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“. ..Modernize and strengthen the

FDA workforce to improve public
health response.?7

2013 FDA Program Alignment
Charge
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Program Aligned

Organizational Model
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Operations Operations
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Program Alignment: Key Changes

From

Geographic management of operations Program management of operations, management teams based on

To

staff:

. Bioresearch Monitoring 2 management teams
. Biologics 2 management teams
. Human and Animal Food 12 management teams
. Medical Device and Radiological Health 3 management teams
. Pharmaceutical Quality 4 management teams
. Tobacco

c Plus Imports as a program 5 management teams

Regional Food & Drug Directors

Program Directors

Degrees of program specialization for
investigations, compliance and
operational managers

Exclusive specialization in one program for investigations, compliance
and operational managers

20 District Directors who manage the
geographic district and all programs
operations within the district

20 District Directors who manage the geographic district and only one
program for operations. Plus eight new program division directors who
manage program operations only — total 28 management teams

One import district and a range of
import operations embedded within the
16 other districts

Five import divisions (four of them new) covering all borders, managing
import operations nationally as a program

www.fda.gov




Program Alignment: Key Changes

From

13 labs reporting into the regions

To

National Lab Management — 13 labs reporting into
ORA’s Office of Regulatory Science with three
additional directors managing separate lab
program operations and specialization

Division of Human Resource Development within
the Office of Resource Management

Office of Training, Education and Development

State Cooperative Programs decentralized
across five regions — shellfish, milk, retail

Office of State Cooperative Programs under the
Human and Animal Food Operations, as a single
national program(s)

Functions based in geography: consumer
complaint coordinators, state liaisons, emergency
response coordinators

Retain certain functions based in geography:
consumer complaint coordinators, state liaisons,
emergency response coordinators

Functions decentralized local reporting: Freedom
of Information (FOI) staff, industrial hygienists
(IH), and administrative staff

Staff remain embedded locally, but report into a
single office: FOI staff report into Division of
Information Disclosure; IHs report into the Office
of Regulatory Science; administrative staff report
into the Office of Management

www.fda.gov




Office of Regulatory Science

Dr.

Office

Paul Norris
Director

of Regulatory
Science

Office of Business and Safety
Operations — Immediate
Office (Lab Planning , Safety,
and Training Staff)

Office of Medical Products, Tobacco

and Specialty Laboratory Operations
Medical Products and Tobacco Scientific

Staff
| |
. . Winchester
Forensic Chemistry Engineering
Center Analytical Center
I I

Detroit Laboratory

Northeast Medical
Products Laboratory

1 |
Pacific Southwest Philadelphia
Medical Products Laboratory
Laboratory
] ]
Southeast Tobacco
San Juan Laboratory Laboratory

Office of Food and Feed Laboratory
Operations
Food and Feed Scientific Staff

Arkansas Laboratory

Denver Laboratory

Evaluation

] ]
Kansas City Northeast Food and
Laboratory Feed Laboratory
| ]
Pacific Northwest San Francisco
Laboratory Laboratory
| ]
Southeast Food and Pacific Southwest
Feed Laboratory Food and Feed
Laboratory

Office of Research
Coordination and




Office of Regulatory Science

@
PacificlNorthwest}
e Winches eyEngincering
&YAnalytical[Center,
INortheast] &
Denvers A borat
orensiy
. “ oratory, (gmw.(m A
< . Philadelphia
. faboratory,
JATkansas}
PacificiSouthwest} Southeast]
Lab“"y

Lababoratory Type Eglades

@ ORAHuman and Animal Food Lab

A ORAMedical Products Lab

ORA HAF & MPT (co-located) [Sanfuan]
@ ORASpecialty Lab
@ ORAScreening Station A
State Boundaries
Puerto Rico - SIN
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Office of Enforcement and Import
Operations

Doug Stearn, JD
Director
Office of
Enforcement and
Import Operations
Division of Division of Food Division of Import
Enforcement Defense Targeting Operations
Division of Division of Division of Division of
Northern Border
Southwest Imports Southeast Imports Northeast Imports Imports

Division of West

Coast Imports
www.fda.gov 9




Office of Enforcement and
Import Operations

[Division[of/NorthernlBorderjimport]

Division|of\West/Coast Import

Divisionof; Southwest Import

, e
‘ —
e
Hawaii -
West Coast
Import Division

Import Program Divisions

Division of Northeast Import (CT, DC, DE, MA,
MD, ME, NY, NH, PA, RI, VA, VT, WV)

Division of Northern Border Import (ID, IL, IN, ME,

MI, MN, MT, NH, ND, NY, OH, SD, VT, WA, WI)
Division of Southeast Import (AK, AL, AR,

FL, GA, IN, KY, LA, MS, NC, PR, SC, TN)
Division of Southwest Import (AZ, CO,

IA, KS, MO, NE, NM, OK, TX, UT, WY)
Division of West Coast Import

(CA, HI, NV, OR, WA)

State Boundaries

[DivisionlofSoutheast{import

Alaska - Southeast Import Division

[Divisionof[Northeastiimport

Puerto Rico - Southeast
Import Division

www.fda.gov

10



Office of Enforcement and

Import Operations

Office/Division

OEIO Director Doug Stearn

Deputy Director Armando Zamora
Division of Enforcement Director Scott Maclintire
Division of Food Defense Targeting Director Angel Suarez
Division of Import Operations Director John Verbeten
Division of Southwest Imports Director Todd Cato
Division of Southeast Imports Director Ruth Dixon
Division of Northeast Imports Director Matthew Palo (acting)
Division of Northern Border Imports Director Keith Jasukaitis (acting)
Division of West Coast Imports Director Dan Solis (acting)

www.fda.gov 11



Office of Human and
Animal Food Operations

Michael Rogers
Assistant Commissioner
Office of Human and
Animal Food (HAF)
Operations
(acting)

Ellen
Buchanan
Director
Audit Staff

Vinetta Howard-King j Jan| Laurie Farmer
Director Joann Givens ) Director
Office of HAF ® Director ; ) | Office of State
Operations-East A Office of HAF 4 Cooperative
(acting) ' Operations-West | Programs (acting)
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Office of Human and
Animal Food Operations

<

NWE
Nk 93
NwWJ
HAF Program Divisions
Alaska - 6W (SEA) Division 1W (MIN) Division 1E (NWE, NYK)
Division 2W (KAN) Division 2E (BLT, NWJ, PHI)
Division 3W (DAL) [ Division 3E (ATL)
, - [ Division 4W (DEN, LOS) [ Division 4E (FLA, SJN)
- [ Division 5W (LOS, SAN) [ Division 5E (CIN, NOL) - “
> I Division 6W (SEA) I Division 6E (CHI, DET) . =
’ || FDA Current Districts Boundaries
Hawaii - 5W (SAN) i % Arizona State Boundaries Puerto Rico - 4E (SUN)
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Office of State
Cooperative Programs

Laurie Farmer
Director
Office of State

Cooperative
Programs
(acting)

Division of Retail Food o . Division of Shellfish
. Division of Milk Safety o
Protection Sanitation
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Office Of Human and Animal
Food Operations-East

Vinetta Howard-King
Director
Office of Human and

Animal Food
Operations-East
(acting)

Divisions |-Vl of Human Division of Foreign
and Animal Food Human and Animal Food
Operations-East Operations
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Office of Human and
Animal Food Operations - EAST

OHAFO East Immediate Office Director Vlngtta Howard-King
(acting)

Office/Division

OHAFO East Immediate Office Deputy Director W. Charles Becoat

www.fda.gov

OHAFO East Division 1

OHAFO East Division 2

OHAFO East Division 3

OHAFO East Division 4

OHAFO East Division 5

OHAFO East Division 6

Program Director/District
Director
Program Director/District
Director
Program Director/District
Director
Program Director/District
Director
Program Director/District
Director
Program Director/District
Director

Ron Pace
Evelyn Bonnin
Ingrid Zambrana
Maridalia Torres
Steven Barber

William Weissinger
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Office Of Human and
Animal Food Operations-West

Joann Givens
Director
Office of Human and

Animal Food
Operations-West

Divisions I-VI of Human Division of Domestic
and Animal Food Human and Animal Food
Operations-West Operations
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Office of Human and
Animal Food Operations - WEST

OHAFO West Immediate Office Director Joann Givens

OHAFO West Immediate Office Deputy Director Glenn Bass

Program Director/District

OHAFO West Division 1 Michael Dutcher, DVM

Director
OHAFO West Division 2 Program DIEEBRDEITEL Cheryl Bigham
Director
OHAFO West Division 3 P_rogram Director/District Edmundo Garcia, Jr.
Director
OHAFO West Division 4 Eir;)eg;; rrn RleB LaTonya Mitchell-Holmes
OHAFO West Division 5 P_rogram Rl Darla Bracy
Director
OHAFO West Division 6 P.rogram Director/District Miriam Burbach
Director

www.fda.gov 18



What’s Next?

« Complete the first phase - realignment
« Continue to invest in ORA’s culture and values
« Advance the next phase — operational change

www.fda.gov 19
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