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not contain any representation ‘concerning t fthe dewce, ,mcludmg
‘indications or directions of use, are exempt frot
subject to the Guidance, and (b) clalf":' ' that ¢
(see §502(r) of the Federal Food,
advertisements can be ordin
approved/cleared mdlcatlons :
effects, and contraindications (collect
“indication(s) being advertised and to
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mformatmn - ,
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extended wear lenses and uv. lense >
~ device status for these. lenses is not nex
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‘ ay extended wear lenses and UV lenses have not‘
tatement of the relevant nsks3 and there simply does
nnam@n which would justify imposing a. brief statement
Indeed, both UV lenses and 7-day extended wear lenses
1 pendent requ:rement fora
~ expenence, estabhsh that

 broadcast media advertisements for
historically been requlred to CQ
not exist any new data or
-requirement for such. advems@men =
have for years been. regulated as pr scription devxces wi
brief statement. The available inform atx __and chmc j ”and
restricted device status is not nece ‘
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Accordmgly, insofar as th
Broadcast Advertising of Restricted De ces” is mterp }'“ed '
advertisement identify all of the devices :
precautionary information, it should be | mo
be clarified or ‘modified to allo the's nsor of the,adv
upon which to base the advertiseme ' mita
statement bo that relevant to the uées bemg adverﬁsed

of the rnost Important
/, the Guidance should

rmt : the content of the risk
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© did not seek to impose a “brief statement” zequ“ sment. The approval letters for 7-day extended wear lenses did not
» purport to impose prescnpuon limitations m dance with eétxon 502(¢) of the Act. Similarly, while approval
letters for UV lenses requn‘ed that- materials for such Ienses contain the prescnbed ‘

, FDA changed the condmons of approval
Supplement approval orders so as to impose a
without any prior notice, discussion, or factus egal justificatio
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Guidance should adopt a regulato framework analogous to that provxded by regulamon of the
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‘and contraindications directly
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for 30-day wear (e.g., the ad Only i
: advemsement should not be req i

f‘f the ad makes clalms '
. extend only to those

ngs, precautxons, suie 3
nons oontamed m the
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representatxons made 1n thes

- the body of the advert]sen}‘j ]
required, as part of fair ba ance,
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Itis respectfully submltted hat ' : priate ¥ > saf
and effectiveness of a medlcal device, such as 7-day ext and UV contact lenses, can
: 1 rest dxstnbuuon, oruse. In

the case of contact 1enses, the appli :,HI regulatory controls, :
mcludmg requirements for PMA or,
limitations, and the prohibition
failure to reveal material facts
~ adequate to provide reason:

: dev1ce” status for such produc ’

of represeﬁtaﬁens made(se’ §201(n) of the Act)) are

rceesary' In the case of marketed contact lenses, the :

S As explamed in Secuon IV of these conmlents, itis also our opmwn ethat'resmated devxce status for UV and 7-day
extended wear lenses should be rescmded i gk S ,
8 See foomote 3. e

safety and effectiveness. and therefore “restricted '



adequately regulated by the FI‘C

V. Summary

| have to 1dent1fy all of the approvedf
relating to “relevant warnings, preca];"

- satisfied where the advemseme
advemsed intended uses yan,, th

Addmonally, we requestth C Scind
: extended wear lenses as being. unn" essary and inc

restncted dev1ce status
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