilitate their continuous improvement in meeting the standards criteria 

(2) Standardization of regulatory retail food inspection/training officers in the interpretation and application ofthe FDA Food Code 

and methods ofconducting inspections 

(3) Re-standardization every three years for regulatory retail food inspection/training officers in the application ofthe FDA Food 

Code and methods in conducting risk-based inspections 

( 4) Time allocated for team leaders for retail food program planning, development, and coordination 

(5) Provides time for initiatives related to the Retail Food Program development ofagency procedures, guidance documents, 

standards and initiatives ofnational importance 

( 6) Includes time for preparation work, coordination, and organization, as well as, the presentation delivered in conjtmction \vith the 

Annnal Regional Retail Food Seminars 
(7) Includes time from 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 offoodbome illness risk factors at the retail level 

F OR M FDA 262la (10/09) ORA W ORKPLANNING SHEET PAGE NO _....:.;18;;.:-2:;.:,7__ 



FY 2015 ORAWORKPLAN October 1 2014 

1 PROGRAM/ASSIGNMENT TilLE 

Retail Food Protection - State Progr.un 

2 PPS PR OJECT NAMFJNUMBER 

Technical Assistance: F ood and Cosmetics- 18 

3 PROGRAM/ASSIGNMENTCODE(S) 

18002 

4 WORK ALLOCATION PLANNED BY 

c::::::J ORA W CENTER 

5 OPERATIONAL FTE POSffiON S 

270 [7 1] 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

FO OD DEFENSI 
OTHER 

&CF SAN 
DIRECTED 
PROJ ECTS 

(0) 

DHRD 
TR AI NING 

C OURSE 
~ORKSHO 

(10) 

REGIONAL 
NON-DHRD 
TRAINING/ 
COURSE S 

:VO RKSH O P 
(11) 

RETA IL 
FOO D PROC 
TRACKING 
DAT ABASE 

PILOT 
(1 2\ 

FDA FOOD­
BORNE ILL­

NESSE S RISI( 
ACTOR STUD 
DA TACOLL 

(]3) 

FDA FOOD 
BORNE ILL­

NESSE S RISK 
ACTOR STUD 
WORKGROUP 

(1 ,£) 

T OT AL FIELD 1080 2240 1279 1080 1344 1450 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGElES 

SAN FRANCISCO 

SEATTlE 
PRL-SW 

PRL-NW 

HOURS PER OPERATION 

OTALHOURS 1080 2240 1279 1080 1344 1450 

CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 
OTALOPERATIONALFTEs 090 1 87 1 07 0 90 1 12 1 21 

7 REMARKS 

9) Time allocated for the presentation and distribution of FDAmaterials related to food defense Also, includes Specialist activities 

elated to CFSAN priorityassignments in response to National Food Safety needs 

10) Includes support provided to DHRD in the development and deliveryofDHRD 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 ofTemporaryFood Establislunents 

11) Includes development and delivery of regionally-eoordinated training courses and workshops offered to state. tribal and local 

partners, excluding workshops related to program standards 

12) Includes updating and maintaining a database of retail food protection program information related to state/local/tribal jurisdictions, 

ncluding information regarding enrollment in the FDA Voluntary National Retail Food Regulatory Progr.un Standards 

13) Includes the collection and reporting ofdata from on-site assessments ofroughl full service and fast food restaurant 

facilities as part ofa 10 year FDA study to assess the control of foodborne illness risk factors at the retail level 

14) Includes time 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 

1 5) Includes preliminary work on issues/position papers development and attendance at Conference for Food Protection Biennial 

Meeting 

FORM FDA 2621 a (10/09) ORA W ORKPLANNING SHEET PAGE NO _.,:1.;:, 2;;.8-.:;;8 ­



FY2015 ORAWORKPLAN October! 2014 

1 PROGRAM/ASSIGNMENT TITLE 

(NCIMS) Milk SafetyProgram 

2 PPS PROJECTNAMFJNUMBER 

Technical Assistance: Food and Cosmetics - 18 

3 PROGRAM/ASSIGNMENT CODE(S) 

18003 

4 WORK~ATIONPLANNEDBY 

C:J ORA [JD cENTER 
5 OPERATIONALFTE POSmONS 

210 [17 2] 

R 
E 
G 
I 
0 
N 

0 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

CH ECK 
RATING 
PLANT 

n\ 

CHECK 
RATING 

TRANSFER 
AND 

RECEIVING 
n\ 

CHECK 
RATING 

B TU 

n\ 

SINGLE 
SERVICE 
AUDITS 

n\ 

ST ATE 
SAMPLING 
SURVEILL-
ANCE OFF. 
CERTIFCA-

T TONf1\ 

T ATE Mll.l 

~ATI~~ · TING OF 
CERTIFICA 

TION 
f?\ 

ST ATE ~!TECHNIC;\!.
PROGR AM !\SSIST ANCE 
VALUATIO 

(~\ 

RMS 
STANDARDI 

ZATIO N 

(.<\ 

TOTAL FIELD 

HEADQUARTERS 

164 32 289 68 56 36 17 51 15 
(b) (5), (b) (7)(E) 

NE 

REGIONALSTAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONALSTAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONALSTAFF 

ATLANTA 

FLORIDA 

NEWORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONALSTAFF 

DAllAS 

DENVER 

KANSAS CITY 

SOUIHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONALSTAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATILE 

PRlrSW 
PRlrNW 

HOURS PER OPERATION 240 120 200 80 24 0 40 0 1200 900 400 
TOTAL HOURS 3936 384 5780 544 1344 1440 2040 4590 600 

CONVERSIONFACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAL OPERATIONALFTEs 3 28 0 32 482 045 1 12 120 170 3 83 0 50 

7 REMARKS 

(1) Checkratings ofplants, Receiving Stations and Transfer Stations(RS/fS) every3 years; BulkTank Units(BTU) every 4 years; 

and Single-Service Container/Closure Manufacturers every 5 years 

(2) Activities include the initial (including Hazard Analysis Critical Control Point (HACCP) ifapplicable), and continuous certification of 

State Rating Officers and Sampling Surveillance Officers 

(3) State Program Evaluations conducted of 1/3 of the states and Puerto Rico every 3 years 

(4) Activities include the initial CFSAN Standardization (includingj oint inspections and Group Exercise) for Regional Milk Specialists 

(RMSs) 

F OR M FDA 262l a (10/09) ORA WORKPLANNINGSHEET PAGE NO --18-;;;9-.2 .__ 



FY 201S ORA WORKPLAN October 1 2014 

1 PROGRAM/ASSIGNMENT TilLE 

(NCIMS) Milk Safety Program 

2 PPS PROJECT NAMFJNUMBER 

Technical Assistance: Food and Cosmetics - 18 

3 PROGRAM/ASSIGNMENT CODE(S) 

18003 

4 WORK~ATIONP~BY 

D oRA [][] cENTER 
S OPERATIONALFfE POSffiONS 

21 0 [3 8] 

R 
E 
G 
I 
0 
N 

10 
DISTRICT/ 

SPECIAUZED 
LABORATORY 

NCil\'IS 

(<\ 

TRAikNG 
GIVE N 

(~ 

FS~U 

1'7\ 

NATI~NAL 
TEAl\'! 

(!!\ 

TOT AL FIELD 21 33 21 27 

IHEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 
REGIONAL LAB 
WEAC 

CE 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 
FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 

SAN WAN 
REGIONAL LAB 

sw 

REGIONAL STAFF 
DALlAS 
DENVER 
KANSAS CITY 
SOUIHWEST IMPORT DISTRICT 
REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGElES 
SAN FRANCISCO 
SEATILE 
PRL-SW 
PRL-NW 

HOURS PER OPERATION 80 0 400 10 0 so 0 
TOTAL HOURS 1680 1320 210 13SO 

CONVERSION FACTOR 1200 1200 1200 1200 
TOTALOPERATIONALFTEs 140 110 0 18 113 

7 REMARKS 

(S) National Conference on Interstate Milk Shipments(NCIMS) holds their conference every other year 

(6) Activities include the Regional Milk Seminar, DHRD training courses, Regional Trainin!if Workshops, and RMS Teaching Cadres 

(7) Includes time for presentation and distribution ofFood Safety Modernization Act(FSMA) guidance document for dairy products 
to the state regulatory agencies during check ratings, routine field work, and state program assessments Presentations may be 

made at local meetings and included in training sessions for all segments ofthe regulatory and industry community Coordination of 

FSMA field activities 

(8) Activities include the National Steering Team Meetings and conference calls and time for team leader activities (2 RMSs with 

additional 1SO hours each identified) 

FORJ\'1 FDA 262la (10/ 09) ORA WORKPLANNING SHEET PAGE NO --1-8--30._• 



FY 2015 ORAWORKPLAN 

1 PROGRAM/ ASSIGNMENT TITLE 

Molluscan Shellfish Evaluation 

2 PPS PROJECT NAMFJNUMBER 

Technical Assistance: Food and Cosmetics - 18 

3 PROGRAM/ASSIGNMENT CODE(S) 

18004 

4 WORK AlLOCATION PLANNED BY 

I I ORA [JD cENTER 
5 OPERATIONAL FIE POSffiONS 

160 [13 0] 

R 

E 
G 
I 
0 
N 

10 
DISTRICT/ 

SPECIAllZED 
LABORATORY 

GROWING 
AR EA 

EVALUATIOr 

{1 \ 

CONTROL 
OF 

HARVEST 

(2) 

VIBR O 
SPECIES 

1ANAGE l\•IEN 
(Hours) 

('\) 

TECHNICAL 
ASSISTANCE 

(Bow -s) 

(d.\ 

FOREIGN 
~VALUATIOr 

(<;\ 

NATION.<\:~ 
T EAl\'! 
REPS 

(6\ 

CENTER PLANT 
INTU- VALUATIOl 
TIVES 

·LAB EVAL­
UATIONS 

rn (I!\ 

ST ANDARD 
IZATION& 
RE-ST.<\N­

DARD 
IZATION 

(0\ 

TOTAL FIELD 174 19 2532 3474 6 2 9 203 12 
IHEADQUARTERS (b) (5), (b ) (7 )( E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 
CINCINNATI 

DETROIT 

MINNEAPOUS 

NEW JERSEY 

PHilADELPHIA 

FORENSIC CHEM CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 
DAllAS 

DENVER 

KANSAS CITY 

SOUIHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGElES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 20 0 900 2000 1800 400 100 400 
TOTAL HOURS 3480 1710 2532 3474 1200 360 360 2030 480 

CONVERSION FACTOR 1200 1200 1200 1200 1200 1200 1200 1200 1200 
TOTAL OPERATIONALFTEs 290 143 2 11 2 90 1 00 0 30 0 30 169 040 

7 REMARKS 

(1) Time is allocated for plaruUng, field evaluations, file reviews to determine state program conformity to the requirements ofNa-

tiona! Shellfish Sanitation Program (NSSP) Model Ordinance (MO) 

(2) Time is allocated for plaruUng, field evaluations, file reviews, growing area data reviews 

(3) Activities include mangement, technical assistance and evaluation ofstate shellfish programs 

(4) Includes interpretations and consultation on NSSP MO requirements 

(5) Activities include planning, field evaluations, file reviews and report writing for cotmtries with Memorandwn ofUnderstanding 

(MOU) or agreements \vith FDA 

( 6) Includes time for shellfish program plaruUng, development and coordination 

(7) Time allocated for CFSAN priority assignments in response to national shellfish safety and lab evaluations 

(8) Includes time for plaruUng field evaluations ofprocessing plants, file reviews, and final report writing 

(9) Standardization conducted every 5 years for all FDAand 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 Oflicers(SSOs) 

F OR M FDA 2621a (10/09) ORA WORKPLANNINGSHEET PAGENO _..;1-.8--3-1 ­



0 

I>.NFY2015 ORA October 1. 2014 
PRor.RAM/ A u 'TTIIE 

Shellfish Evaluation 

3 PROGRAM/ASSIGNMENT CODE(S) 

R 
E 
G 
I 
0 
N 

NE 

CE 

SE 

sw 

PA 

18004 

DISTRICT/ 
SPECIAilZED 

lABORATORY 

T OT AL FIELD 

HEADQUARTERS 

. STAFF 

NEW ENGLAND 

NEW YORK 
Rl"r.Tf\NI>.T ThR 

WEAC 

l:.ulUNA. . STAFF 

BALTIMORE 

CHICAGO 
JJ\.TI 

MINNEAPOllS 

NEW JERSEY 

PHITAOF.T .PHTA 

: CHEM CTR 

. STAFF 

ATLANTA 
l"TORIDA 

NEWORLEANS 

SANWAN 
. TAR 

. STAFF 

DALlAS 

DENVER 

KANSAS CITY 

:>Ul LWJ:.:> J ' IMPORT DISTRICT 
Rl"r.Tf\NI>.T T.AB 

. STAFF 
lOS 'Nr.l=T 1=<: 

SANl=R~>.Nrr<:rn 

SEATTlE 

PRL-SW 
PRlrNW 

HOURS PER OPERATION 

TOTAL HOURS 

l-UN t<;TOl\fFACTOR 

TOTAL OPERATIONAl .FI'Es 

7 R' MI>.Rll'<: 

2 PPS PROJECT 

Lecmucat Assistance: Food and Cosmetics - 18 

14 WORK ALLOCATION PLANNED BY 

NATI~NAL 
TEAM 

{ln\ 

14 

TD .~r" 
''V' 

nn 

19 

I 

D 

RI't::T~Ndl 
,r-.~ . ~ 

(1 2\ 

20 

oRA W CEN1ER 

F~D r4~ 
DEFEN~fiOl ~0!\11\'111 l .t.J 

(1'<\ (14\ 

11 15 

_F_S~fl\ 

(1<\ 

14 

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

400 30 0 300 20 0 90 0 20 0 
560 570 600 220 1350 280 

1200 1200 1200 1200 1200 1200 
0 47 04B 0 50 0 1B 1 1 023 

5 OPERATlONALFTEPOSillONS 

160 [3 0] 

(10) Includes specialist initiatives related to shellfish progr.un development ofagency procedures, guidance documents, standards, 

of national importance 

(11) Includes training workshops coordinated and delivered by the specialists 

(12) Includes time for the Regional Shellfish Specialists to attend regional shellfish conferences 

(1: Time allocated for presentation and distribution ofthe Food Producers, Processors, and Transporter: Food SecurityPreventive 

Guidance to the state regulatory agencies and industries during field work and state progr.un evaluations 

(14) Time allocated for the specialists to attend the biennial Interstate Shellfish Sanitation Conference to address progr.un related 

issues and new ISSC proposals 

(15) Time is allocated for participating and/or providing information to the workgroups for the Food SafetyModernization Act 

Q)J~);-:(b):{7l(E) I 

~ -~ ~ 
~ ~ 

~ == 
~ 

~ ~ i== 
~ 

FORM FDA 262la (10/ 09) ORA WORKPLANNING SHEET PAGE NO --18--3-2.._ 

http:progr.un
http:progr.un
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1 

PROJEC T SUMMARY SHEET 

1 PROGRAM CATEGORY 


Food and Cosmetics 


4 FDA COMPUANCE PROGRAMS AND ASSIGNMENTS 

TOTAL ~ 
Food Composition, Standards, Labeling and Economics 

*These PACS are for planning purposes onlv 

Accomplished work must be reported against the 

· te program or assignment PAC 

CENTER PROJECT MANAGER!IELEPHONE 

Monali Yajnik 240-402-1616 


FY 201 5 

2 PPS PROJECT NAME/NUMBER 

Food Composition, Standards, Labeling and Economics - 21 

5 PROGRAM 6 OPERATIONALFTE 
ASSIGNMENT OPERATIONAL 

CODE DOMESTIC IMPORT FOREIGN FTEs 
37.7 21.6 58.3 

21F810* 21-34-37 37 7 21 6 58 3 

ORA PLANNER!IELEPHONE 
Lorraine B Boykin 301-796-4393 

7 TOTAL .1 8 PAGE 

FORM FDA 2622 (10/ 09) PAGE NO 21-33 



FY 2015 ORA WORKPLAN October I 2014 

I PROGRAWASSIGNMENTTIILE 2 PPS PROJECT NAME/NUMBER 

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

3 PROGRAWASSIGNMENT CODE(S) 4 WORK AlLOCATION PLANNED BY 5 OPERATIONALFTEPOSmONS 

2 1F810 [Ti oRA W CENTER 58 3 [18 2] 

R DISTRICT/ ioOl\IESTI< DOMESTIC DOl\IEST!C DOMESTIC DOl\IESTIC ioOMESJ'!C DOMESJ'!C IMPORT 11\fPORT 
E SPECIALIZED SA.~LE SAM PLE SAMPLE SAMPLE SAMPLE S.'\,~LE SAMPLE SAMPLE SAMPLE 
G LABORATORY COLL COLL COLL COLL COLL COLL COLL COLL COLL 
I l\IEDICAL ECONO "'LE A INFA."'T DIETARY SEAFOOD GLUTEN MEDICAL ECOJ\0 
0 FOODS 2 1003 21005 FOR..~lULA SUPPL SP EC SUB FREE FOODS 21004 
N 21001 1 1006 21008 21841 {1\ 11001 

T OT AL FIELD 30 200 340 28 333 100 250 8 zoo 
HEADQUARTERS {6)l5)~(6f\7}{E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 
\VEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DAlLAS 
SW DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATILE 
PRL-SW 

PRL-N\V 

HOURS PER OPERATION 7 I 10 I 61 7 4 64 7 6 60 I 3 10 I 

TOTAL HOURS 213 2020 2074 207 2131 760 1500 10 2020 

CONVERSION FACTOR 950 950 950 950 950 950 950 950 950 
TOTAL OPERATIONAL FTEs 0 22 2 13 2 18 022 224 080 I 58 001 2 13 

7 REMARKS 

!NoTE: PAC 2 1F8 I 0 is for planning putposes only Accomplished wod: must be reported against the appropriate program or 

assignment PAC Please see the Reporting Guidance for a listing ofcompliance programs and corresponding PACs 

ForPAC 21008­

Domestic Sample Collections may be collected at packers/repackers, distnbutors or warehouse ifnumber of samples collected 

cannot be collected duriug the inspections 

(I) Allergen Assignment 

F ORM FDA 262la (10/09) ORA 'IVORKPLANNING SHEE T PAGE NO _,.:2;,:, 3;:,_1~-4



F¥2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT TI1LE 2 PPS PROJECT NAME/NUMBER 

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

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

21F810 [TI ORA W CENTER 58 3 [11 5] 

~ u 

R DISTRICT/ IM PORT Il\IPORT Il\IP ORT IMPOR T DOMESTIC IMPORT D OMESTIC DOMESTIC DOMESTIC 
E SPECIALIZED SA."\IPLE SA."\IPLE SA."\IPLE SAMPLE FIELD FIELD SAMP LES S.'\,"\IPLES SAMP LES 
G LABORATORY COLL COLL COLL COLL LXAl\I S EXA!\IS T OBE T OBE T OBE 
I NLEA ThT ANT DIETARY LUTEN FRE .'\,VALYZE_D A.VALYZED A.VALYZE D 
0 21005 F ORMULA SUPPL k:~l\~~OD !\fED FOODS ECONO 
N 21006 21008 m (2) >n 2100~ CHE!\f 11003 

T OTAL FIELD 910 15 713 100 1400 112091 2 1 12 200 

HEADQUARTERS Kb) (5), (b) (7)(E) 
REGIONAL STAFF 

NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

\VEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOIJS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-N\V 

HOURS PER OPERATION 21 35 20 30 I 0 05 89 5 270 24 1 

TOTAL HOURS 1911 53 1426 300 2400 5605 1880 324 4820 

CON\IERSION FACTOR 950 950 950 950 950 950 1180 1180 1180 
TOTAL OPERATIONAL FTEs 201 006 I 50 032 2 53 590 I 59 027 4 08 

7 REMARKS 

NOTE: Laboratory allocations were planned by ORS 

(I) Allergen Assignment 

(2) There should be no more than one Import Field Exam per line entry for this compliance program and PAC All romine field exam 

activities including reconciliation exams, label reviews. container integrity, source country and intentional adulteration exams are to be as 

a siugle Import Field Exam 

F OR!\1 FDA 262la (10/ 09) ORA 'IVORKPLANNING SHEE T (Continued) PAGE NO _...i;,2 1:.;,-3;:,;5;..._ 



FY 2015 ORA WORKPLAN October I 2014 

I PROGRAM/ASSIGNMENT TITLE 

Food Composition, Standards, Labeling and Economics 

2 PPS PROJECT NAME/NUMBER 

Food Compo.sition, Standards, Labeling and Economics - 21 

3 PROGRAM/ASSIGNMENT CODE(S) 

2 1F8!0 

4 WORK ALLOCATION PLANNED BY 

[Ti oRA W CENTER 
5 OPERATIONAL FTE POSffiONS 

58 3 (21 5) 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

DOMESTIC 
SA.~LES 

TOBE 
ANALYZED 

ii'<~EA 
CHEM21005 

DOMESTIC 
SAMPLES 

~~~~~ 
NFANT FO 

HLM2100 

DO!\fES TIC 
SAMPLES 

T OBE 
ANALYZED 

INFANT F OR 
MCR O 21006 

DOMESTIC 
SA.~LES 

TOBE 
A-l'<ALYZED 

()IET ARYSU1 
CHEM21008 

DOMESTIC 
SAMPLES 

T OBE 
ANALYZED 

TDS 
CHEM 2183~ 

DOMESTIC 
SA.~LES 

ANALYZED 
SE AF OOD 
SPEC S UB 

ICHEl\f 21841 

DOMESTIC 
SAMPLES 

ANALYZED 
LUTEN FRE 

CHE!\1 
(]\ 

0 

IMPORT 
SA.~LES 

TOBE 
ANALYZED 
!\lED FOODS 
CHE1\f 1JOM 

8 

0 

IMPORT 
SA.~LES 

TOBE 

~fo~~EI 
="""1100· 

200T OT AL FIELD 340 18 8 206 1040 100 250 
HEADQUARTERS Kb) (5), (b) (7)(E) 

NE 

CE 

SE 

sw 

PA 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 
WEAC 

REGIONAL STAFF 
BALTIMORE 
CHICAGO 
CINCINNATI 
DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 
FORENSIC CHEM CTR 
REGIONAL STAFF 
ATLANTA 
FLORIDA 
NEW ORLEANS 

SANJUAN 
REGIONAL LAB 
REGIONAL STAFF 
DALLAS 
DENVER 
KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 
REGIONAL LAB 
REGIONAL STAFF 
LOS ANGELES 
SAN FRANCISCO 
SEATTLE 
PRL-SW 
PRL-NW 

HOURS PER OPERATION 146 133 9 274 18 8 20 13 0 200 83 5 24 I 

TOTAL HOURS 4964 2410 219 3873 2080 1300 5000 668 4820 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 1180 11 80 1180 
TOTAL OPERATIONAL FTEs 4 21 204 0 19 3 28 I 76 110 4 24 0 57 4 08 

7 REMARKS 

NOTE: Laboratory allocations were planned by ORS 

(I) Allergen Assignment 

FOR.~ FDA 262la (10/09) ORA 'IVORKPLA-l'<NING SHEE T (Co ntinued) PAGE NO -~ 1-;;;6_2;,:, 3,;;,



I 

FY 2015 ORA WORKPLAN October I 2014 

PROGRAM/ASSIGNMENT 1TILE 2 PPS PROJECT NAME/NUMBER 

f ood Composition, Standards, Labeling and Economics Food Composition, Standards, Labeling and Economics - 21 

3 PROGRAM/ASSIGNMENT CODE{S) 4 WORK AlLOCATION PLANNED BY 5 OPERATIONAL FfE POSffiONS 

21F8 10 I X I ORA W CENTER 58 3 [7 I ) 

0 0 0 0 , 
R DISTRICT/ IMPORT IMPORT IMPORT IMPORT METHODS APPLIED 
E SPECIALIZED SAMP LES SAMPLES SAMPLES SAMPLES VAL/DEV TECHN­
G LABORATORY T OBE TOBE T OBE ANALYZED CHE!\1 OLOGY 
I 
0 

A!!VALYZED 
NLEA 

ANALYZED 
INF-~'-'>FOR 

ANALYZED LUTEN FRE 
DIETARY SUP CHE!\1 

(Hours) CENTER 
CHE!\1 

N CHE!\f 11005 CHEM 21006 CHEM 21008 (l) tHours\ 

T OTAL FIELD 115 15 114 100 1205 1180 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DAlLAS 

sw DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATILE 
PRL-SW 

PRL-NW 

~OURS PER OPERATION 14 8 85 8 1 9 200 

TOTAL HOURS 1063 1229 1687 2000 1205 1180 

CONVERSION FACTOR 1180 1180 1180 1180 1205 1180 
TOTAL OPERATIONAL FTEs 090 1 04 I 43 I 69 I 00 I 00 

7 REMARKS 

!NoTE: Laboratory allocations were planned by ORS 

(I) Allergen Assignment 

FORM FDA 2621a (10/ 09) ORA WORKPL-~'-'""NING SHEET PAGE NO _....;,2 1:,;;-3;;,:7__ 



1 

PROJECT SUMMARY SHEET 

FY2015 

~.PPSPROrecTN~ER 

~olors and Cosmetics Technology- 29 

1. PRnr.R 4 M CATEGORY 

Food and Cosmetics 

4 . FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 

TOTALt.J 
n,~~.;, , and hnports 

1...-.c.N 1 .ell. PROrecT MANAGER/TELEPHONE 
Monali Yajnik .,,.n _dfl'l. t/\1 6 

5. PROGRAM 
ASSIGNMENT 

~9001; 29R833 

I29R&24: 

~9R833 

6. OPERATIONALFTE 

DOMESTIC IMPORT 

12.0 8.1 

12.0 8.1 

IORAPT4 1 1 

!Kristen Kamas 3 0 ~· 

OP~R!?TAL _I 
8. PAGE 

FTEs 

20.1 

20. 29-39-40 

FORM FDA 2622 (10/09) PAGE NO. 29-38 



FY2015 ORA WORKPLAN October I 2014 

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

Cosmetics: Domestic and Imports Colors and Cosmetics - 29 

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

29001 , 29R833 , 29R824, 99R833 [Ti aRA c:J cENTER 20 I [14.2] 

R DISTRICT/ DOMESTIC DOMESTIC DOMESTIC DOMESTIC IMPORT IMPORT DOMESTIC DOMESTIC 
E SPECIALIZED ~OMESTI< INSPECT­ !TARGETED SA.MPLE SAMPLE SA.MPLE FIELD SAMPLE SA.MPLE 
G LABORATORY INSPECT­ IONS !NSPECTIO COLL COLL COLL EXAMS AJt~ALYSIS AN ALYSIS 
I IONS TATTOO TATTOO TATTOO (Micro) 
0 ASSIGN­ ASSI GN­ ASSIGNMEN 
N MENT (1) MENT (2) I (Micro) I 

TOTAL FIELD 75 30 25 600 60 500 1600 600 60 

HEADQUARTERS (b) (5 ), (b ) (7 )(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 17.9 17.9 17.9 2 .9 2.9 1.9 0.7 13.0 18. ~ 

OTALHOURS 1343 537 448 1740 174 950 1120 7800 111~ 

ONVERSION FACTOR 950 950 950 950 950 950 950 1180 1180 
OTAL OPERATIONAL FTEs 1.41 0.57 0.47 1.83 0.18 1.00 I 18 6.61 0.95 

? . REMARKS 

I)- Targeted firms list will be communicated through OFFO. 

2) - There should be no more than one Import Field Exam per line entry for this compliance program and PAC. 

All routine field exam activities including reconciliation exams, JabeJ reviews, container integrity, source country and intentional 

adulteration exams are to be reported as a single Import Field Exam. 

Only in the event ofa pre-determined "for cause" counterterrorism ex:un, 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 10M Section 5.4. 1.4. I. for additional information on Food and Cosmetic Securities Activities. 

Note: lf the Center initiates any assignments to follow up on drug claims on cosmetics, the field resources will be used from this 

program. 

NOTE: Laboratory allocations were planned by ORS. 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET PAGE N0.-..;2-.9,;;-3_9_ 



FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

Cosmetics: Domestic and Imports 

2. PPS PROJECT NAME/NUMBER 

Colors and Cosmetics - 29 

3. PROGRAM/ASSIGNMENT CODE(S) 

29001, 29R833, 29R824, 99R833 

4 . WORK ALLOCATION PLANNED BY 

[TI ORA c:J cENTER 

5. OPERATIONALFTE POSITIONS 

20.1 [5.9] 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

IMPORT 
SAMPL E 

ANALYSIS 

(Ch em) 

IMPORT 
SAMPLE 

ANALYSIS 

(Micro) 

TOTAL FIEL D 250 250 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN mAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PRL-SW 
PRL-NW 

HOURS PER OPERATION 11.6 16.1 

TOTAL HOURS 2900 4025 

CONVERSION FACTOR 1180 1180 
TOTAL OPERATIONAL FTEs 2 .46 3.41 

7. REMARKS 

NOTE: Laboratory allocations were planned by ORS. 

F ORM F DA 262la (10/09) ORA WORKPLAI~NING SHEET PAGE NO._..;2-...,;,;;,­9-40 



1. PROGRAM/ASSIGNMENT 1TILE 
Regulated Tobacco Products - Domestic and Imp01t 
P ACs 96R800, 96T800, 96R824, 96R833 

2. PPS PROJECT NAME/NUMBER 
Tobacco - 96 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR W AS SIGNMENT 

4. OBJECTIVES 

To assess compliance with the Federal Food, Dmg, and Cosmetic Act, as amended by the Family Smoking Prevention and 
Tobacco Control Act, and its implementing regulations, ORA will use a Tobacco Cadre ofapproximately five investigators 

who w-ill rep01t to a supervisor in ORA headquatters, to: 

1. inspect registered establishments engaged in the manufacnu·e, prepru·ation, compounding, or processing ofregulated 

tobacco products; and 

2. conduct investigations oftobacco product manufacturers. 

The Tobacco Cadre will conduct inspections, investigations, and sample collections to support Center-initiated administrative 

and/or enforcement action when violations are observed. 

ORA district staff will review imported tobacco products. SRL and FCC will suppo1t CTP enforcement actions with method 

development and sample analysis. 

5. PROGRAM JUSTIFICATION 

The Federal Food, Dmg, and Cosmetic Act, as atuended by the Fatllily Smoking Prevention and Tobacco Control Act 

requires the agency to conduct inspections at least once dm-ing a two-yeru· period. 

6. FIELD OBLIGATIONS 

CTP plans to issue inspection and investigation assignments as needed in lieu ofany compliance program(s) dm-ing the fiscal 

year to cover all statlltory and regulatory provisions in effect. CTP anticipates approximately half the universe ofregistered 

tobacco establishments to be inspected dm-ing the fiscal year. Fmthe~·, CTP anticipates the collection ofdomestic samples for 

laboratory analysis to either support enforce~uent actions or to ensure compliance with certain provisions in effect. 

CTP plans to develop impolt ale!ts and assignments as needed. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE [KJ BY CENTER D BYBOTif 

b. INSPECTION TYPE D COMPREHEN SIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Cigarettes, cigarette tobacco, roll-your-own tobacco, and smokeless 

tobacco 

d. INDUSTRY/PRODUCT CODE(S) 

All tobacco codes 

e. EXAM TYPE w D MICROBIOLomcAID PHYSICAL D ENGINEERINGCHEMICAL 

D MICROANALYTICAL 0 OTHERS (Label, Labeling, Advertising R eviews) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Cigarette, cigarette tobacco, components/paits/accessories labeled w-ith flavor; "low," "li ght," "mild" descriptors for all tobacco 

products. Labeling/promo info requested in assignments. Tobacco paper/flavor analysis & other tests as specified by CTP. 

g. SPECIAL EQUIPMENT, MElliODS, AND HANDLING 

Liquid chromatography/triple quadmpole mass spec (LC/MS-MS); Gas ClU'omatography!flatUe-ionization-detector and mass 

spec (GC/FID/MS); GC/MS; GC/MS -MS, e-cigarette smoking machines, PCR machines, among othe~· instnll'llents. 

FORM FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. TP-1 



CENTERFORTOBACCO 
RESOURCE SU~DdARY 

FY2015 

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 25.2 2.8 28.0 

96 REGULATED TOBACCO PRODUCTS: DOMESTIC AND IMPORT 25.2 2.8 28.0 



PROJECT SUMMARY SHEE T 


FY2015 

I PROC.RAl'v :A 2 . PPS ~J:<.VJC'-'l ' NAMFJNTTMRF.R 


Tobacco 96 

tJ 

4 . FDAc':OMPTIANC:F.PROC.RAl'v .AND 11::. 
 5 PROC.RAl'v 6. OPERATIONALFTE 

ASSIGNMENT n.:.~~ CODE DOMESTIC IMPORT 

TOTAL 25.2 2.8 

QI'\RRM.96T800•m•l· ·-i Tobacco Products: : and Import 96-2I 25.2 2 .8 28.0 

QI'\RR?d 96R833 

'-'.t:.l'llCJ:<. ~J:<.VJC'-'l MANAGER/TELEPHONE lORA PT .A NNF.R /TF.T . 


Tara Goldman 301-796-6197 !Kristen Kamas 301· 79u· 139: 


FORJ\'1 FDA 2622 (10/09) PAGE NO. 96-1 



12 FY 2015 ORA WORKPLAN 

1. PROGRAM/ASSIGNMENT TITLE 

Regulated Tobacco Products: Domestic and Import 

2. PPS PROJECT NAME/NUMBER 

Tobacco - 96 

3. PROGRAM/ASSIGNMENT CODE(S) 
14 

WORK ALLOCATION PLANNED BY 

96R800, 96T800, 96R824, 96R833 rx- ORA r-l CENTER 

5. OPERATIONAL FTE POSmONS 

28.0 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

PRE-
APPROVAl 

INSPEC­
TIONS 

DOMESTIC 
11\ 

INSPEC­
TIONS 

DOMESTIC 

{2\ 

INSPEC­
TIONS 

ASSI GN­
M ENTS 

DOMESTIC 
11\ 

INVEST!­
GATIONS 

(Houn) 

{" 

IMPORT 
INVE ST!­
GATIONS 

(Hours) 

{4\ 

IMPORT 
ENTRY 

REVIEW 
(Hours) 

SAMPLE 
COLL 

{ <;\ 

DOMESTIC 
SAMPL ES 

TOBE 
ANALYZED 

CHEl\1 
tRmn•<\ 

DOMESTIC ME TH ODS 
VAL/DEV 

CHEM 
(Hours) 

{ti\ 

lUlALJc U .LU :>:> 1 1 l~l l:>UU l :>UU ~u ll!IUO H l :> 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 

NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CIDCAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PmLADELPIDA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 
FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 
SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONAL LABORATORY -SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 55.0 55.0 55.0 6 .0 

TOTAL HOURS 275 3025 550 722 1500 1500 180 11906 12159 

CONVERSION FACTOR 950 950 950 950 950 1200 950 1180 1205 
TOTAL OPERATIONAL FTEs 0 .29 3.18 0.58 0.76 158 1.25 0.19 10.09 1009 

?.REMARKS 

(1) - The Domestic Pre-Approval and Inspection Assignment columns represent the Center's potential need for Inspections. There 

may not be any Pre-Approval Inspections conducted in the FY. 

(2) - FDA is required to inspect each registered facility at least once in a two year period. 

Note 1: A tobacco cadre which reports to ORA HQ will conduct all tobacco inspections and investigations. 

Note 2 : lnspectional module includes time for label exams to be conducted on inspections. Please refer to the Assignment Memo 

Mhen issued for more detailed guidance. 

(3) - Represents assignments that include complaint follow-up, smokeless free sample events, and other similar investigative 

assignments. 

( 4) - Includes Import Assignments for Label Exams. 

(5) - Represents samples that may be collected during an Inspection, Investigation, or Sample Assignments. 

(6) - The total hours allocated for FCC equal6.5 FTEs and SRL equals 13.67 FTEs. Validation hours may be used for analysis as 

needed. FCC work should be reported under PAC 96R831 . 

FORM FDA 262la (10/09) ORA WORKPL ANNING SHEET PAGE N0.---96;.;·2..__ 



1. PROGRAM/ASSIGNMENT TITLE 
NADA Pre-Approval Inspections 
PACs 68001 , 68001G 

2. PPS PROJECT NAME/NUMBER 
Pre-Approval Evaluation of Animal Drugs & Food Additives - 68 

3. PROGRAM TYPE W COMPLIANCE PROGRAM c=J PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To assure that manufactming, testing, packing and/or labeling facilities (New Animal Dm g Applications, NADAs; Abbreviated 

New Animal Dmg Applications, ANADAs; Genetic Investigational New Animal Drugs, JINADs; Investigational New Animal 

Dmgs, IN ADs) comply with current good manufacturing practices ( cGMPs) a.s a condition ofdmg approval. 

Outcome: Increase the number ofcooperative activities related to tllis program 

5. PROGRAM JUSTIFICATION 

Inspections are necessary to detennine whether a facility identified in an animal dmg application whether NADA, ANADA, 

JINAD, or INAD, has the capability to manufacture, test, pack, or label a dmg (including the active ingredient) according to 

cGMPs and has provided all necessary infonnation in the application. Finns should be inspected only when CVM issues an 

assignment. TI1e type of application (NADA, ANADA, JINAD, or INAD) will dictate the pri01ity of inspection. 

Outcome: Reduce new animal dmg development and review time. 

6. FIELD OBLIGATIONS 

The Field will conduct NADA Pre-Approval Inspections at domestic and foreign plants in accordance with the assignment. 

Establishment inspection reports will be submitted to the Office of New Animal Drug Evaluation (ONADE) Program Manager 

according to the procedlU'es outlined for field reporting requirements in the compliance pr ogram. 

Outcome: Field laboratories on an assignment basis, will validate methodology subnlittedl with NADA, ANADA, INAD, and 

JINAD applications. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

n BY DISTRICT OFFICE II BY CENTER IXl BYBOTH 

b. INSPECTION TYPE [ZJ COMPREHENSIVE c::J ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Animal Drugs, Type A Medicated Feed Articles 

d. INDUSTRY/PRODUCT CODE(S) 

57, 67, 68 

e.EXAMTYPE w W MICROBIOLOGICAL D PHYSICAL D ENGINEERING CHEMICAL 

D MICROANALYTICAL D OTHERS (S PECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Petition validation work. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGENO. AD-1 -



1. PROGRAM/ ASSIGNMENT TITLE 
Good Laboratoty Practice (Non-clinical Laboratory) 
PACs 68808, G 

2. PPS PROJECT NAME/NUMBER 
Pre-Approval Evaluation of Animal Dmgs and Food Additives 
68 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To conduct inspections of facilities and non-clinical laboratories engaged in the collection of data to detemune whether the 

GLP regulations (21 CFR 58) are followed. To take appropriate action whenever a situation involving a serious violation ofthe 

GLPs is encountered or when fraud or other deliberate falsifications of test data has occun·ed. 

5. PROGRAM JUSTIFICATION 

FDA requires that extensive animal and other types oftesting be can1ed out before approving new animal dmg applications or 

animal food petitions . The FDA's reliance on the basic accmacy ofdata subnlitted is essentia l to the review and approval of 

Agency-regulated products. The subnlission of faulty, en·oneous, or distort.ed data increases the potential for wTong decisions 

and makes it difficult, ifnot impossible, to draw conclusions regarding the health hazards of the tested product. 

Outcome: Assure data integt1ty and reduce dmg development time. 

6. FIELD OBLIGATIONS 

ORA will petfonu the inspections and subnlit EIRs in accordance with established procedlll'es set forth in the basic 

compliance progt·am 7368.808. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

c::::::::J BY DISTRICT OFFICE [ZJ BY CENTER D BYBOTH 

b. INSPECTION TYPE [ZJ COMPREHENSIVE c=J ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Animal Drugs 

d. INDUSTRY/PRODUCT CODE(S) 

67,68 and 69 

e. EXAM TYPE D w MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-2 



1. PROGRAM/ ASSIGNMENT TITLE 
Sponsors, Contract Research Organizations, and Monitors 
PACs 68810, G 

2. PPS PROJECT NAME/NUMBER 
Pre-Approval Evaluation ofAnimal Drugs and Food Additives 
68 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure the adherence of sponsors, contract research organizations and monitors to the regulations 

(21 CFR 511.1) New Animal Drugs for investigational use. 

5. PROGRAM JUSTIFICATION 

As a result of Senate committee hearings and a GAO investigation, Congress directed FDA to develop and implement a 

program of inspecting non-clinical laboratories and an intensified program ofmonitoring clinical investigations. Part of this 

comprehensive program was directed to sponsors, monitors, and clinical investigators under the above stated objective. 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

Conduct inspections ofsponsors, contract research organizations, and monitors, identified l!>y the Center in accordance with 

the guidance set forth in the basic compliance program 7368.810. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BYCENTER D BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED [KJ DIRECTED 

c. PRODUCT(S) 

Animal Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

67, 68 and 69 

e. EXAM TYPE D D MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

D MICROANALYTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ ASSIGNMENT TITLE 
Clinical Investigators 
PACs 68811, G 

2. PPS PROJECT NAME/NUMBER 
Pre-Approval Evaluation ofAnimal Drugs and Food Additives 
68 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assess through audit procedw-es (21 CFR 511.1 (b)) whether data submitted by clinical investigators to FDA in a specific 

clinical study are substantiated by records. 

5. PROGRAM JUSTIFICATION 

As a result of Senate conunittee hearings and a GAO investigation, Congress directed FDA to develop and implement a 

program of inspecting non-clinicallaboratories and an intensified program ofmonitoring clinical investigations. The program 

detennines the validity ofdata submitted to FDA by inspecting clinical investigators' records. 

Outcome: Assure data integrity and reduce drug development time. 

6. FIELD OBLIGATIONS 

Conduct inspections of clinical investigators identified by the Center in accordance with the guidance set forth in the basic 

compliance program 7368.811 . 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BYCENTER D BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Animal Drugs 

d . INDUSTRY/PRODUCT CODE(S) 

67, 68, and 69 

e. EXAM TYPE D D MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

D MICROANALYTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

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



1. PROGRAM/ ASSIGNMENT TITLE 
Animal Drug Manufacturing Inspections 
Type A Medicated A1t icles PACs 71001 , A, B, 71005, A 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Drugs, Feeds and Devices 
7 1 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To assure that registered animal drug establishments manufacture animal drugs in complian ce with CGMPs 21 CFR 211 for 

approved and unapproved finished dosage fonu products and 21 CFR 226 for the Type A Medicated Articles. To obtain 

accurate listing and labeling inf01mation for animal drug establisluuents . To check and verify the existence and scope of 

stability testing programs, protocols and commitments, and the validity ofstorage conditions, testing criteria and methodology 

together with reporting of results in the Drug Experience Report (DER) as specified in the approved New Animal Drug 

Application (NADA)/Abbreviated New Animal Drug Application (AN ADA). 

5. PROGRAM JUSTIFICATION 

Section 51 O(h) ofthe Act obligates the Agency to inspect (pursuant to 704 of the Act) drug establishments required to register 

with FDA. In addition, it is one ofthe primary pmposes of establishment inspections to assure that the drug product is being 

manufactured, processed, controlled, etc. under the same conditions as approved and that it maintains the same stability 

profile as originally demonstrated. 

Outcome : Ensure the safety and effectiveness of animal drugs. 

6. FIELD OBLIGATIONS 

The field will conduct CGMP inspections of registered animal drug establishments. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 

b. INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All Animal Dmg Dosage fo1ms and Type A Medicated 

A1t icles. Medicated feeds or blocks are not included. 

d . INDUSTRY/PRODUCT CODE(S) 

54 , 56, 60-66, 67, 68 

e. EXAM TYPE w w MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

D MICROANALYTICALD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Purity, identity, potency, decomposition 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-5 



1. PROGRAM/ ASSIGNMENT TITLE 
Feed Contaminants 
PACs 71003 A,B,C,E,G-K 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Drugs, Feeds and Devices 
71 

3. PROGRAM TYPE w COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To monitor domestic and imported animal feed and feed ingredients to prevent widespread contamination ofthe nation's food supply. 

Increase the number ofcooperative activities related to this program. 

5. PROGRAM JUSTIFICATION 

The use of contaminated feed ingredients has resulted in adulterated animal feeds and in economic losses to producers and 

processors when food-producing animals consume adulterated feeds. A hazard to human health may result from subsequent 

deposition of residues in meat, pouluy, eggs, fish and daily products. These foods constitute a significant portion ofthe 

human diet and fraud. 

Outcome: Prevention or containment ofpotential human or animal health hazard. 

6. FIELD OBLIGATIONS 

To conduct inspections and investigations and sample collections/analysis to implement this program. Both fmished feed and 

feed ingredients for major food animals will be collected for analysis. 

Field activities will cover misuse, industJ·ial accidents, diversion of seed grain to feed use, industJ·ial by-product conversion to 

feed and similar activities. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

Complete annual feeds and feed ingredients . 

d . INDUSTRY/PRODUCT CODE(S) 

54 and 69-72 

e. EXAM TYPE w w MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

D MICROANALYTICArD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Mycotoxins, Pesticides, Indusu·ial Chemicals, Metals, Micro biologicals, Antibiotics and Dioxins. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-6 



1. PROGRAM/ASSIGNMEN T TITLE 
Feed Manufacturing 
PACs 71004, A 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Dmgs, Feeds and Devices 
71 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . OBJECTIVES 

To detennine compliance with GMP elements ofregistered establislunen ts producing medicated feeds. To detemline whether 

a fum has an approved license to make cotain medicated feeds. 

5 . PROGRAM JUSTIFICATION 

Under Sec. 51O(h) ofthe Act, the Agency is obligated to inspect registered medicated feed establishments. 

Outcome: Ensure the safety and effectiveness ofanimal feeds. 

6. FIELD OBUGATIONS 

To conduct inspections ofregistered medicated feed establishments and State audit inspections as needed. Districts will 

collect and analyze samples when appropriate. Field will coordinate federal/state operations. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [ZJ BYBOTH 

b . INSPECTION TYPE [ZJ COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Medicated Feeds 

d . INDUSTRY/PRODUCT CODE(S) 

69 

e. EXAM TYPE W CHEMICAL w MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

[ZJ MICROANALYnc&O OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS , AND HANDUNG 

FORl"\11 FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGENO. AD-7 



1. PROGRAM/ ASSIGNMENT TITLE 
Illegal Drug Residues in Meat, Poultiy, Seafood, and 
Other Animal Derived Foods PAC 71006 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Drugs, Feeds and Device - 71 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 

To minimize consumers' exposure to food adulterated with illegal drug residues. 

To ensure the proper use of drugs in food producing animals. 

To obtain compliance tluough voluntary and/or regulatory actions . 

To conduct inspections to determine and document the source and cause ofillegal drug residues and/or shipment of 

adulterated food and/or drug(s). 

To capture on-fanu husbandry and veterinary drug practices for program analysis, identification of educational needs, and 

policy development. 

5. PROGRAM JUSTIFICATION 

The Food and Drug Administi·ation (FDA) has the responsibility to enforce the Federal Food, Drug, and Cosmetic Act (The 

Act) . Within FDA, the Center for Veterinaty Medicine (CVM) is responsible for approving new animal drugs and establishing 

residue tolerances. The intent ofthis program is to conduct inspections when an illegal drug residue has been identified. This 

program covers all animal derived foods such as meat, game meat, poultiy, aquacultured seafood, shell eggs, milk, and honey. 

This is a cooperative program involving FDA, United States Department of Agriculture (USDA), Environmental Protection 

Agency (EPA), and a number ofstate governments. 

Outcome: To minimize consumers' exposure to food adulterated with illegal dug residues, and to ensure the proper use of 

drugs in food producing animals. 

6. FIELD OBLIGATIONS 

To conduct inspections in accordance with the Compliance Program, CVM Assignments, and the Memoranda of 

Understanding (MOU) between FDA, USDA, and EPA. Coordinate state activities with states having MOUs, infotmal and 

f01mal agreements or state conti·acts with FDA to conduct inspections at establishments below the Risk Score Threshold for 

FDA inspections . 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 0 DIRECTED 

c. PRODUCT(S) 

milk, eggs, aquacultured seafood, meat, poultiy, honey, 

animal feeds and drugs 

d . INDUSTRY/PRODUCT CODE(S) 

09, 15, 16, 17, 36, 67, 68, 69 

e. EXAM TYPE w w MICROBIOLOGICAL D PHYSICAL DCHEMICAL ENGINEERING 

0 MICROANALYTICArD OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Tissue Sample analysis by Denver laboratoty when required. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-8 



1. PROGRAM/ASSIGNMEN T TITLE 
BSE/Rtuninant Feed Ban Inspections 
PACs 71009, 71R844, 71R843 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Dmgs, Feeds and Devices 
71 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMEN T 

4. OBJECTIVES 

To enhance the FDA's unifomuty in inspection and compliance offums subject to the regulation prohibiting the use of 

specified animal proteins in nuninant feeds. 21 CFR 589 .2000 . A second mle 21 CFR 589.2001 , prohibits the use of certain 

cattle origin-materials in all animal feed. 

To ensure that specified animal proteins do not enter the U.S . from BSE-at-risk cotmtries . 

5. PROGRAM JUSTIFICATION 

Bovine Spongifonu Encephalopathy (BSE) is the bovine f01m of a group ofunifonuly fatal nemological dis eases known as 

Transnlissible Spongif01m Encephalopathies (TSEs). BSE appears to be spread through the feeding of infected material to 

cattle. BSE is a public health issue for the U.S . This disease has been linked to the hwuan TSE known as variant Creutzfeldt-

Jakob Disease (vCJD), presumably tlu·ough people consunling mminant tissues infected with the BSE agent. In addition, BSE 

has had a devastating econonlic effect on the livestock industry in cotmtries where it has been identified or suspected. 

Outcome: To prevent the establisluuent and amplification ofBSE tlu·ough feed in the United States. 

6. FIELD OBUGATIONS 

To conduct inspections, investigations, and s ample collections/analyses to implement this program. All fums that handle 

animal feed and feed ingredients that may contain nuninant-based material are the subject ofthis program. 

To provide guidance conceming the impo1tation ofanimal feeds and feed ingredients from BSE at-risk countries, in 

accordance with Imp01t Alelt #99-25. 

7a. SELECTION OF ESTABUSHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED [TI DIRECTED 

c. PRODUCT(S) 

All feeds and feed ingredients 

d. INDUSTRY/PRODUCT CODE(S) 

67-72 

e. EXAM TYPE w CHEMICAL w MICROBIOLOGICAL w PHYSICAL D ENGINEERING 

D MICROANALYTic&O OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS , AND HANDUNG 

FORl"\1 FDA 2621 ( 10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-9 



1. PROGRAM/ASSIGNMENT TITLE 
Methods Validation/Development Program 
PAC 71R816 

2 . PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Thugs, Feeds and Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [X] ASSIGNMENT 

4. OBJECTIVES 

Develop new and/or improved methodology in suppolt ofregulatoty analysis. 

5. PROGRAM JUSTIFICATION 

Validated analytical methods are essential to suppolt enforcement activities. 

6 . FIELD OBLIGATIONS 

Conduct activities under this program as d irected by the Office ofRegulat01y Science. 

7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTic&O OTHERS (SPECI FY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

FORl'\1 FDA 2621 (10/09) PREVIOUS EDmON IS OBSOLETE PAGE NO. AD-10 



1. PROGRAM/ASSIGNMENT TITLE 

Forensic Evaluation and Sample Analysis 
PAC 7IR838 

2. PPS PROJECT NAME/NUMBER 
Monitoring ofMarketed Animal Dmgs, Feeds and Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

To analyze domestic and imp01ted animal feed and feed ingredients in support ofcriminal investigations. 

To prevent w-idespread abuses by the nation's food suppliers. 

5. PROGRAM JUSTIFICATION 

6. FIELD OBLIGATIONS 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTif 

b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICRO ANAL YTicALD OTHERS (SPECIFY) 

£CHECK TifE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT , MElliODS , AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO . AD-11-



1. PROGRAM/ASSIGNMENT TITLE 
Center Initiated Assigrunents, Pandemic Preparedness 
PAC 71V800 

2. PPS PROJECT NAME/NUMBER 
Monitoring of Marketed Animal Dmgs, Feeds and Devices 
71 

3. PROGRAM TYPE c=J COMPUANCEPROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIVES 

Investigate emerging problelllS not covered by specific progralllS and develop approaches for dealing with such problelllS. 

5. PROGRAM JUSTIFICATION 

lA number ofpotential or emerging problems which cannot be predicted must be handled. The resources for these Center 

initiated assigrunents are planned under this tunbrella program. 

6. FIELD OBLIGATIONS 

Conduct inspections, investigations, sample collections and analyses as directed by Center assigmuents. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [ZJ BYBOTif 

b. INSPECTION TYPE [TI COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

!Ail veterinaty products 

d. INDUSTRY/PRODUCT CODE(S) 

54, 56, 67-72 

e. EXAM TYPE [ZJ CHEMICAL c=J MICROBIOLOGICALc=J PHYSICAL c=J ENGINEERING 

D MICRO ANAL YTicALD OTHERS (SPECIFY) 

£CHECK TifE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METifODS, AND HANDLING 

FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE PAGE NO. AD-12 



CENTER FOR VETERINARY MEDICINE 
RESOURCE SU~DdARY 

FY 2015 

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 121.9 20.2 4.6 146.7 

68 

71 

PRE-APPROVAL EVALUATION OF ANThiAL DRUGS AND FOOD ADDITIVES 

1\IONITORING OF MARKETED ANThiAL DRUGS, FEEDS AND DEVICES 

6.9 

115.0 20.2 

2.7 

1.9 

9.6 

137.1 



68-2 

68-3 

PROJECT SUMMARY SHEET 

FY 2015 
II. PROr.RAl'v CAT.cUVJ:<.I 2 . PPS J:"J:<.VJ.C'-1 NA IUlVU>.CJ:<. 

IAnima! Drugs and Feeds Evaluation ofAnimal Drugs and Food Additives - 68 -rr 

4 . FDA ~OMl'T rANC:F. PROr.RAMS AND -""-' • 5. PROr.RAM 6. OPERATIONALFTE 7. TOTAL _I 

~ 
"" ASSIGNMENT OPE~~NAL 

CODE UVlVU:.~ . 11.. llVll II<. 

TOTAL 6.9 9,1 2. 

I INADA n 68001. 68001G I. 2.3 3.S 

2 5.4 0.4 5.S 

IT>. GLP 68808, 68808G [2 .7] [02] [29] 

• ln. . u. fr,·· ' C'. ·"' 68810.68810G 

68811,68811G [2 .7] [02] [29]I n Clinical 

I• PAC 68810 is planned under PAC 68808. 

I'-"''" 1 """ l:"J:<.VJ.c'-1 MANAGERffELEPHONE IORAPT l l 

Jeremy Robbi 240-276-9227 Harriet R. Gerber 301-796-4396 

8. PAGE 

FORM FDA 2622 (10/09) PAGENO. 68-1 

http:IUlVU>.CJ


FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

NADA Pre-Approval Inspections 

2. PPS PROJECT NAME/NUMBER 

Pre-Approval Evaluation ofAnimal Drugs and Food Additives - 68 

3. PROGRAM/ASSIGNMENT CODE(S) 

68001 , 68001G 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA [Ti cENTER 

5. OPERATIONAL FTE POSmONS 

3.8 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

FOREIGN 
INSPEC­
TIONS 

DOMESTIC 
INSPEC­
TIONS 

CHEMIST 
O N 

INSP 

(Hours) 
(1) 

TOTAL FIELD 30 10 850 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 75.0 55.0 

TOTAL HOURS 2250 550 850 

CONVERSION FACTOR 950 950 950 
TOTAL OPERATIONAL FTEs 2.37 0.58 0.89 

? . REMARKS 

(1) - Hours are planned for analysts to participate on inspections as needed. 

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

under inspections and chemist on inspections. 

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

F ORl\1 FDA 2621a (10/ 09) ORA WORKPLANNING SHEET PAGE NO.__;;,;68;.;-2;;.... 



FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

GLPs Sponsor-Monitors-CROs, Clinical Investigators (Pre-Market) 

2. PPS PROJECT NAME/NUMBER 

Pre-App.roval Evaluation ofAnimal Drugs and Food Additives - 68 

3. PROGRAM/ASSIGNMENT CODE(S) 

68808,G; 68810,G ; 68811 ,G 

4 . WORK ALLOCATION PLANNED BY 

[TI ORA L:] cENTER 

5. OPERATIONALFTE POSITIONS 

5.8 

R 
E 
G 
I 

0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

~OMESTIC 
INSPEC­
TIONS 
68808 

rn 

DOM E STIC 
I NS P EC­
TIO NS 
68811 

(2) 

FOREIG N 
INSPEC­
TIONS 
68810 

"' 

FOREIG N 
INSPE C­
TIONS 
688il.l 

("t\ 

TO TAL FIEL D 30 44 2 3 

HEADQUARTERS (b) (5 ), (b ) (? )(E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 85 .0 58.0 90.0 60.0 

TOTAL HOURS 2550 2552 180 180 

CONVERSION FACTOR 950 950 950 950 
TOTAL OPERATIONAL FTEs 2 .68 2 .69 0 .19 0 19 

7.REMARKS 

(I)- PAC 68808 includes resources for PACs 68808G Generic Good Laboratory Practices and 68810G Generic Sponsors, Monitors, 

& Contract Research Organizations 

(2) - PAC 68811 includes resources for PAC 68811 G Generic Clinical Investigators. 

(3)- Foreign Inspections, Operation Code 11, are for Sponsor/Monitors (PAC 68810) and Clinical Investigators (PAC 68811). 

lrnspections planned using assignment and accomplishment data. 

lrnspections are to be conducted based on CVM issued assignments. 

!An Inspections should be reported under the appropriate PAC. 
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PROJECT SUMMARY SHEET 

FY 2.015 
II PRc)(~RAMCA'u::,uvJ:<.I I2. PPS NA 

!Animal Drugs and Feeds ofMarketed Animal Drugs, Feeds, and Devices - 71 

4. FDA C:OMl'l IANC:F. PROr.RAM<; AND A; 11:) 
 5. PROr.RAM 6. OPERATIONAL FTE 7. TOTAL .I 8. PAGE 
ASSIGNMENT h PPR4 

CODE UVlVlr.> 1!\. IMPORT FOREIGN FTEs 

TOTAL 115.0 20.: 1.9 137 


• T .I Anima! Drug 171001 
 71-5
10. 0.1 I 
 12 


71-6-82 Feed I71003A-K 27.4 8.9 36 


0.? 71-9
3 Feed I71004,A 5.0 5 


4 nJegal Drug Residues in Meat and Poultrv I71006.M 36.5 
 71-1036 


tJ 

...Feed Ban Rule (BSE) n I71009,7 IR843 16.? 71-11-135 
 II? 27.4 

6 High Risk Feed r. ' Pilot :(FSMA) I7IV030 71-147. 7 


.m.7 
 . \ic" t Program 171R816 71-155.0 5.C 

and Sample Analvsis I7IR838 71-168 
 1.0 I.C 

9 Center Initiated A«i· 171V800 6.? 71-176
-··· 
•r. _,, 3.0 FTE's for selected research projects 

• • T . ; PACs: 7 IR833 , 71R844, 99R833, and 71R824 

; a pool ofresources to adverse events 

MANAGERnELEPHONE IORAPT 11
~"'" l.CJ:<. 
Jeremy Robbi 240-276-9227 Harriet R. Gerber 301-796-4396 

FORM FDA 2622 (10/09) PAGE NO. 71-4 




FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Animal Drug Manufacturing Inspection/ Type A Medicated Articles 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

PACs 71001, A, B, 71005, A 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA [Ti cENTER 

5. OPERATIONAL FTE POSmONS 

12.3 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

F O REIGN 
I NSPEC­
TIONS 

( }) 

DOMESTIC 
INSPE C­
TIONS 

(2) 

CHEl\1 
O N 

INSPE C 

(Hou rs) 

INVEST!­
GATIONS 

(Ho11rs) 

DOMESTIC 
SA.MPLE 

COLL 

(3) 

!DOMESTIC 
SA.MPLE 

COLL 

C HEM 

IM PORT 
FIELD 
EXAMS 

DOMESTIC 
SAMPL ES 

TO BE 
ANALYZED 

CH El\1 

TOTAL FIELD 33 205 600 250 50 20 100 20 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 49.0 40.0 7.0 0.8 35.0 

TOTAL HOURS 1617 8200 600 250 350 80 700 

CONVERSION FACTOR 950 950 950 950 950 950 1180 
TOTAL OPERATIONAL FTEs 1.70 8.63 0.63 0.26 0.37 0.08 0.59 

? . REMARKS 

(1) - Foreign Inspections spread by the Office ofMedical Products and Tobacco Operations. 

(2) - Inspections include product defects and adverse drug reaction follow up. 

(3) - Some samples collected will be documentary samples and not analyzed. The shaded area is a subset ofthe 50 Domestic 

Sample Collections. 

Resources for Type A Medicated Articles Program (71005/A) are planned under PAC 71001. 

Workload Source: CVM allocated the number ofDomestic Inspections to districts based on their risk model for ranking firms. 

Laboratory allocations were planned by the Office ofRegulatory Science. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Feed Contaminants- Domestic 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

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

4. WORK ALLOCATION PLANNED BY 

[Ti oRA c:J cENTER 

5. OPERATIONAL FTE POSmONS 

36.3 [6.9] 

R 
E 
G 
I 
0 
N 

DISTRICT/ 
SPECIALIZED 

LABORATORY 

INSPEC­
TIONS 

( }) 

DOMESTIC 
I NVE ST!­
GATIONS 

(Hours) 

DOMESTIC 
SAMPLE 

COLL 
TOTAL 

DOMESTIC 
SA.MPLE 

COLL 
M ETALS 

71003B 

DOMESTIC 
SAMPLE 

COLL 
Myco 

7 1003C 

!
SA.MPLE 

COLL 
M icr·o 

71003E 
(2) (a) 

DOMESTIC 
SAMPL E 

COLL 
Chem 

71003A 

pOMESTIC DOMESTIC 
SAMPLE 

COLL 
Dioxin 
71003G 

(b) 

DOMESTI< 
SA.MPLE 

COLL 
Antib iotics 

71003K 
(3) 

TOTAL FIELD 37 1260 963 105 338 100 250 150 20 

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

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 35.0 4.2 

TOTAL HOURS 1295 1260 4045 

CONVERSION FACTOR 950 950 950 
TOTAL OPERATIONAL FTEs 1.36 1.33 4 .26 

? . REMARKS 

The shaded area is 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 400 analyses- analyze for four microorganisms (Salmonella, Listeria 

monocytogenes, EHEC enterohemorrhagic E. coli and STEC Shiga toxin-producing strains ofE. coli) per official sample. 

(3)- DSC Antibiotics 71003K, antiobotics in ethanolic byproducts used in feeds/ingredients is being discontinued in FY15. The last 

20 samples collected in FY15 will be sent to CVM's Office ofResearch for analysis. 

Two Center-issued Assi.gnm ents are expected in FY15 : 

a. A Micro assignment under 71003E will be issued for raw pet food diets. 

b. A 60 sample dioxin assignment, and inspection/collection assignments (approximately 90 samples) will issue pursuant to USDA 

5 year Dioxin survey. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Feed Contaminants- Domestic 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

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

4. WORK ALLOCATION PLANNED BY 

[Ti oRA c:J cENTER 

5. OPERATIONAL FTE POSmONS 

36.3 [20.5] 

R 
E 
G 
I 
0 
N 

DISTRICT/ p OMESTIC 
SPECIALIZED SAMPLES 

LABORATORY TO BE 
ANALYZEr 

Metals 
71003J::I 

DOMESTIC 
SA.MPLES 

TO BE 
AI~ALYZED 

Myco 
71003C 

DOMESTIC 
SAMPL ES 

TOBE 
~NALYZED 

Micro 
71003E (4) 

DOMESTIC 
SAMPL ES 

TOBE 
ANALYZED 

Chern 
71003A (5) 

!DOMESTIC I.METHODS 
SAMPLES I VAL/DE V 

TO BE CONTAM II 
ANALYZED CH EM 

Dioxin (Hours)
71003(; (6) 71003A (7\ 

M ETHODS 
VALIDE V 
MICRO 
(Hours) 
71003E 

TOTAL FIELD 105 672 400 250 150 2360 1180 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 18.0 11.0 13.0 6.6 30.0 

TOTAL HOURS 1890 7392 5200 1650 4500 2360 1180 

CONVERSION FACTOR 1180 1180 1180 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 1.60 6.26 4.41 1.40 3.81 2 .00 1.00 

? . REMARKS 

(4) - DSA Micro 71003E - 100 official sample collections and 400 analyses- analyze for four microorganisms (Salmonella, Listeria 

monocytogenes, EHEC enterohemorrhagic E. coli and STEC Shiga toxin-producing strains ofE. coli) per official sample. 

(5) - DSA Chem 71003A to include Pesticides, Industrial Chemicals and Filth (240 samples for Pesticides & Industrial Chemicals plus 

10 Filth samples for FY15). 

( 6) - DSA Dioxin samples will be used for two assignments, 60 samples for a dioxin sampling assignment and 90 samples for a 

collection assignment to be issued pursuant with the USDA 5 year Dioxin survey. 

(7) - 1.25 FTE will be devoted for Methods Validation/Development for aflatoxins in DDGs, and the remaining 0.75 FTE for T-2 toxin 

and other trichothecene mycotoxins in animal feed. 

Laboratory allocations were planned by the Office ofRegulatory Science. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Feed Contaminants-Import 

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

71003 A,B,C,E,G-K [Ti oRA W CENTER 36.3 [8.9] 

R DISTRICT/ IMPORT DIPORT IMPORT IMPORT IMPORT IMPORT IMPORT IMPORT 
E SPECIALIZED SA.MPLE SAMPLE SAMPLE FIEL D SAMPLES SA.MPLE S SAMPL ES SAMPL ES 
G LABORATORY COLL COLL COL L E XAMS TO BE TOBE TOBE TOBE 
I C h •m Micro i\NALYZEI NALYZE ANALYZED i\NALYZED 
0 & Otb.rs 71003E Cbem Micro Metals Myco 
N (8) (9) (9) 

TOTAL FIELD 790 440 350 300 300 350 25 95 

HEADQUARTERS (b) (5), (b) (?)(E) 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 2.5 0.6 7.0 12.0 18.0 11.0 

TOTAL HOURS 1975 180 2100 4200 450 1045 

CONVERSION FACTOR 950 950 1180 1180 1180 1180 
TOTAL OPERATIONAL FTEs 2.08 0.19 1.78 3.56 0.38 0.89 

?. REMARKS 

The shaded area is a subset of the total Import Sample Collections. 

(8) - ISC Chem and Others: 300 Import Sample Collections are for Chem, 951mport Samples are for Myco, 20 Import Samples will be 
collected for antibiotics to be sent to CVM's Office ofResearch as investigative samples, and 25 Import Samples will be collected for 

Metals (new for FY 15). 

(9)- ISC Micro 71003E, sample collections are for pig ears, pet treats, and pet foods as well as other animal feed ingredients. 

Laboratory allocations were planned by the Office ofRegulatory Science. 
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2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 



FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

IFeed Manufacturing 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71004, A 

4. WORK ALLOCATION PLANNED BY 

[TI ORA [Ti cENTER 

5. OPERATIONALFTE POSITIONS 

5.2 

R 
E 
G 
I 

0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

FOREIG N 
INSPEC­
TIONS 

DOM E STIC 
INSP EC­
TIO NS 

DOMESTIC 
SAMPLE 

COLL 

11\ 

DOME S TIC 
SAMPLE 

COLL 

(CHEM) 

DOMESTIC 
SA..MPLES 

TOBE 
ANALYZED 

C HEM 

TO TAL FIEL D 4 141 60 15 15 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 50.0 28.0 7.8 25.0 

TOTAL HOURS 200 3948 468 375 

CONVERSION FACTOR 950 950 950 1180 
TOTAL OPERATIONAL FTEs 0.21 4.16 0.49 0.32 

?.REMARKS 

(I)- Domstic Sample Collections are allocated for 15 physical samples and 45 documentary samples. 

The shaded area is a subset ofthe Total Domestic Sample Collections. 

There are 278 State Contract inspections. Report time for these contract inspections under PAC 71S004. 

!Note: CVM provided the inspection spread based on their risk model for ranking firms. 

lr.aJ>oratory allocations were planned by the Office ofRegulatory Science. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

illegal Residues in Meat & Poultry 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71006, M 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA [Ti cENTER 

5. OPERATIONAL FTE POSmONS 

36.5 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

INSPEC­
TIONS 

DOMESTIC 
I NVE ST!­
GATIONS 

(Hours) 

DOMESTIC DOMESTIC 
SAMPLE 

COLL 

(1) 

ME THODS 
VAL/DE V 

CH EM 

(Hours) 

TECH 
SUPPORT 

(Hours) 
(2) 

TOTAL FIELD 500 6500 930 360 1900 

HEADQUARTERS (b) (5 ), (b ) (? )(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 39.0 7.0 

TOTAL HOURS 19500 6500 6510 360 1900 

CONVERSION FACTOR 950 950 950 1180 950 
TOTAL OPERATIONAL FTEs 20.53 6.84 6.85 0.31 2.00 

? . REMARKS 

CVM will issue FACTS assignments to request Federal inspections when the risk score ofthe residue reported byFSIS 

exceeds the annually calculated budget-defined risk-informed threshold. 

(1) -Documentary samples collected during inspections. 

(2) -Tech support hours include supporting State Activities under illegal Residues in Meat & Poultry and time for Tissue Residue 

Monitors. 

Laboratory spreads were planned by the Office ofRegulatory Science. 

Note: CVM spread Inspections and Sample Collections based on their risk model for ranking residue violations in this program. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Ruminant Feed Ban Rule!BSE Program 

3. PROGRAM/ASSIGNMENT CODE(S) 

71009, 71R844, 71
(99R833, 71R833, 71

R843 
R824) 

[Ti oRA [Ti cENTER 27.4 [24.3] 

R 
10. 

DISTRICT/ DOMESTIC IMPORT IMPORT DOMESTIC IMPORT IMPORT DOMESTIC DOMESTIC 
E SPECIALIZED p o MESTIC INVE ST!­ ENTRY INVE ST!­ SAMPLE SA.i\1PLE F IELD SAMPL ES SAMPLES 
G LABORATORY INSPEC­ GATIONS REVIE W GATIONS COLL COLL EXAMS TOBE TOBE 
I TIONS ANALYZED !\NALYZEI 
0 (Hours) (Hours) (Hours) CHEM MICRO 
N (}) (2) (3) (4) (5) (5) 

TOTAL FIELD 800 1000 8440 1530 640 200 3200 425 215 

HEADQUARTERS 

REGIONAL STAFF 

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

NE 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

CE 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

SE 

FORENSIC CHEM. CTR 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

PA 

REGIONAL LAB 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORAT

HOURS PER OPERATION 

ORY-NW 

8.5 4.0 25 0.4 6.0 4.0 

TOTAL HOURS 6800 1000 8440 1530 2560 500 1280 2550 860 

CONVERSION FACTOR 950 950 1200 950 950 950 950 1180 1180 
TOTAL OPERATIONAL FTEs 7.16 1.05 703 1.61 2.69 0.53 1.35 2.16 0.73 

? . REMARKS 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSmONS 

(1) - Inspections ofperformance 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 time 

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 accomplishements under the appropriate operation 

andPACs. 

(5) - Domestic Sample Analysis Planned Hours are split 2/3 Chem and 1/3 Micro, however laboratories may use planned time for 

either type ofanalysis as needed. 

Laboratory allocations were planned by the Office ofRegulatory Science. 
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FY2015 ORA WORKPLAN October 1 2014 

1. PROGRAM/ASSIGNMENT TITLE 

Ruminant Feed Ban Rule!BSE Program 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71009, 71R844, 71R843 
(99R833, 71R833, 71R824) 

4. WORK ALLOCATION PLANNED BY 

[Ti oRA [Ti cENTER 

5. OPERATIONAL FTE POSmONS 

27.4 [3.1] 

R 
E 
G 
I 
0 
N 

10. 
DISTRICT/ IMPORT 

SPECIALIZED SAMPLES 
LABORATORY TO BE 

ANALYZEr 
CHEl\1 

~ECHNICAL 
SUPPOR T 

(Hours) 
(6) 

TOTAL FIELD 200 2248 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 
NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

DETROIT 
MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 

ATLANTA 

FLORIDA 
NEW ORLEANS 

SAN WAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 
LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 4.3 

TOTAL HOURS 860 2248 

CONVERSION FACTOR 1180 950 
TOTAL OPERATIONAL FTEs 0.73 2.37 

? . REMARKS 

( 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 ofstate contract 

inspections. 

Laboratory allocations were planned by the Office ofRegulatory Science. 
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FY2015 ORA WORKPLAN October I 2014 

C ONTINUATION SHEET 

I. PROGRAM/ASSIGNMENT TITLE 

Ruminant Feed Ban Rule/BSE Program 

2. PPS PROJECT NAME/NUMBER 

!Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

9. Remarks 

Inspection Priorities. 

The first inspectional priority under this program is to inspect those firms that have a violative history classifed by the FDA as 

"Official Action Indicated" or OAI. These inspections should be conducted with the intent that regulatory action will be pursued should 

the firm be unwilling or unable to take immediate actions to correct the violations. 21 CFR 589.2000 and 589.200I address a wide 
variety of firms and animal product operations that involve the manufacture, distribution, transportation, and feeding ofanimals. 

21 CFR 589.2000 prohibits the feeding ofspecific mammalian proteins to ruminant animals, 2 1 CFR 589.2001 prohibits the use of 

specific cattle-origin tissues in the feed ofall animals, including pet food. As a result, the regulations have broad applicarions, 

including at operations that do not involve ruminant feeds or the feeding ofruminant animals. Inspectional r esources 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 prioritizing inspections, which ORA 

has used the last several years to help with the annual work-planning. The following list of finn/industry types generally describes 

our priorities, in descending order: 

Follow-up to OAI inspections 

Firms with a violative history 
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 ofanimal feeds 

Animal feed distributors/retailers 

On-farm feed manufacturers (with ruminant and non-ruminant animals, or ouly ruminants) 

Ruminant feeders 

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

(10/09) PAGE NO. 71-13 



FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

High Risk Feed Inspection Pilot Assignment (FSMA) 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71V030 

4. WORK ALLOCATION PLANNED BY 

[TI ORA L:] cENTER 

5. OPERATIONALFTE POSITIONS 

7.2 

R 
E 
G 
I 

0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

HIG H 
RISK 

INSPEC­
TIONS 

rn 

TOTAL FIELD 228 

HEADQUARTERS b) (5), 
b)(?) 
E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 30.0 

TOTAL HOURS 6840 

CONVERSION FACTOR 950 
TOTAL OPERATIONAL FTEs 7 .20 

?.REMARKS 

( I) - The field can expect a high risk feed inspection pilot assignment related to manu facturing practices to inspect such firms as 

salvagers, pet food!LACF manufacturers, unlicensed medicatedlunmedicated feed mills, and feed ingredient manufacturers, all 

flagged with a risk identifier. 
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FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

!Methods Validation 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71R816 

4. WORK ALLOCATION PLANNED BY 

[TI ORA L:] cENTER 

5. OPERATIONALFTE POSITIONS 

5.0 

R 
E 
G 
I 

0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

METHODS 
VAL/DEV 

CHEM 

(HOURS) 

APPL IED 
E C HNOLOG 

CENTER 
CHEM 

(HOURS) 

TOTAL FIEL D 1205 4720 

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

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 1205 4720 

CONVERSION FACTOR 1205 1180 
TOTAL OPERATIONAL FTEs 1.00 4 .00 

7.REMARKS 

!Workload Source- Determined by Office ofRegulatory Science. 
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FY 2015 ORA WORKPLAN October I 2014 

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

Forensic Evaluation and Sample Analysis Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

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

71R838 [TI ORA L:] cENTER 1.0 

R DISTRICT/ FORENSIC 
E SPECIALIZED ANALYSIS 
G LABORATORY C H EI\1 
I 
0 (Hou rs) 
N 

TOTAL FIELD 1205 

HEADQUARTERS {b )(S), 
REGIONAL STAFF 

NEW ENGLAND 
(b) (7 )(E ) 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

CE DETROIT 

MINNEAPOUS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

REGIONAL STAFF 
ATLANTA 

SE FLORIDA 
NEW ORLEANS 

SAN mAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 
SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONALLABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 1205 

CONVERSION FACTOR 1205 
TOTAL OPERATIONAL FTEs 1.00 

? . REMARKS 

FORM F DA 262l a (10/09) ORA WORKPL ANNING SHEET PAGE NO. 71-16 



FY 2015 ORA WORKPLAN October I 2014 

I. PROGRAM/ASSIGNMENT TITLE 

Center Initiated Assignments 

2. PPS PROJECT NAME/NUMBER 

Monitoring ofMarketed Animal Drugs, Feeds, and Devices - 71 

3. PROGRAM/ASSIGNMENT CODE(S) 

71V800 

4. WORK ALLOCATION PLANNED BY 

[TI ORA [Ti cENTER 

5. OPERATIONALFTE POSITIONS 

6.2 

R 
E 
G 
I 

0 
N 

10. 
DISTRICT/ 

SPECIALIZED 
LABORATORY 

Ii''VE STI­
GATIO NS 

(Hou rs) 

D OM E STIC 
L AB 

AN ALYST 
CH EM 
(Hours) 

TO TAL FIEL D 4946 1145 

HEADQUARTERS (b) (5), (b) (?)(E) 

NE 

REGIONAL STAFF 

NEW ENGLAND 
NEW YORK 

REGIONAL LAB 

WEAC 

CE 

REGIONAL STAFF 

BALTIMORE 
CHICAGO 

CINCINNATI 

DETROIT 

MINNEAPOLIS 
NEW JERSEY 

PHILADELPHIA 

FORENSIC CHEM. CTR 

SE 

REGIONAL STAFF 
ATLANTA 

FLORIDA 
NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

SW 

REGIONAL STAFF 

DALLAS 

DENVER 
KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

PA 

REGIONAL STAFF 

LOS ANGELES 

SAN FRANCISCO 

SEATTLE 
PACIFIC REGIONAL LABORATORY-SW 
PACIFIC REGIONAL LABORATORY-NW 

HOURS PER OPERATION 

TOTAL HOURS 4946 1145 

CONVERSION FACTOR 950 1180 
TOTAL OPERATIONAL FTEs 5.21 0.97 

?.REMARKS 

!Investigational and analytical resources include time for investigating pet turtle establishments and inspecting pharmacies 

~at compound animal products. Resources also may be applied to sample collections and analyses when investigating adverse 

events. 

!workload based on Feed Manufacturing, Feed Contaminants and Animal Drug Manufacturing program inventories. 

!Note: Laboratory allocations were planned by Office ofRegulatory Science (ORS). 
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