Fact Sheet on the New FDA Q&A
Background
Spectacle lenses sold in the U.S. must be impact resistant according to federal regulation 
(21CFR801.410) - This is well-known in the optical industry as the “drop-ball test”.  On October 26, 2007, the FDA released for public comment new guidance for industry in the form of Questions and Answers (Q&A) regarding implementation of the impact regulation.  
Whereas today lenses are impact tested before edging as permitted in the regulation, this guidance specifies that lenses are to be tested after they are edged.  If this new Q&A receives final approval, as scheduled for January 24, 2008, optical dispensers will be required to test using statistical sampling methods, and will be viewed as the manufacturer and liable for injury resulting from lens failure.  
Lens Impact Testing Process

Contrary to assertions made in the Q&A, decades of data compiled by our members demonstrates that edging is not a significant factor in lens impact resistance. Rather, Industry has determined that the surfacing and coating process play a much larger role in the area of impact resistance. The surfacing and coating process is done at the optical laboratory level where the drop ball test is currently conducted.
FDA Q&A – CFR Contradictions
After a thorough review of the Q&A document, numerous contradictions between the draft Q&A and the CFR have been uncovered. For instance the requirement of impact testing after edging contradicts the Federal Regulation which states that:

“Plastic prescription lenses…shall be tested in uncut-finished or finished form.”
Testing uncut-finished lenses means testing before edging.  If an organization follows the regulation to the letter by testing uncut-finished lenses they will violate the Q&A.

Result - Limited Choice for Optical Retailers 

If dispensers have labs perform the edging they forego the short service time and cost benefit of in-office edging.  Also new is that tested lenses are to be discarded.  Even though the retail store can use statistically based sampling to reduce the number of lenses tested, the cost of testing premium lenses is significant.  The new interpretation burdens retailers as they will now be required to conduct the drop ball test.  Additionally, based on the new Q&A interpretation, retailers who conduct any type of lens processing (edging or tinting) are now viewed as the manufacturer and will assume such liability. 
VCA Action and Opinion
VCA shares the FDA’s interest in safeguarding the American consumer from eyeglass related injuries. For the reasons cited above we will ask the FDA to extend this important comment period to allow time to prepare and submit information to the FDA that will demonstrate the errors in the new Q&A.  We will also request a meeting to gain a better understanding of the FDA reasons for the new Q&A and to explain the facts surrounding these issues.

The draft Q&A will cause unnecessary burdens for the American consumer and industry without improving eyeglass safety. Impact testing, as done today by the major lens manufacturers and wholesale labs, has resulted in lenses that meet or exceed the impact requirement.  The frequency of eye injury litigation involving fractured lenses is approximately 1 claim per year, a very low number considering that over 146 million American adults regularly wear eyeglasses.  
VCA Position on the Draft Q&A

1. The safety record for all spectacles is excellent.  Changes to the testing requirements specified in the Q&A cannot improve consumer safety since eye injuries caused by spectacle lens fracture are almost non-existent.  Lack of testing expertise at the dispenser level may well cause an increase in risk to the general public.
2. The financial burden of complying with CFR801.410 will be significantly increased, but no improvement in consumer safety can be expected. 

3. The Q&A contradicts the CFR in multiple critical areas, leaving the industry uncertain as to which document takes precedent.  It also contradicts itself, making compliance with all provisions of the document impossible.

Comments to the FDA
Please send comments to the FDA no later than January 24, 2008. All written comments should include the docket number 2007D-0364 concerning this draft guidance may be sent to:

Food and Drug Administration 

Division of Dockets Management (HFA-305), 
5630 Fishers Lane, rm. 1061, 
Rockville, MD 20852 
Electronic comments can be also submitted over the internet at:

www.fda.gov/dockets/ecomments or www.regulations.gov.
Please include the docket number 2007D-0364 in your comments.

