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Offices of...

Melinda Plaisier, MSW
Associate Commissioner for
Regulatory Affairs

Carol Cave o = Paul Norris, DVM, MPA

Director, Office of Enforcement and \ =2 Director, Office of
Import Operations Regulatory Science
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Office of Enforcement and
Import Operations

OFFICE OF ENFORCEMENT AND IMPORT OPERATIONS

Carol Cave

Director, Office of Enforcement and Import

Operations

I ] |

DIVISION OF DIVISION OF DIVISION OF DIVISION OF
ENFORCEMENT FOOD DEFENSE IMPORT OPERATIONS IMPORT PROGRAM
TARGETING MANAGEMENT DEVELOPMENT
1 1 1 1
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IMPORTS IMPORTS IMPORTS BORDER IMPORTS

DIVISION OF WEST COAST
IMPORTS
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Office of Enforcement and
Import Operations

U.S. FOOD & DRUG

ADMINISTRATION

Office of Enforcement
and Import Operations (OEIO)

[Division[of/Northern|Borderimport]

DivisionlofiN

ofSoutheast:

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 (1D, 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, 5C, TN)
° " Division of Southwest Import (AZ, CO,
T [T 1A, KS, MO, NE, NM, OK. TX, UT. WY)
Hawaii - ) - Division of West Coast Import
West Coast (CA, HI, NV, OR, WA) Puerto Rico - Southeast
Import Division State Boundaries Alaska - Southeast Import Division Import Division
Source: ORA Prapared by Office of Regulatory Aflairs (ORA) Division of Planning, Evaluation & Management (DPEM), Program Evaluation Branch, 2017
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Division of Southwest Import

DSWI: Arizona, Colorado, lowa, Kansas, Missouri, Nebraska, New Mexico, Oklahoma,
Texas, Utah, and Wyoming

Program Division Director: Todd Cato, Todd.Cato@fda.hhs.gov
Director Compliance Branch:  Alex Lopez, Alexander.Lopez(@fda.hhs.gov
Director Investigations Branch: Stacy Below, Stacy.Below(@fda.hhs.gov

Todd Cato and Stacy Below located in Dallas, TX; Alex Lopez located in Laredo, TX
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Office of Regulatory Science

ORA Laboratory Locations ﬂ U.S. FOOD & DRUG
Office of Regulatory Science (ORS)

Lababoratory Type BortEverglades]

ORA Human and Animal Food Lab
ORA Medical Products Lab

ORA HAF & MPT (co-located)
ORA Specialty Lab

ORA Screening Station

State Boundaries

seolreO

[Sanfluan]
A

Puerto Rico - SJN

Prepared by Offce of Reguiatory ARsrs {DRA) Diviskon of Plannig. Evak

www.fda.gov
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DENVER LABORATORY

Denver,
Laboratory]
®
Denver Laboratory
Laboratory Director: Mark Madson, Mark.Madson@fda.hhs.gov

Director Microbiology Branch:  Jennifer Kinney, Jennifer.Kinney(@fda.hhs.gov

Director Chemistry Branch: Patrick Ayres, Patrick.Ayres@fda.hhs.gov

All located in Denver, CO

www.fda.gov



mailto:Mark.Madson@fda.hhs.gov
mailto:Jennifer.Kinney@fda.hhs.gov
mailto:Patrick.Ayres@fda.hhs.gov

Office of Medical Products and
Tobacco Operations

Ellen Morrison

Assistant Commissioner Office of
Medical Products and Tobacco
Operations

Gabriel Muniz

Director
Tobacco Staff

Jan Welch
Director, Office of
Medical
Device and
A Radiological Health
| Operations

hrissy Cochran, PhD

Director, Office of
Bioresearch
Monitoring
Operations

inette Michaud, MD Alonza Cruse

Director, Office of
Biological Products
Operations

Director, Office of

Pharmaceutical Quality
Operations
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Office of Medical Device and Radiological
Health Operations

OFFICE OF MEDICAL PRODUCTS AND TOBACCO OPERATIONS
OFFICE OF MEDICAL DEVICES AND RADIOLOGICAL HEALTH OPERATIONS

Jan Welch

Director, Office of
Medical Device
and Radiological Health

DIVISION OF DIVISION OF DIVISION OF
MEDICAL DEVICES AND MEDICAL DEVICES AMND MEDICAL DEVICES AND
RADIOLOGICAL HEALTH RADIOLOGICAL HEALTH RADIOLOGICAL HEALTH

COPERATIONS | OPERATIONS I DOPERATIONS I
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Office of Medical Device and Radiological
Health Operations

Office of Medical Devices and Radiological U.S. FOOD & DRUG
Health Operations (OMDRHO) ADMINISTRATION

Division|3

Medical Devices Program
Divisions
Division 1 (BLT, CIN, DET,
- NWE, NWJ, NYK, PHI)
— - Division 2 (ATL, CHI, FLA,
L. i - KAN, MIN, NOL, SJN)
3 Sw Division 3 (DAL, DEN,
o LOS, SAN, SEA)
il Hawaii - Division 3 Puerto Rico - Division 2
’ FDA C: t
Alaska - Division 3 (SEA) (SAN) hict: Eundarias (SIN)

Source: ORA Prepared by Office of Regulatory Affairs (ORA) Division of Planning, Evaluation & Management (DPEM), Program Evaluation Branch, 2017
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OMDRHO Division 3

MIN

Division'3 KAN o

DiVision}2

OMDRHO Division 3: Alaska, Arizona, California, Colorado, Hawaii, Idaho, Montana, Nevada,
New Mexico, Oklahoma, Oregon, Texas, Utah, Washington, and Wyoming

Program Division Director: Shari Shambaugh, Shari.Shambaugh@fda.hhs.gov

Director Compliance Branch:  Jeff Wooley (Acting), Jeffrey.Wooley@fda.hhs.gov

Director Investigations Branch: Eric Anderson, Eric.Anderson(@fda.hhs.gov

Shari Shambaugh and Jeff Wooley located in Dallas, TX; Eric Anderson located in Alameda, CA
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Office of Pharmaceutical
Quality Operations

OFFICE OF MEDICAL PRODUCTS AND TOBACCO OPERATIONS
OFFICE OF PHARMACEUTICAL QUALITY OPERATIONS

Alonza Cruse
Director, Office of

Pharmaceutical Quality

Operations
1 1
DIVISION OF DIVISION OF
PHARMACEUTICAL PHARMACEUTICAL
QUALITY OPERATIONS | QUALITY OPERATIONS 11
| 1
DIVISION OF DIVISION OF
PHARMACEUTICAL PHARMACEUTICAL
QUALITY OPERATIONS Il QUALITY OPERATIONS IV
| |
DIVISION OF DIVISION OF
PHARMACEUTICAL FOREIGN
QUALITY PROGRAMS PHARMACEUTICAL
QUALITY INSPECTIONS
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Office of Pharmaceutical
Quality Operations

Office of Pharmaceutical Quality U.S. FOOD & DRUG
= ADMINISTRATION
Operations (OPQO)
NWE
Division[4
Divisiont2}
DAL
FLA
Pharmaceutical Quality
Program Divisions
Division 1 (BLT, NWE, NWJ, NYK, PHI)
- Division 2 (ATL, DAL, FLA, NOL, SIN)
- e | Division 3 (CIN, CHI, DET, KAN, MIN)
A [ oivision 4 (DEN, LOS, SAN, SEA)
Hawaii - Division 4 ' FDA Current Puerto Rico - Division 2
Alaska - Division 4 (SEA) (SAN) Districts Boundaries (SJN)
Source: ORA Prepared by Office of Regulatory Affairs (ORA) Division of Planning, Evaluation & Management (DPEM), Pragram Evaluation Branch, 2017
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OPQO Division 4

OPQO Division 4: Alaska, Arizona, California, Colorado, Hawaii, Idaho, Montana, Nevada, New
Mexico, Oregon, Utah, Washington, and Wyoming

Program Division Director: Steven Porter, Steven.Porter@fda.hhs.gov

Director Compliance Branch: ~ Thomas Berry, Thomas.Berry@fda.hhs.gov

Director Investigations Branch: Katherine Jacobitz, Katherine Jacobitz@fda.hhs.gov

Steven Porter and Katherine Jacobitz located in Irvine, CA; Thomas Berry located in Denver, CO
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Office of Biological
Products Operations

OFFICE OF MEDICAL PRODUCTS AND TOBACCO OPERATIONS
OFFICE OF BIOLOGICAL PRODUCTS OPERATIONS

Ginette Michaud, MD
Director, Office of

Biological Products
Operations

DIVISION OF DIVISION OF
BIOLOGICAL PRODUCTS BIOLOGICAL PREODUCTS
OPERATIONS | OPERATIOMNS II

www.fda.gov
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Office of Biological
Products Operations

Office of Biological Products Operations (OBPO) H e

Biologics Program Divisi
Division 1 (ATL, BLT, CIN, FLA, NOL
" FE NwE, N, NYK, PHI, SIN)
T Division 2 (DAL, DEN, DET, KAN i - i
I CHI, LOS, MIN, SAN, SEA)
gl Hawaii - Division 2 ' FDA Curmrent Puerto Rico - Division 1
Alaska - Division 2 (SEA) (SAN) District Boundaries (SIN)
Source: ORA Prapared by Office of Regulatory Afairs (ORA) Division of Planning, Evaluation & Management (DPEM), Program Evaluation Branch, 2017
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OBPO Division 2

Division 2

J—I—{\

OBPO Division 2: Alaska, Arizona, Arkansas, California, Colorado, Hawaii, Idaho, lllinois, Indiana, lowa, Kansas,
Michigan, Minnesota, Missouri, Montana, Nebraska, Nevada, New Mexico, North Dakota, Oklahoma, Oregon,
South Dakota, Texas, Utah, Washington, Wisconsin, and Wyoming

Program Division Director: Karlton Watson, Karlton.Watson@fda.hhs.gov

Director Compliance Branch:  Catherine Quinlan, Catherine.Quinlan(@fda.hhs.gov

Director Investigations Branch: Tricia Martinez, Tricia.Martinez@fda.hhs.gov

Karlton Watson located in Dallas, TX; Catherine Quinlan located in Detroit, MI; Tricia Martinez

located in San Antonio, TX
www.fda.gov 18
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Office of Bioresearch
Monitoring Operations

OFFICE OF MEDICAL PRODUCTS AND TOBACCO OPERATIONS
OFFICE OF BIORESEARCH MONITORING OPERATIONS

Chrissy Cochran, PhD
Director, Office of

Bioresearch Monitoring
Operations

DIVISION OF
DIVISION OF
BIORESEARGH MONITORING BIORESEARCH MONITORING
OPERATIONS |
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Office of Bioresearch
Monitoring Operations

Office of Bioresearch Monitoring H U.S. FOOD & DRUG
Operations (OBIMO)

Division}2

BIMO Program Divisions
Division 1 (ATL, BLT, CIN, FLA, NOL
-~ S [0 NWE, NWJ, NYK, PHI, SIN)
= T Division 2 (DAL, DEN, DET, KAN i -,—
. o _ I chi, Los, MIN, sAN, SEA)
o Hawaii - Division 2 ’ FDA Current Fuerto Rico - Division 1
Alaska - Division 2 (SEA) (SAN) District Boundaries (SIN)
Source: ORA Prapared by Office of Regulatory Afairs (ORA) Division of Planning, Evaluation & Management (DPEM), Program Evaluation Branch, 2017
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OBIMO Division 2

Division}2

OBIMO Division 2: Alaska, Arizona, Arkansas, California, Colorado, Hawaii, Idaho, lllinois, Indiana, lowa,
Kansas, Michigan, Minnesota, Missouri, Montana, Nebraska, Nevada, New Mexico, North Dakota, Oklahoma,
Oregon, South Dakota, Texas, Utah, Washington, Wisconsin, and Wyoming

Program Division Director: Eric Pittman, Eric.Pittman(@fda.hhs.gov

Director Investigations Branch: Audrey Vigil, Audrey.Vigil@fda.hhs.gov

Eric Pittman located in Chicago, IL; Audrey Vigil located in Denver, CO
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Office of Human and
Animal Food Operations

Michael Rogers, MS

\ssistant Commissioner
for Human and Animal

Ellen Buchanan
Director, Audit Staff

Laurie Farmer
Director, Office of
State Cooperative

Programs

Vinetta Howard -King
Director, Office of Human
and Animal Foods East
[acting]

www.fda.gov

Joann Givens
Director, Office of
Human and Animal

Foods West
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Office of Human and
Animal Food Operations

Y

MIN W
NWE

NYK g3

NWJ

KA ag

o g

HAF Program Divisions

Division 1W (MIN)
Division 2W (KAN)

Division 1E (NWE, NYK)
Division 2E (BLT, NWJ, PHI)

Alaska - 6W (SEA)

, -
*—.
'

Division 3W (DAL)
[ Division 4W (DEN, LOS)
[ Division 5W (LOS, SAN)
[ Division 6W (SEA)

77 Division 3E (ATL)

[ Division 4E (FLA, SJN)
771 Division 5E (CIN, NOL)
[ Division 6E (CHI, DET)

|| FDA Current Districts Boundaries

w - d

Hawaii - 5W (SAN) l ey

Puerto Rico - 4E (SJN)
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OHAFO Division 4 West

PoAdnrms s b Fahh.

OHAFO Division 4 West: Arizona, Colorado, New Mexico, Utah, and Wyoming

Program Division Director: LaTonya Mitchell, LaTonya.mitchell@fda.hhs.gov

Director Compliance Branch:  Kimetha King, Kimetha.King@fda.hhs.gov

Director Investigations Branch: Mark Harris, Mark.Harris@fda.hhs.gov

All located in Denver, CO
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HAF4W COMPLIANCE BRANCH

Nancy Schmidt, CO Recall Coordinator
Caroline Le

Florence House, CST

|
Vacant, LIE

Hanna Potter, CO

Kathleen Tormey, CO
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HAF4W INVESTIGATIONS BRANCH

Stephanie Chastagner Roger AdémS, SCSO
Consumer Complaint Coordinator Jennifer Hicks, SCSO

Ginger Sykes, SCSO (SLC-RP)

Christine Williams
OEIl Coordinator
16 CSOs (1 Vacant) Denver
6 CSOs Salt Lake City
5 CSOs Tempe
1 Vacant CSO Albuquerque
3 CSTs (1 Denver, 2 Vacant)




ORA Ombudsman

 Informally and impartially addresses concerns,
complaints, and disputes between ORA and
external parties:
e Industry

* Federal, state, territory, and tribal government
entities

e Public

e Contact:

* 513-679-2777 Or 240-535-6021
Ombudsman

PUBLIC HEALTH Enhancing ORA operations by serving as an objective, neutral resource to
PARTNERSHIPS: improve communication channels, resolve disputes, and foster positive
relationships with internal and external stakeholders.
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