
 

 
 
 
September 23, 2013 
 
Mr. Robert J. Doyle 
Office of Communication, Education, and Radiation Programs 
Center for Devices and Radiological Health 
US Food and Drug Administration 
10903 New Hampshire Avenue 
Building 66, Room 4672 
Silver Spring, MD USA 20993 
 
Via www.regulations.gov 

Dear Mr. Doyle: 

RE: Comments of Toy Industry Association, Inc. on Proposed Amendments to Laser 
Performance Standard, Docket No. FDA–2011–N–0070 

 
Toy Industry Association™, Inc. (TIA) is the not-for-profit North American trade association 
representing businesses involved in creating and bringing toys and youth entertainment 
products to children of all ages. TIA’s 600 members account for an estimated 85 percent of the 
annual U.S. domestic toy market of more than $22 billion. TIA has been a leader in promoting 
toy safety since the 1930s, including responsibility for the development of the first 
comprehensive toy safety standard. TIA members and staff continue to work with government 
officials, consumer groups, and industry leaders on ongoing programs to ensure safe play. 
 
We thank you for the opportunity to comment on these proposed amendments to the 
Performance Standard for Laser Products. Because safe play is the number one priority for the 
toy industry, we are always supportive of efforts to regulate product characteristics which have 
been demonstrated by incident data to present a significant risk of injury. We question, 
however, whether such data exist in this case, as a search of the National Electronic Injury 
Surveillance System (NEISS) database reveals only five documented emergency-room visits by 
children related to laser pointer exposure over the last 10 years, and all of these children were 
discharged without treatment, presumably indicating that no significant injury occurred. The 
scientific and medical case studies cited by FDA seem to indicate that a hazard from some types 
of consumer lasers may exist under some circumstances, but are essentially anecdotal with 
regard to evaluation of risk. 
 
While FDA’s efforts to both provide a specific definition of and emission limits for laser products 
intended for use by children and to align FDA requirements for lasers with those of 
International Electrotechnical Commission (IEC) standard 60825 are laudable, we do question 
whether toys as they are typically defined (we discuss our disagreement with FDA’s definition 
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of “children’s toy laser product” in greater detail below) are being erroneously included with 
more problematic products without supporting data. Even a cursory review of the medical and 
scientific literature referenced by FDA as the basis for these amendments reveals that injury 
incidents related to true toys are rare if not nonexistent, while items such as laser pointers, 
which are not toys and not typically intended for use by children, account for the bulk of 
documented incidents associated with consumer items. 
 
We have several concerns with the amended requirements as proposed. These are as follow: 
 

1) The definition of “Children’s toy laser product” as proposed by FDA (at 21CFR 
1040.10(b)(2)) is the following: ‘‘Children’s toy laser product’’ means a product that is 
manufactured, designed, intended or promoted for use by children under 14 years of 
age. The omission of a qualifier such as “that is or contains a laser” after “means a 
product” unintentionally renders this definition broad enough to encompass any 
children’s product whether or not it contains a laser. 

2) The FDA definition of “Children’s toy laser product” is also confusing, vague, and 
contrary to existing federal statute. The Consumer Product Safety Improvement Act of 
2008 defines “children’s product” as “a consumer product designed or intended 
primarily for use by children 12 years of age or younger” [15USC 2052(a)(2)]; the 
accepted definition of the narrower category of “toys” is items within the scope of 
ASTM standard F963 - Standard Consumer Safety Specification on Toy Safety, the now-
mandatory federal toy safety rule which applies up to age 14 years. As FDA has 
acknowledged, these items fall jointly within the jurisdictions of FDA and the Consumer 
Product Safety Commission (CPSC), and it therefore makes sense for FDA to align with 
the statutory definition under which CPSC must regulate. Unfortunately, FDA has 
crafted a confusing and non-aligned hybrid of the above two definitions, and we urge 
FDA to simply adapt the CPSIA definition as follows: ‘‘Children’s laser product’’ means a 
product that is or contains a laser and that is  designed or intended primarily  for use by 
children 12 years of age or younger. 

3) FDA proposes to align its light emission limits with those of IEC 60825:2007. While we 
believe that alignment of standards with international norms is almost always a positive 
step, in this case it would be problematic in that IEC Technical Committee (TC) 76 is in 
the process of finalizing IEC 60825:2013, which will differ markedly from the 2007 
edition. This means that if FDA moves forward, US businesses will be forced to follow an 
obsolete standard just as the rest of the world is moving to an updated one. We urge 
FDA to delay the promulgation of this amendment until it can review and consider the 
2013 version of IEC 60825. To do otherwise will not only negate the alignment benefits 
calculated by the agency, but increase costs to US businesses by reducing alignment 
instead of increasing it. It would also be beneficial for FDA to work through the current 
ASTM process to incorporate its final requirements into ASTM F963. 

 
 
 
 



 

Thank you, and please do not hesitate to contact TIA with any questions. I can be reached at 
(646) 520-4868 or akaufman@toyassociation.org; my colleague Joan Lawrence can be 
contacted at (646) 520-4844 or jlawrence@toyassociation.org. 
 
 
 
Sincerely, 
 

 
Alan P. Kaufman 
Senior Vice-President, Technical Affairs 
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