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Exammatlon of Decorative Contact Lenses (Import Alert #86—1 0); Avallablhtgt*’n

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The,Food and Drug Administrationi(;l‘:';DiA) is announoi’ng the
availability of a guidance docurnent entitled “Guidance for FDA Staff on
Sampling or Detention Without Physmal Exammatlon of Decoratlve Contact )
Lenses (Import Alert #86-10).” The guldance document mcludes FDA’s
guidance to FDA district offices forwsamphng or detentlon without physical
examination of plano (zero-powered or noncOrreotive) contact lenses intended
solely to change the appearanoevof the normal eye in decora‘tivefa‘shio}n,dwhen
these products are presented for,,;importation;into the United States.

DATES: Submit written or electromc comments on, the guldance by [insert date

60 days after date of pubhcatmn in the Federal Reglster]

ADDRESSES: Submit written requests for smgle coples of the Import Alert #86—
10, to the Division of Import Operatlons and Policy (HFC—-170) Offme of e
Regulatory Affairs, Food and Drng Admlnlsttatton, 5600 Fishers Lane,

Rockville, MD 20857. Send,two,;self-a‘ddxeesed adhesive labels to assistthat -

office in processing your request. You may ‘faxwyonr_reqnest to 301-594-0413.
Submit written comments on this guid‘ance to the D'ockets' Management'Branch
(HF A-305), Food and Drug Admlmstratlon 5630 Flshers Lane, rm. 1061,

wz;/)‘o//e/ o , | oy !



‘Rockville, MD 20852. Submit electronic comments te http:/www.fda.gov/

dockets/ecomments. See the SUPPLEMENTARY INFORMATION sectionfor |

information on electronic access to the guidance document.

FOR FURTHER INFORMATION CONTACT: Thaddeus J. Poplawski, Division of Import

Operations and Policy (HFC-1 70), Food and Drﬁngdrrilihiystrat’iken, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-6553. |

SUPPLEMENTARY INFORMATION:
I. Background

FDA has been receiving reports that Certam commercral ent1t1es are
planning to distribute or may already be dlstrlbutlng plano (zero powered or
noncorrective) contact lenses 1ntended solely to ‘c’:h}a’n’ge the normal appearanee
of the eye in decorative fashion (decorative conta{:t lenses). FDA understands
that these products are int\en”ded; to be,distributed ;,W’ithgutHa,;prescriptien, '
without fitting by a qualified eye care professiorrel, and without ongoing
professional supervision. |

FDA believes that, like other contact len_ses, clecqrative contact lenses can
cause a variety of eye injuries and conditions. Lens wear haels,,,b.een asso,ciated |

with corneal ulcer, for example,:which can pro,’gress‘ rapidly, leedi:;ng“to Virl‘t:ernal

ocular infection if left untreated, Uncontrolled infection can lead to corneal

scarring, which can lead to v1s1on 1mpa1rment In extreme cases, corneal ulcer
can result in blindness and eye loss Other r1sks 1nclude con]unctlvms corneal
edema; allergic reaction; abrasron from poor lens f1t and reductlon in v1sual
acuity, contrast sen51t1v1ty, and other v1sual functlons resultmg in 1nterference

with driving and other ac;tlvltles.
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FDA believes that these risks cannot be sufficiently controlled unless: (1)
The wearer obtains advice from an eye care professional; (2) the lenses are
fltted by or under the superv151on of such a professmnal and (3) the wearer | -
remains under appropriate professronal superv1smn Eye care professmnal
1nvolvement is legally required (21 CFR 801.109) for contact Ienses 1ntended B
for medical purposes (1.e.,‘prosthet1c use or vmmn_correctlon). These products
are regulated by FDA as medicall devices underthe Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C.; 301 et seq.).‘ 1 Snch control vis not available
for decorative contact lens}esbeqanse{the}se produt:ts are cosmetics under

section 201(i) of the act (21 USC 321(i)).

Section 201(i) of the act defines “‘cosmetic” to include * articles int;end,éd r,
to be rubbed, poured, sprinkled,? or spr’ayed Qn, introduced into or qtherwise ’
applied to the human body or any part thereef forﬁ cleansing, h‘e’autifying,;
promoting attractiveness, ‘orvalteﬁringthe appearan{ce* (21 U¢S.C.
321(i)(1)). Decorative contact lenses, are articles 1ntended tobelntroducedlnto I
the eye, which is a part of the bedy, to beautify the wearer, promote the
attractiveness of the wearer, or alter the wearer’s appearance ‘They are claimed
to achieve this cosmetic result by changing the apparent color of the i iris; by
appearing to add a des1gnto the;lrr_s (e.‘g., a profaes.smnalws‘perts team 1nelgn1a),’
or by imparting a nonhuman or btherWise nennOrmal appearance to the eye
(e.g., cat’s eye). Provided they are not marketed w1th clannsz that they effect

physical or physiological change decoratlve contact lenses are properly

1There are some lenses currently on the market under cleared 510(k)s covenng contact
lenses intended for both vision correction use and for solely decorative purposes.The
sponsors in these cases voluntarily included a plano lens in the range of cerrectlve powers
described in the 510(k) submissions.

2 American Health Prods Co. v. Hayes, 574 F. Supp. 1498, 1505 (S.D.N.Y. 1983), aff'd
on other grounds, 744 F.2d 912 (Zd Cir. 1984) (The courts “have always read the
* * * gtatuatory definitions employmg the term 1ntended’ to refer to specific marketing
representations.”). :
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- regulated as cosmetics, under the act (cf Unned Statcs v. An Art1cle -
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* * * “Sudden Change,” 409 F.2d 734 (2d Cir. 1969) (“clalmmg to affect the

structure of the skin in some phys1olog1cal way’ makes a product a “drug”);

21 CFR 700.35 (“sunscreen clalms make a product a drug))

The fact that contact lenses are “dev1ces in the colloqulal sense does not
preclude cosmetic status underthe, act, FDA has prevrously determmed that
section 201(i) of the act applies to ;appearance—enhancing devices such as Wigs,
hair brushes, stockings and toothpicks“(Refs. ithfough 3). |

Moreover, the fact that a product is 1ntended to come 1nto contact w1th
the eye does not make it 1nel1g1ble for cosmetlc regulatlon (Ref 4). Indeed,
the legislative history accompanying the or1g1nal 1938 act demonstrates that
Congress enacted the cosmetic adulteration provrsmns to address the risk to
users presented by cosmetic products that may cause blindness and other
serious injuries (S. Rept. 74—-361 at 21 (1935)). | -

On October 22, 2002, FDA 1ssued Import Alert #86-10, W1th respect to |
decorative contact lenses. We are now publishing a rev1sed Import Alert #86—
10 in the Federal Register. The Import Alert ‘#'8:6—f10 does not cover contact
lenses that are intended for Vision fcorr;ection or for prosthetic or other me,dical_

use.

Section 801(a) of the act (21 U. S C 381(a)) authonzes FDA to refuse
admission to articles that appear to be adulterated or mlsbranded Based on
the available evidence, FDA belreves that decorative contactlenses presented
for importation may appear to be adulterated undﬁer section 69,1(3) of the act
(21 U.S.C. 361(a)), in that they‘ contain a deleteri‘o’us substance that is |
dangerous to wearers of the lenses when they are put to a labeled customary, |

~orusual use. The deletenous substance is the matrlx in whlch colorants are



5
embedded. This material can cause the potentrally vision- threatenlng eye
conditions discussed prevmusly partlcularly 1f the wearer falls to obta1n -
| appropriate professional counselmg, frttmg, and ongomg superv1sron; if the |
wearer trades lenses, fails to use proper disinfection and other care techniQues;
or if the wearer wears lenses for longer than the recommended period.
Consequently, FDA beheves that decorattve contact lenses appear to be 1' -
adulterated under section 601(a)

Decorative contact l‘enses"'chan' also be subject to refusal if they appear to
contain unsafe color additives (21 U.S.C. 381"(a)_and 361[e)]. FDA Unders.tands |
that certain overseas manufacturers or distributors mlght h’ave:selected"color
additives for use in decorative contact ilenses yintended for U.S. ,distribution
based on the fact that they have been’approved byF DA“formuTse in'medical( :
devices. To be used lawfully in decoratlve contact lenses a color addltlve must

be approved by FDA for use in eye area cosmetlcs Not all color add1t1ves |

approved for use in medical devlces have been approved for eye areausein

~ cosmetics. Consequently, decorat1ve contact lenses may also appear to be
adulterated under section 601(e) of the act. |

Finally, decorative contact lenses may be sub]ect to refusal on the ground
that they are misbranded under sectlon 602(a) of the act (21 U S C 362(a))

because their labeling is false or m1slead1ng in any particular.” Under the

act, labeling can be misleading by failing to chsclose “facts * * ¥ material
with respect to consequences Wthh may result” from use of a product under
customary, usual, or labeled condltlons (21 U.S. C 321(n]) As noted
previously, decorative contact lenses may cause serious health problems

including (in extreme cases) bhndness FDA beheves these rlsks are mater1al

If they are not disclosed in labelrng, then the }labehng would be m1sleadrng, S



and the product would appear to be misbranded under section 602(a) of the

act and subject to refusal under ‘fse"ction 801(a) of theaot.' “

II. Guidance

FDA'’s district offices may sample or detain With‘out'physiCél"eiéém‘iifi‘éﬁéh -

decorative contact lenses presenfted' for U.S. impofrt‘éﬁaﬁ; .

The Import Alert #86-10 applies to contact lenses that are: (1) Intended
to change the appearance of the normal eye in decoratrve fashlon and (2)
intended for distribution dlrectly to the wearer Wlthout the mvolvement of
a qualified eye care professmnal It does not cover contact lenses that are .
intended for vision correction or for prosthetlo or other medloal or therapeutlc -
use and that are, therefore, properly regulated as medloal devmes under the

act.

II1. Significance of Guidance

practices regulation (21 CFR 10. 115) The guldance represents the agency’ s

current thinking on the samphng or detentron Wlthout physical exammatlon

of decorative contact lenses that;appear to be adul:terated’under ‘;section; 601 @

and (e) of the act because they contalnadeleterloussubstance that 1sharmful -
to users and/or contain an unapproved color add1t1ve or appear tobe N
misbranded under section 602(a] because therr labehng is false or mlsleadlng

It does not create or confer any rlghts for or on any person and does not '0perate
to bind FDA or the public.; An alternative approach may be used if such

approach satisfies the applicable statute and regulations.
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This guidance is effeCtive'iriimediater b‘ecause prior public p‘articipation
is not feasible or appropriate due to the risks to the public health presented =~

by these products.

IV. Comments

Interested persons may subrnit to the DOckets Management Branch (see
ADDRESSES) written or electronic ‘comn;lents regardingthis g’ﬁid‘ahée‘. ""suéh’“f -
comments ;/vill be considered Whendeterminingyvhether to amend the current
guidance. Two paper copies of any maﬂed comrnents are to be submitted, |

except that individuals may subrnit one paper copy comme‘nts‘ are to be

identified with the docket number found in brackets in the headlng of thlS | -

document. The guidance and recelved comments are avallable in the Dockets

Management Branch between 9 a.m. and 4 p m., Monday through Frlday

V. Electronic Access

Persons Wlth access to the Internet may obtam the gu1dance at http /1

www.fda.gov/ ora/flars/ ora 1mport 1a8610 html |
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