OVERVIEW

For the past years we have been working to achieve closer agreement between the requirements of FDA laser radiation safety standard and the two most important standards of the International Electrotechnical Commission (IEC).  These standards are IEC 60825-1, a horizontal standard applicable to all laser and light emitting diode (LED) products, and IEC 601-2-22, a vertical standard applicable to high-power medical laser products.  However, complete adoption or harmonization with IEC 60825-1 is not considered appropriate at this time.  Experts in the US believe that expansion of the scope of applicability to include LEDs unrealistically exaggerates the hazard of these products.  The hazard of highly divergent laser beams is also exaggerated by the placement and size of the collecting aperture to be used for determination of the level of radiation for hazard classification as specified in 

IEC 60825-1.  The proposed amendments include:

· Adoption of the tables from IEC 60825-1 of Accessible Emission Limits (AEL) of the hazard classes of laser products.

· Redefinition of the hazard classifications to be in agreement with IEC 60825-1.

· Introduction of a correction factor to increase the AEL for radiant energy and power for sources of larger than minimum angular subtense to replace the current AEL for radiance of visible and near-infrared radiation.

· Introduction of a correction factor to reduce the AEL for repetitive pulses in order to recognize the synergistic hazard of pulsed sources.

· Revision of the measurement parameters for radiant energy and power.

· Reduction of the maximum emission duration to be used for hazard classification of products for which viewing of the radiation is not intended or inherent in the design or nature of the product.

· Deletion of requirements for beam shutters and emission indicators for visible low-power laser products.

· Simplification of the requirement for a safeguard for scanned laser radiation to prevent emission in a higher hazard class as a result of scan failure.

· Recognition of the design for warning labels specified in IEC 60825-1.

· Deletion of the requirement for a means of measurement of the level of high energy or power laser radiation from medical laser products intended for irradiation of the human body and in its place adoption of the following requirements from IEC 601-2-22:

· A specification of accuracy of the output with respect to a preset or selected value.

· The monitoring of a parameter directly related to the output level.

· An indication of a deviation of the output by more than 20% from the preset or selected value.

· An indication of emission occurring.

· An emergency stop control.

