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Postfach 1471, 71004 Böblingen, Germany
Philips Medizinsysteme Böblingen GmbH

Dockets Management Branch

Division of Management Systems and Policy

Office of Human Resources and Management Services

Food and Drug Administration
Name dept.
Patient Monitoring R&D

5630 Fishers Lane

Room 1061, (HFA-305)
Tel:
+49 7031/463-1417

Rockville, Maryland 20852
Fax:
+49 7031/463-2944

USA
E-mail:
dieter_woehrle@hsgmed.com

Re: Docket No. 01D-0577: Class II Special Controls Guidance Document: Cutaneous Carbon Dioxide (PcCO2) and Oxygen (PcO2) Monitors; Draft Guidance for Industry and FDA
Date: May 10, 2002

Ladies and Gentlemen:

We hereby submit our comments to the above Draft Guidance.

For companies marketing their instruments on a worldwide basis it’s always better to use international than national standards to demonstrate regulatory compliance. Regarding this we want to propose to use IEC60601-2-23:1999 (Ed.2) instead of the combination of the 1st edition of IEC60601-2-23 and ASTM F 984-86 in section 9 “Mechanical and Electrical Safety”. The second edition of IEC60601-2-23 covers both, particular requirements for safety and essential performance.

Similarly, we want to propose to delete the entire section 10. “Electromagnetic Compatibility” and to replace it by a requirement to comply with IEC60601-1-2:2001 (Ed.2). The second edition of IEC60601-1-2 covers all aspects of section 10, except magnetic field emission. We believe that it makes no sense to have a requirement for magnetic field emission for the cutaneous carbon dioxide and oxygen monitors while there aren’t similar requirements for all other monitors.

Likewise, section 12. “ Performance Testing of Cutaneous Carbon Dioxide and Oxygen Monitors” can be replaced by a requirement to comply with IEC60601-2-23:1999.

If you have any question regarding our comments, please don’t hesitate to contact us at the phone number or email address given above.

Sincerely Yours,

Philips Medical Systems

Dieter Woehrle

R&D Project Manager

Patient Monitoring Division
formerly:

Agilent Technologies Deutschland GmbH
Healthcare Solutions Group

Postfach 1473

71004 Böblingen, Germany

Amtsgericht Böblingen HRB4716 

Geschäftsführer:

Dr. Werner Haas, David Russell, Wolfgang Strenzl (Sprecher)
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