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August 13, 2013

The Problem With CDRH’s Proposed Rule Making of June 2013
Your action is required before September 23! 

Don’t let slow government bureaucracy make the US non-competitive for laser products and displays. 

Background

On June 24 2013, the U.S. FDA CDRH published a ‘Proposed Rule Making’ (PRM) document in the Federal Register. This is intended to revise existing FDA CDRH regulations 21 CFR 1040.10 and 1040.11, to use most provisions in the international IEC 60825-1 laser product standard.

This process started in 1999 when the FDA’s advisory committee TEPRSSC strongly urged the CDRH to update its regulations to reflect the ‘current science’ of laser safety. This PRM has taken years to wend its way through the various departments and offices of the US FDA CDRH. If adopted, it would be an additional two years from now (2013) before it became official.

This means that, if issued, the June 2013 PRM would take effect in 2015, almost a decade after the issuance of the IEC 60825-1-2007 upon which it is based. 
Slow Government / Bad Timing

The FDA’s timing could not be worse. The IEC is issuing this fall the newest IEC 60825-1 (2013) laser product standard. It contains the most significant and sweeping changes ever in the laser product standards. But, the FDA’s PRM is proposing to adopt the now-outdated 2007 version of the IEC 60825-1, not the latest 2013 version. We believe that the PRM must NOT be adopted by the FDA CDRH.  

The newest science, based on extensive computer modeling and modern testing, shows that lasers are dramatically less hazardous in many ranges than has been previously thought for decades. This new modeling explains why few persons have ever been accidentally injured by continuous-wave Class 3R laser products (less than 5 mW for visible beams), even though the standards have indicated otherwise for nearly 40 years. 

Due to the new science coming to light and being accepted by the community of laser safety researchers, many areas of the ‘Accessible Emission Limits’ (AELs) as well as other parameters of the new 2013 international laser standards are being dramatically relaxed and/or updated. These changes contained in the IEC 60825-1:2013 are highly beneficial to manufacturers and users of laser products in many industries. The 2013 version also includes updates to appropriately handle laser technologies that were not even envisioned during the writing of the 2001 and 2007 versions of the IEC 60825-1.
The Problem

If the current PRM is adopted, with its current intention of using 60825-1:2007, there are two main problems:

1. Many safe laser products will fall into Classes higher than they should, thereby having their sales and use highly restricted for no good reason

2. Manufacturers and users will be back to the burden of having to design and classify different products for different continents as the rest of the world adopts the new standard, and the US adopts the old standard. This is an unnecessary cost and complexity that will unfairly limit domestic use and international trade.

The Solution
To prevent an old, outdated laser standard from being adopted into law in the US by the FDA CDRH, the FDA must be encouraged to adopt the 2013 version of the IEC 60825-1 in the US in the near term, either by rule making (a different PRM) or by simply updating the existing Laser Notice No. 50. 
Your Action is Needed
If the FDA CDRH’s proposed rule making is adopted as written it will stifle US sales and use of many types of laser products. This bad idea/bad timing needs your action to be stopped. 

The US government rule making process allows for a period (90 days) for comments from users and industry about the wisdom or problems proposed rule changes. As of this writing in August 2013, the FDA CDRH is in this comment period regarding the changes contained in the ‘Proposed Rule Making‘ document. 

If enough resistance is encountered, in combination with the presentation of solid arguments, the FDA will stop or change this proposed rule making process. 

Therefore it is critical that you respond to the FDA CDRH and tell them clearly and directly that you DO NOT want the proposed rule making to go forward, and that this must be stopped. And why. 

Attached below are a few point-by-point arguments against the most important issues surrounding the proposed changes contained in the proposed rule making.  

You can use these arguments verbatim, or better yet, compose your own text once you understand the issue. It is likely that individually-composed letters have a greater impact than copied form letters. Remember, your goal is to tell the FDA CDRH in no uncertain terms that they should NOT adopt 60825-1:2007, but must move to quickly to allow the use of the 60825-1:2013 in the US.

Be aware that all submissions become a matter of permanent public record and will be searchable online via the name and company of the submitter.
The FDA CDRH Proposal

To read the Proposed Amendment to the Performance Standard, go to www.regulations.gov, and enter “FDA-2011-N-0070” into the search field. You may want to click the link to section II, “Contents of the Proposed Regulation”.

Because it may be hard to understand what is being changed, attached is a document created by Robert Aldrich. This incorporates the FDA’s proposed changes into the existing regulations, to show what 21 CFR 1040.10 and 1040.11 would look like if adopted.
To Comment on the FDA CDRH Proposal
Your written comments are required at FDA prior to September 23rd 2013.

Electronic submissions: Submit electronic comments by going to www.regulations.gov. Follow the instructions for submitting comments.
Written submissions: Submit written submissions in the following ways: Mail/Hand delivery/Courier (for paper, disk, or CD-ROM submissions): Division of Dockets Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, Rm. 1061, Rockville, MD 20852.
Instructions: All submissions received must include the Agency name, Docket No. FDA-2011-N-0070, and RIN 0910-AF87 for this rulemaking. All comments received may be posted without change to http://www.regulations.gov, including any personal information provided.
Argument Points for Comments to FDA CDRH,

regarding stopping their Proposed Rule Making 

-------------------------

<submitter’s letterhead>

Date: <insert date>
Subject:   Comments Regarding FDA CDRH Proposed Rule Making, Docket No. FDA-2011-N-0070, RIN 0910-AF87”

We ____________, a [manufacturer / user /  importer / etc.] of laser products in/into the U.S., object to the adoption of the proposed rules for laser products as detailed in Docket No. FDA-2011-N-0070, RIN 0910-AF87. We strongly urge that the FDA does NOT adopt these new rules as written. The issues for our strong rejection of adoption of these rules at this time, as well as other suggestions are detailed below. 

1. No Longer ‘Harmonizing Current Standards’

The FDA’s expressed reason for adoption of the IEC 60825-1 standard, as directed by the TEPRSSC Committee is to harmonize U.S. laser product standards with international standards. Although we strongly support the concept of harmonization, these proposed rules as written will adopt the 2007 version of the IEC 60825-1, a standard which will be almost a decade old when the proposed rules would take effect. This is a large problem. 

· The IEC TC-76 committee is preparing to publish the IEC 60825-1:2013 edition by the end of 2013. By the time the FDA rule making would go into effect, the rest of the international community will be using 60825-1:2013, just as the U.S. would be formalizing IEC 60825-1:2007. 
· FDA said that one goal of harmonization is to ensure its standards reflect “current science.”  The sweeping changes to the safety limits in the 2013 edition of the 60825-1 are based on extensive research and new computer modeling over the last 10+ years. The 2013 edition reflects current science; the 2007 version is clearly outdated and does not reflect the scientific results of modern laser safety research.  
· The differences between these two standards are dramatic. The extensive changes to the 2013 standard must be adopted in the US, or laser manufacturers and laser users will be a decade behind the state of the art and at a significant economic disadvantage for commerce. This will be a significant problem for a one billion dollar Laser Illuminated Projector market within just 4-5 years. 
·  If the 2007 edition is adopted instead of the 2013, the FDA will generate an enormous regulatory divide where once again different models of many laser products will have to be developed separately for the U.S. market vs the rest of the international markets, due to significant differences in the changes to product Classification under 2013, as well as other requirements. 
2. Collateral Radiation
· As written, this rule making would prevent laser products from emitting Collateral Radiation that exceeds Class 1 levels in all cases. Although this is an excellent requirement for ‘Unintended or Unnecessary Collateral Radiation’, this blanket statement effectively blocks all manner of laser products, which by design and function MUST emit collateral radiation for proper function, or which otherwise, cannot be enclosed. The implications here are EXTREMELY wide ranging from hybrid projection systems being sold for several years, to almost all laser based marking, welding, cutting, and heat treating systems. 
· This requirement MUST be amended to exclude desired or intended emissions of collateral radiation, as well as those products where the collateral radiation can only be contained through operational parameters rather than product design parameters.   

3. Other Problems

There are several other issues which have unintended consequences causing critical problems in many various markets and applications. 
One example is the requirement for all toys to be inherently Class 1, even during breakage, disassembly and failure, etc. This would prevent future sales of current children’s products that contain CD/DVD players. Over the past 25 years these have represented essentially no public health risk. We are unaware of any children’s (or adult) CD or DVD players which have harmed children by breaking, or by being disassembled by children. The implications of this new extra toy requirement alone are vast.
Recommendations for Immediate Action 

· A. Stop this process. Do not adopt the current rule making. 

B. Upon publication of IEC 60825-1:2013, amend ‘Laser Notice No. 50’ to allow use of its terms, just as the notice currently allows use of 60825-1:2007. If FDA CDRH does not want to adopt (or wants to modify) sections of 60825-1:2013, this can be done via Laser Notice No. 50. 
C.  Begin work to promptly include 60825-1:2013 in formal rule making. 

Laser regulations dramatically and directly affect a vast array of industries. We support the concept of harmonization of laser standards internationally. To have this be meaningful, the FDA must adopt the latest international standards. Otherwise, U.S. manufacturers, users and markets will be at a significant economic disadvantage to all other countries in this area, and will be working with standards which are ten years out of date. 

We urge the FDA to cease the action to adopt these outdated and problematic regulations, and to immediately focus on allowing the use of the new IEC 60825-1:2013, as soon as it is published. 

Thank you for your time and attention to these matters, 

Sincerely, 

<signature, name and title>
-------------------------

What 21 CFR 1040.10 and 1040.11 would look like if the June 24 2013 FDA CDRH Proposed Rule Making is adopted
Note: This document was created by Robert Aldrich to aid in the effort to read and review the FDA’s Proposed Rule Making. Robert states: “I have made a good-faith effort to mimic their draft verbatim. But I could have mistyped or misunderstood something from what I was creating from. Please keep that in mind.”
Sec. 1040.10 Laser Products
(a)
Applicability. The provisions of this section and Sec. 1040.11, as amended, are applicable as specified to all laser products manufactured or assembled after [A DATE WILL BE ADDED 2 YEARS AFTER DATE OF PUBLICATION OF THE FINAL RULE IN THE FEDERAL REGISTER], except when:

(1)
Such a laser product is sold to a manufacturer of an electronic product for use as a component (or replacement for such component) in an electronic product subject to this standard, or

(2)
Such a laser product is sold by or for a manufacturer of an electronic product for use as a component (or replacement for such component) in an electronic product subject to this standard, provided that the component (or replacement for such component) laser product:

(i)
Is accompanied by a general warning notice that adequate instructions for the safe installation of the product are provided in servicing information available from the complete product manufacturer under paragraph (h)(2)(ii) of this section, and should be followed,

(ii)
Is labeled with a statement that it is designated for use solely as a component or replacement for such component in an electronic product subject to this standard and therefore is not required to comply with the appropriate requirements of this section and Sec. 1040.11 for complete laser products, and

(iii)
Is not a removable laser system as described in paragraph (c)(2) of this section; and

(3)
The manufacturer of the component (or replacement) laser product, if manufactured after August 20, 1986,

(i)
Registers and provides a listing by type of component (or replacement) laser products manufactured that includes the product name, model number, and laser medium or emitted wavelength(s). The registration and listing must include the name and address of the manufacturer and must be submitted to the Director, Center for Devices and Radiological Health, Food and Drug Administration, 10903 New Hampshire Ave., Bldg. 66, Rm. G609, Silver Spring, MD 20993-0002;

(ii)
Maintains and allows access to any sales, shipping, or distribution records that identify the purchaser of the component (or replacement) laser product by name and address, the product type, the number of units sold, and the date of sale (shipment) . These records must be maintained and made available as specified in Sec. 1002.31 of this subchapter; and
(iii)
Documents that the purchaser of such laser product is a manufacturer as defined in Sec. 1000.3(n) of this subchapter who will incorporate the component (or replacement for such component) into a certified laser product, or that the purchaser is another component (or replacement) supplier excluded from applicability of the standard as described in paragraphs (a)(1) or (a)(2) of this section. These records must be maintained and made available as specified in Sec. 1002.31 of this subchapter. Note to paragraph (a) : Sections 1040.10 and 1040.11 are not applicable to light emitting diodes (LEDs) or products containing LEDs unless such products are also laser products as defined in Sec. 1040.10( b)(4).

(b)
Definitions.

(1)
The numbered definitions in clause 3 of IEC 60825-1:2007 that apply to laser products are incorporated by reference (see Sec. 1040.5), except as otherwise noted in this section.

(2)
“Children's toy laser product” means a product that is manufactured, designed, intended or promoted for use by children under 14 years of age.

(3)
“Invisible radiation” means laser or collateral radiation having wavelengths equal to or greater than 180 nanometers (nm) but less than or equal to 400nm or greater than 700nm but less than or equal to 1,000,000 nm (1 millimeter). Note to paragraph(b)(3): Although vision scientists consider the wavelength ranges from about 380 to 400 nm and from 700 to about 780 nm to be visible, these ranges are treated as invisible in this standard because of the reduced visual sensation.

(4)
“Laser product” means any manufactured product or assemblage of components which constitutes, incorporates, or is intended to incorporate a laser or laser system. A laser or laser system that is intended for use as a component of an electronic product is also a laser product.

(5)
“Protective housing” means those portions of a laser product that prevent human access to laser radiation as required by subclause 4.2.1 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5).

(6)
The definitions from the following subclauses of IEC 60825-1:2007 are not applicable under this section:

(i)
3.4 administrative control;

(ii)
3.15 beam expander;

(iii)
3.42 laser controlled area;

(iv)
3.44 laser hazard area;

(v)
3.47 laser safety officer;

(vi)
3.61 nominal ocular hazard area;

(vii)
3.62 nominal ocular hazard distance.

(7)
The reference to IEC 60050-845 in the first paragraph of Clause 3 of IEC 60825-1:2007 does not apply.

(8)
“Must” as used in Sec. Sec. 1040.10 and 1040.11 and “shall” as used in Sec. Sec. 1040.10, 1040.11, IEC 60825-1:2007, and IEC 60601-2-22:2007 (incorporated by reference, see Sec. 1040.5) are equivalent in meaning and signify a requirement.

(9)
In addition to the wavelengths specified in the definition at subclause 3.24 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5), collateral radiation includes x-radiation. Collateral radiation includes but is not limited to electronic product radiation that may arise from a high voltage laser power supply, laser medium flashlamp excitation, laser tube plasma glow, or secondary radiation from a work piece.

(c)
Classification of laser products.
(1)
All laser products. Laser products shall be classified in accordance with subclauses 8.1, 8.2, and 8.3 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5).

(2)
Removable laser systems. Any laser system that is incorporated into a laser product subject to the requirements of this section and that is capable, without modification, of producing laser radiation when removed from such laser product, shall itself be considered a laser product and shall be separately subject to the applicable requirements in this subchapter for laser products of its class. It shall be classified on the basis of accessible emission of laser radiation when so removed.

(d)
Accessible emission limits.
(1)
Accessible emission limits for laser radiation. The requirements of the accessible emission limits in Tables 4, 5, 6, 7, 8, 9, and 10 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5).

(2)
Accessible emission limits for collateral radiation from laser products.

(i)
Accessible emission limits for collateral radiation having wavelengths greater than 180 nm but less than or equal to 1.0x106 nm are identical to the accessible emission limits for Class 1 laser radiation for emission durations less than or equal to 100 seconds.

(ii)
Accessible emission limits for collateral radiation within the x-ray range of wavelengths is 0.5 milliroentgen in an hour, averaged over a cross-section parallel to the external surface of the product, having an area of 10 square centimeters with no dimension greater than 5 centimeters (cm).

(e)
Tests for determination of compliance.
(1)
Tests for certification. Tests on which certification under Sec. 1010.2 of this subchapter is based must account for all errors and statistical uncertainties in the measurement process.

(2)
Rules and tests for classification. Clause 9 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5) applies, except that the portion of subclause 9.1 which prescribes that tests must be made under each and every reasonably foreseeable single fault condition is not applicable.

(f)
Performance requirements. Each laser product must comply with the applicable performance requirements as specified in the subclauses cited in paragraphs (f)(1) through (f)(5) and (f)(7) through (f)(11) of this section from IEC 60825-1:2007, Clause 4 (incorporated by reference, see Sec. 1040.5) except as otherwise noted.

(1)
Protective housing. The requirements for protective housings are found in subclauses 4.2.1, 4.2.2, and 4.12 of IEC 60825-1:2007.

(2)
Safety interlocks. The requirements for safety interlocks are found in subclause 4.3 of IEC 60825-1:2007.

(3)
Remote interlock connector. Follow the requirements of subclause 4.4 of IEC 60825-1:2007. The following requirement is added to the requirements of subclause 4.4: The electrical potential difference between the terminals must not be greater than 130 root-mean-square volts.

(4)
Security master control. Follow the requirements of subclause 4.6 of IEC 60825-1:2007, except for the second sentence. The following requirement is added to the requirements of subclause 4.6: The key may be removable and in the absence of the key, there shall be a means to terminate production of laser radiation.

(5)
Laser radiation emission indicator. Follow the requirements found in subclause 4.7 of IEC 60825-1:2007. The following requirement is added to those in subclause 4.7: The warning shall occur sufficiently prior to emission of such radiation to allow appropriate action to avoid exposure to the laser radiation.

(6)
Beam stop or attenuator. Subclause 4.8 of IEC 60825-1:2007 is not applicable. The following is instead applicable:

(i)
Each laser system classified as a Class 3B or 4 laser product, must be provided with one or more permanently attached means, other than laser energy source switch(es), electrical supply main connectors, or the security master control, capable of preventing access by any part of the human body to all laser and collateral radiation in excess of the accessible emission limits of Class 1, 1M, 2, or 2M as applicable.

(ii)
Upon written application by the manufacturer or on the initiative of the Director, Center for Devices and Radiological Health, the Director may, upon determination that the configuration, design, or function of the laser product would make compliance with this requirement unnecessary, approve alternate means to accomplish the radiation protection provided by the beam stop or attenuator.

(7)
Location of controls. Follow the requirements of subclause 4.9 of IEC 60825-1:2007.

(8)
Viewing optics. Follow the requirements of subclause 4.10 of IEC 60825-1:2007.

(9)
Scanning safeguard. Follow the requirements of subclause 4.11 of IEC 60825-1:2007.

(10)
Manual reset mechanism. Follow the requirements of subclause 4.5 of IEC 60825-1:2007.

(11)
Environmental conditions. Subclause 4.13 of IEC 60825-1:2007 applies except the references to IEC 61010-1, Safety requirements for electrical equipment for measurement, control, and laboratory use-- Part 1-- General requirements, 2d edition, 2001-02, in subclause 4.13 are not applicable.

(12)
Collateral radiation. The protective housing of laser products must prevent human access to collateral radiation that exceeds the limits for collateral radiation as specified in Sec. 1040.10(d)(2). Subclause 4.14.2 of IEC 60825-1:2007, Collateral radiation, is not applicable.

(13)
Non-optical hazards. Subclause 4.14.1 of IEC 60825-1:2007, Non-optical hazards, is not applicable.

(g)
Labeling requirements. In addition to the requirements of Sec. Sec. 1010.2 and 1010.3 of this subchapter, each laser product must comply with the applicable labeling requirements of this paragraph. Clause 5 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5) applies, except as otherwise noted in this paragraph.

(1)
Applicability. The second and third paragraphs of subclause 5.1 are not applicable.

(2)
Alternate labeling. If the labeling prescribed in subclauses 5.1 through 5.8 of IEC 60825-1:2007 are not used, the following alternative labeling shall be used:

(i)
Class 1M designation and warning. Each Class 1M laser product must have a label bearing the following wording:

“LASER RADIATION DO NOT VIEW DIRECTLY WITH OPTICAL INSTRUMENTS CLASS 1M LASER PRODUCT”

Instead of affixing this label to the Class 1M laser product, the manufacturer may include the specified warning in the user instructions.

(ii)
Class 2 and 2M designations and warnings.
(A)
Each Class 2 laser product must have affixed a label bearing the warning logotype A (Figure 1 in this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- DO NOT STARE INTO BEAM” and,
[Position 3 on the logotype]

“CLASS 2 LASER PRODUCT”

 (B)
Each Class 2M laser product must have affixed a label bearing the warning logotype A (Figure 1 of this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- DO NOT STARE INTO BEAM OR VIEW DIRECTLY WITH OPTICAL INSTRUMENTS” and,
[Position 3 on the logotype]

“CLASS 2M LASER PRODUCT”

(iii)
Class 3R and 3B designations and warnings.
(A)
Each Class 3R laser product with accessible radiation in the wavelength range from 400 nm to 1400 nm must have affixed a label bearing the warning logotype A (Figure 1 of this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- AVOID DIRECT EYE EXPOSURE” and,
[Position 3 on the logotype]

“CLASS 3R LASER PRODUCT”

(B)
Each Class 3R laser product with accessible radiation outside the wavelength range from 400 nm to 1400 nm must have affixed a label bearing the warning logotype A (Figure 1 of this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- AVOID DIRECT EXPOSURE TO BEAM” and,
[Position 3 on the logotype]

“CLASS 3R LASER PRODUCT”

(C)
Each Class 3B laser product must have affixed a label bearing the warning logotype B (Figure 2 of this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- AVOID EXPOSURE TO BEAM” and,
[Position 3 on the logotype]

“CLASS 3B LASER PRODUCT”

 (iv)
Class 4 designation and warning. Each Class 4 laser product must have affixed a label bearing the warning logotype B (Figure 2 of this paragraph) and include the following wording:

[Position 1 on the logotype]

“LASER RADIATION-- AVOID EYE OR SKIN EXPOSURE TO DIRECT OR SCATTERED RADIATION” and,

[Position 3 on the logotype]

“CLASS 4 LASER PRODUCT”

(v)
Radiation output information on warning logotype. Each Class 1M, 2, 2M, 3R, 3B, and 4 laser product must state in appropriate units, at position 2 on the required warning logotype, the maximum output of laser radiation, the pulse duration when appropriate, and the emitted wavelength(s).

(3)
Additional wording. In addition to the wording for labels for access panels as specified in subclause 5.9 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5), the following wording is required.

(i)
“CAUTION-- Hazardous electromagnetic radiation when open” for collateral radiation in excess of the accessible emission limit in paragraph (d)(2)(i) of this section.

(ii)
“CAUTION—Hazardous x-rays when open” for collateral radiation in excess of the accessible emission limit in paragraph (d)(2)(ii) of this section.

(4)
Positioning of labels. All labels affixed to a laser product shall be positioned so as to make unnecessary, during reading, human exposure to laser radiation in excess of the accessible emission limits of Class 1 radiation or the limits of collateral radiation specified in paragraph (d)(2) of this section.

(5)
Visible and/or invisible laser radiation. Subclauses 5.10 and 5.11 of IEC 60825-1:2007 (incorporated by reference, see Sec. 1040.5) are applicable.

(6)
Label specifications. Labels required by this section and Sec. 1040. 11 shall be permanently affixed to, or inscribed on, the laser product, legible, and clearly visible during operation, maintenance, or service, as appropriate. If the size, configuration, design, or function of the laser product would preclude compliance with the requirements for any required label or would render the required wording of such label inappropriate or ineffective, the Director, Center for Devices and Radiological Health, on the Director's own initiative or upon written application by the manufacturer, may approve alternate means of providing such label(s) or alternate wording for such label(s) as applicable.

(h)
Informational requirements.
(1)
User information. Manufacturers of laser products must provide or cause to be provided with any user instruction or operation manual that is regularly supplied with the product or, if a manual is not so supplied, must provide with each laser:

(i)
Adequate instructions for assembly, operation, and maintenance, including clear warnings concerning precautions to avoid possible exposure to laser and collateral radiation in excess of the accessible emission limits of paragraph (d) of this section determined using the tests prescribed under paragraph (e) of this section, and a schedule of maintenance necessary to keep the product in compliance with this section and, if applicable, with Sec. 1040.11.

(ii)
A statement of the magnitude, in appropriate units, of the pulse duration(s), maximum radiant power and, where applicable, the maximum radiant energy per pulse of the accessible laser radiation detectable in each direction in excess of the accessible emission limits of Class 1.

(iii)
Legible reproductions (color optional) of all labels and hazard warnings required by paragraph (g) of this section and, if applicable, by Sec. 1040.11, are to be affixed to the laser product or provided with the laser product , including all required information and warnings. The corresponding position of each label affixed to the product must be indicated or, if provided with the product, a statement that such labels could not be affixed to the product but were supplied with the product and a statement of the form and manner in which they were supplied must be provided.

(iv)
A listing of all controls, adjustments, and procedures for operation and maintenance, including a cautionary warning that the use of controls or adjustments or performance of procedures other than as specified may result in hazardous radiation exposure.

(v)
In the case of laser products other than laser systems, a statement of the compatibility requirements for a laser energy source that will assure compliance of the laser product with this section and, if applicable, with Sec. 1040.11.

(vi)
For Class 1M and 2M laser products, an additional warning is required. This warning must state that viewing the laser output with optical instruments may result in an eye hazard for Class 1M or an increased eye hazard for Class 2M.

(2)
Purchasing and servicing information. Manufacturers of laser products must provide or cause to be provided:

(i)
In all catalogs, specification sheets, and descriptive brochures pertaining to each laser product, a statement of the class designation of the laser product.

(ii)
To servicing dealers and distributors and to others upon request at a cost not to exceed the cost of preparation and distribution, adequate instructions for radiation safety procedures during service. The radiation safety procedures must include:

(A)
Precautions to be taken to avoid possible exposure of service and other personnel to hazardous levels of laser and collateral radiation,

(B)
A listing of controls and procedures that could be utilized by persons other than the manufacturer or the manufacturer's agents to increase the hazard by increasing accessible levels of radiation,

(C)
A description of the displaceable portions of protective housings that could allow human access to hazardous levels of laser or collateral radiation, and

(D)
Legible reproductions (color optional) of required labels and hazard warnings required by paragraph (g) of this section and, if applicable, by Sec. 1040.11, to be affixed to the laser product or provided with the laser product.

(i)
Modification of certified laser products. The modification of a laser product previously certified under Sec. 1010.2 of this subchapter by any person engaged in the business of manufacturing, assembling, or modifying laser products constitutes manufacturing under the Federal Food, Drug, and Cosmetic Act if the modification affects any aspect of the product's performance or intended function(s) for which this section or Sec. 1040.11 have an applicable requirement. The person who performs such modification must recertify and re-identify the product in accordance with the provisions of Sec. Sec. 1010.2 and 1010.3 of this subchapter.

Sec. 1040.11 Specific purpose laser products
(a)
Medical laser products.  Each medical laser product must comply with all of the applicable requirements of Sec. 1040.10 for laser products of its class. In addition, such products must comply with the following specified clauses and subclauses of IEC 60601-2-22:2007 and IEC 60825-1:2007 (incorporated by reference; see Sec. 1040.5).

(1)
Instructions for use, subclause 201.7.9.2 of IEC 60601-2-22:2007;

(2)
Protection against unwanted and excessive radiation hazards, clause 201.10 of IEC 60601-2-22:2007, except for:

(i)
Applicability to medical LED products, and

(ii)
Emission indicator, subclause 201.10.4(e) of IEC 60601-2-22:2007, for which subclause 4.7 of IEC 60825-1:2007 is applicable;

(3)
Indication of laser output, subclause 201.12.1.101 of IEC 60601-2-22:2007;

(4)
Indication of parameters relevant to safety, subclause 201.12.4.2 of IEC 60601-2-22:2007;

(5)
Calibration procedures, subclause 201.7.9.2.101, 4th dash of IEC 60601-2-22:2007;

(6)
Incorrect output, subclause 201.12.4.4 of IEC 60601-2-22:2007; and

(7)
Emergency laser stop, subclause 201.12.4.4.101 of IEC 60601-2-22:2007.

(b)
Surveying, leveling, and alignment laser products.  Each surveying, leveling, or alignment laser product must comply with all of the applicable requirements of Sec. 1040.10 for a Class 1, 2, or 3R laser product and must not permit human access to laser radiation in excess of the accessible emission limits of Class 3R. 

(c)
Demonstration laser products.  Each demonstration laser product must comply with all of the applicable requirements of Sec. 1040.10 for a Class 1, 2, or 3R laser product and must not permit human access to laser radiation in excess of the accessible emission limits of Class 3R.

(d)
Children's toy laser products.  Each children's toy laser product must comply with all of the applicable requirements of Sec. 1040.10 for a Class 1 laser product and must not permit human access to laser radiation in excess of the accessible emission limits of Class 1 under any conditions of operation, maintenance, service, or failure. If a children's toy laser product also meets the definition of a demonstration laser product or surveying, leveling, and alignment laser product, then the classification limit for children's toy laser product applies.

(e)
Laser products procured by the U. S. Department of Defense (DOD).  Laser products procured by the DOD for use in combat, combat training, or that are classified in the interest of national security are exempt from the other provisions of this section, and from Sec. Sec. 1002.10, 1002.11, 1002.13 of this subchapter, and those provisions of Sec. 1040.10 that are determined not to be appropriate for the intended military application. In order for this exemption to apply to a specific laser product, the manufacturer of such product shall obtain a letter from an authorized DOD procuring Agency that applies the exemption to the products. The exemption letter must be obtained prior to sale and must be retained for subsequent sales of the exempted products under the specific contract to any DOD Agency.
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