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       GUIDELINES FOR THE USE OF
       SAFETY FEATURE EVALUATION SHEETS

Coordinators:

Determine which products are to be evaluated and provide at least four or more
test samples for each individual evaluating the product. (Each evaluator should
have enough samples to disassemble and examine the design thoroughly.)

Set up a testing station for each type of device which allows testers to evaluate
products in a simulated patient procedure. Provide training dummies (injection
pads, oranges, etc.) as necessary.

Provide visual instructions and demonstrate proper use of each device.

Review the instructions and rating system with each evaluator.

Encourage each evaluator to comment on the sheets and prioritize the questions
at the end of the evaluation. This will provide a useful decision making tool and
will help alert you to specific areas of concern which may not have been covered
by the questionnaire.

Evaluators:

Re-enact all steps of intended or possible procedures performed with the device
being tested.

Attempt to misuse the device and circumvent or disable the safety feature.

Answer each question, including the short answer section at the end. If you do
not understand a question, please write comments directly on the sheets.

NOTE:  The utility of these criteria is for initial screening of devices and NOT for clinical assessment/pilot
testing.  Certain assumptions have been made in the development of these forms based on information
about currently available products. We recognize the likelihood that the ideal product may not exist. 
TDICT welcomes your comments on the use of these tools.
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