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RE: Docket No. 2005N-0354, Comsumer—Dlrected Promenon ef Regulated Medical
Products '

Dear Madam/Sir:

On behalf of the Contact lens Insutute (CLI) these comments concemmg Direct-to-
Consumer (DTC) promotion are belng submitted in response to the Agency September
13, 2005 Federal Register Notice (70 F.R. 54054) and as a supplement to CLI’s
comments on DTC submitted to Docket 2004D-0042 on April 28, 2004. CLI's April 28,
2004 comments are attached hereto and should be conszdered an integral part of these
comments. g

The September 13, 2005 Federal Reglster Notice (Notlce) 1dent1fles several issues
concerning DTC promotion and requests comments relating to these issues. CLI's
position with respect to many of the issues identified in the Nonce is set forth in its April
28, 2004 comments. There are, however, issues 1dent1fled in the Notice which CLI has
not previously addressed and for Whlch it believes commems are justified.\

Use of Certain Standard Advéﬁiéing Strategies

It is CLI’s position that the approprlateness of a partlcular advertlsmg strategy should be
assessed in the context of the promotional messages conveyed and whether the use of the
strategy adheres to established legal and regulatory policies. In regard to the particular
strategies identified in the Notlce CLI has the follawmg comments:
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o Coupons, Free Sample \

ial '_" ~and Guarantees

' The Agency spec1ﬁcally mv1ted mments on the use of coupons free samples free &
trials, and money back guarantees, CLL believes that these tools can be a part of '
responsible DTC promotion, provlded that they are offered in anner that comphes
with the dict:ates of the Federal Food, lrug, and Cosmet: ), and do not tnvrahze ,
the nature ef the product 1nvolved (e. g‘, contact lenses are lde*vwes that are ‘
available only by prescription, require regular profes O] sion and are not risk
free). Indeed, these tools have been used for years by the tlens and lens care
industry in a manner that is.consistent wuh the Act an ' drrect benefits to the
- consumer. Therefore rather than 1mpes1ng specral restr O requwements on use of -
coupons, free samples, free mals, guarantees and other s1mr ar tools, CLI believes that -
the agency should evaluate the use of such tools on a case—by case: basrs and, where there
are abuses, take appropnate and prom. iactlon '

o Testlmomals/Endorsements S
The September 13 2005 Federal Reglster nouce also se ‘ ent,on the use of
testimonials from consumers/patlents or from heahhcar, :
that testimonials and endorsements are dppmpnate fe'
advertisement complies with FDA’st
Trade Commlssmn s (“FTC”) Guidﬁ

metren, prowded that the
d also with the Federal
ements and Tesumomals‘
s spemfic requrremems

prov1d1ng tesumomals must be‘be ~
experts (e.g., healthcare prac ,
expertise in evaluating produc ; ,eature Or haractensues wrth respect to Wthh the v
person is an expert and which are relevcmt te an ordmary consu erfs use of the p;roduct ;
~and (d) any connection between the perso vidin
- which might matenally affect the Weroht or eredrb, ity ( dersement must be fully“
disclosed. Further the FTC Guide specrflcaﬂy provides c 'lzums concerning the
efficacy of any drug or device as :lefmed in the Federal “ommission Act, 15
U.S.C. 55, shall not be made in lay endorsements unles advemser has adequate -
screnuﬁc substantlatron for sueh <1anns and (2) the clar 10t mcensmtent with any
_determination that has been made by the Food and Dru istration with respect to
the drug or devrce that is the subjwt ef the ciann = 16 C “R.3 2 2(c). :

Ttis CLI's posmon that comphanee w’h:exrstmg FDA reqmrements and the FTC Gulde
will ensure that any use of testimonials i
truthful and not n:usleadmg ‘This po s eonsmtent thh the FTC s V1ewpomt as
expressed to the FDA i in comments on DTC promotlen submltted m 2003 2

2 Comments of the Staff of the Bgureau of Consumer Pr tect e ’Bureeu of Economics, and the
Office of Pehcy Planning of the Federal Tra i;Commrssron on Request fo omments on Consumer-
Directed Premotron, Docket No. ZQO%N ~0344 (Dec 1,2003). = o o o



Whether Regulatlons Gover i tr cted Dev;ee Advertlsmg are Necessary

CLI beheves that it 1s 1mportant that FlA’s posmon relatmg to resmcted device

' : with First Amendment :
'dopted only after '
; t,on those

proposed resmctlons from the regulat
even- handed manner. However, itis alss
through (a) the 1ssuance of a Leve C ;

developmem of enforcement DC
applied in a manner that results in
responses thereby helpmg to mam 4

What Action Should FDAT ke Wi “ompanies D
Promotmnal Materlals to Consv,f f f e T

FDA hasa number of enforcemen :
injunction) which can and should, 1n approprlate circu ,e»used to prevent halt i
and rectify the dissemination of promotlonal matenals Iate' the Act. Of course,
the specific enforcement tool(s) to use should be decid case-by-case basis, taking
into eon31deratlon such factors as the nature of the iok ory of similar :
violations, and any resultant public h | ar ieves that FDA’s current
enforcement authority and policies are aj prepnate and the need for FDA to seek
additional authonty or to SIgmﬁcantly alter its ourrent phmes..; s

Respectfully Submmed il

Edward L. Schﬂlmg, m
Executlve Dlrector




