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DEPARTMENT c::: HEALTH AND HUMAN sErvicEs | APPLICATION FOR A VARIANCE |Fom “-”“’D‘f,ﬁ oMB N'; o:go;gg%s
ot ihackive FROM 21 CFR 1040.11(c} FOR A | oot S5 ove Staomont
Food and Drug Administration LASER LIGHT SHOW, DISPLAY,  ossmroeoenett
OR DEVICE

NOTE: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.11(¢) ini design or use without the approval of this
application in aceordance with 21 CFR 1010.4,

INSTRUCTIONS
1. Check all applicable boxes and type or print the 3. Mail your spplication 1o the Dockets Maniagement Branely (HFA-305), Food and
requested information, Drug Administrations, Rm 1061, 5630 Fishers Lane, Rockville, MD 20852,
2. Subrmit an eriginal and four (4) copies. 4. Enter docket number if ass;gned

7. NAME OF COMPANY
Kaanapali Beach Hotel

Z. ADDRESS OF GOMPANY (include ZIF Codel(if P.O. Box 15 used, include actusl street address also.)

2525 Kaananeli Parkwayv. Lahaina. HI 96761
4. TELEPHONE NO. (Include areg code} 5. DATE OF SUBMISSION

SEes ONE61-0011 - Ansnst 13 2003
&. THE APPL! AN REQUESTSTHE VAR!ANCE TOBE IN EFFECT FORAPERIODOF _____ < YEARS FROM THE DATE OF ISSUE. (in
general, the Agency will approve 2 veriance for anly two ysars. If 8 longer period Is requested, a fustification must be attached as part of the eppligetion:)
7. PRODUCT DESCRIPTION AND USE

a, LIST NAME AND/OR MODEL NUMBER(S) FORTHE CASER LIGHT SHW(S) AND PROJECTOR(S)
Stinger50me, (0220425-02)

b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED f PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION -
[ Alaser display davice X) More than 15 days
[0 A projector for 2 faser light show ) More than 5 but not more than 15 days
[ A laser light show [ Less than 5 days
':' , ;)D Other (Specify) g. TOUR IS INTENDED TO RUN FOR
PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TG 1 More than 6 months .
OTHER LASER LIGHT SHOW PRODUCERS C1 1-6 monthe
d. PRODUCT IS INTENDED FOR USE IN A 71 Less than one month
{0 Prnetarium or other dome projection structure O Not applicable (Not a lour)
X Theater X Other (Specity)
[ Hotet/motel baliroom or meeting room k. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS
O Store displays 2 Front screen projections
] Trade show or convention Rear screen projections
1 Discotheque or night club Holographic displays
1 Pavilion X Muttiple reflection/diffraction effects
O Indoor arena J Audience scanning (Also includes scanning eny sceessible
[J Qutdoor srens uncortrofied sress)
O Museum Q Reflections from stationary mirrors or mircored
] Outaoor unenciosed area ' surfaces (Beam Mairices)
[J Other (Specify) T.] Stationary iradiation of rotating mirror balls, ete.
e. PRODUCT IS INTENDED TO BE USED [J Scanning iradiation of rotating mirror balls, etc,
2 At only one (Fixed) location [ Fiber optic projections
[J At 3 varigfy of (Tour} locations X Foy, smoke, or other scattering enhancement effscts
[J Other (Specify) J Other (Specify),
8. LASER RADIATION LEVELS
LASER MEDIUM (Ar, He-Ne, etc.) WAVE LENGTHS (nm) PEAK PQWER (waffs)
DPSS YAG 532nm +/- Sam £ 500mW
Solid-state Diode 635nm to 680nm \\'A
B. IE ANY LASER RADIATION 18 PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE

18-60K
10. REASON FOR REQUESTING VARIANCE

I%COmplranoe with the limits of 21 CFR 1040.11(c) would restrict the intended use of the product because compliance would
it e output power 1o the extent that the desired effects would not be sufficiently visible

1 Other or additional explanation (Specify}
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1. MANNER IN WHICH (T IS PROPOSED TO DEVIATE FROM THE REGUIREMENTS OF THE APPLICABLE STANDARD

I iz proposed o deviate from the provigions of 24 CFR 1040,11(c) in that the acceasibie emiasion lavel worki excoed the
accessible emission 1mits specified in 21 CAR 1040.11c).

O ttis proposed to devists from the pravisions of 21 CFR 1040.11(c) s foflows:

12. ADVANTAGES TO BE DERIVED FROM SLCH DEVIATION

Q(memmmys are acoepbed popular roedia i entertainment and the asts. Use of power levels in axcess
of the imits impased by 21 CER 1040.11(c) is necessacy 10 achieve the requited effiects in these redia,

] Othar o additiorsal advantages (describe and expisin),

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TQ BE PROVIDED. (Chack s many boxes g5 spply. It Rem 14 "Remarks,”
Justily any boxes not checked, using additional sheets 35 necessary, State any other measns of redistion protection that wil be used.)

a.&Mlasermm.mmwmvmb&mﬁmmm210|=R1M10andmeondiﬂmsduﬂsvmimandwil
B raportad as required by 21 CFR 1002.10 AND 1002.11 using the tapovting guides provided for suich purpose. These actions wilt be
accompished prior to any introduction o conwnerce.

b.&mmmmwmmmmwmm not be performed. No other effects will be added unti) a6 amenoment fo the
vartance has been obtained and the required repants or suppiements, asapplicable, have been submitted,

c.ﬁ Seanning, projection, or reflection of laser and collaters) mdiation (Light show radiation) int audience of other accessible uncontrolled areas
will not be penmitted excopt for diffuse reflections produced by the atimosphere, added atmospharic seattering nedia, and target screens.

d.-gLmradiaﬁmmmmdhmdmmmmtbemmmwwmmmaommmanym‘facel.spmum

mmmmm WmmMmMuZSmmwmwwmmwpm
Whera such persons are pestniited 16 be. Oparaters, padormers, and employees will not be required or 2liowed to view radiation abovs the
m«m:amwbmmmmmmmm1mmc;

e.j@Anymehwhwﬁesonwmgwmet exposure, or product class limite will incorponste & scanning safaguand systom which
directly senses scanner motion and mwmmmzomdemmgmawmwm

1 EQ All iaser light shows shall be under the direct and personal control of trained, competent operaton(s). The opetated(s) wilk
(1) Be s esmployee of the vasiance holkder who will be responsibie for the: training and the conduct of the operator
(2} Be located where alt beam patiis can be directty observed at af times; and

(3) Immediately terminate the emission of okt show rakation mmeeventofanymsie pondiion; ac, for outdoos shows, upon request
byany ab traffic controt officiats,

1. CX The maimum laser projecior output powsr will not exceed the kevel raquied 1o obltain the intendied effects.

h, [\ The projection systent a.mmmwwmsmwmmmngmmmmwmmw
& p:evem{xmmwedmmnorm@m Beom raasiing Wit be provided a3 an inherent peat of the system esicn 1o
prevernmﬁ!hg of screens, beam stops, largets, etc,

projecions will not be defivered to any other party under an agreement of sale, loase, or loanuniesa ar until the: recipient demonstrates
Stmmeyheveavamnumeﬂactazmmddﬁvaymw them % produce laser light shows incarporating such projecton(s).

in addition 10 the requirements of 21 CFR 1040, 10(h; mmmammmmmmbmmmmm

g g& or borrow the equipment, adequate users’ i mmg(on)éfor nstaliation and operationwhich explain the respoasibility of the reciplert as an
Wmmmmmw%mmiwmmmhmmamm CORH prior to introguction into

commeres of any laser fight shows,

requiramants aX1) and mmmmwmwammmummmm
k&xmdmwﬁmmw in sufficiert detad ts ansmume compiiance with 21 CFR 1040.10, the coaditions of this
variance, and the control of access to radiation aveas mmmmmmm1wwmmmdm
Nationat Standards institute, 1430 Broadwsy, New York, NY 10078) or ary other equivalert uses consensus standard and, where
applicable, state of local requiresnants. Laser radiation araas whicl: can contain radiation levdsabwememutsspedﬁedm21cm1m11(c’t
will be cleanty identified by the posting of warning signs and/or sestrioting access Ywough physicsl mesms (Such a8 pressure switthes, photo
cells, barriers, USRS, efc;). These requirements ppiyiotargnrs‘ym mamwmmwm)mwﬁww

of the application, the approval letter, cutrent progedires, and records relating to each particular show will be with the operatar
%mmmmwummwmmmwmm authioriies.
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By Advance written notification will be made as early as pessibie 1o appropriate federal, state, and local authorities providing show itinerary with
dates and jocations clearly and compiately identiied, and a basic description of the proposed effects inciuding a statement of the maximum
power output intended. Such nofifications will be made, but not necessarily be mited, to!

{1) The Center for Devices and Radiological Health, Office of Compiliance (HFZ-342), 2098 Gaither Road, Rockvifle, MD 20850, providing the
inkial and closing dates forfixed installations and e Rinerary formobite shows. In addiion, uniess all aspects of each show have been

reported ang Sctassion Mimbars claarly refarenced, each notice witl inchide desalled descriptions of each show and a listing of all effedts o

ba parformed in sufficient detai) % confinm complianes with the regulations and s vatiance.

{2) The Federal Aviation Administration (FAA) for any projections into open arspace &t any time (Lo, including set up, gignmont, refrearsals,
porformances, etc.}. K the FAA oblects to any laser effects, the objections wil be resolved and any conditions requested by FAA will be
adhered to, if these conditions ot ba met, the objectionable effects will be deleted from the show

¢3) State and local radiation control offices/agencies forafl Shows to be parformad within thelr jurisdictions. All requirements of state and local

e TR Bt VS S iRItiou ol i

law will be satisfied end any objections raised by locai authorities wil be resolved or the effects deleted, (A fist of federgd and sbale offices &

avallable from the Center for Devices and Radiological Heatth upon raquest)

14. REMARKS

CERTIFICATION

the above information and statemants are Tue, complete, and correct to the best of my knowledge and admowledge that
mm may be denied or my variance may be revoked if this application Is found to be false, misleading of Incosrect in eny
raterial way, | have submited and will submit ali reports required by 21 CFR 1002.10 and 1002.11 on the laser equipment and show(s).
further underetand that | may be required by regulation or by ihe Director, Center for Devices and Radioiogical Health, to supply such other
Momﬂonasnﬁ;benjmbevahmeandadmmisapplm

16. NAME (Type or P 17. TLE
. SN 7 7 7 F ﬂ,cm"b’*’g. Yy GEA At & AN s
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Public reporting burden for this collection of information is cstimated to average 5 hours per response, including the tme
for reviewing mstouctions, sexching existing date sources, gathering and maintaiming the duta peeded, and campleting
reviewing the collection of information. Send coneaents regarding this burden estimate or any other agpect of this collection of
information, inchuding suggestions for reducing this burden to:

Food and Drug Administation

CORY (HFZ342)

2094 Gaither Road

Rockville, MD 20850

An agency may not conduct or Sponsor, end ¢ person is wot required 1o respang to. a collection of information unless it displays
& curvently valid OMB controf mumber.
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