Products without Clinical Trial Data   Product


This product has not have been subjected to Clinical trials as defined in Annexe 10 and there is no need to do so 

Placed on the market prior to 1998
  NO

Grandfather product
  NO

Equivalent to other products on the market 
YES     

The Apgar timer is a digital clock that counts up and gives an alarm at 1 minute 5 minutes and 10 minutes. These alarms indicate to the nurse or clinician that several observations should be made and recorded, These constitute the Apgar score .Absolute accuracy is not required

1. Benefit /risk of the device
Indicates to nurse or clinician at fixed times that certain observations should be noted

2. Equivalence to other devices on the market
There are several Apgar timers available

3. Demonstration of acceptability to harmonised standards
Full CE Technical file is available

4. The “state of the art”
The Apgar uses state of the art technology so that it either works correctly of fails to work at all

5. Post market surveillance data on device performance
Battery life has been increased, This was a Viamed observation

6. Vigilance reports
No reports have been received to date May 2009

7. Registry data

8. Maintenance history
The only maintenance to date is battery changing, Whilst in the off position the LCD flashes a colon to advise the operator that the battery is OK

9. Sales/marketing feedback

10. User feedback.

11. No user feedback to date May 2009
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