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Medical Device Packaging Validation Benchmarking Project

Thank you for participating in this important project. The objective of this project is to discover those pratices among medical device
manufacturers and supplicrs that lead to excellence in performance. Each participant will receive a copy of the results. Please take your
time and consider the questions carefully. Work as a team with others if you wish. Thanks in advance for your participation.

Please muswer all questions by clicking on your response. On completion, you will be able to elick on Subit Survey to have the results
ically sent to the L

1. The type of organization is

O medical device manufacturer (MDM)
© packaging suppher to medical device industry
O transportation carrierslogistics firm

O consultanttest lab to medical device industry
O other

2. My/our position(s) are best deseribed ag

O product oriented (product engineering, design, manufacturing)
© packaging oriented (package development, specification)
O managerial
O support (documentation, testing, purchasing)
© other (speciy) |
3. What portion of your organization's business does medical devices represent?
O all or almost all
O a significant majority
O about half

Docai
© small amount

4. Check the organizations that your company or ndividuals within your company are members of.
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O micro-business (0-9
employees)

B small business (10-49
employees)

O Internet-based specification
system (...
Database
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At what point in the new product development cycle are these
\.‘

O Just before first
shipment
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Use exclusively

Use often

_-1

Use
occasionally

Use seldom
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gulatory requirements for medical device package mate
ing a i ance testing?

Percent of Samp
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Determining the Effects of High Altitude on Packaging
Systems by Vacuum Method

8 Seal Strength of Flexible Barrier Materials

ernal Pressure Failure Resistance of Unrestrained
Packages for Medical Applications

ermining Integrity of Seals for Medical Packaging by
Visual Inspection

ecting Seal Leaks in Porous Medical Packagin
Penetration

> Package Seals Using Inte
Within Restraining P
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Use exclusively

Use often

Use
occasionally

Use seldom
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do you utilize the following distribution package
ormance test protocols for evaluation of final packaging?

@ Use never

O Use seldom

O Use occasionally

B Use often

@ Use most of the time

gy
:

-———“

T
Yy
¢

Use most of
the time
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O Never Test Configuration
B Test Configuration Occasionally
@ Test Config ion Often

Test Configuration
Often

Test Configuration
Occasionally
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Othe Results

4

your primary
Most common answer=3
80% 3 or more
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Other Results

fference either in technlques used
in performance as compared to the

A ted Comments

er shipper or sterilization u

1y people don't do there packaging validations. More needs to be done to make manufacturers aware of the
and other requirements and the need to do all the package validation up front.
ormance testing conducted with packages using minumum seal strength; Distribution performance testing
on usually consists of multiple sales unit packages in a distribution shipper; process validations to ensure
are in control and capable; package type used often, but not listed above (14)is flexible formed blister;

used often (17) and not listed are PP and nyon;

s, Risk Analysis

gle products in their own ship
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