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Demographics

e Survey conducted June 2008
e 62 respondents in IVDs

e Large, medium and small firms were
represented
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Number of 510(k)s Submitted

More than 8

6to 8

2to 5
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Number of 510(k)s Cleared
More than _35

20
8
9to 20
8
4108
7
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Not 3
Applicable




How Often Firms Submitted 510(k)s
for Changes to their Products

Greater than 6
10 years

Between 6-10 S
years

Between 3-6 16
years

Between 1-3 20
years

Annually




Number of Submissions in the Last

3 Years
Greater than 15
10
9
/71to 10
22
3to6
11
1to 2
3
0




Percent of Submissions Where
FDA Didn’'t Ask for Additional Data

Greater than S
75%

4

51-75%

26-50%

16

1-25%

29

0




Time from 510(k) Submission to
Recelving a Clearance

Greater than
180 days

Between 121-

180 days

Between 91-

120 days

90 days or
less

3

14

26

15




In the past 3 years, the percentage of 510(k)
submissions that were “Traditional”

Greater than | 35

73%

51-75%

26-50%

1-25%




In the past 3 years, the percentage of
510(k) submissions that were “Abbreviated”

Greater than ]1
75%
|1

2

51-75%

26-50%

16

1-25%

39
0




In the past 3 years, the percentage of
510(k) submissions that were “Special”

Greater than 2
75%

2

51-75%
7
26-50%
23
1-25%
25

0




How Often Third Party Reviewers
Are Used for 510(k) Submissions

Always use a third party
reviewer

Use a third party reviewer
greater than 50% of the time

Use a third party reviewer less
than 50% of the time

Do not use a third party
reviewer

|2
|2

11

FM




Primary Reason for Using a Third
Party Reviewer

Always Done it That Way }1

Easier to Get Through With
Out Reviewer 4

Use Same Reviewer ]2

Reduce Review Time 9

Not Applicable a1




Experience Using a Third Party

Reviewer
Extremely Negative |q
Negative ]2
Neutral 6
Positive 6
Extremely Positive jz
Not Applicable 42




Firms’ Experience with FDA
Review Process

25

Asked for Information Beyond
Requirements

11

Required Detailed Clinical Data

21

Q's Too Detailed and Beyond
Equivalence

Review and Questions are
Appropriate

More than 1 answer chosen

38



Circumstances When Firms Submitted a
New 510(k) for a Device Modification

14
Change of Material
Large Product Evolution of 22
Functionality
19
Significant Change in Safety
19

Significant Change in Efficacy

Change in the Indications for 42
Use

More than 1 answer chosen




When Firms Addressed the Need for a
New 510(k) for New Product Releases

6
During the Middle of the
Product Development Process
At the End of the Product 6
Development Process Prior to
Release

At the Beginning of the Product
Development Process



Number of Pages for 510(k) for
Least Complex Product Line

Greater than |0
6000 pages

Between 2001 - 2
6000 pages

Between 501 - 6
2000 pages

Between 100 - 29
500 pages

Less than 100 20
pages




Number of Pages for 510(k) for
Most Complex Product Line

Greater than 2
6000 pages

Between 2001 - 8
6000 pages

Between 501 - 19
2000 pages

Between 100 - 26
500 pages

Less than 100 3
pages




Number of Predicate Devices Used
for Comparison in 510(Kk)

2

More than 3

16

2

37
1




Firms Using FDA's Automated Tools for
Electronic Submission of a 510(k)

I -

Never Filed Electronically

Made it More Complicated.
Many Fields Not Relevant

Made it More Complicated. The
Tool Was Hard to Use

Made the Submission Easier




Effort/Time Required to Prepare a 510(k)
and Support Responses to Questions

Greater Than 8
Three-Person
Months

Between One to 19
Three-Person
Months

Between 81 21
Hours & One-
Person Month

Less Than 80 11
Hours




How Firms Prepared their 510(k)
Submissions

Consultants Are Used to
Prepare the Majority

17

Company Resources, Unique /
Separate Projects, No
Standardized Templates

36
Standard Templates Are Used

With Company Resources



Approach to Defining the 510(k)s’
Indication for Use

Generic or
"Broad" and
Represent
Generic
Product
Capabilities

28

30

"Narrow" and

Descriptive of

Your Product
Features




Reason that Product Subject to 510(k)
Submission Was Not Marketed

16

Determined Not Practical

Create Cleared Product as a 15

Predicate for a Future
Submission

Allow Investor to Recognize
Product Cleared By FDA




How FDA 510(k) Process Compares

With Clearance Used By Other
Countries (CE Mark, etc...)

More Complex.
Beyond
Requirements.

More Complex.
Is Appropriate.
Assures Safety.

Less Complex

None of the
Above

20

29
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