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Demographics

o Survey conducted October 2008
o 283 Respondents (represented by # on chart)
o Large, medium and small firms were represented
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Slightly More
Significant Number of
Responses




What is the approximate number of
employees in your firm?

Above 10,000 44

5001 -10,000 28

1001 — 5000 39

501 — 1000 16

101 - 500 62

1-100




How many sites does your firm
have worldwide?

More than 10 34

4 to 10 47

1to 3 150




Your firm has facilities in how
many countries?

62

More than 10

5to 10

2to 4

102



With which countries' regulatory

requirements are you obligated to comply?

U.S.
EU
Canada
Japan
China
Brazil
India

Russia

137

119

110

98

(Check all that apply)

157

253

278



How does your company handle ISO
13485 quality system registrations?

A single corporate quality
system registration covers all
sites

Each site or business unit
registers individually

A combination of the options
listed above

126

81

63



Which notified body/bodies do you use
as your Quality System Registrar(s)?
(Check all that apply)

TUV - Rh 82
BSI 4
TUV — PS o8
KEMA 36
UL 30
NSAI 22
Intertek 22
SGS 19
LRQA 19
DNV 8




IS your company moving to work with a

single Quality System Regqistrar?

Yes — For all sites

Yes — Limited within
geographic areas

Yes — Limited within
functional units

No — We have autonomy at
each site

23

14

65

165



What is the primary reason you have not
consolidated your Quality System
Registrar among all sites?

Allow sites to work with their 50
established registrars

34

Cost to change outweighs
the benefits of consolidation

Mitigate risk by working with
several vendors




On a scale of 1 — 6, with 6 being the most

effective, how effective is your firm in maintaining
a globally harmonized guality system?

19% 54

28%

27%

14%

9%

1 | 3%

24

39

7
[4S!



With which requirements does your
company comply? (Check all that apply)

ISO 13485

21 CFR Part 820

Canadian Medical Device
Regulations

Japan Ordinance #169
compliant

258

256

213

119




Does your firm have an entity such as a
“Global Quality Council” that meets
regularly and provides general direction for

Yes

No

40%

guality within your organization?

110

60% | 168




How does your firm structure
your quality policy?

Each operating 61
unit has its own

guality policy

The company has
one quality policy
for the entire
organization




Which of the following served as

the starting point for building
your Quality System?

21 CFR Part 820

ISO 13485

109

152



How does your firm communicate the
iImportance of quality? (Check all that apply)

Quality Manager posts info at _ 219

each site

Staff gets items displaying 89
commitment to quality

Posters placed in many areas of 86
the organization

A few posters are placed around [/
each facility

Screen savers appear on all ] V4
computers




Indicate which of the following relates to
your quality manual. (Check all that apply)

One company manual 171

Approved by President 167

Contains graphics 100

Each entity has its own 94

Available in hard copy 74

Parts of corp quality manual 93

Translated into local languages 44

Used by quality staff as a guide 29




If you were inspected by the FDA In the
last 2 years, which of the following
statements are true?

Global system
structure led to
amore
successful
outcome

Quality system
structure did
not affect the

outcome




Which quality system processes are gquided
multi-site teams that communicate on a regu
basis within your company? (Check all that ap

CAPA

Internal audits
Supplier audits
Training

IT Infrastructure
Purchasing controls

No multi-site teams established

)Y

ar
nly)

138

110

100

94

89
87

133



For which areas do you collect data and
share metrics across your organization?
(Check all that apply)

Complaints

CAPA

Audit Findings

Recalls

Adverse Events

Cost of Poor Quality Data
Out of Box Failures

Right the First Time Release

254
228

182
179

117
107

59
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