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Food and Drug Administration 
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Rockville, MD 20852 

RE : Docket No, 2005N-O3S4, Cons urner-Directed Promotion of Reo;ulated Medical 
Products 

Dear Madam/Sir: 

On behalf of the Contact lens Institute tCILIj i, theso :lorriments concerning Direct-to-
Consumer (DTCj promotion are being , SUbmitted in response to the Agency September 
13, 2005 Federal Register Notice (7(: F .R . 54054) land as Gt supplenicrt to CLI's 
comments on D"I'C submitted to Docket 2004D-O04? on April 28, 2004 . CLI's April 28, 
2004 comments are attached hereto and ShOilid be considered ar integral part of these 
comments. 

The September 13, 2005 Federal Register Notice (Noticc) identifies severalissues 
concerning DTC promotion and requests (:orr3merits relating to these issues . CLI's 
position with respect to niany of the issoes identified an ib__ Notice is set forth in its April 
2$, 2004 comments. There are, howe;vcar, issues identified in the Notice which CLI has 
not previously addressed and fOr which it believes cartiniellt,~ are jusufied .i 

Use of Certain Standard Advertising, Strategies 

It is CLI's position that the appropriateness WCa particular ac3vertisiri`; strategy should be 
assessed in the context of the promotional r~~essages conveyed and whether the use of the 
strategy adheres to established [eoal anc~ regulatory policies . In repirci ko the particular 
strategies identified in the Notice, CU ~ia~ias the following com-nients : 

~.. ~ ~ C' 
r The Contact Lens Institute (CLI ) is a trade ~i 75ociation ot the major- researchi-hased manufacturers of 
contact lenses and lens care products in the United States . The -meinbers oi C:LI i>>c4ucie : Advanced 
Medical Optics,-fric ., Alcon, Inc :, Hausch & Lomb. C'I[3fi Vision, CoopcrVE~ion . ts ;c ., and Johnson & 
Johnson Vision Care, Inc . 
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Coupons, Free Samples, Free Trials, and Guarantees 



., 

Whether Regulations Governing Restricted DeviceAdvertxsing are Necessary 

(JI.I believes that it is important that FDA's position relating to restricted device 
advertising be: (a) documented and transparent; (b) consistent with First Amendmenk 
restrictions on government regulation and the dictates of the Act-, {L ;~ adopted only after 

notice of an y specific proposed restrictions and an opportunity for input on those 

proposed restrictions from the regulated industry and the public ; and (ci) enforced in an 

even-handed manner. However. it is also CI.Fs position that tbis van be accomplished 

through: (a) the issuance of a Level 1 (],Lidance document, (rather than the more 
cumbersome, less flexible and time-consuming formal rulemaking), and (h) the 

development of enforcement policies designed to assure that tile pUahliShed guidance is 

applied in a manner that results in similar situations bein; S~~~je~;t to similar agency 

responses, thereby helping to maintain a level playing field a7-iong c;ompetino fiirnis . 

What Action Should FDA 'fake When Companies Disseminate Violative 

Promotional Materials to Consumers? 

FDA has a number ofenfc~rce-ment tool,, (e,~, . untitled letters, warnin( ;-, letters, publicity, 
injunction) which can and should, in appropriate circumstances, be used to prevent, halt 
and rectify the dissemination of promotional materials Arhich violate the Act. Of course . 
the specific enforcement tool(s) to use should he decided on a case-hy-case basis, taking 
into consideration such factors as the nature Of the violation, any history of similar 
violations, and any resultant public harm. In this regard, C,'LI believes that FDA's current 
enforcernent authority and policies are appropriate and there Is no need for FDA to seek 
additional authority or to significantly alter its current policies . 

Respectfully Submitted, 

Edward Y. . Schilling, III 
Executive Director ' 


