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CLINICAL UPDATE

ISSUE 7:

IN-SERVICE BRIEF
Medical Device Packaging

Medical devices are manufactured and packaged depending on their intended use, how they will be transported, how they will be
handled, and stored in their final destination. It is unlikely for a healthcare worker to think about packaging needs, but manufacturers
have many considerations including not only protecting the device itself but also adhering to multiple jurisdiction requirements
included with labeling.

EN374 EN374

Ce AR S Nye 7} B
7,I\""- Intornal Number: 826590 50 Prs
= 2797 N OO A

MDD 93/42/EEC (Class lla),

PPE 89/686/EEC (Cat. lll)

Curved fingers Meets
smooth surface. 150 10282 requirements.
Fna.q»ca_q noBepxHOCTL
Example of labeling Example of internationally Example of product barcode
requirements recognized standards Dates are displayed in
year/month/day

S = P <9
> = R
&) R e i o

Type and Size of Device Intended Use Transportation Handling Storage Conditions Expiration Date

Packaging can perform a function as simple as separating products into individual or multiple units and
as complex as providing specialized environments for highly perishable items.

Packaging during manufacturing needs to comply to requirements of multiple jurisdictions including: Ansell Surgical Gloves

State of the art medical device
« Regulatory bodies « Transportation services « Endusers packaging
- Distributors « Stores » Waste disposal

Smaller Pouch - requires less
...................................................................................................................................................................... space, less environmental waste,
more products per box, and proven

Medical Device Packaging to Consider to reduce risk of inadvertent

« Sterilization process . We|ght of package contamination in transfer process.
- Environmentally friendly + Traceable Dispenser Box - versatility with

+ Waste disposal cost + Non-toxic, non-leaching and oderless shelving configuration (vertically
« Compact size and smaller size packaging + Capable of being presented aseptically or horizontally) to reduce space

requirements, more gloves per box
i ) to reduce number of times it must be
Example of Device Labeling® changed.

GMDN Description Lightweight Package - easy to move,

less risk of ergonomic handling
®
Comptuper G’o‘ba’Med }/ and transportation injury. Less
Catalog Number ~__ Ulitra Implantable ™ B size | environmental waste.
) Production Identifier:
Production Identifier: g Expiration Date
Lot Number

Device Count Important Tip
For Single Use
Smaller sized cartons, dispensers
Storage and Handling and/or pouches all contribute to

reductions in the amount of and cost
of generated waste.

Manufacturer Name
and Address
Support Contact Information

GUDID Attributes Mapped to a Fictitious Medical Device Label

Unique Device Identifier
(DI & PI)
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