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● Growing Responsibilities

● Diminishing Resources
. .

● Reengineering Improves Program
But Leaves Performance Gaps

/

●

FD&C Act Requirements
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● Food, Drug and Cosmetic Act (FD&C)

4Medical Device Amendments

Devices Act (SMDA)<Safe Medical

<Food & Drug
(FDAM~)

=

Administration Modernizatif

4RadiationCoritrolf6r-H6”dlth“&””-sa-fety”a

o Mammography Quality Standards Act (h
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$“,, “~l;~:’[ , ‘“ Pa~ Smear Reader

● Miniaturization ●Artificial Intelligence

I ● Microprocessing ● Remote Op(?rdiOn
● combinations
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Proposed Chanaes:

Expand summary
reporting

Develop strong Sentine

Strengthen voluntary
reporting 4

Number of Reports
100,000

80,000

60,000

40,000

/
20,000

0
FY 91 FY 97

Ratio of FTEs to reports: 1:443

,2 .,,,. ..; ,:: ,.#.* *
%,.,

1:885
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Examples of Radiological Health

1.

2.

3,

Number of X-Ray Systems Tested by Year
Excludes MQSA
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EAS device Interactions

Digital Broadcast Device Interactions

Fluroscopy Burns
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FY96

Clinical Studies

High
and

Medium
Risk

Devices

..-
. . ---

..-
. .

. ..rClinical Studies..- ..- --- . . . . . .
..-

HIGHER RISK m

-.
-..

-. -.
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LOWER RISK - ‘‘

High
and

Medium
Risk

Devices

473 FTEs 425 FTEs
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OLD NEW
. Complete Data Set

● Modified Product
New 510(k)

●

●

●
/

I

●

Exemptions

Abbreviated 51 O(k)
Standards

Modified Product 51 O(k)
Standards

QQn 4= w“w‘w=i )

Full Data Set 51 O(k)



I ~Medical De

Current System Sentinel System
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●

●

Get Safe and Effective New Products to Users in a Timely
Fashion: 510(k), IDE, PDP, PMA, & HDE

Ensure Radiation-Emitting Products and Materials are Safe

Conduct Science-Based Reviews of New Emerging Technologies

Measure Conformance of Radiation Emitting Products to
Standard f

Conduct Biennial Inspections of Device Manufacturers (11/111)

Review Adverse Event Reports to Identify Safety Problems



Premarket Approval (PMA) irst actions within 180 days

Premarket Approval
Supplement

I

Premarket Notification
(510(k))

first actions within 90 days

~nal actions within 90 days

I

IDE “Agreement*’
& “Determination meetings within 30 days

Meetings

Improve Foreign Inspection
Program & Implement MRA

,:

1“
Improve Domestic

Inspection Coverage

O!xo 20’%0 40?40 60?40 80?40 10070

Percentage of FY 97 Reviews Within Statutory Time Frames


