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What the New FDA Q&A Means

By Ken Wood, November 29, 2007

The familiar drop-ball test is used to evaluate the impact resistance of spectacle lenses.  This test is required by the 1972 Federal Regulation, 21 CFR 801.410.  In 1987 the FDA published a set of questions and answers about this regulation.  This Q&A document was just revised and has some alarming changes.  Here is how the new Q&A can change our industry.

Test After Edging

The fundamental change, appearing several times in the new Q&A, is that lenses are to be tested after edging.  Strangely, this 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.  The need to test after edging affects many in our industry.
Retailer Testing
For the first time, retail stores that edge lenses are classed as manufacturers and must drop-ball test these lenses.  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 is significant.  When many retail stores are owned by one corporation, each store is required to test their own lenses because edging quality is likely to vary from store to store.  Today, retail stores do not impact test plastic lenses they edge.  Wholesale labs do the testing today since the Regulation allows testing before edging.

Manufacturers Must Test, Labs Need Not
Under the new Q&A, wholesale labs need not test lenses they surface and/or coat but not edge, assuming they adhere to the lens manufacturer’s recommended minimum thickness.  This implies that any lens liability that labs may face gets passed to the original manufacturer.  It also implies that the manufacturer should test their lenses in edged form since that is the recommended way to test.  This could end the current practice of labs testing their surfaced and coated lenses and shift impact liability from the lab to the mass manufacturer and the retailer.
Edger Sales Hurt

The new testing burden on retailers will cause a shift from edging at retail stores to edging at labs.  This will hurt sales of edgers since many more edgers are needed in stores than in labs.

Frames Distribution May Be Affected
The shift to edging at labs will increase the need for labs to edge without having the frame or else wait for the frame to arrive before edging.  Either choice will affect frames suppliers who will see increased demand for accurate electronic files for lens shape and drilling data.  This data allows the lab to edge and drill without the frame.  The shift to edging at labs could also change frames distribution so that labs stock frames rather than retailers.
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