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Office of the ACRA

Judy McMeekin, Pharm.D.
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for Regulatory Affairs
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Acting Commissioner, 

Office of Medical 
Products & Tobacco 

Operations  
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Assistant Commissioner, 
Office of Enforcement and 

Import Operations 

Michael Rogers, 
Assistant Commissioner, 
Human & Animal Food 

Operations 

www.fda.gov 5



Office of Medical Products and
Tobacco Operations

Chrissy Cochran, PhD
Assistant Commissioner Office of 

Medical Products and Tobacco 
Operations

Alonza Cruse 
Director, Office of 

Pharmaceutical Quality 
Operations 

Jan Welch
Director, Office  of 

Medical 
Device and 

Radiological Health 
Operations

Anne Johnson, Acting  
Director, Office of 

Bioresearch 
Monitoring 
Operations

Ginette Michaud, MD 
Director, Office of 

Biological Products 
Operations

Paul Purdue
Director 

Tobacco Staff 
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Office of Human and 
Animal Food Operations

Michael Rogers, MS 
Assistant Commissioner 
for Human and Animal 

Foods

Joann Givens 
Director, Office of 
Human and Animal 

Foods West

Vinetta Howard -King                  
Director, Office of Human 

and Animal Foods

Laurie Farmer 
Director, Office of 
State Cooperative 

Programs 

Ellen Buchanan 
Director, Audit Staff
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Office of Human and 
Animal Food Operations
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OHAFO Division 4 West

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

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

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

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

All located in Denver, CO
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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
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DIVISION OF PHARMACEUTICAL 
QUALITY OPERATIONS IV (DPQOIV) 
RMRAS 2020 COMPLIANCE UPDATE

CAPT Thomas R. Berry, BSPharm, PharmD
Director, Compliance Branch, OPQO IV

February 19, 2020



DPQOIV LEADERSHIP

CDR STEVEN PORTER, PDD

CAPT TOM BERRY, DCB

CAPT KATHERINE JACOBITZ, DIB

MICHAEL ARANETA, SCSO

GERARD DE LEON, SCSO

MARK SAALE, SCSO

RICHMOND YIP, SCSO
LOS

DEN

SEA
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DPQOIV JURISDICTION
ALASKA
ARIZONA
CALIFORNIA 
COLORADO 
HAWAII
IDAHO
MONTANA 
NEW MEXICO 
NEVADA
OREGON
UTAH
WASHINGTON 
WYOMING
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0 0

DPQOIV DEMOGRAPHICS

15007502040

EMPLOYEES MANUFACTURERS*

LOS

DEN

SAN
SEA

692

1358

720

65911

5

32

9

*INCLUDES MEDICAL GAS
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DPQOIV PRODUCTIVITY

DOMESTIC

181
FOREIGN

207

OAI

VAI

NAI

• FOREIGN EXCEEDS 
DOMESTIC

• THREE-QUARTERS 
CONCLUDE WITH 
483 ISSUANCE

2019 INSPECTIONS
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DPQOIV TOP 10 FDA483 CITES

1. 21 CFR 211.192 - 35
2. 21 CFR 211.22(d) - 25
3. 21 CFR 211.100(a) - 24
4. 21 CFR 211.166(a) - 19
5. 21 CFR 211.160(b) – 17 

6. 21 CFR 211.165(a) – 17 *
7. 21 CFR 211.25(a) - 17
8. 21 CFR 211.113(b) – 16 *
9. 21 CFR 211.67(b) - 15
10. 21 CFR 211.68(b) – 15

21 CFR 211.165(a) - Testing and release of drug product for distribution do not include 
appropriate laboratory determination of satisfactory conformance to the [final specifications] 
[identity and strength of each active ingredient] prior to release. Specifically, ***

21 CFR 211.113(b) - Procedures designed to prevent microbiological contamination of drug 
products purporting to be sterile are not [established] [written] [followed]. Specifically, *** -
Procedures designed to prevent microbiological contamination of drug products purporting to be 
sterile did not include [adequate] validation of the [aseptic] [sterilization] process. Specifically, 
***

These citations replaced 9 & 10 from the below list for last year (21 CFR 211.68(a) – 9, 21 CFR 
211.67(a) – 9).

www.fda.gov 6



DPQOIV REGULATORY ACTIONS

• Warning Letters – 34
• Untitled Letters – 4
• Regulatory Meetings – 5
• Other Letters – RAI, SRL, SHL, WLCO, & FMD-145
• Compounding Cases – 35 

www.fda.gov 7



IMPORT ALERTS

• 66-40 - DETENTION WITHOUT PHYSICAL EXAMINATION OF DRUGS 
FROM FIRMS WHICH HAVE NOT MET DRUG GMPS

• 99-32 - DETENTION WITHOUT PHYSICAL EXAMINATION OF 
PRODUCTS FROM FIRMS REFUSING FDA FOREIGN ESTABLISHMENT 
INSPECTION

• Increases since 2016 in “refusal” import alert
• Many firms listed are located ….
• Guidance available on refusals

Circumstances that Constitute Delaying, Denying, Limiting, or Refusing a Drug Inspection: 
https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM360484.pdf

66-40 Import Alert Listings: https://www.accessdata.fda.gov/cms_ia/importalert_189.html
99-32 Import Alert Listings: https://www.accessdata.fda.gov/cms_ia/importalert_521.html

www.fda.gov 8
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CONCEPT OF OPERATIONS (CON-OPS)

• Late 2017 
• CDER & ORA
• Outlines operational model 

for drug facility evaluation 
and inspection

• Applies to Pre and Post 
Approval, Surveillance, and 
For-Cause Inspections of 
human drug manufacturers

• Domestic and International

www.fda.gov 9



CON-OPS

• 90-Day Decisional Letter
– No Action Indicated (NAI)

– Voluntary Action Indicated (VAI)

– Official Action Indicated (OAI)

• Generic Drug User Fee 
Amendments II (GDUFA II)

• Prescription Drug User Fee Act 
(PDUFA) application 
timeframes

www.fda.gov 10





OFFICE OF MEDICAL DEVICES AND 
RADIOLOGICAL HEALTH

(OMDRHO)

2020 COMPLIANCE UPDATE

RMRAS UPDATE
Lauren Priest, Compliance Officer, Div 3 / West
February 2020



OMDHRO DIVISION BOUNDARIES

www.fda.gov 2



Jessica Mu

Jessica.Mu

4477

www.fda.gov 3



OMDRHO DIV 3 LEADERSHIP

SHARI SHAMBAUGH, PDD

JESSICA MU, DCB

ERIC ANDERSON, DIB

DAL

LOS

JAN WELCH, PD

WO

SAN
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OMDRHO DIV 3 COMPLIANCE

LOS

DAL

SAN

SHARI SHAMBAUGH, PDD

DEN

LAUREN PRIEST, CO

JESSICA MU, DCB

JAMIE BUMPAS, CO

JEFF WOOLEY, CO

CHARLES CHACKO, CO

RAY BRULLO, CO

RUSS CAMPBELL, CO
THERESA KIRKHAM, CO

MARK CHAN, RC

PAUL FRAZIER, RC

LIE, TBD
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Data generated from public inspection dashboard at:  https://datadashboard.fda.gov/ora/index.htm.  Data was sorted to only include Domestic medical device inspections. 

Domestic Device Inspections 2015 - Current

www.fda.gov 6
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Data generated from public inspection dashboard at:  https://datadashboard.fda.gov/ora/index.htm.  Data was sorted to only include Domestic medical device inspections. 

Device Inspections Performed Domestically

www.fda.gov 7
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Top 10 Observations

Reference Number Short Description Frequency

21 CFR 820.100(a) CAPA procedures 312

21 CFR 820.198(a) Complaint procedures 240

21 CFR 820.50 Purchasing controls 151

21 CFR 803.17 MDR Procedures 133

21 CFR 820.75(a) Process validation 120

21 CFR 820.90(a) Nonconforming product 111

21 CFR 820.22 Quality audits 86

21 CFR 820.100(b) Documentation 67

21 CFR 820.30(a) Design control 54

21 CFR 820.30(i) Design changes 54

2019

Source: https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/inspection-observations

Reference Number Short Description Frequency

21 CFR 820.100(a) CAPA procedures 354

21 CFR 820.198(a) Complaint procedures 229

21 CFR 820.50 Purchasing controls 142

21 CFR 803.17 MDR Procedures 139

21 CFR 820.75(a) Process validation 138

21 CFR 820.90(a) Nonconforming product 119

21 CFR 820.100(b) Documentation 86

21 CFR 820.22 Quality audits 78

21 CFR 820.30(i) Design changes 76

21 CFR 820.181 DMR 63

2018

www.fda.gov 8



Domestic Data

Data generated from public compliance actions dashboard at:  https://datadashboard.fda.gov/ora/index.htm.  Data was 
sorted to only include medical device actions up through beginning of Feb 2020.www.fda.gov 9
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CDRH Structure and 
Reorganization

Old Structure
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CDRH New Structure
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https://www.fda.gov/about-fda/about-center-devices-and-radiological-health/reorganization-center-devices-and-
radiological-health

www.fda.gov 12
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https://www.fda.gov/about-fda/ora-program-areas/medical-device-radiological-health

www.fda.gov 13
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Pharmaceutical and 
Medical Device Recalls

OPQO Division IV and OMRHO Division III
Jamie Dion, MPH, Recall Coordinator  and Christine Shaw, Consumer Safety Officer
2/19/2020



www.fda.gov 2



What is a 
recall?

• Per 21 CFR 7.3(g)
• A firm’s removal or correction of a 

marketed product(s) that the FDA 
considers to be in violation of the laws it 
administers and against which the 
Agency would initiate legal action

www.fda.gov 3



Voluntary, 
FDA 

Requested, 
FDA 

Mandated 
Recalls

 Firm initiated
 Firm voluntarily decides to recall product
 Most Common

 FDA requested
 Based on risk of illness or injury and/or gross 

consumer deception
 Firm aware but not taking steps necessary to 

protect the public health and welfare
 Requires ACRA approval

 FDA Mandated
 Controlled Substances, Section 569D of the FD&C 

Act
 Medical Devices, Section 518(e) of the FD&C Act

www.fda.gov 4



Recall Classification

Class I

Class I - a situation in 
which there is a 
reasonable probability 
that the use of, or 
exposure to, a violative 
product will cause serious 
adverse health 
consequences or death. 

Class II

Class II - a situation in 
which use of, or exposure 
to, a violative product 
may cause temporary or 
medically reversible 
adverse health 
consequences or where 
the probability of serious 
adverse health 
consequences is remote. 

Class  III

Class III - a situation in 
which use of, or exposure 
to, a violative product is 
not likely to cause 
adverse health 
consequences. 

Market Withdrawal

Market Withdrawal –
removal or correction of a 
distributed product 
which involves a minor 
violation that would not 
be subject to legal action 
by the FDA or which 
involves no violation

The Centers are responsible for assigning recall classifications

www.fda.gov 5



What Can 
Initiate a 

Recall?

 Result of a customer or trade complaint
 Firm’s internal audit results
 FDA or state inspectional findings
 Results of laboratory analysis by the firm, 

FDA or another agency
 Finding of an FDA import review

www.fda.gov 6



Reporting a 
Recall to 

FDA

• Contact Your Division Recall Coordinator 
(DRC), assigned by product type and 
location

https://www.fda.gov/safety/industry-
guidance-recalls/ora-recall-coordinators

• 24 Hour Alert

• Recall Recommendation
• Attachment B, within 5 business days 
• Medical Devices 806 report within 10 

business days

www.fda.gov 7
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Timeline and Process for New Recalls

DRC is alerted about new 
recall by firm or investigators 

in the field

We review and 
provide comment on 
the proposed 
customer letter
•We can provide a 
template for customer 
letter
•Please send us what you 
consider a final draft
•We will let you know if we 
recommend any changes 
to the letter

Once recall initiates, 
submit the 

Attachment B within 
5 working days or the 
806 report within 10 

working days

If the product issue 
could potentially be a 
Class I, the DRC will 

treat it as such

www.fda.gov 8



What we do with your recall (cont’d)

Event moves into queue for Center review

DRC may assign recall audit checks

DRC may contact you for more information

Center final classification decision is sent back to the DRC 

DRC prepares and sends the firm a classification letter

DRC will receive, review, and file your monthly status reports

www.fda.gov 9



Enforcement 
Reports

• All recalls monitored by FDA are included 
in the Enforcement Report once they are 
classified and may be listed prior to 
classification when FDA determines the 
firm’s removal or correction of a marketed 
product(s) meets the definition of a recall.

• Once FDA completes the hazard 
assessment, the Enforcement Report entry 
will be updated with the recall classification.

https://www.fda.gov/safety/recalls-market-
withdrawals-safety-alerts/enforcement-
reports

www.fda.gov 10
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Recall Classification and Status Reports
• The Classification Letter will give information on the classification of your event, and 

instructions on submitting status reports

• The status reports should include the following information:
• # consignees notified of the recall, and date and method of notification.
• # consignees responding to the recall communication and quantity of products on 

hand at the time it was received.
• # consignees that did not respond 
• # products returned or corrected by each consignee contacted and the # of products 

accounted for.
• Results of effectiveness checks that were made.
• Estimated time frames for completion of the recall.

www.fda.gov 11



Termination

• You may request termination when:
• All reasonable efforts have been made to 

remove or correct violative product
• Final Product disposition is complete
• Preventive actions or corrections have 

been taken 
• Request termination by emailing DRC
• DRC will email you if we have any questions
• When we determine that the event is ready 

for termination, a termination letter will be 
drafted and sent to the recalling firm

www.fda.gov 12



OPQO IV 
Recall 

Statistics

• There were 120 recall events from May 
2017– February 2020 

• Event Counts
• Class I - 20
• Class II - 84 
• Class III - 69

• Product Counts
• Class I - 30
• Class II - 509
• Class III - 69

www.fda.gov 13



Top Five 
Reasons For 

Pharmaceutical 
Recalls

• All Pharm Divisions
• Lack of Assurance of Sterility
• CGMP Deviations
• Microbial Contamination of Non-Sterile 

Products
• Subpotent Drug
• Failed Impurities/Degradation Specifications

• OPQO IV
• Lack of Assurance of Sterility
• CGMP Deviations
• Marketed Without An Approved NDA/ANDA
• Lack of Processing Controls
• Subpotent Drug

www.fda.gov 14



OPQO IV 
Recall 

Coordinator 
Contact 

Information

Jamie Dion, Recall Coordinator
orapharm4recalls@fda.hhs.gov

303-236-3133

www.fda.gov 15
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Medical 
Device
Recalls 

• Christine Shaw, Investigator

www.fda.gov 16



Corrections 
& Removals 
Regulation 

(21 CFR 
806)

• Became effective  5/18/98
• Requires manufacturers and importers to 

notify FDA within 10 working days of any 
correction or removal done to reduce a risk 
to health

• Why? - So that FDA can monitor C&R’s in a 
more timely and effective manner

www.fda.gov 17



Corrections 
& Removals 
Regulation 

(21 CFR 806)

• Repair, modification, adjustment, 
relabeling, destruction, or inspection 

• “Correction” => without removal from 
point of use

• “Removal” => physical removal from 
point of use

www.fda.gov 18



Risk 
determination 

is key factor

• “Risk to health”
• reasonable probability that product will 

cause serious adverse health 
consequences or death (Class I), or

• may cause temporary or medically 
reversible adverse health consequences 
or an outcome where probability of 
serious adverse health consequences is 
remote (Class II)

www.fda.gov 19



Is it a Product 
Enhancement 

or a Recall?

• The key factor in distinguishing a 
medical device recall from an 
enhancement is the existence of a 
violation of the FD&C Act or 
associated regulations enforced by 
the Agency

• A device enhancement is 
• (1) a change to improve the performance 

or quality of a device that is 
• (2) not a change to remedy a violation of 

the FD&C Act or associated regulations 
enforced by the Agency

www.fda.gov 20



Device Recall 
Statistics

• There were 683 recalls from May 2017–
February 2020 

• Class I – 32
• Class II – 639 (some are unclassified but 

will probably be II)
• Class III - 12

www.fda.gov 21



Most 
Common 

Reasons for  
Device 
Recalls

• Software updates implemented without 
proper validation

• Inadequate control 
(specifications/inspection/acceptance 
testing) of contract manufactured 
components

• Packaging/labeling mix-ups

www.fda.gov 22



CAPA 
Activities

How robust are your failure investigations 
and CAPA related to recalls?

• Conduct CAPA activities and identify the 
root cause of the failure

• What quality system areas were involved 
with the failure?

• Why was the failure not detected prior to 
distribution?

• Identify areas of deficiency in your quality 
system and improve them

www.fda.gov 23



Determining 
Root Causes

How does your system allow for the release of 
undetected non-conforming product?

• Is your in-process testing robust?
• Are you capturing all non-conformances 

during production?
• Is it a result of human error?
• Lack of robust design controls?
• Inaccurate assumptions? (i.e. supplier 

changes)

www.fda.gov 24



Aspects 
Unique to 

Medical 
Device 
Recalls

• We distribute a document entitled “Device 
Correction/ Removal Report Model for Industry”, 
which includes all the information needed to process 
a recall. Information is pulled from parts 7 and 806.

• CDRH implemented a medical device recall database 
that is accessible to the public: 
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs
/cfRES/res.cfm

• Of note is the “Action” section, which explains 
what the correction/removal notice suggested 
that customers do, if they had an affected 
device. The Enforcement Report 
(https://www.fda.gov/safety/recalls-market-
withdrawals-safety-alerts/enforcement-reports) 
doesn’t have an “Action” section.

www.fda.gov 25
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Common 
Issues 

Observed

• Reworked nonconforming product but did 
not provide details on rework process

• Effectiveness check plan does not plan to 
notify 100% of consignees

• Failure to submit initial and additional 
information within the agreed upon 
timeframes

• Multiple emails/phone calls from firm to 
DRC in quick succession

www.fda.gov 26



Effectiveness 
Checks 

• Q: Level A is contacting 100% of consignees. 
What if I make multiple attempts but the 
consignee won’t respond?

• A: Even if you cannot verify that 100% of 
consignees received notification, please 
document your good faith efforts to contact 
all consignees.

www.fda.gov 27



Medical 
Device 

Divisions

• The medical device Recall Coordinators are 
located within the Office of Regulatory 
Affairs (ORA). They are divided into three 
divisions:

• Division 1:  CT, DC, DE, IN, KY, MA, 
MD, ME, MI, NH, NJ, NY, OH, PA, RI, 
VA, VT, WV

• Division 2:  NC, SC, GA, FL, MS, AL, 
LA, TN, IL, MN, WI, SD, ND, KS, MO, 
NE, IA, San Juan, US Virgin Islands

• Division 3:  TX, OK, AR, CO, UT, NM, 
WY, CA, NV, HI, WA, OR, MT, ID, AK

www.fda.gov 28



Recall 
Contact 

Information

Division Recall Coordinator (DRC) contacts 
for firms, for general 
inquiries, new recall submissions, and status 
reports:

• Division 1: 
oradevices1recalls@fda.hhs.gov

• Division 2: 
oradevices2recalls@fda.hhs.gov

• Division 3: 
oradevices3recalls@fda.hhs.gov

www.fda.gov 29
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The 
Workload 

a.k.a. Why 
haven’t I 

heard back 
from FDA 

yet?

• 8 full-time DRCs process the recalls for the 
entire Country

• Approximately 2900 events since May 2017 
(all divisions)

• Class I recalls take precedence
• Make sure your submissions are complete 

(includes labeling, consignee list, HHE, 
CAPA, etc.) to expedite processing

• We will let you know if there’s any 
information missing

www.fda.gov 30



Questions?
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