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FDA Program Alignment Charge

…Modernize and 
strengthen the  FDA 
workforce to improve 
public health response.

“



www.fda.gov

Program Alignment: Key Changes

Then Now

Geographic 

management

Programmatic 

management

Regional Food & Drug 

Directors

Program Directors

Twenty District

Directors

Twenty District Directors plus eight new 

program division directors

Degrees of program 

specialization

Exclusive specialization in one program for 

investigators, compliance officers and 

operational managers.
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Employees

4,550

ORA FY 2018



Inspections Completed

38,856

ORA FY 2018



Samples Analyzed

43,099

ORA FY 2018



Warning Letters Issued

14,285

ORA FY 2018



7,562
Products Recalled

ORA FY 2018



Arrests
317

Convictions
215

ORA FY 2018



Paid Fines & Restitution

$2,182,317,876

$114,163,550
Forfeited & Seized Assets

$2,296,481,426

ORA FY 2018



ORA Program Divisions

• Office of Bioresearch Monitoring Operations (OBIMO)

• Office of Biological Products Operations (OBPO)

• Office of Medical Device and Radiological Health Operations 

(OMDRHO)

• Office of Pharmaceutical Quality Operations (OPQO)

• Office of Human and Animal Food Operations (OHAFO)

• Office of Enforcement and Import Operations (OEIO)

• Tobacco Operations Program
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Program Alignment – post 5/15/17



Office of Medical 
Device and 
Radiological 
Health 

Immediate Office
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Office of Medical 
Device and 
Radiological Health 

Division I

Office Title Name Coverage

OMDRHO
Division I

Program Division 
Director/District 
Director

Joseph S. 
Matrisciano Jr

NWE/BLT/CIN/DET/
NWJ/NYK/PHI

OMDRHO
Division I

Compliance 
Branch Director Gina Brackett

NWE/BLT/CIN/DET/
NWJ/NYK/PHI

OMDRHO
Division I

Investigations
Branch Director

Arduino 
Frankovic

NWE/BLT/CIN/DET/
NWJ/NYK/PHI

OMDRHO
Division I

Recall 
Coordinators

Melinda Ruiz
Cynthia Aycock
Andrew Lang

NWE/BLT/CIN/DET/
NWJ/NYK/PHI
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Office of Medical 
Device and 
Radiological Health 

Division II

Office Title Name Coverage

OMDRHO Division
II

Program Division 
Director Blake Bevill

FLA/ATL/CHI/KAN/
MIN/NOL/SJN

OMDRHO Division
II

Compliance 
Branch Director

Melissa 
Michurski

FLA/ATL/CHI/KAN/
MIN/NOL/SJN

OMDRHO Division
II Investigations 

Branch Director
Kathleen 
Sinninger

FLA/ATL/CHI/KAN/
MIN/NOL/SJN

OMDRHO Division
II

Recall 
Coordinators

Neisa Alonso
Meredith 
Andress
Marie Fink

FLA/ATL/CHI/KAN/
MIN/NOL/SJN



20

Office of Medical 
Device and 
Radiological Health 

Division III

Office Title Name Coverage

OMDRHO Division
III

Program Division 
Director

Shari 
Shambaugh 

LOS/DAL/DEN/SAN/
SEA

OMDRHO Division
III

Compliance
Branch Director Vacant

LOS/DAL/DEN/SAN/
SEA

OMDRHO Division
III Investigations 

Branch Director Eric Anderson 
LOS/DAL/DEN/SAN/
SEA

OMDRHO Division
III

Recall 
Coordinator Theresa Kirkham

LOS/DAL/DEN/SAN/
SEA
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New Contact Information

• Inspection FAQ Handout
• On The Web:

https://www.fda.gov/AboutFDA/CentersOffices/
OfficeofGlobalRegulatoryOperationsandPolicy/
ORA/ContactORA/ucm604350.htm#OMDRHO

https://www.fda.gov/AboutFDA/CentersOffices/OfficeofGlobalRegulatoryOperationsandPolicy/ORA/ContactORA/ucm604350.htm#OMDRHO
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• Visit www.fda.gov/ora

Click on “View ORA Contacts” 

Click “ORA Contacts”

Program Alignment: ORA Contacts

http://www.fda.gov/ora


Thank You!
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