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About FDA

* FDA is responsible for over $2 trillion in medical
products, food, cosmetics, dietary supplements and
tobacco.

* FDA-regulated products account for about 20 cents
of every dollar of annual spending by U.S.
consumers.

* The agency has approximately 15,700 full-time
employees located around the world.

« FY 2016 budget is $4.9 billion.
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FDA Regulated Products:
A Wide Varlety. . .and Complex
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~ Globalization

 FDA-regulated products now account for approximately 10% of all
Imports to the U.S.

 FDA-regulated products originate from more than:
— 150 countries
— 130,000 importers
— 300,000 foreign facilities

« Over the last 7 years importation of FDA regulated products has
dramatically risen.

* Projected import growth rates range from low estimates of 5-8% to
high of 15%, meaning that imports of FDA-regulated products would
triple between 2007 and 2015.
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nsumer Safety Officer

What is fieldwork?

Credentialed Federal Officers



U.S. Food and Drug Administration www.fda.gov
FID/A

Protecting and Promoting Public Health

Compliance Officer

= Reviews and evaluates evidence and findings indicating a
possible lack of compliance with Agency enforced laws and
regulations.

= Analyzes data samples and documented information gathered
during inspections and investigations

= Determines whether an investigation is complete or what
additional work may be required

= Recommends legal action to Headquarters, the Office of Chief
Counsel, the responsible U.S. Attorney

= Maintains working liaison with the U.S. Attorney’s Office and
U.S. Marshal’s Service in implementing approved actions

= Ensures that non-compliant establishments make necessary
changes to meet the regulations. Enforcement includes official
correspondence as well as legal actions taken in a court of
law
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FDA Law, Regulation, & Policy

« Law — alaw is enacted by Congress and
enforced through the agencies of the executive
branch.

* Regulation — standard or requirement of conduct
set by a government agency under the statutory
authority granted to it by congress.

« Guidance Documents — represent FDA’s current
thinking on matters under the agency’s
jurisdiction.
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Inspection Outcomes

* NAI — No Action Indicated
« VAI — Voluntary Action Indicated

« OAI - Official Action Indicated
« Withhold or Withdraw PMA Approval
* Regulatory Meeting
« Untitled Letter
« Warning Letter
* Import Detention
* Request or Require Recall
« Civil Money Penalties
« Seizure, Injunction, Prosecution
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‘ Medical Device Program Changes

* Discontinued condom and glove study in FY 15
* Resources re-allocated to 82008 (Monitoring devices

of foreign origin) - Imports.

# Non- # Yo Non- Ui
violative | Violative | Violative Violative
FY13 1095 147 B51% 119%
FY14 909 200 75% 169%
FY15 to
162 40 7849 199
18FEB15 o /o
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FDA

 Allocation strategies

* Risk- based planning

« GIS
* Mapping the inventory
* Mapping the capacity

www.fda.gov
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Quality System Survelllance Inspections
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Medical Device Inspections

1800

1600

1400

1200

1000

No. of Domestic Els
800 —No. of Foreign Els

600 —

400

200

FY'13 FY'14 FY'15 (projected)



U.S. Food and Drug Administration www.fda.gov
FID/A

Protecting and Promoting Public Health

CY2014 Top 10 Foreign Inspection Locations

Country Name Number of Inspections
China 190
Germany 72
Japan 37
Taiwan 29
Switzerland 25
Canada 24
Ireland 23
Korea, Republic of South 23
United Kingdom 23
France 16
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Inspection Outcomes

120%
50% 51% 55% 53% 51% S52% @ 34%
80%
60% —42% —42% 38% 40% 0 0 0
40% -t
20% o A A o o o 5
¢ v v v v v v
0%

2008 2009 2010 2011 2012 2013 2014
“~OAl «eVAI =@=NAI



rl.) ﬁ U.S. Food and Drug Administration
r Protecting and Promoting Public Health

QSR mspection Compal’iSOH
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Quality System
Reqgulation
Inspections (2014)

« 2073 Iinspections
10% OAI

40% VAl
50% NAI

Quality System
Reqgulation
Inspections (5/19/15)

e 1190 inspections
13% OAI

43% VAI
44% NAI
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Observed Trends in Medical Devices

Consistently cited yearly (FY 14 Top 3)

1. Procedures for corrective and preventive
action have not been [adequately] established
(21 CFR 820.100(a))

2. Procedures for receliving, reviewing, and
evaluating complaints by a formally designated
unit have not been [adequately] established
(21 CFR 820.198(a))

3. Quality Audit not conducted (21 CFR 820.22)
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Medical Device Warning Letters
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Medical Device Warning Letters

No. 1 Cite

No. 2 Cite

No. 3 Cite

Process Validation - 21
CFR 820.75(a)

CAPA-21CFR
820.100(a)

General Design Controls
- 21 CFR 820.30(a)

CAPA-21 CFR
820.100(a)

Process Validation - 21
CFR 820.75(a)

Purchasing Controls — 21
CFR 820.50
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Postmarket Risk Considerations

* Product Quality — Shortage
assessment and mitigation

A situation where the guantity of a
medical device in the market place or
available to health care providers/users is
less than the demand and the possibility
for adverse health conseguences, such
as serious injury or death, exists if the
product is not available
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Mitigation and Risk Treatment

« Mitigation: Limitation of any negative
conseguences of a particular event.
also known as Controlling rSK 1sonec cuide 73:2002 (E/F)
 [preproduction-preventing something from
nappeningj
 [postproduction-correcting something that
nappened]
* Risk Treatment: process for selection and
Implementation of measures to modify risk.

ISO 31000:2009(E)
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Postmarket Risk Considerations

« Patient Safety — Recalls

Removal or correction of marketed
products, including its labeling and/or
promotional materials, that FDA considers
to be in violation of the laws it
administers.Does not include market
withdrawal or a stock recovery.



[FDA

U.S. Food and Drug Administration

Protecting and Promoting Public Health

www.fda.gov

OAP>PN>I

Classes of Recalls

CLASS |

Reasonable
probability of
serious adverse
health
consequences
or death

CLASS 1l

May cause
temporary or
medically
reversible
adverse health
consequences
OR risk of
serious
consequences
is remote

CLASS Il

Not likely to
cause adverse
health
consequences
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Potential Reasons for Recalls

« Component failure or generalized device
failure

« Design flaws, including human factors
Issues

* |nadequate instructions for use

 No 510(k) or PMA

« Package integrity problems for devices
marketed as sterile
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Recall Assessment

« Likelihood of defect / device failure is
determined by technical assessment rather
than just a count of the number(s) and
type(s) of injury reports

« Lack of reported injuries does not lower
assessed risk because the potential for
under-reporting is taken into consideration
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Recalls — All Classes (FY 2014)
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Recalls — Class 1 (FY 2014)
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- enver District
Number of Recall Classifications
10/1/2012 — 9/30/2013
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- enver District
Number of Recall Classifications
10/1/2013 — 9/30/2014
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- enver District
Number of Recall Classifications
10/1/2014 — 9/30/2015
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Monty Hall Dilemma Let’s Make a Deal

1. New car (prize) behind a door.

2. Pick a door.

3. Monty opens one of the two remaining
doors showing a goat.

4. Should you stick to your original door,
or switch to the other unopened door?
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Solution(s) to the Dilemma

« Call the doors A, B, and C. You picked A.

« Probability that you picked the correct door
initially: 1/3

* Probability that the prize isin B or C is 2/3.

 Monty shows you, randomly, that the prize is
not in C.

 New info: Prize (B) = 2/3; Prize (A) = 1/3
« SWITCHto B
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- Concerns

« Drug / Device shortage issues

« Adequate testing programs for incoming materials
(audits of suppliers, acceptance of supplier COA)

 Management review of complex statistical analysis
(Cp/Cpk, multivariate analysis, etc.)
- Statistics vs Biostatistics
- Limitations of programs

« Laboratory staff
- Education/Qualifications
- Workload
- Oversight



